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Transamin' lniection
OUAIITY SPEClFlCAT!0ttl : Manufacturer's.

KEEP OUT OF REACH OF CHILDRET{.

EEAD PACKAGE IIIISERT CABEFUTTY BEFORE USE.

Rx: Thu6c ban theo don. Dung duqng ti6m lruyen tinh mach hoac li6m b6p. M6r
6ng chfa 250m9 Acid Tranexamic. 5ml dung dich liCm/6ng x 1O 6ng/hop. Bdo quan
dudi 30'C. Chi dinh, cach dung. chdng chr dinh va cec deu hieu luu i xin d@
trong td huong den su dung. San xu6t bqir Olic (Thailand) Limited. 166 Moo 16.

Bangpa-ln lnduskial Estate, Udomsrayulh Road Bangpa-ln District. Ayuthaya
Province. Thai Lan. 06 xa tam tay ke em, doc ki huong dan su dung truqc khi
dung. Cac th6n9 tin khac da nghi xem lrong td hudng dan su dung kdm theo.

SDK: DNNK

PRESCRIPTION DRUG

5 m/ 
" 

10nmp.
Tranexamic acid preparation

o
R

Daiichi-Sanlyo

, il[l|[JnJil[ililil[[il

INGREDIENT: Each ampoule contains 250 mg of Tranexantic acid.

lNDlCATlON, C0NTRA-INDlCATlON, ADMINISTBATI0N: See p ackage insert.

ST0RAGE: Store below 30'C

Manufactured by :

OUC (Thailand) Limited
166 Mm '16. Bangpa-ln lndustrial Estate. Udomsorayuth Road,

Bangpaln District, Ayutthaya Province. Thailand.

Under Authority of :

DAIICHI SANKYO (THAILAND) LTD.

Licen* holder :

DAllCHl SANKYO CO., LTD, Tokyo, Japan.
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Daiichi-Sanlyo Transamin' lniection
Tranexamic acid preparation

INGREDIENT : Each ampoule contains 250 m61of Tranexamic acid.

Manufactured by :

OLIC (Thailand) Limited
166 M@ 16. Bangpa-ln lndustrial Estate, Udomsorayuth Road,

Bangpa-ln District, Ayutthaya Province, Thailand.

Under Authority ol :

DATCHI SANKYO (THAILAND) LTD.

Licens holder :

DAICHI SANKYO CO., LTD, Tokyo, Japan.

Oo$ge
Usually for aduhs, 5-10m1 a day divided in 1-2 times
intravenously. During or after operation, if necessary,

10-5oml of intravenous drip infusion may be given
each time.

Thai Beg. No.:1A515/46
Vietnam Reg. No. VN-

s0 16 sx(B.):

NSX(lr,ttd.):

HD(Exp.):

78 mm

27 mm

78 mm

o;dtt'%g or*
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Operations Director

26 mm

225 mm
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Thu6c kh6ng Plasmin

Transamin @ Thu6c ti6m (5 wfu%)

(Chti pham acid tranexamic)
Hu6'ng dAn sir dung thu6c

D7c k! hwdng ddn sft dqtng trmi,c khi ding. Niu cin thdm thilng_tin, vui titng fiAn hQ vdi btic si
hofic drqc si crta quy vi. Thuiic ndy chi dilng theo sq kA ilon cfia thiy thuiic.

THANH PHAN
Transamin Thutic ti6rn. M5i 6ng (5ml) chfa 250mg acid tranexamic vd nu6'c c6t pha ti6m.

CHi DINH
Xu hu6'ng ch6y mriu duo. c coi nhu li6n quan t6i ting ti6u fibrin

- Bgnh bpch huy6t /r
- Thi6u m6u kh6ng tdi tao U4
- Ban xu6t huytft

- Chiy m6u b6t thudng trong vir sau khi ph6u thuat

Chiy mriu b6t thudng duo. c coi nhu li6n quan t6i t[ng ti6u fibrin t4i ch5

- Ch6y mrlu 6'ph6i
- Chny milu 6'mfri

- Chiy m5u d bQ phan sinh duc.

- ChAy m6u 6'th4n.

- Ch6y mriu b6t thudng trong khi ho{c sau ph6u thuit tuy6n ti6n liQt.

LIEU L VA CACH DT]NG THUOC a
ol

a

$
s4

,)
\

1

+ it

Li6u luqngChi tlinh
B6nh bach huv6t OOi vO'l ngud'i l6'n th6ng thud'ng dr)ng 250 cl6n 500mg acid

tranexamic m6i ngdy ti6m bip ho{c ti6rn tinh mach mQt lAn hoac

chia ldm hai lAn.

OOi vOi nguo'i l6'n thdng thuo'ng ding 250 ddn 500mg acid
. x.

tranexamic rnoi ngdy ti€m bdp ho4c ti6m tlnh m4ch m6t lAn hoflc

chia lim hai lin.

Thi6u mrlu kh6ng tir t4o

D6i v6i ngud'i l6'n thdng thud'ng dtng 250 tl6n 500mg acid

tranexamic rn5i ngiry ti6rn bip ho{c ti6m tinh mpch mQt lAn hoflc

chia lim hai lin.

Ban xuit huv6t

@ti6m tinh mach hodc 500 il6n 2500mg

ti6m truydn nh6 giot m6i tin theo y6u cAu trong khi hoac sau khi

ph6u thuAt.

Chiy m6u bAt thud'ng duo. c coi

nhu li6n quan t6'i tang ti6u

fibrin tai ch5

tranexamic m6i

chia ldm hai lAn.

th6ng thud'ng

ti6m b6p hoac

500mg acid

rn6t lin hoac

l6'n 25 0vol dtngngud'i

tinhti6m rn4chngdy
ChAy m6u o'ph6i

tranexamic m6i

chia ldm hai lAn

thdng thud'ng

ti6m b6p ho4c

500mg acid

m6t l6n hodc

25 0dilnvo'l l6'n o
bngud'i

tinhti6m m4chngdy
Chiy m6u 6'mfri

tranexamic m5i

chia ldm hai lAn.

500mg acid

rn6t lin ho6c

2 05vo'l 16n dtingthudngngudi thdng

tinhti6mti6m m4chho{cngdy bip
Chiy m6u 6'b0 phfln sinh dpc

tranexamic m6i

chia ldm hai ldn.

th6ng thudng

ti6m b6p ho[c

500mg acid

rn6t lAn ho{c
vol 250l6'nI dtngngud'i

tinhti6rn rn4chngdy
Chiy m6u 6'thfln

m6i lAn theo
.'i''ifl(llSO,

%

"' 
'*

255001 tinhti6mC6 00mghodcmach005 000mgdtng
khisaukhicau hoEcti6m nho ycu trongtruy6n gist

thu4tphSu

Chiy m6u b6t thudng trong khi

ho{c sau ph6u thu6t tuy6n tiAn

liCt.

Ms
Director
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oiii voi nhfln lidu n6n di6u chinh nhu sau

(*): th6ng tin duo-c trich tu Duo. c thu gia ViQt Nam

CHONG CHi DTNH I\-rn
Transamin chdng chi clinh cho c6c bQnh nhdn sau:

1. BQnh nhAn dang st dr,rng thrombin (xem "Tuo'ng t6c thu5c")
2. BQnh nh6n c6 ti6n sil m6n cim v6'i bet kj,thdnh phAn ndo cira thu6c.

DE PHONG
1. Xin thfn trgng vA nhfrng didu sau tlfly:
Thfn trgng khi dtng thudc (PhAi than trgng khi dirng thu6c ndy cho nhfing bQnh nhdn sau clAy)

1.1. Nhfr'ng bpnh nh6n c6 huyt5t khOi @uytit kh6i nao, nh6i m5u co'tim, vi6m tinh rnach huy6t

khdi, v.v.) vd d nhfr'ng bQnh nhin huy6t khdi c6 thd xiy ra (n6 c6 thti 6n tlinh huytit kh6i).

1.2. Nhfi'ng.b€nh nh6n c6 bQnh tl6ng m6u do dtng thutic (tt6ng tho'i su dgng v6'i heparin, v.v.) (n6

c6 th6 6n tlinh huy6t khdi).

1.3. Nhfrng bQnh nh6n hdu phiu, bQnh nhdn nim b6t ddng vd bQnh nhAn dang duo. c blng b6 cAm

m5u.

[Ch['ng truyt5t tdrOirinh mach c6.thi3 xdy 
1a, 

vd Transamin c6 th6 6n dinh truytit ttrOi. C6 brio

ciio vC tic mach ph6i li6n quan d6n thay rl6i tu th6 nfun holc th6o blng c6rn mriul.

1.4. Gi6m li€u 6' b€nh nh6n suy thdn n4ng.

1.5. Nhtrng bQnh nhAn c6 tit:n sri' qu6 min v6'i thu6c.

2. Nhfrng tucrng tric thuiic
l) ChSng ctriOlnn dnng ph6i ho'p thutic (Transamin kh6ng duo.'c sri'dung ph6i ho.p v6'i c6c thu6c

sau)

Thuiic Bi6u hiQn, friQu chf'ng vdr

Di6u tri
Co ch6 vd Y6u tii Nguy ccr

Thrombin Di6u tri ph6i ho.'p c6 th6 g6y

ra xu hu6'ng huyet kh6i

Di6u tri phtii ho.'p c6 th6 ldm

tdng xu hu6'ng d6n t6'i huyetv
kh6i do tinh chdt tao cuc

miiu ddng cria thu6c

dtng phiii hgp thu5c (Transamin cAn duo. c sir dr;ng th6n trgng khi dnng ph6i

hs'p

:

{

f

or,

('
2

'4
iT]T4

N6ng d6 Creatinine trong huy6t thanh

nanomol/ml (nmol/l) hoSc micromol/l
Li6u ctra acid tranexamic dang ti6m

10 me/ke cin ning, 2litnl24 giirt20 - 249

10 rne/kg cdn ndng, I lAnl24 eiir2s0 - s00

5 me/kg cdn ndng, I l\tnl24 eid>500

Co ch6 vir Y6u t6 Nguy coBi6u hiQn, TriQu chti'ng vit
Di6u tri

Thuiic

Do thu6c c6 hoqt tinh khring

plasmin, ciic so. i fibrin hinh

thinh b6'i 
"thu6c 

gAy .tl6ng
m6u c6 th6 vAn cdn t6n t4i

trong m4ch m6u trong thdi
gian ddi, c6 thiS d6n tl6n tinh

tr4ng huyet kh6i.

DiAu tri ph6i hq'p v6'i li6u

cao c6 th6 gdy ra xu hu6'ng

huy6t tnoi

Thu6c gl,y d6ng m6u

(hemocoagulase)

Transamin ['c ch6 sp phAn

hfiy ho. p ch6t cao phin tir so. i

huyrit desA sinh ra bdi

batroxobin

olilu tri ph6i ho.p c6 th6 gAy

ra nghEn mach huydt kh6i
Batroxobin

-ij.C6c veu to gdv clone co t6c

dgng cArn rn6u bang c6ch

hoat h6a hC th6ng lhm d6ng,

SU d6ng rn6u c6 th6 tluo-c

kich hoat th6m t4i vi tri tSng

phdn hiry fibrin tai ch5, n!16

cdr6u16 say tt6ng (vi du

eptacog-alfa)

Ir/s.

Opeiations Director

2) Thfn
vo't cac
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khoang miQng. trong khi acid tranexamic c6

t6c, dqng. cAm miiu bo'i ric
chd hC th6ng phdn hty fibrin

3. Nhfrng phin rfrng c6 h4i

T6m tit fj' l€ c6c phin ting c6 h4i.

C6c phin ring c6 hai thudng xuy6n nh6t duo-c b6o c6o trong tdng saZ.glZ bQnh nh6n li bu6n n6n

0,07y0 (2 trud'ng hg-p), n6n 0,17yo (5 trud'ng ho.p), chSn 6n 0,03Yo (1 trud'ng ho.'p), ti6u chtry 0,07%o (2

trud'ng ho. p), vd bu6n ngri O,O3yo (1 trud'ng ho. p) (dqa tr6n c6c dir li6u thu duo-c tir tdi li6u [nim ngodi

quy m6 xem xdt lail).
(1) Crlc phrin tfrng c6 hgi c6 f nghia tr6n Iffm sing C,
1) Choring.

Vi c6 thd xiry ra choiing, b6nh nh6n.cdn cluo-c.ki€m so6t chAt ch6, vd thr,rc hiQn crlc biQn ph6p thich

ho. p nhu ngirng di€u tri n6u quan s6t th6y c6 gi bit thud'ng.

2) Co gi$t

Hi6n tuo.ng co gi4t sau phSu thuflt dd cluo. c ghi nhAn 6'bQnhnhdn trii qua ph6u thuft m4ch m6u l6n

o'tim c6 sri'dpng phuong ph6p tim ph6i ngodi l6ng nguc vd cli6u tri bing Transamin tru6'c, trong hof,c

sau khi phlu thuat. Hi6n tuolg co giAt cfing duo-c ghi nh4n 6'benh nhAn.thAm trich. CAn theo.d6i b€nh

nhdn ch{t chE vd 6p dpng c6c biQn ph6p thich ho. p nhu ngt'ng di6u tri n6u quan s6t thdy c6 bdt thud'ng

xiy ra.

(2) C{c phin rfrng c6 h4i khic
C6c phAn f'ng c6 hai sau c6 th6 xiy ra. CAn theo d6i ky c6c bQnh nhAn, vir thuc hiQn c5c biQn ph6p

thich ho. p, nhu ngtrng cli€u tri khi cAn n6u quan s6t th6y b6t thuo'ng.

TAn su6t cric phin i'ng c6 hai

0,lo/o d€n < l%o < 0,lo g1,r.u ,5chi chir)

MAn c6Lm Ngri'a, ph6t ban,

Da ddy-ruOt bu6n ndn, n6n, Ch6n an, ti6u chdy

Thi gi6c Mir nrdu tho6ng qua

(ti6m tlnh rnach)

Kh6c Budn ngt, clau diu

Ghi chf)
TAn xu6t c6c phin ri'ng c6 hai dp'a tr6n c6c b6o crio tr,r phdt ho4c brlo c6o tt'nu6'c ngodi ld chua bi6t.

4. Oiii voi ngu"d cao tu6i
Vi nguo'i .uo tu6i c6 chric ndng sinh l;f giAm, n6n c6 nhfrng biQn phrlp giim li€u c6 gi6m s6t mQt c6ch

th4n trgng.

s' 
IiiTrilt'f,j#;il,t"-r:t i6m tinh m4ch: cho thu6c tr.tir. (Budn n6n, tf.c ngqc, d5nh tr6ng ngyc,

ho{c tpt huy6t ap c6 thi5 hi6m khi xiy ra).

5.2. Than rrgng khi tho ti€m bip: Trong trud'ng ho.p ti6m bhp, hdy dd phong dii trenh nhfr'ng t6c

dung tr6n m6 vi ddy thAn kinh:

S.2. Lfh6ng ti6m vdo nhirng vi tri c6 ph6n b6 ddy thAn kinh. vi thfn trong khi ti6m.

5.2.2.Khi ti6m nhidu lAn, tnlnh ti6m vdo cirng mQt v! tri bing cSch lAn luo.t ti6rn vdo tay tr6i

rdi tay phii v.v. Dac bietthan trgng khi cho thu6c cho tr6 so- sinh/ tl6 non/ dang bt.

5.2.3.Khi cim kim ti6m n6u c6 cim gi6c tlau bu6t nhi6u hoac khi m6u chdy nguo.'c tr6'lai vdo

bo'm ti6m, hdy rirt ngay kim ra vi ti€m viro mdt vi tri kh6c.

5.3 DC trrinh nhi6m mQt 
"f,6t"tikhi 

be 6ng ti6m, ding b6ng cluo-c ti6t trirng trong c6n tl6 lau 6ng

ti6m tru6'c khi be.

6 Dtng cho phg nfr c6 thai vir cho con bri

l) An toirn trong thai hi
Kinh nghiQrn lAm shng tt viec clieu tri bang acid tranexamic tr6n phr,r n['c6 thai cdn r6t han ch6, cho

khi dtng thu6c. Tdidr5n nay nhfr'ng dfr lieu thgc nghiQrn ho4c lAm sdng cho co'

Director
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li€u stl dpng acid tranexamic cho ngud'i mang thai co ril it, do cl6 chi dirng thudc trong thd'i kj, mang

thai khi tlugc chi tlinh chdt ch€ vd khi khdng th6 dirng crich tlidu tri khric.

2) An todn 6'phu nt cho con bri

Transamin ti6t vdo sta mg nhung nguy co'vA t6c dgng phu tr€n trd nh6 khdng chic c6 thiS xiy ra 6'li6u
binh thud'ng, vi vfy c6 thii sti dgng li6u thdng thud'ng cta Transamin 6'phg nfi' cho con b[ khi cAn

thict.

7 Dirng cho tr6 nh6, bQnh nhAn m3n tinh
Chua c6 dtr li€u vC an tohn.

8 Tic tlQng l6n khi ninglrii xe vi vin hinh miy m6c

Rat hiCm trudng ho.p budn ngir xAy ra, tuy nhi6n, vi an todn, hdy c6n trgng khi liii xe vd v4n hdnh

m6y m6c.

9 Cic lo4i kh6c

Dd c6 nhfl'ng b6o c6o v6 nhfrng su thay d6i vC v6ng m4c khi nhfr'ng lii,u l6'n tluo. c rip dqng cho ch6

trong thd'i gian ddi.

Xin thdng bdo voi bdc si nhirng phdn rhng kltdng mong mudn khi silr dyng tltuAc.

DUqC LUC HQC
Ti6u fibrin ld mdt hiQn tuo.ng li6n quan t6i sg tho6i h6a fibrin trong ccr th6 theo co'ch€ sinh lf hoac

bQnh ly, vd d6ng mQt vai trd trong viQc tdng tfnh th6m thdnh mqch. N6 cdn li6n quan t6'i qu6 trinh kh6'i

ph5t, ti6n tri6n vd cli6u tri nhiAu loai bQnh chAy miiu vh di ['ng, k6 ci nhfr'ng phAn ri'ng trong co'th6 gAy

ra b6'i plasmin.

Transamin ri'c ch6 t6c dgng cfra plasmin vd c6 nhfi'ng t6c dung ch6ng chiy m6u, chdng di f'ng vd ch6ng

vi6m.

Tic dgng khdng plasmin (t-s)

Acid tianlxamic gin m4nh vdo vi tri li6n k6t lysin (LBS), vi tri c6 6i lgc v6'i fibrin cira plasmin vd

plasrninogen, vd tic ch6 sU li6n kiSt cria plasmin vir plasminogen viro fibrin. Do d6, sg ph6n hiry fibrin

b6'i plasrnin bi ['c ch6 m4nh. Vdi su c6 m4t cta c6c khrlng plasmin nhu crz-macroglobulin, trong huy6t

tuong, t6c dqng khrlng ti6u fibrin c[ra acid tranexamic cdn duo. c tdng cud'ng th6m.

Tric dgng cim miu(t)
Plasrnin Ung qu6 mric gAy ra ric ch6 k6t tu ti6u cAu, sg ph6n hiry cta ciic t6c nhdn d6ng miiu, v.V...,

nhung ngay ch mQt sp t[ng nhg cfrng ldm cho sg'tho6i h6a dac hiQu ctra fibrin xby ra tru6'c. Dod6,

trong-nt U'rg truong hqp chay mrlu binh thudng, sU c6 mit cria acid tranexamic t4o ra sg cAm m6u bing

c6ch loqi b6 sg phAn hriy fibrin d6.

Drlgc DQNG HQC
N6ng iIQ trong miu
Nhtng n6ng clQ trong m6u, v6'i li6u 500mg acid tranexamic duo-c cho qua dud'ng ti6m bdp ho[c

l000mg dugc cho qua cludng ti6m tinh m4ch cho nhirng ngud'i l6'n kh6e mAnh, lAn luqt 1d21,2 pglTl

(30 phrit sau khi dirng thudclvd 60 pglml (15 phrit sau khi cho thui5c). Thd'i gian b6n hriy sinh hoc lAn

luqt ld 2,0 gid' 1,9 gid'.

KhA ndng qua rau thai vd sfi'a mg:

Kinh nghiQm l6m sdng ti' viQc tli6u tri bing acid tranexamic tr€n php nft c6 thai cdn r6t h4n ch.6, cho

a611;;;h;rg ar, li€i thuc nghiQm hoic l6m sing cho.th6y kh6ng tdng nguy co'khi dirng thu6c. Tdi

liQu sydgng u"id trun"*umic Jho ngud'i mang thaic6 r6t it, do tl6 chi ding thu6c trong thdi ki'rnang

thai khi dus:c chi rlinh ch4t che vd t<[i ttrOng th6 dtng c6ch <li6u tri khric.

Transamin ti6t vio sfi'a mg nhtmg nguy co'vd t6c dung phu tr6n tr6 nho kh6ng ch6c c6 th6 xiy ra 6' li6u

binh thud'ng, vi vfy co th€ su dgng lidu th6ng thud'ng cta Transamin 6'phg nfr'cho con bir khi c6n
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Thfli trir
Khi cho l000mg acid.tranexamic qua duong ti6m tinh mpch cho ,.hirng ngud'i l6n kh6e m4nh, mri'c d6

th6i trt qua tlud'ng titit ni6u khoing 80% 24 gid' sau khi cho thu6c. Khi cho 500mg qua duo'ng ti6m

bip mfc d0 thiitrt'ld 55% sau 4 gid'vd75Yo sau 24 gid'.

QUA LIEU
Chua c6 th6ng b6o vd trudng ho-p qu6 li6u acid tranexamic. Nhfi'ng triQu chfing qu6 li6u c6 thiS ld:

Budn n6n, n6n, c6c tri€u chring valhodc ha huy6t 6p tu th6 dfng. Kh6ng c6 biQn phrlp <lac biet de di6u

tri nhi6m dQc acid tranexamic. N6u nhiSm dQc do u6ng qu6 lidu, g6y n6n, ni'a da ddy vd dilng than

ho4t. Trong ch hai trud'ng ho. p nhiSm dQc do uting vd do ti6m truydn, n6n duy tri b6 sung dlch <lti thric

dAy bdi ti6t thu6c qua thfn vi dtrng c5c biQn ph6p di6u tri trieu chring vd cli6u tri h5 tro. .

uo rA
Md ti sin phAm

(Ghi ch[: 6p su6t th6m th6u duo.'c do bing Osmometer do Advanced Co., Ltd. U.S.A s6n xu6t).

Nhfrng rtflc tli6m h6a lf cria ho4t chit
Tdn kh6ng s6'hfi'u: acid tranexamic

TOn khoa hgc: trans-4-aminomethylcyclohexanecarboxylic acid

C6u truc h6a hoc:

HOOC ------- CH:NH:

C6ng thric ph6n tu CsHrsNOz

Trgng luo.ng phdn tt:157,21

Diiim n6ng ch6y: 386-3900C (phan hiry)

M6 t6:

Tinh thQ hoac bd1 tring, khong mtri, vi cling. Tan d6 trong nu6c hoic acid acetic; R6t it tan trong

ethanol; hAu nhu kh6ng tan trong 6te. Tan trong natri hydroxyd TS

nAo guAN vA xtl l{'
Bio quin: 86o quin du6'i 30oC

ttSn dtng: 60 th6ng kC tir ngdy s6n xu6t.

1't 4" trg"og: Vi sir-dgng Ong ii6rn "mQt tli6m cit", hdy cim 6ng ti6m c6 d6u xanh l6n tr6n vd bd theo

chi6u d6i di€n.

DC thutic ngodi tAm tay tr6 em.

DONG GOI
Thu6c ti6m (50mg/1ml) 5ml: H6p 10 6ng.
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Lo4i Him lugng acid

tranexamic trong mQt 6ng

pH fv,t0 ep su6t thim
thiu (so voi dung
dich mu6i sinh lf)

Hinh d4ng

Thu6c

ti6m

250 mg/5ml
(s%tllff)

7,0 - 8,0 KhoAng I Dung dich kh6ng

rnhu vir trong sudt

Ms.
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Ghi chf :

- Sira l4i: Thrlng - 4- 2016

Sin xu6t b&i:

OLIC (Thailand) Limited
166 Moo 16 Bangpa-In lndustrial Estate, Udomsorayuth Road, Bangpa-In District, Ayutthaya

Province, Th6i Lan

Tel: +66-35 -221-0031-6 Fax: +66-35 -221-030

Duoi b6n quydn cria:

DAIICHI SANKYO (THAILAND) LTD.
24thFl., United Center Bldg.,

323, Silom Rd., Silom, Bangrak, Bangkok, 10500, Th6i Lan

Tel.: +66 2631-2070-9 FAX:+66 2236-2656

SO hfru gi6y ph6p b&i:

DAIICHI SANKYO CO., LTD.
Tokyo, Nhat Ban.
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