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CAREFULLY READ THE ACCOMPANYING INSTRUCTIONS BEFORE USE
B COMPOSITION:

Each ampoule (5 mL) contains:
Tranexamic Acid

M |NDICATIONS:

Prevent and treatment of haemorrhages due to general or local fibrinolysis
in adults and children from one year.
For details, please see the enclosed package insert for use instruction.

KEEP OUT OF REACH OF CHILDREN




https://trungtamthuoc.com/

29nD URH X IgNX
113 JHL AVL YL VX 30

SHNO I JPNEL OKAQ IS NYO DNONH AX 200

“oay) urgy Bunp ps ugp Bupny o) Buon wax Jybu pp apyy uyl Buoy) 272

“u0p 09D Upq 3gAUL - Xof

@102 Yuy Ugip 0600 JURNYI NglL

“0,0€ 100D 0P 131Yu @ ‘upy doy buos) tuenb oeg

“wys yatw yuy wely :Bunp Bugng

oay) way Bufp ns ugp Bupny m wax Bugl Inp

:yulp jya Bugyy ‘Gudn ugyy ‘Gunp yopa-6unp np(1 'yulp o

TRENZAMIN Injection

Tranexamic Acid 250mg
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. Manufactured by
J JEIL PHARMACEUTICAL CO., LTD.

18-29, Seongsec-ro, Dalseo-gu, Daegu, Republic of Korea,

B DOSAGE AND ADMINISTRATION:
See the enclosed package insert for use instruction.

B CONTRA-INDICATIONS; PRECAUTIONS; ADVERSE REACTIONS:
See the enclosed package insert for use instruction.

N STORAGE:
Store in hermetic container at temperature below 30°C.

B QUALITY SPECIFICATION: BP 2018. L rhy

Exp.Date : dd/mmlyyyy
Visa No. :
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2. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC:

Poc k§ hudng din st dung trudc khi dung.

Pé xa (Am tay tré em.

Théng bdo ngay cho béc s§ hoiic duge sy nhiing (dc dung khong mong mudn gip phéi
khi st dung thudc.

3. THANH PHAN CONG THU'C THUOC:
Mdi éng (5 mL) chira:

Thanh phén hoat chat:

Acid raneXamic =—-=-sm=mmmmmmm—————— 250 mg

Thanh phan té dioc: Nude pha tiém

4. DANG BAO CHE:

Dung dich tiém.

MO TA:

Ong thity tinh khong mau, trong sudt chira dung dich trong, khong mau.

5, CHI PINH:
Phong nglra va diéu tri xudt huyét do su tiéu fibrin toan than hoic tai chd ¢ ngudi lon va
tré em tu mot ndm tudi.
Nhitng chi dinh cu thé bao gom:
— Xuht huyét do su tiéu fibrin toan than hodc tai chd nhu:
o Chlmg da kinh va bing huyét,
o  Xuit huyét dd ddy rth
o R&i loan xuét huyét tiét ni¢u, thém vao phau thujt tién 1iét tuyén hodc céc qua trinh
phau thuit anh hudng dén duorng nigu.
— Phéu thuit tai miii hong (nao VA cét amidan, nhd 1ang)
PhAu thuét phu khoa hodc céc ri loan ¢6 nguon gbe san khoa,
— Phéu thudt ngue va bung va céc can thiép phau thuét 16n khac nhu phéu thuét tim mach,
— Kiém soat xudt huyét do sir dung tac nhan tiéu fibrin.

6. CACH DUNG, LIEU DUNG:

Liéu lugng

Nguwoi Ion

Trir khi duge quy dinh khac, cac liéu sau day dwoe khuyén céo:

1) Piéu tri chudn cho tiéu fibrin tai chd:

0,5 g - 1 g acid tranexamic bang cach tiém tinh mach chim (1 mL / phut), 2-3 lan / ngay.
2) Pidu tri chuén cho tiéu fibrin toan than:
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1 g acid tranexamic bang cach tiém tinh mach cham (1 mL / phit) mdi 6 dén 8 gio, tuong
dwong 15 mg / kg thé trong.

Bénh nhdn suy thdn

Trong suy chitc ning than, din dén nguy co tich lity thude, viéc str dung acid tranexamic
duroe chong chi dinh & nhitng bénh nhan suy thin ning,

Pbi v6i bénh nhan suy than tr nhe dén trung binh, nén giam lidu luong acid tranexamic

theo murc creatinin huyét thanh:

Creatinin huyét thanh -«
Liéu tiém tinh mach Cach dung
pmol/l mg/10 ml
120 ~ 249 1,35 ~2,82 10 mg/kg thé trong MObi 12 gid
250 ~ 500 2,82 ~ 5,65 10 mg/kg thé trong Mbi 24 gioy
> 500 > 5,65 5 mg/kg thé trong M3i 24 gioy

Bénh nhdn suy gan
Khéng cin diéu chinh liéu ¢ bénh nhan bi suy gan.

Tré em

Dé&i voi tré tir 1 tudi cho cac chi dinh hién tai da duge phé duyét nhu duge mé ta trong
phén "Chi dinh", liéu lugng trong khoang 20 mg/kg/ngdy. Tuy nhién, dir lidu vé hiéu qua,
liéu luong va su an toan cho nhing chi dinh ndy con han ché.

Hiéu qua, liéu lugng va sy an todn cta acid tranexamic ¢ tré em trai qua phau thuat tim
khong dugc thiét lap d?iy du. Dit liéu san co hién tai bi giéi han.

Ngiroi cao tuoi
Khéng can phai giam liéu néu khong co bang chimg veé suy théan.

Cach dung

Thude chi gidi han tiém tinh mach cham.

Thubc nén dwge dung ngay sau khi m& va chi ding mot lin. Phén khong ding phai dugc
bo di.

7. CHONG CHI PINH:
- Qua man voi acid tranexamic hodc bét ky thanh phén ndo ciia thudc.

- Huyét khéi dong mach hodc tinh mach cip.

- Tinh trang tiéu fibrin sau bénh dong mau tiéu hiy ngoai trir nhirng bénh nhén co sy hoat
héa hé thong tiéu fibrin ndi trdi véi chdy mau cap nang.

- Suy thin ndng (nguy co tich lay thuoc)

- Tién st co giat.

- Tiém vio trong vO va trong no that, tiém trong ndo (nguy co phi néo va co gift).

8. CANH BAO VA THAN TRQNG KHI DUNG THUOC:

Su tiéu c4c cuc mau dong ngoai mach ton tai trude d6 co thé bi trc ché trén nhitng bénh
nhén ding acid tranexamic. Cdc cuc miu déng & hé than co thé din téi tic nghén trong
than, vi vAy can phai than trong khi diéu trj cho nhitng bénh nhan bi huyét niéu. Nén giam
lidu acid tranexamic cho nhiing bénh nhén bi suy thdn bdi ¢6 nguy co tich liy thude.

Nhitng bénh nhén c6 tién sit bénh ngh&n mach huyét khi cé thé gia ting nguy co bi huyét
khéi tinh mach hodc dong mach.
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Nhitng bénh nhin co6 sy dong mau trong mach mau ma cAn phai diéu tri voi acid
tranexamic phai duge gidm sat nghiém ngit boi bac si o kinh nghiém trong diéu tri cac réi
loan nhu thé.

Thubc nay khong nén duoc ding cho nhitng bénh nhén bj rdi loan kha ning nhin mau séc
méc phai. Néu r6i loan kha niing nhin méau sic xuét hién trong thoi gian diéu tri, nén ngung
thube. P6i véi nhitng bénh nhan dugce diéu tri lién tuc trong thdi gian dai hon vai ngay, nén
kiém tra mét trude khi bit ddu va déu din trong qua trinh diéu trj. Acid tranexamic nén
duoc ngung néu 6 nhiing thay doi trong két qua kiém tra mit.

Khéng dung thude nay cho nhiing bénh nhan co tién sir co giat.

IV (Tiém tinh mach): Phai tiém chim. (Khi tiém tinh mach nhanh, c6 thé xay ra budn ndn,
khé chiu & ngue, danh tréng nguc hodc ha huyét ap nhung hiém gap).

9. SU' DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

St dung cho phu nit ¢o thai:

Céc nghién ctru vé su sinh san dugce thue hién trén chudt nhit, chudt cong va tho, khong
biéu hién bat ¢l ddu hiéu nao vé sy suy giam kha ning sinh sin hodc c6 tic dung khéng
mong mubn 18n bao thai giy boi acid tranexamic. Chua co nhiing nghién ciru duge kiém
soat tot va thich hop cho phu nit ¢6 thai. Tuy nhién, da dugc biét acid tranexamic qua nhau
thai va xuét hién trong mau day rén & ncmgD d6 xap xi tuong duong v6i ndng do thude trong
mau ngudi me. Do nhitng nghién cru vé sy sinh san trén suc vat khong luén luén tién doan
duoc nhiing dap tng trén ngudi, vi vy chi ding thudc ndy trong thai ky néu loi ich vuot
trdi so vai nguy co.

St dung cho phu nir cho con bu: ‘
Acid tranexamic hién dién trong stta me ¢ nong do khoang 1% nong do thudc trong huyét
thanh. Nén thén trong khi diing acid tranexamic cho phu nit cho con bt.

10. ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY
MOC:

Thubc c6 thé gdy co giat, rbi loan thi gidc; do do6 bénh nhan cén than trong khi 1ai xe hoéc
véan hanh may moc trong thoi gian dung thude nay.

11. TUONG TAC, TUONG KY CUA THUOC:

TUONG TAC THUOC:

Khéng c6 nghién ciu tuong tac ndo duge thye hién. Didu tri dong thoi thude chdng dong
ph"ii dugc thyc hién dudi sy gidm sat chiit ché cia bac si c6 kinh nghiém trong linh vyc
nay. Cac san pham thube tac dong trén sy cAm méu c*m duge luu y can thin voi nhimg
bénh nhan diéu trj bang acid tranexamic. C6 nguy co vé mat 1y thuyét lam tang kha nang
hinh thanh cuc huyet khdi, vi du nhu voi oestrogen. Ngoai ra, tac dong chéng tiéu huyét
ctia thude ¢6 thé bi déi khang bai cc thude 1am tan huyét khdi.

TUONG KY:
Khéng nén tron 1dn dung dich acid tranexamic tiém véi dung dich ¢6 chira penicilin, hodc
v&i mau dé truyeén vao mau.

12. TAC DUNG KHONG MONG MUON CUA THUOC:
Céc phan ng khoéng mong mudn di duge bio cdo tlr cac nghién ciu 1dm sang va thyc
nghiém sau khi lwu hanh duge liét ké dudi day theo hé co quan.

Bing liét k& cdc phan tng khéng mong mudn:
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Céc phan {mg khong mong mudn dugc trinh bay trong béng bén dudi. Cac phan ng khong
mong muodn dugce li¢t ké theo phén loai hé co quan chu yeu MedDRA. Trong moi hé co
quan, cac phan (mg khéng mong muén duge xép theo tin sb. Trong mdi nhom tén s6, cac

phan tmg khéng mong mudn duge tunh bay theo thir tyr mirc d6 nghiém trong giam dan.

HEé co quan

Phé bién
=1/100 ~<1/10

Khéng pho bién
>1/1000 ~ < 1/100

Tén suit khong duge biét
(khong thé wée lwgng tir div
liéu s:in co6)

R6i loan hé mién dich

- Céc phéan tmg qua mén ké ca
soc phan vé

Roi loan hé than kinh

- Co gifit déac biét trong
trudng hop lam dung

Réi loan thi gidc

- Cac roi loan vé thi gidc ké
¢4 loan mau sac

R61 loan mach

- Tinh trang bét bn cta ha
huyét 4p, kém hay khéng kém
mét y thirc (thwong sau khi
tiém tinh mach qua nhanh)

- Huyét khéi dong mach hodc
tinh mach & bét ky vi tri ndo.

- Tiéu chay
R6i loan da day-rudt - Non
- Budn nén

R6i loan da va mo dudi da - Di ung viém da

13. QUA LIEU VA CACH XU TRIi:

Qué lidu:

Chua c6 thong bao vé trudng hop qué lidu acid tranexamic. Nhitng tri¢u ching qua liéu co
thé 1a: Budn nén, nén, cac triéu ching va/hodic ha huyét 4p tu thé dimg.

Cach xir tri:

Khéng c6 bién phap ddc hi¢u dé didu tri nhlcm dc acid tranexamic. Néu nhiém doc xay
ra, nén duy tri bd sung dich dé thuc ddy bai tiét thude qua than va ding cac bién phép didu
tri triéu chimg va diéu tri hd tro.

14. PAC TINH DUQC LUC HQC:

Ma ATC: B02AA02

Loai thubc: Thude chdng tidu fibrin.

Acid tranexamic 14 mot din chit tong hop cha acid amin lysin c6 tac dyng chong tiéu
fibrin, e ché sy phan hity fibrin trong cuc méu déng. Co ché tac dung chil yéu cta acid
tranexamic la ngiin can plasminogen va plasmin gin vao fibrin, do d6 ngin ngra sy hoa tan
ctia nit cim mau, e ché trye tiép cua plasmin chi xdy ra & mirc do thép. Thudc trc ché sy
gidng héa ty nhién cta fibrin, ]am 6 n dinh cuc mau dong.

Nbng do can thiét cia acid tranexamic trong huyét twong 1a 5-10 microgam/ml dé co tac
dung te ché tidu fibrin. In vitro, acid tranexamic tac dung tuong ty acid ammocaprow
nhung manh hon glp 10 14n, acid tranexamic & néng dd 1 mg/ml khong lam tiéu cau két
tap. O ndng d6 t6i 10 mg/ml mau ciing chwa gay anh hudng dén sb luong tiéu cau, thoi
gian mau déng hoic céc yéu to dong méu trong mau toan phén hodic méu c6 citrat & ngudi
binh thudng. Nhung acid tranexamic & ndng do 10 mg va 1 mg/ml méau kéo dai thoi gian
thrombin.

W=
<
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15. PAC TINH DUQC PONG HOQC:
Hiip thu:
Acid tranexamic dat ndng d6 cao nhét trong huyét twong sau khi tiém tinh mach la 3 phut.

Phén bo:

Thude phan bd rong trong co thé, gin it vao protein huyet twong (3%). Thé tich phan bd &
ngudi 16m 14 9-12 lit. Thube qua dwge nhau thai va vao sita me (1% so véi trong huyét
thanh), vao dugc dich ndo tiy (10% so véi trong huyet tuong). Thude phin bé nhanh vao
dich khép va mang hoat dich trong dich khép, nong do thuoc tuong tu nhu trong huyet
thanh. Thudc ciing vao thiy dich, thude cling théy & tinh dich van con hoat tinh trc ché tidu
fibrin nhung khong anh hudng dén di chuyén tinh tring.

Thai trir:

Nira doi sinh hoc cua acid tranexamic trong dich khop khoang 3 gio. Nong do acid
tranexamic trong mot s6 cic mb khac thap hon so voi nong do trong mau.

Nura doi thai trir trong huyet tuong khodng 2 gio. Sau khi tiém tinh mach, 95% liéu thude
bai tiét dudi dang khéng ddi trong murde ticu.

16. QUY CACH BONG GOL:
Hép ¢6 10 ong tiém (5 ml/ong x 10 6ng).

17. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG:

PIEU KIEN BAO QUAN:
Bdo quan trong hop kin, ¢ nhiét d6 dudi 30°C.
Sau khi m&: Thudc nén duge ding ngay sau khi mé va chi ding mét 14n. Phin khéng dung

phai dugc bo di.

HAN DUNG:

36 thang ké tir ngay san xudt.
TIEU CHUAN CHAT LUQNG:
Dugc dién Anh 2018.

18. TEN, PIA CHI CUA CO SO SAN XUAT THUOC:
Sén xuit bdi:
@ JEIL PHARMACEUTICAL CO., LTD. ,
18-29, Seongseo-ro, Dalseo-gu, Daegu, Han Quoc.

Tel: 82-53-583-6226 Fax: 82-53-583-5775





