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MAU NHAN SAN PHAM 

Thanh phan: 
Mai dng tiém 5ml chira: 

Acid Tranexamic..... 

Ta duge vira du .... 

Chi dinh, Chéng chi dinh, Cach ding - Litu 
ding: Xem t& hwong dan sip dyng thuéc bén 

trong hop 

Corsésdn xual: . 

CONG TY CP DUGC VAT TU Y TE HAI DUONG 

Dia chi: 102 Chi Lang, P. Nguyén Trai, TP. Hai Dung. 

tinh Hai Duong 
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Rx tHudc BAN THEO DON 

Dung dich thudc tiém 

Hép 10 dng x Sm! 

MEZANAMIN 
Acid Tranexamic 

500mg/5ml 

Tiém tinh mach cham 

Tiém truyén tinh mach 

@)HDPHARMA 
cay 

Tiéu chuan: TCCS 
Bao quan: Bé noi khé rdo, nhiét d6 khéng qua 

30°C, tranh anh sang. 

bé xa tém tay tré em. Doc kj hudng dan sit 

dung trudéc khi ding 

SDK (Reg.No) 

S616 SX (Lot.No) 

Ngay SX (Mgf.Date) : 

HD (Exp.Date) 
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SDK (Reg.No): 
Ca sd'sx: CT CP Dutge VIYT Hai Duang 
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HUONG DAN SU DUNG 

Tén thudc: "“MEZANAMIN 

Thubc nay chi dimg theo don cia bac sf. 

Doc kf hung dan sit dung trieéc khi ding. 

Dé xa tam tay tré em. Néu can thém théng tin xin hoi y kién bac sf. 

1. Thanh phan: 

Acid tranexamic 500 mg 

Ta duoc: Nuc cat pha tiém Via du Sml 

2. Dang bao ché: Dung dich thudc tiém. 

3. Chi dinh: 

- Acid tranexamic ding dé phong ngtra va diéu tri chay mau két hop véi tiéu fibrin qué mire 

trong cac truong hop: trong va sau khi nhé rang 6 ngudi bi bénh wa chay mau, phau thuat 

ct bé tuyén tién liét, phau thuat bang quang. 

- Chay mau miéng 6 ngwoi réi loan dong mau bam sinh hay mac phi. 

- Phong negtra chay mau dudng tiéu hoa va chay mau sau chan thuong mat, chay mau mfii tai 

phat. 

- Lam giam mat mau trong phau thuat (dic biét trong phau thuat tim, thay khép, ghép gan) 

- Chay mau do ding qua liéu thuéc lam tiéu huyét khdi. 

4. Cach ding, liéu ding: 

* Liéu ding: 

Acid tranexamic ding tiém tinh mach cham (t6i da 100mg/phit hay Iml/phut) ho&c 

truyén tinh mach lién tuc. Cé thé didu tri khoi dau bang tiém tinh mach, sau d6 truyén tinh 

mach lién tuc. 

Liéu thong thudéng: tiém tinh mach cham méi lan 500mg — 1000mg (1-2 éng) hoe 

10meg/kg, 3 lan/ngay. Sau diéu tri ban dau bang tiém tinh mach, tiép theo truyén tinh mach 

lién tue, liéu 25 — 50mg/kg/ngay. 

Bé truyén tinh mach, cé thé trén dung dich tiém acid tranexamic voi cdc dung dich 

ding dé tiém nhu: Natri clorid 0.9%, glucose hoae dung dich dién giai, acid amin. Co thé 

cho acid tranexamic va heparin vao cling mét dung dich tiém truyén. Chuan bi dich truyén 

trong ngay truyén. 

Trong trudng hop phau thuat nh6 rang: tiém tinh mach 10mg/kg ngay trudc khi phau 

thuat, sau dé tiém mdi lan 10me/kg, ngay 3-4 lan, trong 2-8 ngay. 
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Voi ngudi suy than: Diéu chinh lidu ding va khodng cach ding diya trén nong dé 

creatinin huyét thanh (SCC) hoac d6 thanh thai creatinin (Cl,,). 

Nong d6 creatinin huyét thanh (SCC) hoac e ; ; 
. Liéu cua acid tranexamic 

d6 thanh thai creatinin (Cl,,) 

SCC: 120-249 M&i [in 1Ome/k se dine 2: 
6i lan 10mg/kg, ngay dung 2 lan. 

Cl, 50 — 80mi/phit ~ ~ 

SCC: 250 — 500 4 : 
M6i lan 10mg/kg, ngay dung 1 lan 

Cle: 10 — 50ml/phut 

SCC > 500 Mai lan 10mg/kg, 2 ngay ding 1 lan hodac 

Clo: < 10ml/phut 5meg/kg, ngay dung 1 lan. 

* Cach ding: Tiém tinh mach cham, tiém truyén tinh mach. Thuéc ding theo chi dinh cha 4 
fA 

bac si. ( 

s WU 
5. Chong chi dinh: 

- Qua man v6i acid tranexamic hodc bat ky thanh phan nao cua che pham. g 

- Cé tian str bénh huyét khéi tac mach hode dang cé nguy co huyét khdi (nhdi mau co tim, 

tai bién mach mau nio...). 

- Chay mau duodi mang nhén, réi loan thi gidc kiéu loan mau sac mac phai (do khéng theo 

doi duge déc tinh ctia thuéc). Suy than nang. 

6. Canh bdo va than trong khi ding thudc: 

- Diéu chinh liéu 6 ngwoi suy than. Than trong khi ding 6 ngudi bj bénh tim mach, bénh 

than, bénh mach mau nao hoac phau thuat cat bd tuyén tién liét qua niéu dao. 

- Nguoi bi dai ra mau nang (tranh ding néu co nguy co tac nghén niéu quan) 

- Chay mau do déng mau rai rac ndéi mach khong duge diéu tri bang thudéc chéng tiéu fibrin 

triy khi bénh cht yéu do réi loan co ché tiéu fibrin. Trong mét s6 trudng hop phi hop, acid 

tranexamic cé thé duoc ding sau dé, nhung phai theo déi can thin va ding thuéc chéng 

dong mau. 

- Than trong 6 phy ntt kinh nguyét khong déu, phu nit mang thai. 

- Kiém tra chire nang gan va thi gidc thuéng xuyén khi diéu tri dai ngay. 

- Newoi bénh ding acid tranexamic co thé we ché su phan giai cac cuc mau dong ton tai 

ngoai mach, Cac cuc mau dong trong hé théng than cé thé dan dén tac nghén trong than, vi 

vay phai than trong 6 ngw6i dai ra mau.
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- Ding acid tranexamic sau chay mau duéi mang nhén cé thé 1am tang ty 1é bién chimg 

thiéu mau cuc bé 6 nao. 

7. Sir dung thuéc cho phu nif cé thai va cho con bi: 

- Phu nit cé thai: Dé an toan mirc B (theo phan loai FDA). Nghién ciru sinh san duoc thuc 

hién trén chudt va thé di khéng cho thay bat ky bang chimg vé kha nang sinh san bi suy 

giam hoac anh huéng x4u dén thai nhi do acid tranexamic. Tuy nhién, tai liéu vé ding acid 

tranexamic cho ngudi mang thai cé rat it, do dé chi ding thudéc trong thoi ky mang thai khi 

duge chi dinh chat ché va khi khong thé ding cach diéu tri khac. 

- Phu nit cho con bi: Acid tranexamic tiét vao sita me nhung nguy co vé tac dung phu déi 

voi tré em kh6ng chic cé thé xay ra khi ding liéu binh thuéng, vi vay co thé ding acid 

tranexamic vOi liéu thong thudng, khi can cho ngudi cho con bu. 

8. Anh hwéng ciia thuéc lén kha ning Idi xe, vin hanh may moc: 

Khong ding thuéc khi lai xe hode dang van hanh may méc. 

9, Twong tac thuéc, twong ky cia thude: 

* Twong tac thudée: 

- Khong nén dung déng thdi acid tranexamic véi estrogen vi cé thé gay huyét khéi nhiéu 

hon. 

- Than trong khi ding dng thdi acid tranexamic véi cac thuédc cAm mau khac. 

- Khéng ding déng thoi véi phite hop yéu té IX hoac chat gay déng mau vi ting nguy co 

huyét khdi. 

* Twong ky ciia thudc: 

- Khéng nén trén 14n dung dich acid tranexamic tiém véi dung dich cé chira penicilin, hoc 

voi mau dé truyén vao mau. 

10. Tac dung khéng mong mué6n cia thuéc: 

Thuong hiém gap: 

- Tiéu héa: BuGn nén, nén, tiéu chay. 

- Tim mach: Ha huyét ap, huyét khdi tac mach. 

- Than kinh trung vong: Thiéu mau cuc b6 va nhdi mau nao (khi ding diéu tri chay mau 

duéi mang nhén), dau dau, tran dich nao, chong mat, | . 

- Huyét hoc: Giam tiéu cau, réi loan déng mau, thoi gian chay mau bat thuong. 

- Thi gidc: Bat thudng vé thi gidc kiéu loan mau sac, gidm thi gide, bénh yong mae tinh 

mach trung tam. 
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- Tiét niéu: Hoai ti vé than c4p 6 ngudi bi bénh ua chay mau. Suy than két hop véi hoai tir 

v6 than cAp hiém gap. 

“ Thong bdo cho bac sf nhitng tic dung khong mong muén gdp phdi khi sik dung thuéc” 

* Hwéng dan cach xir tri ADR: 

- Gidm liéu khi cé cdc réi loan tiéu héa. 

- Ngimg ding thudéc khi cé cac ri loan vé thi gidc. 

11. Qua liu va cach xir tri: 

* Qua liéu: 

Chua cé théng bdo vé trong hop qua liéu acid tranexamic. Ding qua liéu cé thé ting tac 

dung khéng mong muén chi yéu 1a: budn nén, nén, ha huyét ap tu thé dimg. 

* Xir tri: 

Tich cuc theo déi dé cd bién phap xt tri kip thoi. 

12. Dac tinh dwge luc hoe: 

- Ma ATC: B02A A02 

- Nhém duge ly: Thudéc chéng tiéu Fibrin 

- Acid tranexamic la m6t dan chat téng hop cia acid amin lysin cé tac dung chéng tiéu 

fibrin, ic ché su phan huy fibrin trong cuc mau déng. Co ché tac dung chi yéu cia acid 

tranexamic 14 ngan can plasminogen va plasmin gan vao fibrin, do 46 ngan ngira su hoa tan 

cia nut cam mau; tre ché tric tiép cla plasmin chi xay ra & mite dé thdp. Thudc tre ché su 

giang hoa tu nhién cia fibrin, lam én dinh cuc mau déng. Do do co thé ding acid 

tranexamic dé diéu tri nhitng bénh chay mau do phan hiy fibrin cé thé xdy ra trong nhiéu 

tinh huéng lam sang bao gém da chan thong va déng mau trong mach. 

- Nong d6 cdn thiét cia acid tranexamic trong huyét tuong 14 5-10 microgam/ml dé cé tac 

dung tre ché tiéu fibrin. 

13. Dac tinh duoc dong hoc: 

- Hap thu: Néng d6 dinh trong huyét tuong ctia acid tranexamic dat duoc nhanh chong sau 

khi ding mét liéu tiém tinh mach cham hoac truyén tinh mach (tiém tinh mach 1a 3 phut), 

sau d6 néng dd. trong huyét tong gidm theo cap sé nhan. 

- Phan bé; Thudéc phan bé réng trong co thé, gan rat it vao protein huyét trong (3%). Thudc 

phan bé nhanh vao dich khdép va mang hoat dich trong dich khdp, nong d6 thudc tong tu 

nhu trong huyét thanh. Nira doi sinh hoc ctia acid tranexamic trong dich khép khoang 3 gid. 

- Thai trir: Nia déi thai trir trong huyét tong khoang 2 gi’. Sau khi tiém tinh mach, 95% 

ligu thudc bai tiét duéi dang khong déi trong nuéc tiéu. 

14, Quy cach dong goi: 

Ong Sml, hép 10 éng, kém hu6éng dan str dung. 
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15, Diéu kién bao quan, han ding, tiéu chudn chat lwgng ciia thude: 

- Diéu kién béo quan: Dé noi khé rao, nhiét 46 khéng qua 30°C, tranh anh sang. 

. - Han ding: 36 thang ké tir ngay san xuat. 

- Tiéu chudn chat long: TCCS 

16. Tén, dia chi cia co’ sé san xuat thuoc: 

CONG TY COP A 

Dia chi: S6 102 Chi Lang, P. Nguyén Trai, TP. Hai Duong, Tinh Hai Duong 

DT/Fax: 0220.3853848 
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