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1. Label on the smallest packing unit :

Nn Thudc ban theo dan
Hemostatics

Tiém bap/ Tiém tinh mach

._.OX>X_Zm Inj. 250mg

(Tranexamic acid 250mg/5mL)

o Sin xudt tai Han Quéc b

.. ._.OE_Zm __=_..§=_m

Tranexamic acid ~——-—--—————— 250mg )
[Dang bao ché] Dung dich tiém [Dosage form] Solution for
[Chi Binh, Liéu Iwgng, cach ding, tac dung phu,

nhiét d6 duai 30°C

DE XATAM TAY TRE EM _
DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG |

SBK : SalaSX:
HD 1

) | KEPP OUT OF REACH OF CHILDREN
_READ INSERT PAPER CAREFULLY BEFORE USE

DAI HAN PHARM. Co., Ltd.
71, Sandan-ro, Danwon-gu, Ansan-si Gyeonggl-do Korea

[Thanh Phan] Méi 6ng (5mi) chira; [Composition] Each ampoule(5ml) contains:
. Tranexamic acid ---—------nx-

- 250mg
injection

[Indication, Dosage & Administration, Contra-
Cac thong tin khac indication and Others information]
Please see the insert paper.

Xin doc to' hiréng dén st dung. . Hicati
[Tibu hidn chilt kigng] BP 2014 Mwhum_,_mnmqm%—muw%m in M%ﬁ_wmﬁ_uoww_ﬁamq protect from light

i kin | tranh anh . ! . *
[Bao quan] Bao quan trong bao bi kin | tranh anh sang at temperature below 30°C
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/ 2. Intermediate label :

Tiém b [Tiém finh mach

TOXAXINE Inj. 250mg

(Tranexamic acid 250mg/5mL)

SBK ’
S6 16 SX:
NSX ;
HD

DAI HAN PHARM. Co., Ltd. Korg_a_-'.'. 13




To hwéng din sir dung

R, THUOC BAN THEO DON

TOXAXINE 250 mg Inj.

(Tranexamic aéid)
Poc ki hwong din sie dung triwée khi ding
Néu cin thém thong tin xin héi y kién bdc sy, duwgc sy.

Tén thude: TOXAXINE 250 mg Inj.
Thanh phén: mdi éng 5 ml chira

Hoat chat:

Tranexamic acid.........cooeviviiiiieiinniiiann 250,0 mg.

Td duoc: Nude cat pha tiém, natri hydroxid, acid hydrochloric 0t
Dang bao ché: Dung dich tiém. «f/( tft/
Quy cich déng goi: Sml/dng x 10 dng/ hop. A

Dac tinh dwge lwe hoe:
Acid tranexamic ¢6 tac dung tre ché hé phan huy fibrin bang cach tre ché gin két plasminogen va
plasmin vai fibrin, chi G ché truc tiép plasmin ¢ mic d6 han ché.
Do d6 ¢6 thé dung acid tranexamic dé diéu tri nhimg bénh chay mau do phan hay fibrin c¢6 thé
xay ra trong nhiéu tinh hubng 14m sang bao gbm da chan thuong.
Dwge dong hgc:
Tranexamic hip thu hoan toan khi ding dudng tiém. Tranexamic acid phan bé réng khip co thé
va ti 18 lién két véi protein rat thap. Tranexamic acid khuéch tan qua nhau thai va duge phan bd
vao sira me. Thude duoe bai tiét trong nude tidu chi yéu dudi dang khong ddi. D6 thanh thai
trong huyét twong cua thudce xap xi 7 lit/gior. Sau khi tiém tinh mach mot lidu, nira doi trung binh
trong huyét tuong cia thude la 2 gio. Thai trir cia thude chdm hon khi diéu tri nhéc lai theo
duong udng. Hon 95% liéu thude tiém tinh mach bai tiét dudi dang khong dbi theo nude tiéu.
Chire nang than giam dé& gay tich tu acid tranexamic. Acid tranexamic c6 tic dung chdng phan
huy fibrin manh hon 10 lan acid aminocaproic (tinh theo gam), déi vé&i sw phan hay fibrin gfy ra
bai urokinase hoic chat hoat héa plasminogen ctia ma.
Chi dinh
Acid tranexamic diing dé diéu trj va phong ngira chdy mau két hop vdi ting phan hay fibrin:
Phan hity tai chd: Diing thoi gian ngan dé phong va diéu tri & nguoi bénh cé nguy co cao chay
mau trong v sau khi phau thuat (cit bo tuyén tién liét, cit bo phan ¢6 tir cung. nhé ring & ngudi
hemophili, d4i ra mau, rong kinh, chéng mau cam...).
Phan huy fibrin toan than: Bién chirmg chay mau do liéu phép tiéu huyét khoi.
Phii mach di truyén.

Thuéc chi ding khi cé sw ké don ciia Bic si.
Cich ding va liéu dung
Liéu théng thudmg:

- Ngudi 16n: 250 ~ 500 mg tranexamic acid/ngay x 1~ 2 lin/ngdy tiém tinh mach hodc ti_ém-_fbé.p.

-

R



- Déi véi xudt huyét trong va sau khi phéu thuat, néu can thiét, mét liéu duy nhét 500 ~ 1000 mg
(1 ~ 2 bng) duge tiém tinh mach hodc 500 ~ 2500 mg (1 ~ 5 dng) duge quan ly boi tiém tinh
mach nho giot.

Liéu luong c6 thé tang hodc giam theo tudi va triéu chimg. Tiém tinh mach cham, khéng duoc
nhanh hon 1 ml/phut.

Nhimg ngudi suy than niang, cin phai diéu chinh lidu diing cua acid tranexamic dya trén nong do
creatinin trong huyét tuong (SCC) nhu sau:

SCC 120-250 micromol / lit: 10 mg / kg hai lAn mdi ngay tiém tinh mach.

SCC 250 dén 500 micromol / lit: 10 mg / kg mdi ngay mét lan vao tinh mach.

SCC cao hon 500 micromol / lit: hoac 5 mg / kg mdi ngay mot 1an hoac 10 mg / kg mot lan moj
48 gior tiém tinh mach.

Chong chi dinh

Qué man véi acid tranexamic.

C6 tién s méc bénh huyét khoi.

Trudmg hop phau thuat hé than kinh trung wong, chay mau hé than kinh trung wong va chay mau .
dudi mang nhén hodc nhitng truong hop chiay mau nao khac. . 1 -

Thén trong A
Negudi suy than: Do ¢é nguy co tich Ity acid tranexamic.

Nguoi bi huyét niéu tir duong tiét niéu trén, 6 nguy co bi tic trong théan.
Neuoi ¢ tién str huyét khdi khong nén ding acid tranexamic trir khi cung duge didu tei bing
thuéc chéng déng. Chiay méau do déng mau rai rac ndi mach khong duge diéu tri bang thude
chéng phan huy fibrin trir khi bénh chu yéu do rdi loan co ché phan huy fibrin. Trong trudmg hap
phén huy fibrin ¢6 lién quan t&i su ting dong mau trong mach (hdi ching tiéu hodc phan huy
fibrin), cAn phai thém chit chdng dong nhu heparin vai lidu lwgng dad duge cén nhic cin thén.
Xem xét su can thiét phai dung chét khang thrombin 111 cho nhimg ngudi bénh ¢6 tiéu thu nhitng
yéu to déng mau, néu khong, su thiéu hut chat khang thrombin IIT ¢6 thé can tré tac dung cua
heparin. '

Téce dung phu

Thuong gap, ADR > 1/100

R&i loan tiéu hoa co lién quan dén lidu ding: Budn ndn, nén, ia chay.

Toan thin: Chong mat.

It gap, 1/1000 < ADR < 1/100

Tudn hoan: Ha huyét ap sau khi tiém tinh mach.

Hiém gap, ADR <1/1000

Mit: Thay d6i nhén thirc mau.

Da: Ngitra va phat ban da.

Huéng din cach xiv tri ADR

Budn nén, chéng mit va giam huyét 4p xay ra sau khi tiém tinh mach nhanh. Tiém tinh mach
cham, khong dugc nhanh hon 1 ml/phut.

Khi tiém bép: d& phong anh huéng dén cac mé hodc ddy than kinh: khong tiém tai cée dia diém
tip trung nhi¢u day than kinh va phai tiém cham. Néu tiém 1ap lai, tranh tiém vao cing mét vi tri
bang cach xen 'gil”ra céc canh tay trai hodic phai, dic biét cAn than khi dung cho tré em. Néu chén




kim tiém goi 1én con dau dir déi hodc néu méau chay tro lai vao dng tiém, rat kim ra ngay lap tirc
va dua vao mot vi tri khac.

Thong bdo ngay cho bdc sy khi gip phii cdc tic dung khong mong muon ciia thuoc.
Twong tac thube
Khéng nén diing déng thoi acid tranexamic véi estrogen vi c6 thé gay huyét khdi nhiéu hon.
Thén trong khi ding ddng thoi acid tranexamic vai cdc thude cam mau khac.
St dung thube cho phu nir ¢é thai va cho con bu
Khong nén dung acid tranexamic trong nhitng thang dau thai ky, vi da c6 théng bao vé tac dung
gdy quai thai trén dong vat thi nghiém. Kinh nghiém ldm sang vé diéu tri bing acid tranexamic
cho ngudi mang thai con rit han ché, cho dén nay dir lidu thuc nghiém hodc 1am sang cho thay
khong ting nguy co khi ding thude. Tai ligu vé ding acid tranexamic cho ngui mang thai 6 rét
it, do do chi dung thubc trong thoi ky mang thai khi duoc chi dinh chat ché va khi khong thé
diing cach diéu tri khac.
Nong db trong sita la khoang 1% ndng d thubc trong mau toan phan. Do d6 dé nghi khdng cho ..
con bi trong thdi gian sir dung thube nay. /{/ﬁ ({ /
Anh huong dén khi niing 14i xe va vin hanh may méc ,,-’;/4; i
Cén than trong khi st dung cho céc d6i tugng 14i xe va van hanh may moc. ’
Qud lidu va cdch xir tri
Chua c6 thong bao vé truomg hop qua lidu acid tranexamic. Nhimg triéu chimg qué lidu co thé
1a: Budn nén, ndn, cdc triéu ching va/hodc ha huyét ap tu thé dimg. Khong ¢6 bién phap dac biét
dé diéu tri nhiém ddc acid tranexamic. Néu nhiém doc do udng qué lidu, gdy non, rira da day va
dung than hoat. Trong ca 2 truémg hop nhiém doc do ubng va do tiém truyén, nén duy tri bd
sung dich dé thic ddy bai tiét thude qua thén va ding cac bién phap diéu tri triéu chimg va diéu
tri ho tro.
Bio quin: Bao quan trong bao bi kin, tranh anh sang, & nhiét d6 dudi 30°C.
Han diing: 36 thang ké tir ngay san xudt.

PE THUOC TRANH XA TAM TAY TRE EM.

DAI HAN PHARM. CO.,LTD
77 Sandan-ro, Danwon-gu, Ansan-si, Gyeonggi-do, Han Quéc
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