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1.Thanh phén:
Cong thirc bao ché cho 1 éng Tranexamic acid 250mg/5ml:
Tranexamic acid. ......ccccceevveeeiiieniiieniienenne 250mg
T4 duoc (nudc dé pha thude tiém). ....vira du 5ml

2. Dwge dong hoc:

Tranexamic acid dat nong d6 cao nhét trong huyét twong sau 1 gid khi tiém bap va sau 3
phat khi tiém tinh mach. Thudc phan bd rong trong co thé, gin rat it vao protein huyét
tuong (3%). Thé tich phan bd ¢ ngudi 16n 14 9 - 12 lit. Thude qua duge nhau thai va vao
sita me (1% so voi huyét thanh), vao duoc dich ndo tuy (10% so v&i huyét tuong).
Thudc phan bd nhanh vao dich khdp va mang hoat dich trong dich khdp, ndng d6 thude
tuong tu nhu trong huyét thanh.

Ntra doi sinh hoc cua tranexamic acid trong dich khép khoang 3 gio. Nong do
tranexamic acid trong mot s6 cac mo khac thap hon so voi ndng do trong mau.

Thudc ciing vao thay dich, thudc ciing thay & tinh dich nhung khong anh huéng dén di
chuyén tinh tring.

Nitra doi thai trir trong huyét twong khoang 2 gio. Sau khi tiém tinh mach, 95% liéu
thudc bai tiét dudi dang khong ddi trong nude tiéu, nhung sau khi udng, ty 1¢ nay chi la
39%.

3. Dwgc luc hoc:

Tranexamic acid 1a mot dan chat tong hop cua acid amin lysin c6 tac dung chong tiéu
viém fibrin, rc ché sy phan huy fibrin trong cuc mau dong. Co ché tac dung chu yéu cua
tranexamic acid 14 ngin can plasmin gin vao fibrin, do d6 ngin ngira sy hoa tan cia nat
cAm mau; trc ché truc tiép cia plasmin chi xay ra & mutrc d6 thap. Thudc e ché su giang
héa ty nhién cua fibrin, 1am 6n dinh cuc mau dong.

Nong do can thiét ciia tranexamic acid trong huyét twong 14 5 - 10 microgam/ml dé c6
tac dung trc ché tiéu fibrin. In vitro: O ndng do téi 10mg 1 mi mau ciing chua gy anh



huong dén s6 lugng ti€u cau, thoi gian mau dong hoac cac yéu t6 dong mau trong mau
toan phan hodc mau co citrat & ngudi binh thuong. Nhung tranexamic acid & nong do
10mg va 1mg/1ml méu kéo dai thoi gian thrombin.

4. Chi dinh:

Phong va diéu tri chay mau lién quan dén ly giai fibrin toan than hodc tai chd ¢ nguoi
16n va tré em 16n hon 1 tudi gdom:

Rong kinh hodc xuat huyét tir cung.

Chay mau da day, rudt.

Chay mau dudng tiét niéu, phau thuat tién liét tuyén hodc cac thii thuat ton thuong
duong tiét niéu.

Phau thuat tai miii hong (cit amidan, nhd ring).

Phau thuat phu khoa hodc bénh 1y phu khoa.

Phau thuat nguc, bung va nhitng can thi¢p ngoai khoa nang né nhu phéu thuat tim mach.
Kiém soat chay mau lién quan thudc tiéu fibrin.

5. Chong chi dinh:

Qua mén véi tranexamic acid hodc bat ky thanh phan nao ctia ché pham.

C6 tién str bénh huyét khoi tac mach hodc dang c6 nguy co huyét khoi (nhéi mau co tim,
tai bién mach mau nio ...).

Chay méu dudi mang nhén, rdi loan thi giac kiéu loan mau sic mac phai (do khong theo
doi dugc doc tinh cua thuéc).

Suy thén ndng.

Téc dong mach hoac tinh mach cép.

Tinh trang tiéu fibrin sau khi roi loan dong mau rai rac (DIC) ngoai trir nhitng bénh
nhan c6 hoat héa manh hé thong tiéu fibrin khi chay mau ning cip tinh.

Tién sit co giat.

Tiém ndi tay, tiém vao tim (tiém ndi that), tiém noi so (nguy co phi ndo va co giat).

Str dung thudc tranh thai hormone.

6. Than trong:

Diéu chinh liéu & nguoi suy than. Than trong khi dung & nguoi bi bénh tim mach, bénh
than, bénh mach mau nao hoac phéu thuat cét bo tuyén tién liét qua ni€u dao.

Nguoi bénh dung tranexamic acid c6 thé trc ché sy phan giai cac cuc mau dong ton tai
ngoai mach.

Céc cuc mau dong trong hé thong than co thé din dén tic nghén trong than.

Phai than trong & ngudi dai ra mau (tranh ding néu c6 nguy co tic nghén niéu quan).
Chay méau do dong mau rai rac ndi mach khong dugc diéu tri bang thude chdng tiéu
fibrin. Trong mot sd trudng hop phu hop, tranexamic acid c6 thé dugc ding sau do,
nhung phai theo ddi can than va dung thude chdng déng mau.

Than trong & phu nit kinh nguyét khong déu, phu nit mang thai.

Kiém tra chtrc ning gan va thi giac thuong xuyén khi diéu trj dai ngay.

Khong dung ddng thoi voi phirc hop yéu td IX hodc chit gy déng méau vi ting nguy co
huyét khoi.



Dung tranexamic acid sau chay mau dudi mang nhén co thé lam ting ty 1¢ bién ching
thiéu méau cuc bd nio.
Than trong gay co giat trong trudong hop tiém tinh mach.

7. Tac dung khong mong mudn (ADR):

Tac dung khong mong muén cua tranexamic acid thuong hiém gap va chu yéu gidi han
& budn nodn, tiéu chay hodc dau bung. Céc tridu ching nay thuong gip khi ding liéu cao,
giam xudng khi giam lidu. Phai giam liéu tranexamic acid & nguoi suy than dé tranh tich
lity thudc va tranh ting tac dung khong mong mudn. Ha huyét ap d6i khi xay ra, nhét 13
sau khi truyén tinh mach nhanh. P4 gip ban da, bao gdm ban c6 dinh do thudc va ban
mong nudc.

Tiéu hoa: Budn ndn, ndn, tiéu chay.

Tim mach: Ha huyét ap, huyét khdi tic mach (huyét khoi tinh mach sau & chan, nghén
mach phéi, huyét khdi & mac treo rudt, dong mach chu, tac dong mach vong mac, huyét
khdi & dong mach trong so).

Than kinh trung wong: Thiéu méau cyuc bo va nhoi mau nao (khi dung diéu tri chay mau
dudi mang nhén), dau dAu, tran dich ndo, chong mat.

Huyét hoc: Giam tiéu cau, rdi loan déng mau, thoi gian chdy méau bat thuong.

Thi giac: Bat thuong vé thi giac kiéu loan mau sac, giam thi giac, bénh véng mac tinh
mach trung tam.

Tiét niéu: Hoai tir v6 than cép ¢ nguoi bi bénh wa chdy mau A. Suy than két hop voi
hoai tir vo than cap hiém gap.

Thong béo cho bac sy nhimg tac dung khong mong mudn gip phai khi st dung thudc

8. Hwéng dan cach xir tri ADR:

Giam liéu khi ¢6 céc r6i loan tiéu hoa.

Ngung dung thube khi ¢6 cac réi loan vé thi giac.

9. Twong tic v6i cac thude khac:

Khong ding dong thoi tranexamic acid véi estrogen vi ¢6 thé gay huyét khdi nhicu hon.
Than trong khi dung dong thoi tranexamic acid véi cac thude cam mau khéc.

Tac dung chdng tiéu fibrin cia thudc bi di khang boi cac thude 1am tan huyét khoi.
Dung dong thoi tranexamic acid voi tretinoin dudng udng co thé gay huyét khdi trong
cac vi mach.

Dung dich tranexamic acid tuong ky véi dung dich c6 chira penicilin.

10. Str dung cho phu nir c6 thai va cho con bu:

Tranexamic acid qua dugc nhau thai. Khong c6 bang chimg vé tac dung gy quai thai
trén dong vat thi nghiém. Tai liéu vé dung tranexamic acid cho ngudi mang thai co rat it,
do d6 chi dung thudc trong thoi ky mang thai khi loi ich 16n vugt nguy co thude co thé
gay ra.

Tranexamic acid tiét vao sita me nhung ndng d6 chi bang 1% trong méau me.

Than trong khi dung thudc & phu nit cho con ba

11. Tac dong cia thudc khi 13i xe va van hanh may méc:



Thuoc c6 thé gay budn ngu, dau dau, chong mat. Can than trong khi 1ai xe va van hanh
may moc.

12. Liéu dung - Cach ding:

Tranexamic acid dung bang duong tiém tinh mach cham (t6i da 100mg/phat hay
1ml/phut) hodc truyén tinh mach lién tuc.

* Nguoi 16n:

Diéu trj tiéu fibrin tai chd: Tiém tinh mach cham, liéu dung moi 1an 0,5 - 1,0g, ngay 2 -3
lan.

Diéu tri tiéu fibrin toan than: Tiém tinh mach cham, liéu dung moi lan 1,0g, dung sau
mdi 6-8 gio.

* Tré em:

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

* Ngudi suy than: Diéu chinh liéu dung va khoang cach dung dya trén ndng do creatinin
huyét thanh hoac do thanh thai creatinin.

Piéu chinh theo ndng d6 creatinin huyét thanh

Néng do creatinin trong huyét thanh S , ) )
L. , Liéu tiém tinh mach cua Tranexamic acid
nanomol/ml (nmol/ml) hodc micromol/lit

120 - 250 10mg/kg thé trong, ngay 2 lan

250-500 10mg/kg thé trong, ngay 1 lan

5mg/kg thé trong, ngay 1 lan Hodc 10

> 3
200 mg/kg, 2 ngay 1 lan.

* Nguoi suy gan: Khong can hiéu chinh liéu ¢ bénh nhan suy gan.

* Nguoi gia: Khong can hiéu chinh liéu trir khi c¢6 suy than.

bé truyén tinh mach, c6 thé tron dung dich tiém tranexamic acid véi cac dung dich dung
dé tiém nhu: Natri clorid 0,9%, glucose hodc dung dich dién giai, acid amin. Co thé cho
tranexamic acid va heparin vao cing mot dung dich tiém truyén. Chuan bj dich truyén
trong ngdy truyén.

13. Qua lidu va xi tri:

Chua c6 thong bao vé trudong hop qua liéu tranexamic acid. Nhiing triéu ching qua licu
c6 thé 13: Budn ndn, ndn, cac tridu ching va/hodc ha huyét ap tu thé ding. Khong c6
bién phap dac biét dé diéu tri nhiém ddc tranexamic acid. Néu nhiém doc do uéng qua
lidu, gdy non, rira da diay va dung than hoat. Trong ca 2 trudng hop nhiém doc do udng
va do tiém truyén, nén duy tri bd sung dich dé thiic day bai tiét thudc qua than va ding
cac bién phap diéu tri triéu ching va diéu tri hd tro.

14. Tai liéu tham khao:
T6 huong dan st dung thuoe
Duogc Thu Quoc Gia Viét Nam




Dung dich thubc tiém
TRANEXAMIC ACID 250mg/5ml
'I'ltlnhptin:
Cong thire bo ché cho | dng Tranexamic acid 250mg/5mi:
Tranexamic acid 2
Tam(:muépm e G2, ..o ViR ) ST
Drgre djmg hye:

Tranexamic acid dat ndag d¢ cao nhiit trong huyét tuomg sau | giér khi tiém
b&p\'ﬁsaquhﬂtkhiﬁﬁmli:ﬂlmach.'ﬂmﬁcﬁﬁnbﬁrﬁmgmgmﬂé,gﬂnﬁlft
vibo protein huyét tvomg (396), Thé tich phan bb & ngwi lom 169 - 12 lit, Thude
qua duge nhau thai vi vao sia me 1% so vai huyét thanh), vio duge dich nio
tiy (10% so viri buyét momg). Thude phin bb ahenh vio dich khép vi ming
hoat dich trong dich kivip, ndng 3 thude trong L ahie trong huyél thanh, Nia
diri sinh hoe eia trnexamic acid trong dich khop khoing 3 gitn. Ning do
tranexamic acid trong mdt 50 cAc md khde thap hom so vin ndng 3¢ trong médu,
Thubceling vio thiry dich, thube ciing thiy & tinh dich nhimg khng dnh huimg
dén di chuyén tinh tring.

Nira i thii h:ﬂmhuyéi rueomg khodng 2 gidr, Sau khi tiém iinh mach, 95%
lidu thude bai tiér dudi dang khong ddi trong mude tiéu, nhimg sau khi udng, tv
I iy chil 1 39%.

Dargre e hipe:

Tranexumic acid i mdt din chdt tdng hop cta scid amin lysin o8 te dyn
chiing tiu viém fibin, (rc ché sy phin hiy fibrin trong cuc miu déng. Ca ¢
dcd-,ngchﬂyéucﬁamenmjc acid Hngln cin plasmin gin vio fibrin, do 4
ngin ngira sy hia tan cda nit cdm méu; e ché tnpe tidp cia plasmin chi xiy ra &
mire 85 thip. Thudc irc ché sir gifng héa tr nhién cia fibein, im én djnh cye
méduding,

Néng 46 cin thidt cua wanexamic scid trong huyét wong 15 5 - 10
migcrogam/mi & o tae dyng ¢ chi tidu fibrin. S vitro: O nﬂﬁg a5 tn
10mg/lml méu cling chira gy dnh hurimg dén s lwgmg tiéu cén, thir gian méu
dang holke cac yéu 8 dong méu trong méu todn phén hode miu cb citrat ¢ ngwi
binh tharémg. Nhumg tranexamic acid & ndng 4o 10mg va Img/Iml méu kéo dii
thiri gian thrombin,

Chidinh:

Phong vi didu trj chiy mu lidn quan dén Ly gidi fibrin todn thin hoje tgi chd &
nigarii bém v e e 1ém hom 1 i glin:

Rong kinh hojie xudt huydt tircung.

Chiy méu da diy, mgt.

Chay mdu dubmg tidt nigu, phils thugt tién it tuyén hodie cie this thudt thn
thwromg dudmg tict nigu.,

Phiu thudt tai mii hong (cAt amidan, nhd riag).

Phéu thuiit phy khoa hodc bénk Iy phukhoa.

Philu thut ngye, byng vi nhimg can thifp ngoai khoa ning né nhu phu
thudit tim mach

ém sodit chy mbu ién quan thude théu fibrin,

Thube nay chi bin theo don cia bic s§
Poc ki hudng din sir dung trwede khi ding

Thén kinh trung wong: Thiéu méu cuc bd vi ahéi méu n8o (khi ding didu trj
chily myiu durdi mangphag}.agmu.mdmﬂn.cmw. :

Huyét hoe: Gidm tiéu ciu, rdi logn dang mdu, thor gian chiy miu b thuomg.

Thi piie; Bt thuimg v thi gide kidu logn miw sic, gidm thi gide, bénh ving
mac finh mgch trung t3m. |

Tiét nigu: Hogi ti v6 thin cip & ngudi b bénh wa chiy mau A Suy thin két
hop visi bopi tir v thin chp hiém gp.

Thing bdo cho biic s nhitng vic dung khing mong mudn gdp phdi
khi ik dpng thube

Hirémg diin cich xir tri ADR:

Gidm liéu khi cdcie rdilogntiduhéa.

Npimg diing thude khi ¢6 cic réi logn vé thi giic.

'I'uvng'lin:vﬁ‘ldﬁh‘l&cklﬂ:: : i 1

ifé['fu'dﬁngdéngllmi tranexamic acid viri estrogen vi o6 thé giy huyét khii
nhicu hom. % P

Thiin trong khi diing dbng théi trancxamic acid véi cic thude cim min khic,

mq:gu.ﬁngmﬁhhmmummwuhmlmmmm

Diing dong théri ranexamic acid véi tretinoin diimg udng o6 thé giy buyét
khéi trong cac vi mach, -

Dung dich tranexamic acid tromg ky véi dung dich o6 chira penicilin.

Sir dyng cho phy nir cb thal vi cho con bi: % ;

Traneximic acid qua dunpe nhau tai. Khéng o6 bing chimg vé tic dyng giy
qudi thai trén ddng vit thi nghiém. Tai lidu vé diing anexamic acid cho ngui
mang thai ¢6 rat if, do 46 chi ding thudc trong thisi ki mang thai khi I ich lén
virgt nguy oo thude e6 the giy r. o

Teanexamic acid 6él vio sira me nhumg ndng ¢4 chi bing 1% trong mdu me.
nﬁnummdnacﬂm&ﬁphuumm:mbﬂ

Tic djng cia thube khi l4i ve vi vin hinh miy moc: iy

Thube oo thé giy bubn ngi, dau diy, chéng mat. Cin thin rrong khi i xe vi
wiin hiinh mdy moc.

Lidn ding - Cichdiing: o

Tranexamic acid diing bdng dwémg tiém tinh mach chim (toi da 100 mg/phiit
hay | mUiphit) hodic truyén (Tnh mpch lidn e,

pFpust dar

Ngardi leim:
D&éﬁr;::ﬁbmwdd:ﬂmmmhchhn.li&uﬁﬁngnﬂil&nﬂ.i—I.Dg.
2-31n.
%urd:ﬂuﬁbrhmdnfm:ﬁﬂnﬂnhmhnhimIihdﬂngmﬁilinl.ﬁg,
dilng sau mi 6 -8 gidy,
M s ngiy 2 -3 Hin, tlry theo chi dinh
Diing durtmg tinh mach 10 v 2 -3 Hin, chidinh.
_Ms‘ms ﬁ:@fﬁhm‘"ﬂ diing vit khotng céich diing diya irén ning
d§ creatinin huyét thanh hodc & thanh thii ereatinin.
Biu chinh theo ndng &4 ereatinin huyétthanh
Chéng chidinh:

Quiam vﬁmup:ica‘cidholcbﬂlkjlhinhpunulncﬁucum

Ci ign sir bénh huyét khii t3c mach hoje dang o6 nguy co huyét khdi (nhéi
mi oo tim, tai bikn mpch méu ndo ... i ek

Chiy miu dudi mang nhén, risi logn thi gide kidu logn mau sie mic phéi (do
khdng theo dii duge ddc tinh ciia thude).

Suy thin ning.

Tiic dng mach hodc finh mach cdp.

“Tinh trang tiéu fibrin sau khi r&i loan dang miu réi rie (DIC) ngoyi irir nhimg
bénh nhin ci hoat hés manh b thing it fibrin khi chay mdu ning cdptinh.

Tién sirco gijl. :

Tidm ndi viy, tiém vio tim (tiém ndi thdr), tiém ndl so (nguy cophiiniovd

cogift).

Si dyng thudc minh thai hormaone,

Thin trong:

Biku chinh lifu & nguwdi suy thin. Thin trong khi diing & ngwdi b bénh tim
mipch, bénh thin, bénh mgeh miu ndo hode phiu thuit ¢t bé tuyén tin lidqua
nséudao.

Ngutri bénh diing tranesxamic acid 6 thé fre ché s phin giai cfic cyc miu
ding ton tyi ngodi mach. ? 4

Ciceye miu ddng trong bé thing thin co 1hé diin dén tie nghen trong thin,
Phai thin rong & ngirdi ddi ra médu (trdinh ding adu cb nguy co tde nghén
niguquin). .

Chay méu do ddng miu rai ric ndi mach khéng duge ditu irj biing thude
chiing tidu fibrin. Trong mt sd tirimg bop phit hop, tranexamic scid ob thé
dure ding sau do. nhimg phii theo di EhdﬁnvédimgthuécchﬁugMEEéu.

Thin trong & phy nit kinh nguy$t khing déu, phy i mang thai.

Kiémtm:hin:mngmv&uhigikdmbﬁquhkhidiéuuid&ing&y.

Khing ding dbag thiri vii phire hap yéu 1 1X hoje chit gly ddng miu vi
tang nguy ca huyétkhii.

Dring tranexamic acid sau chay mau dudtd ming nhén cothé 1am thng oy 16

hiéﬂch&ugl}dénm&umnhﬁniu_

Thiin trong gty co gift trong tririmg hp tiém tnh mach,

Thcdyng khing mong mudn (ADR):

The dyng khing mong mudn cia tranexamic acid thimg higm gip vi chi
yeu giin han & budn ndn, tiéu chay hofic dau bung, Cac trigu chimg niy thuimg
gip khi ding lidw cao, giam xulng khi gidm iifu. Phai gidm lidu tranexamic
acid & nguin suy thin d& tranh tich liy thude vé tréinh ting téc dung khing mong
mudn. Hp huydt dp d4i khi xdy r, nhét 1 sau khi trayén tinh mach nhank, DA
gﬂpbﬂndﬂ_b&wgﬁm buncﬁdinhdumuﬂc\'éhmmmmnic,

Titu héia: Budnndn, ndn, tidu chiy,

Tim magch: Ha huyét dp, huiyEt khil e mach (huyét khéi fich mach sau &
chiin_ nghén mach phéi, huvét khii & mac treo rdt, déng mach ehi, tic ding



Ning 8§ creatinin trong huyét Lifu tiéem finh mach eaa
acid

thanh nanomol/ml (nmol'ml) hojic Tranexamic
micromollit.
120250 3 10mg/kg thé wong, ngéy 2 lin
250 - 500 10mg/kg thé wong, ngiy | lin
= 500 Smg/kg thé wong, ngdy 1 lin

Hoje 10 mg/kg, 2 ngiy 1 lin,

* Nguroh suay gam: Khéng cinhifu chinh ligu & bénh nhin suy gan.

* Ngur gid: Khong cin higu chinh idu trir khi cd suy thin,

B¢ tuyén finh mpch, ¢6 thé ron dung dich tiém ranexamic acid vii cdc
dunp dich ding 42 tiém nhw: Natri clorid 0,%%, glucose holie dung dich dign
giai, ncid amin. Co thé cho tranexamic acid va heparin vio cling mgt dung dich
tiém truyén, Chuda bi dich truyén trong ngiy truyén.

Qudi lidu va virtriz
Chira ch b vé trbmyg hop qué Tidu tranexumic acid. Nhimg trigu chimg
qud liéu ¢6 the 1 Bubn ndn, ndn, che triéu chime vishode ha luyé ip ur the
dimg. Khing co bién phip die bigt d¢ digu trj nhi dise tranexamic acid, Néu
nhiém déc do ubng qua lidu, giy nén, rin di diy vé ding than hoat. Trong ¢ 2
teimg hop nhim dde do vido tiém .m.ﬁumbhwumﬂ
misﬁkw:wmmmﬁmmﬁhpw iéu trj triéu chimg vi
dicu try had g

NEU CAN BIET THEM THONG TIN XIN HOI ¥ KIEN CUA THAY THUGC

Tiéu chuiin: Ticu chuin cosd,

Han diing: 36 thing ké nr ngay san xufit

Bilo quin: Noi kha, trinh dnh séng tryrc tiép, nhiét 83 dudi 30°C.
BE THUGC XA TAM TAY TRE EM

Dénggdi: Hop 5 dngx Sml

%

San xuit tai: CONG TY CO PHAN DUGC PHAM MINH DAN
Pia chi: L N8 - DBuiing N5 - KCN Hoit Xd - Phuting M Xd
- TP. Nam Bjnh - Tinh Nam Bjnh - Viét Nam
Dién thoal: (+34)2238.3671086  Fax: (+84)2283671113




