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:; lexiban® 100
% 'ﬁ Tranexamic acad
Sr- %’1 Solution for injection

For intravenous use

10 ampoules x 5 mi

Manufactured by: IS “Farmak”
74, Frunze str,, Kyiv, 04080, Ukraine Fa rm@

Each ml solution contains tranexamic acid 100 mg.
Quality specification: In house.
Storage: Store below 30°Cin original package.
Indication, administration, contraindication 10 ampoules
and other information: see the package insert.
Keep out of the reach of children.

= Carefully read the package insert before use.
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Vietnam
Pack N25 of 100 mg\mL
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. Texiban® 100
é - Tranexamic acid

:E-T Solution for injection

For intravenous use

5ampoules x5S ml
| Manufactured by: JSC "Farmak"
| 74, Frunze str., Kyiv, 04080, Ukraine Farm@
Each ml solution centains tranexamic acid 100 my. == Ve
Quality specification: In house. 2
Storage: Store below 30°Cin eriginal package. =
Indication, administration, contraindication and other information:
see the pacu?‘:insen,
Keep out of the reach of children. Carefully read the package insert before use. ' P
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Vietnam
Label 100 mg\mL

* Texiban® 100

Tranexamic acid 100 mg/ml
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Rx
TEXIBAN 100

(Dung dich ti¢m acid tranexamic 100mg/ml)
Thude nay chi dimg theo don thuic. Bé xa tam rtay tré em. Doc Ky hucing dan sir dung trude
khi ding,

1. Tén thude: Texiban 100

2. Thanh phin: Md&i ml dung dich tiém co chia:
- Thanh phan hoat chat: Acid tranexamic 100mg,
- Thanh phdn ¢ duoe: Nuode pha tiém

3. Dang bao che: Dung djch tiém
- M0 ta san phdm: Dung dich trong sudt, khéng mau hodc mau niu nhat.

4. Chi dinh

Texiban 100 duge ding cho tré em tit 1 twdi tro 1én va ngudi 16m dé du phong va didu tri xudt
huyét do tiéu fibrin toan than hodc tai chd trong cdc truong hop cu thé sau:

- Rong kinh vi xudt huyét trong tir cung,

- Xudt huyél da day — rudt,

- Cac rdi loan xudt huyét & dudng tiét niéu, sau phdu thudt tuyén tién liét hodc cdc tiéu phiu
¢d anh huong dén dudmg tiét niéu,

- Phdu thuat Tai — Miii — Hong (phiu thudt cat tuyén adenoid, cit amidan, nhd rang),

- Phiu thudt phu khoa hoac cde rdi loan co ngudn gde san khoa,

- Phiu thudt 6 bung va 1éng ngue hode cac phdu thudt can thi¢p Ién khic nhu phau thuat tim

mach,
- Diéu tr1 xudt huyét do sir dung thuoc ticu fibrin.

5. Litu dung, cdch dimg
Liéu dung
Nguoi lon
Néu khéng ¢é cac yéu cau khic vé lidu diing, khuyén cdo ding Texiban 100 véi licu dudi

day:

1. Liéu tiéu chuin dé diéu tri tiéu fibrin tgi cho:

Tiém tinh mach cham (téc dé tiém la 1 ml/ phut) voi lidu 0,5¢ — 1g acid tranexamic (1 - 2
dng Texiban 100)/ lan, 2-3 1in mdi ngay.

2. Liéu tiéu chuiin dé diéu tri tiéu fibrin toan thin:

Tiém tinh mach cham (tée do tiém 1a 1 ml/ phit) vai lidu lg acid tranexamic (2 éng Texiban
100) moi 6-8 gior mot lan, twong duong véi liéu 15 my/ kg thé trong.

Bénh nhan suy thin

O nhitng bénh nhan suy thin ¢o thé cd nguy co tich Iily thude, vi viy chdng chi dinh dung
acid tranexamic cho nhitng bénh nhan bi suy thdn ndng. Véi nhing bénh nhan bi suy than nhe
dén vira, phai giam liéu cua acid tranexamic theo dd thanh thai creatinin huyét thanh nhu sau:
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Do thanh tluu l:l&ltlllll‘l huvct thanh 1 icu uem (inh mach T hm g_,mn tluna"
‘pumol/] : B 1;1; 10 ml i

120-249  [135-2,82 |10 mgkg thé trong  |M3i 12 gio | lan |
50-300 2 82-565 |10 1113,’ku_t]1é ong MBI 24 givr 1 lin |
> 500 i 3> 3,65 N ﬁ"r‘?-;]z/z“ Lhc trong |M;1r24_5,-12;] l'mmm :

Bénh _};;‘m‘—mm-' gan
Khéng can thiét phai didu chinh lidu & nhirng bénh nhidn suy gan.

Tre em

Vi ¢ em tr ) tudi tré 1én, liéu dung Lhu cic chi dinh néu trén khong duge qua 20 my/ kg
thé trong/ ngay. Tuy nhién, cac dir liéu vé hicu qua, liéu dung va do an toan cua cac chi dinh
nay con han ché.

Chua chimg minh ddv du duge hi¢u qua, liéu ding va dé an toan khi ding acid tranexamic
cho tré em dang thue hién phiu thuat tim,

Nguwai gia

Khéng cin thiét phai giam lidu tri khi bénh nhin bi suy thén.

Duong dung

Chi duoc tiém tinh mach ¢chdm dung dich Texiban 100,

Co thé trdn dung dich Texiban 100 véi phﬁ‘m Iém cac dung dich tl'uyén nhu cac dung dich dién
gidi, dung dich carbohydrat, dung dich amino acid hay cdc dung dich dextran. Cling co thé
thém heparin vao dung dich tiém Texiban 100.

Chi st dung mot lan céce fmg thube tiém Texiban 100. Céc dng thude sau khi sur dung xong
phat duge xir ly theo quy dinh.

Thube duoc truyen boi nhéan vién y €. Hidm khi ¢6 tinh trang quén liéu xay ra, tuy nhicn, néu
nghi ngd ¢6 tinh trang quén liéu, nén hoi v kién ctia béc sf.

6. Chong chi dinh
- Man cam voi hoat chit hay voi bit ky thanh phan nio ¢6 trong thude

- Thuyén tic hu_\-'é{ khoi dong mach hodc tinh mach cz?'lp tinh.

- Céc tinh trang tiéu fibrin sau khi dung céc thude diéu tri déng mdu, ngoai trlr cic truimg
hop bénh nhan c6 hé théng tiéu fibrin da bi hoat héa manh kém theo chay mau cap tinh
nghiém trong.

- Bénh nhén bi suy thdn niing (do cd nguy co bi tich liy thude).

- Bénh nhén c6 tién sit bi co gidt.

- Chéng chi dinh tiém thube trong tiy sbng va ndo thét hay tiém thube ndi s (do ¢o nguy co
gay phi ndo va co gidt).

7. Cinh bio va thin trong khi ding thude

Luu y: Phai tuyét ddi tudn theo cdc chi dinh va hudng din vé duemg dang khi dimg Texiban
50. Chi dugc tiém tinh mach chdm va khong dugc tiém bip acid tranexamic,

Cac con co gidt

Ba ghi nhan cdc trudmg hop bénh nhan bi co gidt ¢6 lién quan dén viée diéu trj voi acid
tranexamic, Trong phau thudt bic cau ndi déng mach vanh (CABG), |*.~hz"in l&n céae truong hop
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nay duge ghi nhin sau khi tiém tinh mach acid tranexamic liéu cao. Khi stir dung cic lidu
khuyén cdo thip hon, ti 1& bénh nhan bi co gifit sau phdu thudt 1a twong tu nhu & nhimg bénh
nhan khong ding thude.

Roi loan thi gidc

Nén luu y rdng bénh nhén ¢ thé gip phii cdc rdi loan thi gide, bao gdm giam thi luc, nhin
md. giam kha nang nhin mau va néu cin thiét phai ngimg diéu tri véi acid tranexamic. Trong
truomg hop bénh nhan phai didu tri lién tue kéo dai voi dung dich tiém acid trancxamic,
khuyén cdo bénh nhan phai thuong xuyén di khdm nhin khoa (bao gém kiém tra thi lue. kha
ning nhin mau, soi day mat, kiém tra tdm nhin ...). Néu bénh nhan ¢ cic thay doi thi lyc
bénh 1y dac biét 1a vai nhiing bénh & véng mac, sau khi hoi chan voi bac si chuyén khoa mat,
bac sT diéu tri phai quyét dinh déi vei timg trudng hop bénh nhan xem ¢o can thiét phai didu
tr1 kéo dai voi dung dich tiém acid tranexamic hay khéng.

Bi tiéu ra mdu

Trong truong hep di tiéu ra mau tr duwong tiét niéu trén, ¢ nguy co bénh nhan bi tic nghén
mcéu dao.

Cic bién ¢6 huyét lhéi

Phai can nhic dén cdc yéu 16 nguy co gay huyét khdi trude khi didu tri véi acid tranexamic.
O nhiing bénh nhan ¢6 tién sir mic cac bénh huyét khdi hodc ¢ nhirng bénh nhan ¢o nguy co
2dp phdi cic bién ¢d huyét khoi tang 1én do tién st gia dinh (bénh nhéan co nguy co cao bi hoi
ching tang dong), chi sir dung dung dich tiém Texiban 50 néu ¢é chi dinh twén 1am sang sau
khi da tham khao ¥ kién ciia cae bac si ¢6 kinh nghiém didu tri cdc ri loan dong mau va bénh
nhan phai duge giam sat y té chat che.

Phai thén trong khi ding acid tranexamic & nhitng bénh nhan dang dung céac thude tranh thai
dudng udng do co nguy co hinh thanh huyét khdi cao hon.

Bang mau ndi mach rai rac

Trong phan Iém cic truomg hop, khéng nén diéu tri acid trancxamic cho nhimg bénh nhan b

déng méau ndi mach rai rac. Trong truong hop ¢o thé diéu tri duoce voi acid tranexamic, phai
han ché ding thude cho nhimg bénh nhan ¢é hé lhfmg ticu fibrin da bi hoat hdéa manh kéem
theo chiay mau nghiém trong cép tinh. V& dic tinh, cac thong so huyét hoe s¢ tuong déi nhu
sau: théi gian tiéu khdi Euglobulin giam, kéo dai thoi gian prothrombin, néng do fibrinogen.
yéu to V, yéu t6 VIII, plasminogen fibrinolysin va alpha-2 macroglobulin trong huyét wong
giam, néng do cua P va phice hop P & mue binh thuong; cu thé 12 yéu t& 1 (prothrombin),
VIII va X; tang ndng dd cac san pham thodi giang cia fibrinogen trong huyét trong: s6 luong
liéu cu binh thudng. Cac bénh 1y sin ¢6 sé khong lam thay déi duge nhiéu dac trung huyét
hoc trong cac dac trung di néu trén. Trong nhiing trudng hop cip tinh néu trén, thong thudmg
ding 1 liéu duy nhit 1¢ acid tranexamic ¢d thé du dé kiém soat sy xudt huyét. Chi xem xét
dung acid tranexamic & nhitng bénh nhan bi déng mau ndi mach rai rac khi ¢6 cdc ddnb gid
chuyén mén va diéu kién dé thuc hién cac xét nghiém huyét hoc thich hop.

8. S dung thudc cho phu nir ¢ thai va cho con ba

Phy nir ¢0 kha ning mang thai phai sir dung cic bién phéap tranh thai hiéu qua trong quda trinh
di¢u trj v6i acid tranexamic.

Phu nit dang mang thai
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Chura ¢6 hodc ¢o it dir liéu vé viée st dung acid tranexamic ¢ phu nit dang mang thai. Vi vy,
mie du céc nghién ctru trén dong vit khéng cho thiy thude ¢o kha nang gay quai thai nhung
de phong tranh thi lchuyén cao khing nén st dung acid tranexamic trong 3 thang dau mang
tha:.

Céc dir lidu lam sang v& su dyung acid tranexamic dé didu tri cdce truomg hop xuét huyét khic
nhau trén lim sang trong giai doan mang thai & 3 thang gitra va 3 thang cudi thi khong cho
thiy thude ¢d anh hudng ¢o hai nao 1én thai nhi. Chi ding acid tranexamine trong sudt giai
doan mang thai khi lgi ich diéu tri vuot trdi so voi nguy co.

Phu nir dang cho con bu

Acid tranexamic duge thai trir vao sita me, do dé khong khuyén cdo ding thude trong giai
doan dang cho con bu,

Sinh san

Chua ¢6 dir liéu 1dm sang vé anh hudng cia acid tranexamic 1én kha nang sinh san.

9. Anh huwong 1én khi nang lii xe, viin hanh may moc
Chua thuc hién nghién ctru vé anh huong cua acid tranexamic 1én kha nidng lat xe va vin

hanh may moc.

10. Tuwong tac, twong ky cua thuoe

o Tuong tlac

Chua thue hién cdc nghién ciu v toong tiac thude cua acid tranexamic. Néu didu tri dong
thoi voi edc thude chéng dong mau thi qua trinh diéu tri phai dugc bac s chuyén khoa
giam sat chat ch&. Phai thdn trong khi ding cic thude c6 tic dong 1én qua trinh dong mau
cho nhimg bénh nhan dang diéu tri voi acid tranexamic. D ¢6 nguy co trén 1y thuydt vé
kha ning hinh thanh huyét khéi khi dung cling vi cac oestrogen tang 1én. Ngoai ra, dung
céie thude ¢ tac dung chng tidu fibrin co thé sé& co tac dung dbi khang vai cic thude lam
tan huyét khoi.

e Tuong ky: Khoéng duoc tron Texiban 100 voi mau dé truyén hodc véi cac dung dich

¢0 chua penicilin,

I1. Téic dung khéng mong mudn

Cic tac dung khéng mong mudn thu duge tir cac nghién ciru 1am sang va cac dir licu hau mii
dugce phén loai theo h co quan va liét ké trong bang dudi diy. Trong mdi nhom co quan, cic
tée dung khong mong mudn sé dugce phan loai theo tin sudl. Trong mdi nhom tan sudt s¢ lai
duge sap .mf'p theo muce dg nghiém trong gidm dan.

H¢ co quan [ 'l'hu’t‘mg_g-é_"lp it i;:_'tp _ Chua rd
>1/100dén < 1710 [ > 1/1,000 dén < | (Chua thé danh gia
1/100 duge tir cae di licu

sin ¢0)

R6i loan hé E_E;ﬁg '__"_

Cac phan dng qua
mien dich |
|

man bao gom  soc

phan ve :

Rdi loan than kinh | Co gidl, dgc bict
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trong trudng hop su

dung thude sai hudng
dan

S —— .

Ré1 logn mat

R6i loan mach mau

Ro1 loan da day — | Tiéu chdy, nén, budn
rudt non

RO Ioe}n_ tim  nhin
bao g{;‘-m giam  kha
nang nhin miu |
Kho chiu kém theo
ha huyét ap, ¢6 hodc
khong kem theo suy |
gidm  nhian  thig |
(thuomg xudt hicn sau ‘
khi tiém tinh mach
qua nhanh, dac bict |
la  sau Kkl dunyg |
dudmg udng).

Huyét khdi  dong
mach hodac tinh mach
& bat kv vi i nao.

Viém da di img

Roi loan da va cac
mo dudi da |

|
|
|
N —

12. Qua licu va cach xu tri

- Triéu ching: Chua ¢é bao cao vé truong hep bénh nhan bi qua liéu.

Ciéc ddu hiéu va triéu ching khi ding thuoe qua licu bao gom chong mat, dau dau, ha huyét
ap va co giat. Da ghi nhan rang bénh nhan ¢o xu hudéng bi co giat khi tan suat dung thude

tang Ién vai lidu tang dan.
- Xur tri: Diéu tri hd tro cho bénh nhan trong trudong hop qua licu.

13. Bic tinh dwoe lue hoe

Nhom duoce ly: Thude diéu tri xudt huyét, thude chéng tiéu fibrin, cac amino acid

Mi ATC: BO2AAO2

Acid tranexamic ¢d tac dung chéng xudt huyét do (e ¢hé ede dic tinh tiéu fibrin cua plasmin

Mot phire hop ¢é lién quan dén acid tranexamic va plasminogen duge tao thanh: acid

tranexamic s& gan v plasminogen khi duoce chuyén thanh plasmin.

Tac dung cua acid tranexamice — plasmin 1én tac dung cua fibrin s¢ cham hon so vai tae dung

cua plasmin tur do.

Céace nghién ciru in vitro cho thay khi dung liéu cao cua acid tranexamie s& lam giam tac dung

cua phire hop nay.

14. Dgc tinh duge dong hoc
Heip thu
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Nong dé dinh trong huyét tuong ctia acid tranexamic dat duoc nhanh chéng khi truyén tinh
mach trong thoi gian ngan, sau dé ndng do dinh cua thude trong huyét trong s& giam theo
cap s6 mi.

Phdn bi

O ndng da didu tri, acid tranexamic gin voi protein huyét tuong khoang 3% va dudng nhur 1
gin hodn toan véi plasminogen. Acid tranexamic khong gin voi albumin huyét thanh. Thé
tich phan bé ban dau khoang tir 9-12 lit,

Acid tranexamic di qua duoe hang rao nhau thai. Sau khi tiém tinh mach véi licu 10 mg/ kg
thé trong cho 12 phu nit dang mang thai, ndng do cua acid tranexamic trong huyét thanh 12
khoang 4-31 pg/mL. Acid tranexamic khuéch tan nhanh chéng vao dich khdp va mang hoat
dich. Sau khi tiém tinh mach véi lidu 10 me/ kg thé trong cho 17 bénh nhan dang ¢ phiu
thudt & dau goi, nong do cia thude trong dich khép 13 twong tw vai ndng dd ghi nhén duoe
trong ¢dic mau huyét thanh. Nf:ng dd cua acid tranexamic trong nhiéu md khac nhau thi ti ¢
voi ndng do thude trong mau (1/ 100 d6i véi sita me, 1/10 véi dich ndo tuy, 1/10 voi thiy
dich). Ciing da xic dinh dugce acid tranexamic trong tinh dich, & diy acid tranexamic (re che
hoat dong tiéu fibrin nhung khéng anh huong dén su di chuyén cia tinh trang,

Thai trie

Thube duge thai trir cht yéu vao nude Géu dudi dang khong thay déi. Con duong thai wir
chinh ctia thude 1a théng qua quéa trinh loc & cau than va bai tiét vao nudce tiéu. DO thanh thai
& than bang va&i dd thanh thai trong huyét tuong (110 - 116 mL/phat). Acid tranexamic dugc
thai trir khoang 90% trong 24 gid dau tién sau khi ding tinh mach véi lidu 10 mg/kg thé
trong. Thoi gian ban thai coa acid tranexamic la khoang 3 gio.

Nong do trong huyét trong ctia acid tranexamic ting & nhitng bénh nhan bi suy than.
Chua thuc hi¢n nghién ciu cy thé vé dugc dong hoc trén tre em.

15. Quy cich dong goi
Hop 5 Ong, moi ong chia 5 ml dung dich tiém.
Hop 10 dng, moi ong chia 5 ml dung dich tiém.,

16. Di¢u ki¢n bio qu:in
Bao quan thuoe o nhiét dé dudi 30°C, trong bao bi goc.

17. Han dung
24 thang ké tir ngay san xuét.

e A A
18. Ti¢u chuan chat lugng

_;;:

Nha san xuét. 5%

19. Tén, din chi cia co sosan xuit thude
ISC ~“Farmak™
74, Frunze str., Kyiv, 04080, Ukraina,

TUQ.CUC TRUJNG
PTRUUNG PHONG
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