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Thudc khang Plasmin

o ®
Transamin
Vién nang 250mg

(Ché pham acid tranexamic)
Hudng dan su dung thuoc

Doc ki hwong din siv dung truwée khi ding. Néu can thém théong tin, vui long lién hé véi bdc st
hodic dwgce si cia quy vi. Thudce nay chi ditng theo swe ké don caa thiy thuoc.

Tiéu fibrin la mot hién tuong lién quan t6i su phan huy fibrin trong co thé theo co ché sinh 1y hoic
bénh ly, va dong mdt vai tro trong viéc tang tinh thdm thanh mach. N¢ lién quan téi qué trinh khoi
phat, tién trién va diéu tri nhiéu loai bénh chay mau, ké ca cic phan ung trong co thé giy ra boi
plasmin. Transamin trc ché tic dung cua plasmin va c6 nhimg tac dung chong chay mau.

THANH PHAN

Transamin vién nang moi vién chira 250mg acid tranexamic (JP).

Vién nang con bao gdm cac thanh phan phu khac nhu com starch, magnesium stearate va medium
orange opaque (FD&C Yellow 6).

CHI DINH

Xu hudng chay mau do tang tiéu fibrin toan than trong nhirng truong hop sau
- Bénh bach cau
» Thiéu mau bat san
» Ban xudt huyét
» Chay mau bt thuong trong hodc sau phau thuat

Chay mdau bat thuong do tang tiéu fibrin tai cho trong nhitng truong hop sau
+ Chay mau phoi
+ Chay mau cam J_&
+ Chay mau am dao 4
+ Chay mau than
» Chay mau bat thuong trong hodc sau phiu thuat tuyén tién liét

LIEU LUQNG VA CACH DUNG THUOC

Chi dinh Liéu ding

Bénh bach cau Lidu cho ngudi l6n dudng udng: 750 to1 2000 mg
Tranexamic acid/ngay. Chia lam 3 hodc 4 lan. Can diéu
chinh liéu theo tudi va triéu chirng ctia bénh nhan.

Thiéu mau bat san Liéu diing cho ngudi 16n duong uéng la 750 t6i 2000 mg
Tranexamic acid/ ngay, chia lam 3 hodc 4 lan. Can dicu
chinh liéu theo tudi va triéu chimng cua bénh nhin.




Ban xuét huyét

Chay mau bat thuong trong hoac

sau phau thuat

Chay mau phoi

Chay mau cam

Chay mau am dao

Chay mau than

Chay méu bat thuong trong hodc
sau khi phau thuét tuyén tien liét

CHONG CHI PINH

Liéu dung cho nguoi 16n dudng udng la 750 téi 2000 mg
Trancxamic acid/ ngay, chia lam 3 hoac 4 lan. Cén diéu
chinh liéu theo tudi va triéu chi ng cua bénh nhén.

Liéu dung cho nguoi I6n duong udng la 750 t6i 2000 mg
Tranexamic acid/ ngay, chia lam 3 hoac 4 lan. Can diéu
chinh liéu theo tudi va triéu chirng cta bénh nhan.

Liéu diung cho nguoi 16n dudng udng la 750 téi 2000 mg
Tranexamic acid/ ngay, chia lam 3 hoac 4 lan, Can diéu
chinh liéu theo tudi va triéu chimg cuia bénh nhén.

Liéu dung cho nguoi lén dudng udng la 750 toi 2000 mg
Tranexamic acid/ ngay, chia lam 3 hoac 4 lan. Cén dieu
chinh liéu theo tudi va triéu chirng cua bénh nhan.

Liéu dung cho ngudi lon dudng ubng la 750 161 2000 mg
Trancxamic acid/ ngay, chia lam 3 hoac 4 lan. Can dicu
chinh liéu theo tudi va triéu chirng cia bénh nhan.

Liéu diung cho ngudi 16n duong udng la 750 t6i 2000 mg
Tranexamic acid/ ngay, chia lam 3 hodc 4 lan. Céan diéu
chinh liéu theo tudi va triéu ching cua bénh nhén.

Liéu dung cho nguoi 16n dudng udng la 750 161 2000 mg
Tranexamic acid/ ngay, chia lam 3 hoac 4 lan. Can diéu
chinh liéu theo tudi va triéu chimg cua bénh nhan

»

Transamin dwoc chong chi dinh voi nhirng bénh nhin sau:
1. Nhiing bénh nhan cé hu_\,et kh()i (Xem phan “Tuong tac thudc™)
2. Nhiing bénh nhan c6 tién sir man cam voi bat ky thanh phan nao cua thudc.

THAN TRONG

Xin than trong vé nhiing diéu sau day: )
1. Than trong khi dung thude (Phai thin trong khi dung thude nay cho nhitng bénh nhan sau day)

1.1. Nhimg bénh nhin c6 huyét

khdi (huyéz khéi ndo, nhdi mau co tim, viém tinh mach huyél

khdi, v.v.) va ¢ nhiing bénh nhan huyét khéi co thé xay ra (n6 c6 thé 6n dinh huyét khéi).

1.2. Nhiing bénh nhan co6 bénh déng mau do dung thude (déng thoi sur dung voi heparin, v.v.) (né

c6 thé 6n dinh huyét khi).
1.3. Nhiing bénh nhin hau phau,
mau.

[Ching huyet khdi tinh mach cé thé xay ra, va Transamin ¢6 thé én dinh huyét khdi. C6 bao

bénh nhan nam bét dong va bénh nhén dang dugc bang bo cam

céo vé tac mach phdi lién quan dén thay doi tu thé W% thao bang ApnA

1.4. Giam liéu & bénh nhén suy than nang.
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1.5. Nhitng bénh nhan cé tién su qua man vai thude.

2. Twong tae thude

1) Chéng chi dinh diing phdi hop thube (Transamin khong duoc sir dung phdi hop véi cac thude

sau).
Thubc Biéu hién, Tri¢u chimg va | Co ché va Yéu to Nguy co
i Qiéu tri ] i i
Thrombin Diéu trj phdi hop 6 the gay | Dieu tri phoi hop c6 thé lam

ra xu huéng huyét khoi

tang xu huéng dan t6i huyét
khoi do tinh chat tao cuc
méu doéng cua thude |

2) Than trong khi ding phdi hop thude (Transamin can dugc sir dung than trong khi ding phoi

hop vdi cac thude sau).

[ Thudc

_Estrogen va cac thuoc cam
mau khac, thudc gay dong
mau (hemocoagulase)

Bi¢u hién, Triéu chirng va
Diéu tri

Co ché va Yéu td Nguy co

| Diéu tri p:hm hop vai liéu

cao co th_e gy ra xu hudéng
huyet khoi

Do thudc c6 hoat tinh khang '

plasmin, cac soi fibrin hinh
thanh boi thuoc gay dong
mau c6 thé van con ton tai |
trong mach mau trong thoi |
gian dai, ¢6 thé dan dén tinh
trang huyét khéi.

Batroxobin

Dieu tri phdi hop c6 the gy
ra nghén mach huyét khoi

Transamin trc ché sy phan
hay hop chiét cao phén tur soi
huyét desA sinh ra boi
batroxobin

Cac yéu to gay dong (vi du
eptacog-alfa)

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

Céc yéu to gay dong co tac
dung cam mau bang cach
hoat hoa hé théng lam dong,
trong khi acid tranexamic co
tac dung cam mau boi iic
ché hé théng phan huy fibrin

3. Nhirng phan &ng cé hai

Céc phan (mg ¢6 hai thuong xuyén nhat dugc bao céo trong tong s6 2.954 bénh nhan la chan an
0.61% (18 truong hop), buon noén 0,41% (12 truong hop), non 0,20% (6 truong hgp), ¢ néng

0,17% (5 truong hop), ngira 0,07% (2 trudong hUp}, va phal ban 0,07% (2
1)Cac phan ing c6 hai cé y nghia Jim sang (tin xuit chwa biét

truong hop).
Ghi chu)

**Co giat: Hién tugng co gidt da duoc ghi nhan o bénh nhan thim (éch mau. Lén t_heo dai k¥
cac bénh nhan, va thuc hién cac bién phap thich hop, nhu ngirng diéu tri khi can néu quan sat

thay bat thuong.
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2) Cac phan ing c6 hai khac
Céc phan img c6 hai sau c6 thé xay ra. Can theo ddi ky cac bénh nhén, va thuc hién cac bién phap
thich hop, nhu ngimg diéu tri khi can néu quan sat thay bat thuong.

0,1% dén < 1% <0,1%

Man cam Ngtra, phat ban, ...
Da day-rudt Chan an, buon nén, non, tiéu '1
chay, ¢ ndng |
Khac Buon ngu [

Ghi chn)
Chua rd tan xuat cua cac phan (ng c6 hai dua trén cac bao cdo tu phat

4. Déi véi ngudi cao tudi _
Vi ngudi cao tudi co chire nang sinh ly giam, nén co nhirng bién phap giam liéu c6 giam sat mot
cach than trong.

5. Dung cho phu nir ¢6 thai va cho con bu

1) Phu nir ¢6 thai

Kinh nghiém lam sang tir viée diéu tri cho phu nir ¢6 thai con han ché, cho dén nay cac di liéu lam
sang va nghién ctru cho thay khong cé nguy co gia tang. Vi cac dir liéu con han ché, nén viéc sir dung
cho phu nir co6 thai chi dugce phép khi dugc chi dinh mét cach chit ché va khi cac bién phéap diéu tri
khac khong thuc hién dugc.

2) Phu nir cho con bu . ) ' ' )
Transamin di vao sita me nhung nguy co vé tac dung phu trén tré em van chua chac chin o liéu ding
thong thuong, nén co thé su dung liéu dung théng thuong cho phu nit cho con bi khi that can thiét.

6. Ding cho tré nho, bénh nhan man tinh
Chua co dir liéu vé an toan.

7. Tac dong 1én kha ning lai xe va van 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 moc.

8. Cac loai khac
Pa ¢6 nhiing bao cao vé nhiing su thay doi vé vong mac khi nhing liéu 1on duge ap dung cho chéd

trong thoi gian dai.

Xin thong bdo véi bic st nhitng phan ting khéng mong muon khi sir dung thuéc. L’

-

DUQC LUC HQC

Tac dung khang plasmin
Acid tranexamic gin manh vao vi tri lién két lysin (LBS), vi tri co ai luc voi fibrin cua plasmin va
plasminogen, va trc ché sy lién két cua plasmm va plasminogen vao fibrin. Do do, su phan huy boi
plasmin bi rc ché manh. Véi su c6 mat cua cac khang plasmin nhu as-macroglobulin. trong huyét
tuong. tac dung khang tiéu fibrin cua acid tranexamic con duoc tang cuong thém.

(1-5)

- A -
Tac dung cim maiu "

Plasmin ting qua mic gay ra trc ché két tu tidu cau, su phan huy cia cac tac nhan dong mau, v.v.
nhung ngay ca mét su tang nhe ciing lam cho su thoai héa déac hiéu cua fibrin xay ra truée. Do do
trong nhimg trrong hop chay mau binh thudng, sw c6 mat cia acid tranexamic tao ra su cAm mau bang
cach loai bo su phan huy fibrin do.
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DUQC PONG HOC

Nong dé trong mau

Nhiing ndng do trong mau, véi licu 250 mg va 500 mg acid tranexamic dugc cho qua dudng miéng
cho nhitng nguoi 16n khoe manh, dat n(‘mg d6 cao nhat 1a 3,9 pg/ml (cho liéu 250 mg) va 6,0 pg/ml
(cho liéu 500 mg) 2 - 3 gid sau khi udng. Thoi gian ban hiy sinh hoc lan luot 13 3,1 gior va 3,3 gio.

Thai trir
Khi cho 500mg acid tranexamic qua duong miéng cho nhiing ngudi lon khoe manh, mic do thai trir
qua dudng tiéu tién la 30-52% 24 gio sau khi cho thuoc.,

QUA LIEU

Chua ¢6 théng bao vé trudng hop qué liéu acid tranexamic, Nhing triéu ching qua liéu c6 thé la:
Budn ndn, ndn, céc triéu chimg va/hoac ha huyeét ap tur thé dung. Khéng co bién phap dac biét dé diéu
tri nhiém doc acid tranexamic. Néu nhiém doc do udng qua Ileu, 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 bo sung dich dé thic
day bai tiét thuéc qua than va ding cac bi¢n phap diéu tri triéu ching va diéu tri ho tro.

MO TA .
MG ta san pham _
Loai Ham lugng Dang bao ché Mau Kich thwéc (mm) Trong M3 s6 nhdn
lugng (mg) dang
Vien | 250 mg/vién Vién nang Nap: vang vavang | Dai 17,6 | No.2 Khoang D 605
nang nhat 350
Thén: tring va vang
nhat

Nhirng dic diém héa ly ciia hoat chat
Tén khong s hitu: acid tranexamic
Tén khoa hoc: acid trans-4-aminomethylcyclohexanecarboxylic

Cau tric héa hoc:

FHEI sswenea @{ﬂ CH,NH,

Céng thirc phﬁn tur Cgl’[HNOz

Trong luong phén tu:157,21

Piém noéng chay: 386- 390°C (phan huy)

MG ta:

Tinh thé hoic bot tréng, khong mui, vi déng. Tan dé trong nudc hodc acid acetic; R4t it tan trong
ethanol; hau nhu khong tan trong éte. Tan trong natri hydroxyd TS

BAO QUAN VA XU LY

Bao quan: Bao quan dudi 30°C.

Han dung: 36 thang ké tir ngay san Xuét.
Khong dung thuoc da qua han ghi o ngoai hdp.
Dé thube ngoai tim tay tré em
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DPONG GOI o
Vién nang: Hop 100 vién nang dong thanh vi bam mdi vi 10 vién.

Ghi cha:
- Sira lai: Thang 2 - 2014

Dé c6 thém tai lidu, xin lién hé:

Datiichi Sankyo (Thailand) Ltd.

24th Fl., United Center Bldg.,

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

Sin xuit béi:

Olic (Thailand) Limited.

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

Pé biét thém théng tin, xin lién hé: %/
Daiichi Sankyo (Thailand) Ltd.

24th Fl., United Center Bldg.,

323, Silom Rd., Silom, Bangrak, Bangkok 10500, Thailand

S& hiru gidy phép bai:
Dﬂllm@f Ltd. Tokyo, Japan.
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