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Composition: Each ampoule contains:

Active substance: Tranexamic acid 500 mg
Excipients: Water for injection

Atiention: Before using read carefully the leaflet
The expiry date indicated refers to the product in unopened and properly stored.

gy
ACIDO TRANEXAMICO 500 mg/5 ml - :
Mmg/o Ml - 5ampoulesof 5ml | %
=
fjer = (7v) 2:nB17 1N 290G L = 9/2 'SISOIQIY 8 BIA
v S (NYNIZIOTIN ONYITYL 0IHOLYH08YT } W1 YIYLSNaNIoNg
JJaInjaejnuepy
AXLYNX 996 1q0eq Buos 0.0¢ 2nb BUoyy 6p 1YL 0 |
NYND Oove
NYHM ¥HN 0S 02 206 19 oeq uas Blep dx3,
A=y} 2inBrywoN 29061 - 9/Z 'sisojqwy ag ein  BA BIED ByAL " ON uoled, wax :gH 'XSN XS 01 08
| wd's (|eumipapy QUENE)| CUOIEICTET) W1 BUISNPUIDIG ﬁugn Bunp 220y Yol yull wan 'ONNA ONONG
| LYNY NYS 0S 02 jw g6 Qpg pIoe JUExauel | |Jeya jeoH
WA 3L AL WYL YX 30 INYHd HNYHL
"ONNQA X DONYL ONAG NS NYA ONONH AX 20a Ma@s w g 20ny) Bug ¢ doy i
| O3IHL WI% ONND 05 Nya Bugn Bunp 2goy yoew yuli wan gp yaip Bung |
! ONONH QL ONOYL W3X IHON 3G JVHX NILONOHL W11 VIMLSNANIOIE OJINYXANYHL 0QI0Y
| DD YA ONNQ HOYD HNIG JHD DNQHD 'HNIG JHD uap 2% 29Ny - %y
l > oM
1SN H3L4Y SIVIA ALJNG FHL AINIWNOHIANT FHL NI 3 L
§3
-~
a o
oo
| |
s &
t_ = 4

"ON'Day 6L08vLGED VI 2=S



https://trungtamthuoc.com/

Vietnam sticker label

B - Thudc ké don

ACIDO TRANEXAMICO BIOINDUSTRIA L.LM
Dung dich dé tiém tinh mach hodc ding uéng.

Hép 5 bng thubc 5 mi. SBK:

THANH PHAN:

Hoat chét: Tranexamic acid 500 mg/5 m.

BUEONG DUNG: tigm tnh mach hodc ding ung

S0 LO 5X, NSX, HD: xem “Balch No. ", “Mfg. date” va
“Exp. date” trén bao bi gbe.

BAO QUAN:

O nhigt 36 khang qua 30°C trong bao bi gbe.

CHI BINH, CHONG CHI BINH, CACH DUNG VA C%.

THONG TIN KHAC BE NGH| XEM TRONG TO' HUG &
1) /

DAN SUF DUNG KEM THEQ. HE%T
POC KY HUONG DAN SIP DUNG TRUFO'C KHI Udhlli"
DE XA TAM TAY TRE EM, \ i
CO SO SAN XUAT:

Bioindustria L.|.M. {Laboralorio Hafiano Medicinali)
Via De Ambrosils, 2/6 — 15067 Movi Ligure (AL) -
CO SO NHAP KHAU:

XUAT XU: ¥

100%
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Label on the immediate packings
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ACIDO TRANEXAMICO
BICINDUSTRIA L.1.M

500 mg/ 5 m 5=
Solution for injection § =
for intravenous and oral use 2 &
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ACIDO TRANEXAMICO
BIOINDUSTRIA L.I.LM
500 mg/ 5 m|

Solution for injection
for intravenous and oral use

Lot No.:
Exp. date:
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ACIDO TRANEXAMICO
BIOINDUSTRIA L.I.LM

Acid tranexamic 500 mg/ 5 mi
Dung dich @& tiém tinh mach ho&c diing uéng

Thudc nay chi ding theo don cia béc sy
DBOC KY HUONG DAN SU DUNG TRUO'C KHI DUNG

THONG BAO NGAY CHO BAC SY HOAC DUQC SY
NHONG TAC DUNG KHONG MONG MUON GAP PHAI
KHI SUP DUNG THUGC

DE XA TAM TAY TRE EM

Thanh phén. ham lwong cia thube: méi éng thuée 5 ml ¢é chira
Hoat chat: 500 mg acid tranexamic.
Ta dugre: acid hydrochloride 37% ( @& chinh pH), nwéc pha tiém viva dd.

M6 ta san pham: dung dich trong suét, khdng mau.
Quy cach déng géi: hop 5 dng thude x 5 ml.

Thuéc diing cho bénh gi:

Diéu tri va phong ngira chdy mau do phan hdy fibrin tai chd & nguoi

I&n va tré em tir mdt tudi tré 1én. Cac chi dinh cy thé bao gém:

- Réi loan kinh nguyét.

- Xuét huyét da day- rust.

- R&i loan dai ra mau, phéu thuat tuyén tién liét hodc phau thuat anh
hudng dén duong tiét nigu.

- Phéu thuat tai-miii-hong

- Phau thuat ngwe, bung hodc cac phau thuat phu khoa

- Kiém soat chay mau do dung chéat phan hdy fibrin.

Nén dung thubc nay nhu thé nao va lidu lvong )
Bénh nhan dung thuoc theo ding hwéng dan cla bac s§ dieu tri.
Xin hay héi y kién bac s§ néu bénh nhan thay khéng hiéu rd.

Liéu lwong
Sty dl:lé g thubc bing dwéng ubng & nguwoi 16n

u phéng ngira bdng dweng uéng
'I'ru'crng hop bénh nhan uéng thubc dé& phong ngira, can pha loang
toan b dung djch trong ong thude véi mét it nwéc duéng, lidu dung
héng ngay & 1,5-2 dng Acido TRANEXAMICO Bioindustria L.1.M. 500
mg, uéng it nhat 1 ngay trwédc khi phau thuat va tiép tuc uéng khéng it
hon 3-4 ngay sau do.
- Liéu diéu tr bng dwdng ubng
Trwong hep bénh nhan udng thude @& diéu trj, can pha loéng toan bd dung
d;ch trong dng thube véi mét it nwdc dwong, lidu ding hang ngay la 1-2
6ng Acido TRANEXAMICO Bioindustria LI.M 500 mg x 3 lan/ ngay hodc
0,5-1 éng Acido TRANEXAMICO Bioindustria L.1.M. 500 mg x 6 lar/ ngay.

Sl.r dung thuéc béng dwéng udng chu yéu trong cac trwéng hop
Chay méau xay rado thubc ndi khoa, tai mii hgng va liéu phap nha khoa.

- Trwdc khi tién hanh phiu thuat cé sw xuat hién chay mau do hoat
dong plasmin.

- Rong kinh.

- Mét mau trong san phy khoa, viém bang quang xuét huyét va viém
trwec trang sau xa tri ung thw sinh dyc.

- Trong duy tri liéu phap tiém tinh mach d& ngan chan chay mau tai phat.

Sir dung thubc bing dwéng tiém tinh mach cho nguwdi I&n
Tiém cham vao tinh mach Acido TRANEXAMICO Bioindustria L.1.M.
Bac s§ quyét dinh lidu dung chinh xac va thoi gian tiém cho bénh nhan.

St dung thuéc tai chd chay mau cho ngui Ién

Bai lwgng thude trong 1 éng tai chd chay mau, hodc cho trye tiép hodc
dung gac tham dung dich. Cach lam nay dwoc sk dung trong treéng
hop can cdm mau nhanh & tai, mii, hong.

Bénh nhéan la tré em

Dung dich tiém Acido TRANEXAMICO Bioindustria L.I.M dung cho tré
tlr mot tudi tré I&n, lidu dung dwa trén can nang cla tré. Bac sy sé
quyét dinh lidu dung chinh xac va thi gian tiém cho tré,

Bénh nhan la nguoi cao tudi '
Khéng can thiét gidm lidu khi chwra c6 d&u higu suy than.

Bénh nhan dang c6 van dé vé than
Khi b&nh nhan dang cé van dé vé than, nén giam liéu acid tranexamic
theo muc 60 creatinine huyét thanh.

Bénh nhan suy gan i .
Bénh nhan suy gan khong can giam liéu acid tranexamic.

Phuong phap dung Acido TRANEXAMICO Bioindustria L.L.M cén
dworc thwe hién nghiém tac:

- Tiém tinh mach rat cham.

- Khéng tiém vao bap thit.

Khi nao khong nén dung thubc nay

Khong sl dung Acido TRANEXAMICO Bioindustria L.1.M néu bénh nhan:
Bi di wng véi acid tranexamic hodc bat ky thanh phan nao cla
thuéc (duoc ligt ké trong phan ta dwec).

- Dang c6 bénh tao cuc mau déng

- DPang trong tinh trang “réi loan déng mau®, mau trong co' thé bt
d4u déng cuc.

- Cévén dé vé than.
Cé tién s bi co giét.

Do nguy co phi ndo, co giat, khéng khuyén céo tiém trong vé, ndo thét

va ndi 0.

Néu bénh nhan thay cd bét ky d4u hiéu nay, hoidc néu c6 nghi ngd, hay trinh

bay v&i bac sy trwée khi ding Acido TRANEXAMICO Bioindustria L.1.M.

Tac dung khéng mong muén

Ciing giéng nhw tit ca cac loai thude, bénh nhan cd thé cé céc tac

dung khéng mong muén, mac du khang phai ai cing gip cac tac dung

khéng mong muén nay.

Céc tac dung khdng mong muén sau day da dwgc quan sat voi Acido

TRANEXAMICO Bioindustria L.1.M:

Thwong gap (xdy ra khodng 1/10 nguéi st dung)

- Trén da day va rudt: budn nén, nén mdra, tiéu chdy

Khéng thwong gip (xay ra khoang 1/1000 dén 10/1000 nguwoi st dung)

- Trén da: phat ban.

Khéng rd (khong thé wéce tinh tir div liéu cé sén)

- Khé & véi chirng ha huyét ap (huyét ap thap), thweng cé sau khi
tiém thuéc qua nhanh.

- Céac cyc mau dong.

- Anh hwong trén than kinh: co giat. ) )

- Anh hwéng trén mat: réi loan thi gidc bao gbm nhin mau séc kém.

- Anh hwéng trén hé mién dich: di ¢ng.

Nén tranh ding nhimg thudc hodc thye phdm gi khi dang sir dung

thuéc nay

Bénh nhan can théng bao cho bac sy hodc dwoc sy biét néu nhw dang

st dung hodc méi str dung gén day bét ky loai thubc nao khac, bao

gbm ca thudc khong theo don bac s, vitamin, khoang chét, thao duoe,

thwe phdm chirc nang.

Dic biét, bénh nhan cén théng bao cho bac s§ hodc dwec sy néu nhw

dang diing céac thudc nae sau day:

- Cac thuéc khac gidp cho mau déng nhw thude e che tao fibrin. :
- Cacthuéc chéng déng mau, goi la thudc tan huyét khéi. —
- Thubc ngira thai dung uéng. v

Can 1am gi khi mét lan quén khdng dung thuéc -
Khéng dwec phep dung liéu gép doi dé bu cho liéu da quén.

Néu bénh nhan cé bt ky thac méc nao v& viéc st dung thude, hay hoi
bac sy hodc duge sy.

Cén bao quan thudc nay nhw thé nao ; ~¥
¢ nhiét 4 khang qué 30°C trong bao bi gbc D-( |
D& thuée tranh xa tam nhin va tam v6i cla tré em. &
Khéng st dung thudc sau han st dung gl‘n trén nhin éng. ——

Khéng vt thudc qua nwéc thai hoac chat thai hd gia dinh.
Hay héi dwec sy cach vit bé céc loai thuéc khang cdn han st dung,
bang cach nay sé gilp bao vé mdi trudng.

Nhirng dau higu va triéu chirng khi diing qua lidu
Bé&nh nhan co thé tam thei bi ha huyét ap.

Cén phai lam gi khi dung thubc qua liéu khuyén céo
Théng bao ngay cha bac s§ hodc dwec sy.

Nhirng diéu can than trong khi ding thubc nay

Phu nip c6 thai va cho con bd

Bénh nhan dang mang thai hodc cho con bu can dwgc bac sy tv vén
trudre khi st dung Acido TRANEXAMICO Bioindustria L.I.M.

Acid tranexamic dwoc bai tiét qua sira me, do d6 khong khuyén cao st
dung Acido TRANEXAMICO Bioindustria L.1.M. trong th&i ky cho con bu.

Lai xe hodc van hanh may moc
Chuwa ¢6 nghién clru trén kha ndng |ai xe va van hanh may moéc.

Khi nao can tham van bac sy, dwoc s§

Trong qua trinh st dyng thudc néu gap phal cac tac dung khong mong
muon (ke ¢4 céc tac dung khong mong muén chira dwoc liét ké & trén)
hodc néu can thém théng tin xin héi y kién bac sy hodc dwoc sy.

Han ding cua thudc ==

36 thang ké tir ngay san xuét, A2V D4 '_‘\\

Khang dung thudc da hét han siv dung. V“JH( TY {
v |

Tén, dia chi co s& san xuét ;" TRACH NHIEM HUU HA N \ \.‘
Bioindustria L.| M. Laboratorio ltaliano Med|<:|EiLS p.A. \ T )

Via de Ambrosiis, 2 - Novi Ligure (AL) - ltaly | llJi C .-l
N ENY mmfx

Ngay xem xét sura déi, cap nhap lai ndi dung
cho ngudi bénh:
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Té& hwéng dan siv dung thube cho can b y té

ACIDO TRANEXAMICO
BIOINDUSTRIA L.I.M

Acid tranexamic 500 mg/ 5 ml
Dung dich d& tiém finh mach hodc ding uéng
Thuéc nay chi ding theo don cda bac sy

THANH PHAN
Hoat chét: méi éng thudc 5 mi ¢6 chira 500 mg acid tranexamic.
Ta dugce: acid hydrochloride 37% ( dé chinh pH), nuéc pha tiém vira dd.

DANG BAO CHE CUA THUOC: Dung dich dé tiém tinh mach hogc ding ung.

CAC DAC TINH DUQC LY

Cac déc tinh dwee lye hoc

Nhém thudc diéu tr ; thudc cam méu, trc ché phan hy fibrin.

Ma ATC: B02AA02

Tac dung dwoc Iy: acid tranexamic ¢o tac dung cdm mau théng qua dic
tinh trc ché hé phan hy fibrin clia plasmin,

Phirc chét acid tranexamic va plasminogen duwgc tao thanh; acid
tranexamic gén két véi plasmogen khi dwgc chuyén thanh plasmin.

Céc tac dong clia phirc chét acid tranexamic-plasmin 1&n hoat dong fibrin
thap hon so véi hoat dong chia plasmin ty do riéng I8.

Trong céc nghign cru in vitro cho thay lidu tranexamic cao 1am gidm hoat
dong bb tro.

Cac déc tinh dwee dong hoc

Hép thu

Néng dé dinh trong huyét twong cla acid tranexamic nhanh chéng dat
dwoc sau khi truyén tinh mach ngén sau do néng do trong huyét twong
giam theo cép sé nhan.

Phén bd

Protein huyét tvong gén két acid tranexamic khodng 3% & mirc diéu tri va
dwéng nhw dwgc gén két ddy da tao plasminogen. Acid tranexamic khéng
gén kgt véi albumin huyét thanh. Thé tich phan bé lic du khodng 9-12 lit.

Acid tranexamic qua dugc nhau thai. Sau khi tiém tinh mach 10 mg/kg cho
12 phy n& mang thai, néng 36 cia acid tranexamic trong huygl thanh
khodng 10-53 pg/ml, trong khi d6 trong mau day rén dao déng 4-31 pg/ml.
Acid tranexamic khuéch tan nhanh chéng vao dich khép va mang hoat
dich.

Sau khi tiém tinh mach 10 mg/kg cho 17 bénh nhan phiu thuat dau gbi,
nbng d& trong dich khép cling twong ty nhu néng d trong mAu huyét
thanh tuong (rng. Néng dd acid tranexamic trong mét sé ma khac 1a phan
tim thay trong mau (sira me1%; dich ndo tay 10%; thiy dich 10%). Acid
tranexamic da dwoc tim thay trong tinh dich tai vi tri no (¢ ché tac dong
tiéu s¢i huyét nhung khong anh huding dén sy di chuyén clia tinh tring.

Thai trir

Né dwegc dao thai chl yéu qua nuwéc tiéu dwéi dang khong dbi. Sy bai tiét
nwéce tidu qua loc cu than 1a con dwéng loai bo chinh. o thanh thai than
can bang véi d thanh thai huyét twong (110-116 mliphut). S bai tiét acid
tranexamic khodng 90% trong vong 24 git ddu tién sau khi tiém tinh mach
10 ma/kg trong Irgng co thé. Thdi gian ban thai acid tranexamic khoang 3
gior

Nhom bénh nhdn dac bigt

Ndng d6 thudce trong huyét twong ting & nhirng bénh nhan suy than.
Khéng cé nghién clru dwgce dong hoc cu thé trén tré em.

Dir liéu tién 1am sang cho thdy khéng cé6 méi nguy hiém dic biét cho
nguoi dya trén cac nghién cru kinh dién v& an toan duoc: lidu gay doc
1ap lai, ddc tinh gen, khad ndng gay ung thu va doc tinh sinh san.

Quan sat thdy tac dyng gay dong kinh & dong vat tiém acid tranexamic
vao thy song.

QUY CACH BONG GO Hop 5 6ng thuée x 5 ml.

CHI PINH
Diéu tri va phang ngira chdy mau do phan hty fibrin tai chd cho ngudi Ién va
tré em tlr mot tudi trér 1én.
Céc chi dinh cy thé bao gém:
- Chay mau do phan hay fibrin tai chd nhu:
*  Rong kinh va bang huyét
+  Xuat huyét da day- rudt
+  Réiloan dai ra mau, phau thuat tuyén tién liét hodc phau thuat anh
hwéng dén dwong tiét niéu.
- Phdu thuat tai-m@i-hgng ( nao sui vom heng, cat amidan, nhd rang)
- Ph&u thuat phy khoa hodc céc réi loan vé sinh san i
- Ph&u thuat ngwe, bung va cac can thiép phau thuat 1én khac nhw phau
thuat tim mach
Kiém soat chdy méu do ding chat phan hly fibrin,

1/2

LIEU LUQNG VA CACH SU* DUNG

Lidu diing

Nguwoi lén:

- Liéu phang ngira béing dwéng uéng
Khi phang ngira bing dwéng uéng, can pha lodng toan bé dung dich
trong 6ng v&i mdt it nwée dwdng, liéu ding hding ngay 1a: 1,5 — 2 éng
Acido Tranexamico Bicindustria L.I.M 500 mg, uéng it nhét 1 ngay trwdc
khi phdu thuat va tiép tuc udng khéng dwéi 3-4 ngay sau phau thuét.

- Lidu @iéu tri bang dwéng ubng
Khi diéu trj bing dwéng ubng, cin pha loding toan bd dung dich trong éng
vGi mét it nwde dwong, lidu ding hing ngay 1a: méi 1An 1- 2 dng Acido
Tranexamico Bioindustria L.l.M 500 mg x 3 ln/ngay hosic méi [&n 0,5 - 1
déng Acido Tranexamico Bioindustria L.I.M 500 mg x 6 l&n/ngay.

Chi dinh bang duwéng udng chl yéu trong cac treéing hep:

- Chay mau xay ra do thudc ndi khoa, tai mGi hong va liéu phap nha
khoa.

- Truéce khi tién hanh phau thuat co si xuat hién chay mau do hoat dong
plasmin.

- Rong kinh.

- Mé&t mau trong san phu khoa, viém bang quang xuét huyét va viém truc
frang sau xa trj ung thw sinh dyc.

- Trong duy tri liéu phap tiém finh mach dé ngan chan chdy mau tai phat.

Liéu phap tiém tinh mach

Ngui lén

Néu khang cé chi dinh khac, khuyén céo diing cac liéu nhir sau:

1. Diéu trj chudn phan hay fibrin tai chd:
0,5 g (1 6ng 5 ml) dén 1 %(2 éng 5 ml) acid tranexamic, tiém tinh mach
cham (= 1 ml/ phdt), 2- 3 lan ngay

2. Diéu tri chudn phan hdy fibrin toan thén:
1 g (2 bng 5 ml) acid tranexamic, tiém tinh mach cham (= 1 mi/phit) mdi
6-8 gi®, twong duong véi 15 mglkg trong Iigng co thé.

Suy than

Trong trwdng hop than suy yéu cé nguy co tich Idy acid tranexamic, chdng
chi dinh st dung acid tranexamic & bénh nhan suy than nang. B6i véi bénh
nhan suy than nhe dén trung binh, nén gidm liéu acid tranexamic theo mirc
dd creatinine huyét thanh

Creatinine huyét thanh Liéu tiém tinh mach Cach dung
pmoifl mg/10 mi
120-249 | 1035-282 | 10mgkgthétrong | Mai 12 b
250 - 500 2,82 -565 10 mg/kg thé trong Mai 24 z%
> 500 > 5,65 5 mg/kg thé trong Mai 24 gio
Suy gan i’g'

Khang cén diéu chinh liéu & bénh nhan suy gan.

Nguoi cao tudi 4
Khang can thiét giam lidu khi chwa c6 d4u hiéu suy than, 4

Piéu tri tai chd

Béi lwgng thude trong 1 6ng tai chd chay mau, hodc cho tryc tiép hodc dung
gac thdm dung dich. Cach ldm nay dwoc st dung trong treéng hop can cadm
mau nhanh & tai, mdi, hong.

Liéu phong ngtra bang duéng ubng

Lidu dung uéng hing ngay Ia 5-10 mg/kg, udng it nhat 1 ngay trwéc khi phau
thuat va tiép tuc khéng duwdi 3-4 ngay sau phau thuat.

Khi udng: pha lodng toan bd dung dich trang 6ng véi mot it nwée dudng.

Tré em
Céac di¥ ligu vé an toan, hiéu qua va lidu dung déi véi cac chi dinh hién hanh
duwoc duyét con han ché.

Liéu diéu trj bang dwéng ubng

Liéu dung ubng hdng ngay 1a 10-20 mg/kg x 3 lan/ngay hodc 5-10 mg/kg x 6
lan/ngay.

Lidu diéu tri bng dwéng tiém tinh mach

Tré em tir 1 tudi tréy 1&n, lidu ding trong khoang 20 mg/kg/ngay. Tuy nhién,

di¥ liéu v& hiéu qua, lidu lugng va an toan cho chi dirh né an ché
Hiéu qua, an toan va lieu lwgng cla acid tranexammﬁ%f-;fpﬁ_ ththuat tim
chwa dugc thiét 1ap day dl. Cac di liéu hién cé oon tap-etd " N\

RS COMGTY 7™ N
Bwoéng ding Yo/ SHHa 1Y Nog X

Tiém tinh mach: st dung gi&i han nghiém n éltrdﬁﬁ.%ﬂnﬁdwﬁam Lla
Dang uéng: chil yéu diing cho tré em hodc ngadi bénh 94p kha-khan khi nuot.
AT UL | |

Duing thuoc tai chd. \ ! :
\ \TAM D f-\.r\t@_;'
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CHONG CHIi BINH

Qua man voi hoat chat hodc voi bét ky ta dugc cla thuée.

Nghén tinh mach hodc déng mach cép tinh.

Tinh trang phan hiy fibrin sau bénh déng mau rai rac ndi mach ngoai trir &
nhitng ngwoi ¢6 hé thdng phan hiy fibrin hoat ddng manh kém chay mau
cp tinh n3ng.

Suy thén ndng (nguy co tich lug).

Tién st co giat.

Tiém tiy sbng va tiém nao thét, sir dung trong nao {nguy co' bj phi néo va co
giat).

NHING LUU Y VA THAN TRONG DAC BIET KHI SU DUNG THUOC

Cac chi dinh va phwang phép diing néu trén cén dwgc thuc hién nghiém tac:
- Tiem tinh mach rat cham

- Khéng tiém badp acid tranexamic

Co glal

Da cb bao cdo cac trrong hop co giat do didu tri béng acid tranexamic.
Trong phéu thuat béc cAu dong mach vanh (CABG), hau hét nhirng trrong
hop nay dwgc bao cdo sau khi tiém acid tranexamic & lidu cao. Viéc st
dung liéu thap acid tranexamic, ty & mac cac con dong kinh sau phiu thuat
trong tw nhw & bénh nhan khong st dung.

Roi loan thj giac

Cén cha y co thé xdy ra cac rbi loan thi giac bao gbm suy giam thj lyc, nhin
ma, tén throng kha ning nhin mau sac va néu can nén ngung thube. Khi
dung dung dich acid tranexamic tiém lién tuc va lau dai, phai kham nhan
khoa thiréing xuyén (bao 96m kiém tra thi liec, nhin mau sic, day mat, tm
nhin, w). Vi nhiing thay déi bénh Iy & mét, dac bigt 1a voi cac bénh véd
véng mac, cac bac s§ phai quyét dinh sau khi tham khao y kién chuyén gia
vé sy can thiét tiém dung dich acid tranexamic dai han cho tirng bénh nhan.

Dai mau
Trong tredng hop dai ra mau tir dwong tiét niéu trén, co nguy co tic nghén
niéu dao.

Bénh huyét khéi tic mach

Trwdc khi st dung acid tranexamic, nén xem xét cac yéu to nguy co gay
bénh huyét khéi tac mach. Bénh nhan co tién sir méac bénh huyet khéi tic
mach ho#c bénh nhan co tién st gia dinh ting ti & benh huyét khéi téc
mach (bénh nhan co nguy co cao xuét hién chirng huyét khéi), chi nén dung
dung dich tiém acid tranexamic néu viéc chi dinh 1a rat cn thiét sau khi
tham khao ¥ kién bac sy cé kinh nghiém trong liéu phap cAm mau va duoc
giam sat y té chat ché.

Cén dung acid tranexamic ¢an than & nhiing bénh nhan dang ding thudc
tranh thai do ting nguy co huyét khdi.

Déng mau rai rac ndi mach

Trong hau hét trwdrng hop khong nén didu tri béng acid tranexamic cho
bénh nhan déng mau rai rac ngi mach (DIC).

Néu co chi dinh acid tranexamic thi phai gi¢i han ddi véi nhikng bénh nhan
¢6 hé théng phan hay fibrin hoat dgng manh kém chdy mau cép tinh néng.
Cu thé, tom tat xét nghiém huyét hoc xap xi nhw sau; giam thoi gian ly giai
cyc mau dong cla globulin khéng tan trong nwoéc, kéo dai thdi gian
prothrombin; giam ndng dd fibrinogen trong huyét trong, yéu td V va VI,
plasminogen fibrinolysin va alpha-2 macroglobulin; néng do binh thwong
clia P va phirc P; vi du yéu té Il (prothrombin), VIII va X; ting ndng do san
pham thoai héa fibrinogen; s6 lwgng tiéu ciu binh thuéng.

Nhirng diéu néi trén giad dinh ring tinh trang bénh tiém an khong tu né thay
ddi cac yéu td khac nhau trong hd so nay. Tredng hop cép tinh nhw thé,
mét lidéu duy nhét 1g acid tranexamic du dé kiém soat chay mau. Chi nén
xem xét dung acid tranexamic trong bénh déng mau rai rac ngi mach & cac
phong kham chuyén khoa huyét hoc.

SI¥ DUNG TRONG THO'I KY MANG THAI VA CHO CON BU
Phu ni trong dd tudi sinh san phai st¢ dung bién phap tranh thai trong qua
trinh diéu trj.

Phu nir mang thai

Khéng cé di div liéu lam sang vé viéc str dung acid tranexamic & phu nir
mang thai. Theo két qua nghién ctru, du khéng thay tac dung gy quai thai &
dgng vat, nhung de phong ngtra, khong khuyén cao st dung acid tranexamic
trong ba thang dau cla thai ky. Viéc st dung acid tranexamic trén |am sang
han ché & cac nhom bénh nhan co xuét huyét khac nhau trong ba thang gitva
va ba thang cudi thai ky khdng xac dinh tac dung co hai cho thai nhi. Chi nén
sty dl;ng acid tranexamic trong thai ky khi lgi ich mong dgi cao hon nguy co
tiém an
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Nudi con b
Acid tranexamic dugc bai tiét qua siva me. Vi vay, khéng khuyén ding chio
phu ni¥ dang nudi con bu.

Kha nang sinh san
Khong co dir ligu lam séang vé& tac dung clia acid tranexamic I1&n kha ning
sinh san.

TAC BONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC
Chuwa co nghién clru trén kha néng lai xe va van hanh may moéc.

TUONG TAC THUOC
Chura co bao céo vé twong tac thube.

TUONG KY
Chuwra co thong tin.

TAC DUNG KHONG MONG MUON (ADR)

Bao céo vé cac phén (ng c6 hai tlr cac nghién ciru 1am sang va kinh nghiém
Iru hanh thubc trén thi truéng dwoc liét ké bén dwdi phan loai theo hé co
quan.

Bang liét ké cac phan Gng co hai

Bao cdo vé cac phan (rng cé hai dugc trinh bay trong bang dwéi day va
duoc ligt ké theo hé co quan MedDRA. Trong m&i hé co quan, phan rng phu
dwoc sdp xép theo tan sd. Trong mai nhom tan sd, phan trng phy dugc trinh
bay theo thir ty tinh nghiém trong gidm dan. Tan s6 dwgc xac dinh nhu sau:
rét thwéng 9dp (21/10); thuong gap (21/100 dén <1/10); khéng thwding gap
(21/1000 dén <1/100); khéng rd (khong thé wéc tinh tir di liéu co s3n).

Phan loai theo Tan suat Tacdung
hé co quan MedDRA khéng mong mudn
Dava Khong - Viém da di rng
cac md dudi da thuérng gap
Réi loan hé tiéu hoa Thudng gép | - Tiéu chay
- Nén
- Bubn nén
Rdi loan hé than kinh Khéng rd Co giat dac biét trong
trwéng hop siv dung sai
R&i loan méat Khéng ré Réi loan thj giac bao gdm
nhin mau séc kém
Rdi loan mach mau Khéng rd - Kha & véi chirng ha huyét
ap, kém theo hodc khéng
) kém theo mat y thirc
{) (thwong c6 sau khi tiém
I tinh mach qua nhanh, dac
biét sau khi uéng )
- Nghén déng mach tinh
mach & bét ky vi tri nao
Réi loan hé mién dich Khéng ro Phan (rng qua man ké ca
sdc phan vé

THONG BAO CHO BAC SY NHI'NG TAC DUNG KHONG MONG MUON GAP
PHAI KHI SU DUNG THUOC.

QUA LIEU VA XU TRI

Khdng co truérng hop qua liéu nao du‘cfc bao cao
Céc dau hiéu va triéu chirng qua me

ha huyét ap va co giat
Xu huéng co gidt xay ra & tan guat caan khtlleu c
Nén xtr ly qua liéu bang cac en phép hﬁ ro.

: chéng mat, nhire dau,

DIEU KIEN BAO QUAN
O nhiét g khong qua 30°C trong bao bj g&c

HAN DUNG vl
36 thang ké tr ngay san xult. > )
Ngay xem xét stra doi, cap nhap lai nét aﬁﬂg‘! j déin 60k diung thuéd

Thudc nay chi dung theo don cua béc sy. PTRL K ING PHONG
DPOC KY HUONG DAN SUF DUNG TR Oqgﬁg’ju’?

NEU CAN THEM THONG TIN, XIN HOI Y K c y
DE THUOC XA TAM TAY TRE EM.

San xuat boi
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