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Thudc khang Plasmin ’Q'{ il /? % b;__{

®
Transamin  Vvién nén 500 mg

(Ché phim acid tranexamic)

DPoc kj hwéng din sit dung trivée khi ditng. Néu cdn thém thong tin, vui long lién hé véi bdc si
hodc dwgc si ciia quy vi. Thuéc nay chi ding theo sw ké don cia thiy thuéc.

Tiéu fibrin 1a mét hién tuong lién quan t6i sy thoai héa fibrin trong co thé theo co ché sinh Iy hoac
bénh ly, va dong mot vai tro trong viéc tang tinh thiAm thanh mach. N6 con lién quan to1 qué trinh khoi
phat, tién trién va diéu tri nhiéu loai bénh chay mau va di ing, ké ca nhiing phan ting trong co thé gy
ra boi plasmin.

Transamin (e ché tac dung cta plasmin va c6 nhimmg tac dung chdng chay mau, chéng di ang va chéng
viém.

THANH PHAN i

Transamin vién nén bao phim 500 mg moi vién chira 500 mg acid tranexamic (JP).

Ta duoc: Carmellose calcium, Polyvinyl alcohol, Glyceryl behenate, Magnesium stearate, HPMC
2910, PEG 6000, Titanium dioxide, Silicone resin, Talcum, Carnauba wax.

CHi DINH
* Xu huéng chay mau duoc coi nhu lién quan tdi tang ti€u fibrin (bénh bach huyét, thiéu mau
khong tai tao, ban xuét huyét, v.v, va chay mau bt thudng trong va sau khi phau thuat).
= Chay mau bat thudng duoc coi nhur lién quan téi tang tiéu fibrin tai chd (chay mau & phdi,
miii, bd phén sinh duc, hodc thin hodc chay mau bat thuong trong khi hodc sau phau thuat
tuyén tién liét).
= Rong kinh.“*'?

LIEU LUQONG VA CACH DUNG THUOC

Déi voi nguoi 16n thong thuong cho udng 750 mg dén 2000 mg acid tranexamic mdi ngay chia lam ba
hodc bén lan.

Liéu c6 thé dugc diéu chinh tiy thude vao tudi va céc triéu chirng ctia bénh nhan.

(Thube) (Liéu mot ngay)*
Vién nén Transamin 500 mg 2-4 vién

* Chia ra lam ba hodc bén |E‘Al‘l1. ' ‘
Trong chi dinh rong kinh, liéu khuyén cao cho ngudi 16n 1a 1g (2 vién nén) ngay 3 lan trong ngay bat
dau tir ngay dau tién cua giai doan nhimg ngay ra nhiéu®"",

CHONG CHI PINH
Transamin dwge chéng chi dinh véi nhirng bénh nhan sau:
1. Nhitng bénh nhan cé huyet kh01 (Xem phan “Tucmg tac lhuoc”)
2. Nhiing bénh nhén cé tién sir man cam véi bét ky thanh phan nao cua thude.

THAN TRONG )

Xin thén trong ve nhiing di€u sau day:

1. Thén trong khi dung thude (Phai than trong khi diing thude nay cho nhiing bénh nhan sau day)
1.1. Nhiing bénh nhan cé huyét khéi (huyét khdi ndo, nhdi mau co tim, viém tinh mach huyét

khéi, v.v.) va & nhimg bénh nhan huyét khdi ¢6 thé xay ra (n6 cé thé &n dinh huyét khdi).
1.2. Nhimng bénh nhan c6 bénh déng mau do diing thude (dbng thoi sir dung véi heparin, v.v.) (n6
c6 thé 6n dinh huyét khoi).
1.3. Nhirng bénh nhan hau phf‘iu, bénh nhin nam bat déng va bénh nhan dang duoc bang bd cam
mau.

[Ching huyet khdi tinh mach c6 thé xay ra, va Transamin ¢c6 thé 6n dinh huyét khéi. Cé bao
cao vé tac mach phoi lién quan dén thay déi tu thé nam hoic thao bang cdm mau].
1.4. Nhitng bénh nhén suy than
[C6 thé tang ndng dd mau]
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1.5. Nhirng bénh nhén ¢ tién sir qua man véi thude.

1.6. Acid Tranexamic cin dugc sir dung than trong khi ding kém véi estrogen vi ¢6 thé gay huyét

khéi nhiéu hon.

2. Twong tic thude ) ) ) )
1) Chong chi dinh ding phoi hop thude (Transamin khong dugc sir dung phoi hop véi cac thuoe
sau).
Thube Biéu hién, Triéu chimg va | Co ché va Yéu t6 Nguy co
‘ Diutri ‘ ’ |
Thrombin Dicu tri phoi hop co the gay | Dieu tri phoi hop c6 theé lam

ra xu huong huyet khoi

tang xu hudng dan t6i huyét
khdi do tinh chat tao cuc
mau dong cua thudce

2) Thén trong khi dung phéi hop thude (Transamin can dugc sir dung than trong khi ding phdi

hop véi cac thude sau).

Thuédc

Biéu hién, Triéu chimg va
Diéu trj

Co ché va Yéu tb Nguy co

Thuéc giy doéng mau | Diéu tri phdi hop v6i liéu | Do thude cé hoat tinh khang
(hemocoagulase) cao ¢ tI!é gdy ra xu huong | plasmin, céc soi fibrin hinh
huyeét khoi thanh boi thuoc gdy dong
mau ¢6 thé van con ton tai
( trong mach mau trong thoi
gian dai, c6 thé dan dén tinh
trang huyét khi.
Batroxobin Diéu trj phdi hop o thé giy | Transamin ¢ ché sy phan

ra nghén mach huyét khoi

hiiy hop chét cao phan tir soi
huyét desA sinh ra boi
batroxobin

Céc yéu t6 gay dong (vi du
eptacog-alfa)

Su déng mau co thé duoc
kich hoat thém tai vi tri taing
phan huy fibrin tai chd, nhu
khoang miéng.

Céc yéu td gdy dong co tic
dung cAm mau bang cach
hoat hoa hé thé-ng lam dong,
trong khi acid tranexamic co

téc’ dung cam mau boi e
ché hé thong phan huy fibrin

3. Nhirng phan @ng c6 hai ‘ )
Cac phan ung ¢o hai thudng xuyén nhat dugc bao céo trong tong s6 2.954 bénh nhén 1a chan in
0,61% (18 truong hgp), buon nén 0,41% (12 truong hop), nén 0,20% (6 truong hop), 0 nong
{ 0,17% (5 truong hop), ngira 0,07% (2 trudng hop), va phat ban 0,07% (2 truong hop).
(1) Céc phan g c6 hai c6 y nghia |am sang (tan xuat chua biét ™ ™)
**Co giat: Hién tuong co giat da dugc ghi nhan ¢ bénh nhan tham tach mau. Can theo doi k¥
cac bénh nhan, va thuc hién cac bi¢n phap thich hop, nhu ngirng diéu tri khi can néu quan sat
thdy bat thuong.
(2) Céc phan rng c6 hai khac
Céc phan g c6 hai sau c6 thé xay ra. Can theo ddi k¥ cac bénh nhén, va thuc hién céc bién phap
thich hop, nhu ngimg diéu tri khi can néu quan sét thiy bat thuong.

0,1% dén < 1% <0,1%
Man cam Ngtra, phat ban, ...
Da day-rudt Chan 3n, budn nén, ndn, tiéu
chay, ¢ nong
Khac Buon ngi
Ghi chi)

Chura r6 tan xuét cua cac phan (mg c6 hai dya trén cac bao cao tu phat
4. Dbi véi nguoi cao tubi

Vi ngudi cao tudi ¢ chirc nang sinh ly@g@[m@%nb c6 nhiing bién phap

iam liéu c6 giam sat mot ,&.
cach than trong.

-4
g ! X
: 8 . 2
% Thifima Thongkam
Quality Operabions Department Manager
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5. Dung cho phu nir ¢é thai va cho con bu
Chua co dir liéu vé an toan. \ ) ‘ )
Acid Tranexamic ti€t vao sira me v4i nong do bang 1/100 nong dd tuong tng trong huyét thanh

6. Dung cho tré nhé, bénh nhian man tinh
Chua c6 div liéu vé an toan.

7. Tac dong 1én kha niing lai xe va vin hanh may méc
Rat hiém truong hop budn ngu xay ra, tuy nhién, vi an toan, hdy can trong khi lai xe va van hanh
may méc.

8. Cic loai khac i ] ]
Pi c6 nhiing bao c4o vé nhiing su thay ddi vé vong mac khi nhiing liéu lén dugc ap dung cho cho
trong thoi gian dai.

Xin thong bdo véi bdc si nhitng phin rng khong mong muén khi sir dung thuéc.

DUQC LY HQC

Tac dung khang plasmin
Acid tranexamic gin manh vao vi tri lién két lysin (LBS), vi tri ¢6 ai luc véi fibrin cha plasmin va
plasminogen, va trc ché su lién két cua plasmin va plasminogen vao fibrin. Do d6, sur phan hay bai
plasmin bi c ché manh. Véi su c6 miat cia cac khang plasmin nhu o,-macroglobulin, trong huyét
tuong, tdc dung khang ti€u fibrin cia acid tranexamic con dugc tang cuong thém.

(1-5)

Tac dung cam mau "

Plasmin ting qua muc gay ra tc ché két tu tiéu cdu, sy phan huy cia cac tac nhin dong mau, v.v...,
nhung ngay ca moét su tang nhe cling lam cho su thoai hoa dac hiéu cua fibrin xay ra trude. Do do,
trong nhirng trudng hop chay mau binh thudng, su ¢é mit cua acid tranexamic tao ra sy cAm méau bang
cach loai bo sy phan hay fibrin do.

DUQC PONG HOQC

Nong d¢ lrong mau

Nhiing néng do trong mau, véi liéu 250 mg va 500 mg acid tranexamic dugc cho qua dudng miéng
cho nhirng nguoi I6n khoe manh, dat ndng d6 cao nhét la 3,9 pg/ml (cho liéu 250 mg) va 6,0 pg/ml
(cho liéu 500 mg) 2 - 3 gior sau khi ubng. Thoi gian ban huy sinh hoc lan luot 1a 3,1 gio va 3,3 gio.

Thai trir
Khi ding 500mg acid tranexamic qua dudong miéng cho nhiing nguoi 16n khoe manh, mirc d6 thai tr
qua duong tiéu tién 12 30-52% 24 gi¢r sau khi cho thube.

QUA LIEU

Chua c6 thong bao vé truong hop qué liéu acid tranexamic. Nhing triéu chimg qué liéu c¢é thé la:
Budn ndn, ndn, cac triéu chimg va/hodc ha huyét ap tu thé ding. Khong c6 bién phap dac biét dé diéu
tri nhiém doc acid tranexamic. Néu nhiém doc do udng qua liéu, _gdy non, rira da day va dung than
hoat. Trong ca hai truong hop nhiém doc do udng va do tiém truyén, nén duy tri bd sung dich dé thic
day bai tiét thude qua thdn va dung céac bién phap didu tri triéu chimg va diéu trj hd tro.

MO TA
MB& ta san pham
Loai Ham lugng Dang bao ché ' Mau Kich thudc (mm) Trong Ma sb nhan
i lugng (mg) dang
Vién 500 mg/vién Vién nén bao Trang tdi trang | Truc chinh 17,8 Day Khoang D 608
nén film nga vang nhat Truc phu 7,2 5,0 572
Nhiirng dic diém héa Iy cia hoat chat @MUS%

K

-% /. g“ o2

f Thitim4 Thongkam
TR\ Quality Operatighs Department Manager

Tén khong s hiru: acid tranexamic

Q\')Cl = '.'_-‘,‘,:3
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Tén khoa hoc: acid trans-4-aminomethylcyclohexanecarboxylic
Cau truc hoa hoc:

HOOC ------- C>-=:::] CH,NH,

Cf}ng thic pha'm to CgH]jNOz

Trong lugng phan t:157,21

Piém néng chay: 386-390°C (phén huy)

M6 ta: )

Tinh thé hoac bot trémg, khoéng mui, vi déng. Tan dé trong nudc hoic acid acetic; Rat it tan trong
ethanol; hau nhu khéng tan trong éte. Tan trong natri hydroxyd TS

BAO QUAN VA XU LY

Bio quan: Bao quan dudi 30°C.

Ngay hét han: Xem trén bao bi.

Han dung: 36 thang ké tir ngay san xut.
Tiéu chuén thude thanh pham: Nha san xut
Dé thude ngoai tam tay tré em

PONG GOI o
Vién nén 500 mg: Hop 100 vién dong thanh vi bam mdi vi 10 vién.

TAI LIEU THAM KHAO
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4)  Abiko et al. : Biochim. Biophys Acta 185 424 (1969)

5)  Abiko et al. : Biochim. Biophys Acta 214 411 (1970)

6)  Drugs 1999 Jun;57(6):1005-1032
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8)  Winkler UH. The effect of tranexamic acid on the quality of life of woman with heavy
menstrual bleeding. Eur J Obstet Gynecol Reprod Biol 2001;99:238-243

9)  Bonnar J, Sheppard BL. Treatment of menorrhagia during menstruation: randomized
controlled trial of ethamsylate, mefenemic acid, and tranexamic acid. Brit Med J
1996;313:579-582
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Ghi cha:
- Stra lai: Thang 9 - 2013

Pé c6 thém tai liéu, xin lién hé:

Daiichi Sankyo (Thailand) Ltd.

24th F1., United Center Bldg.,

323, Silom Rd., Silom, Bangrak, Bangkok 10500, Thailand
Tel:+66 2631-2070-9 FAX: +66 2236-2656

San xuit béi:

Olic (Thailand) Limited.

Bangpa-In Industrial Estate, 166 Moo 16 Bangkrasan Sub-District, Udomsorayuth Road, Bangpa-In
District, Ayutthaya Province, Thailand.

A hid G "J%/o
Pe biet thém théng tin, xin lién hé: £ S

Daiichi Sankyo (Thailand) Ltd. 4 % W BT A?
% ;' i r / 4 o 4
Resase Thifiha Thongkam

Quality Opera’ﬂons Nerartment Manager
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24th Fl., United Center Bldg.,
323, Silom Rd., Silom, Bangrak, Bangkok 10500, Thailand
Tel:+66 2631-2070-9 FAX: +66 2236-2656

Cép phép béi:
Daiichi Sankyo Co., Ltd. Tokyo, Japan.
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