Rx Thuéc ban theo don
HAEMOSTOP

Acid tranexamic
Dung dich tiém

THANH PHAN

Hoat chat:
M&i ml chira:
Acid tranexamic 50 mg

Té dugc:
Nudc pha tiém.

DUGC LY HOC

Dugc luc hoc

Ma ATC: BO2AA02

Nhém dugc ly tri liéu: ThuSc cdm méu, thuéc chéng phan hay fibrin

Acid tranexamic c6 tac dung tc ché hé phan huy fibrin béng cich tc ché hoat
héa plasminogen thanh plasmin, do d6 plasmin {hén duogc tao ra.

Do d6 c6 thé dung acid tranexamic dé ;iéu tri nhiing bénh chay mau do phan
hay fibrin c6 thé xay ra trong nhiéu tinh huéng lam sang bao gém da chén
thuong va dong mau trong mach.

Dugc déng hoc

Néng d6 cao nhat trong huyét tuong ctia acid tranexamic dat dugc khoéang 3
phut sau khi tiém tinh mach. Thudc phan bg rong trong ca thé, gan rét it vao
protein huyét tuong (3%). Thé tich phan bé & ngudi lém%é 9- 12 lit. Thuéc qua
dugc nhau thai va vao sita me (1 ‘zso véi trong huyét thanh), vao dugc dich
ndo tly (10% so v&i trong huyét tuong). Thuéc phan bé nhanh vao dich khé
va mang hoat dich trong dich khép, néng dé thudc tuong tu nhu trong huyét
thanh. Nta déi sinh hoc ctia acid tranexamic trong dich khdp khoang 3 gic.
Néng do acid tranexamic trong mét s6 cac md khéc thdp hon so véi néng do
trong mau. Thudc cling vao thuy dich, thudc cing thdy & tinh dich van con
hoat tinh tc ché tiéu fibrin nhung khong anh huéng dén di chuyén tinh trang.

CHi DINH

Dung dé diéu tri trudng hop phan hl’JY fibrin tai ché nhu tha thuat cét b tuyén
tién fiét. Chdy méau bat thudng sau phau thudt va chdy mau sau nhg réng & benh
nhan bi bénh ua chdy mau.

LIEU LUGNG VA CACH DUNG

Pudng dung: Tiém tinh mach, truyén tinh mach

Tha thudt cdt bé tuyén tién liét (Phan hdy fibrin tai ché): 0,5 - 1 g tiém tinh mach
cham, 3 lan/24 gio.

Chdy méu bdt thuéng sau phdu thudt: 1 g tiém tinh mach, 3 lan/ngay trong 3
ngay déu.

Chdy mdu sau nhé ra“nid’bénh nhén bj bénh ua chdy mu: 10 mﬁ/
tiém tinh mach trudc khi phau thuat, sau dé dung liéu 10 mg/kg t!
d6i v6i nhitng bénh nhan khéong thé dung thuéc dudng udng.

O bénh nhan bj suy thdn, phai diéu chinh liéu nhu sau:

kg thé trong

é trong/ngay

Creattli?alrr:l?uyé't Liéu ::;rcr;‘ tinh S6 lan ding
120 - 249 mmol/L 10 mg/kg 2 lan/24 gio
250 — 500 mmol/L 10 mg/kg 1 lan/24 gio

> 500 mmol/L 5 mg/kg 1 lan/24 gio

Dé t.ruzén tinh mach, c6 thé trén dung dich tiém acid tranexamic vé6i dung dich
natri chlorid 0,9%, glucose déng truong, dextran 40, dextran 70, hodc dung dich
Ringer. C6 thé cho acid tranexamic va heparin vao cting mét dung dich tiem
truyén.

CHONG CHi BINH

- Bénh nhan bi bénh huyét khéi tdc mach.
- Bénh nhdan bi md mau.

- Bénh nhan bi chdy mau duéi mang nhén.

-Khong dugc dung cho bénh nhan bi chiing dong méu néi mach hoat déng.
-Suy thén nang.

CANH BAO VA THAN TRONG

Poc kz huéng dan st dung truéc khi dung. Néu can thém thong tin, xin
héi y kién bac si.

Thuéc nay chi dung theo don ctia bac si.

- Khi tiém thuéc dudng tinh mach, can phéi tiém cham.

- Cén théan trong & bénh nhan bi suy than do nguy ca tich lay thudc.

- Acid tranexamic khong dugc chi dinh trong trudng hgp huyét niéu tif nhu mo
than 1a noi thudng xdy ra su két taa fibrin va c6 thé lam bénh néng hon.

TUGNG TAC V61 CAC THUGC KHAC VA CAC DANG TUGNG TAC KHAC

-Khéng nén tron 1an dung dich tiém acid tranexamic véi dung dich c6 chda
penicillin hodc véi mau dé truyén vao mau.

-Khong diing déng thai acid tranexamic véi estrogen vi c6 thé gay huyét khéi
nhiéu hon.

-Than trong khi diing déng thai acid tranexamic véi cac thuéc cdm méu khac.

- }'(icxdqng chéng tiéu fibrin ctia thuéc bi déi khang bai céc thudce lam tan huyét

Gi

- Dl‘mé déng thdi acid tranexamic véi tretinoin dudng uéng c6 thé gay huyét khéi
trong cac vi mach.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU

Thei ky mang thai

Khong nén dung acid tranexamic trong nhiing thang dau thai ky, vi da c6 thon
bao veé tac dung gy quai thai trén déng vat thi nghiém. Kinh nghiém ldm sang vé
diéu tri béng acigatranexamic cho n%]u i mang thai con rat han ché, cho dén nay
di liéu thyc nghiém hodc lam sang cho thdy khong tang nguy co khi diing thudc.
Tai liéu vé dung acid tranexamic cho nguoi mang thai c6 rat it, do d6 chi ding
thuéc trong thai ky mang thai khi dugc chi dinh chat ché va khi khong thé duing
cach diéu tri khac.

Théai ky cho con bia

Acid tranexamic tiét vao siia me nhung nﬁuy co vé téc dung phu déi vdi tré em
khong chéc c6 thé xay ra khi dung liéu binh thudng, vi vay c6 thé dung acid
tranexamic v6i liéu thong thudng, khi can cho ngudi cho con ba.

TAC BONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Chua dugc ghi nhan.

TAC DUNG PHU

-Tiém tinh mach nhanh c6 thé gy ra cac triéu chiing kho chiu va ha huyét ap.

- Réi lo?n da day-rudt: buén nén, non, tiéu chay. Céc triéu ching nay mét di khi
iam liéu.

- Réi loan thi gidc vé mau sac (hiém gap).

Théng béo cho béc si nhing tic dung khong mong mudn gap phai khi si

dung thuéc.

QUA LIEU

Chua c6 trudng hgp qud liéu nao dugc béo cdo. Céc triéu ching c6 thé 1a buén
non, non, cac triéu chiing va/hodc ha huyét dp tu thé ding. Duy tri bé sung nhiéu
dich dé thac day bai tiét thudc qua than.

BAO QUAN
Bao quan dudi 30°C, trong bao bi kin tranh énh séng.

Dé xa tam tay tré em.

Khong diing thuéc qua han si& dung da ghi trén bao bi.
HAN DUNG

24 thang ké tir ngay san xuat.

QUY CACH PONG GOI

Hop 5 éng x 5 ml.

SAN XUAT BOI:

PT. Novell Pharmaceutical Laboratories
JI. Wanaherang No. 35, Tlajung Udik,
Gunung Putri, Bogor 16962 — Indonesia
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Rx Prescription drug
HAEMOSTOP

Tranexamic acid
Solution for injection

COMPOSITION

Active ingredient:
Each ml contains:
Tranexamic acid 50 mg

Excipients:
Water for injection.

PHARMACOLOGY

Pharmacodynamics

ATC code: BO2AA02

Pharmacotherapeutic group: antihemorrhagics, antifibrinolytics

Tranexamic acid has an inhibitory effect in the fibrinolytic system, by inhibiting
the activation of plasminogen to plasmin. The activation step of plasminogen to
generate plasmin is thereby inhibited.

Tranexamic acid can therefore be used to treat fibrinolytic bleeding conditions,
which can occur in many clinical situations, including multiple trauma and
intravascular coagulation

Pharmacokinetics

Peak plasma tranexamic acid concentration is obtained about 3 minutes after
intravenous administration.The drug is widely distributed in the body and has a
very low protein binding (3%). The volume of distribution in adults is 9- 12 liters.

Tranexamic acid passes through the placenta and secrete in breast milk (one
hundredth of the serum concentration) and crosses cerebrospinal fluid (one tenth
of that of the Elasma). Tranexamic acid diffuses rapidly into joint fluid and the
sznovial membrane. In the joint fluid, the same concentration is obtained as in
the serum. The biological half-life of tranexamic acid in the joint fluid is about
three hours. The concentration of tranexamic acid in a number of other tissues is
lower than in blood. The drug passes into the aqueous humor. Tranexamic acid
has been detected in semen where it inhibits fibrinolytic activity but does not
influence sperm migration. Tranexamic acid’s plasma half-life is approximately 2
hours. After intravenous administration, 95% of the dose is excreted in the urine
as unchanged drug.

INDICATIONS

For local fibrinolysis as prostatectomy. Abnormal bleeding after surgery and
bleeding after tooth extraction in patients with haemophilia.

DOSAGE AND ADMINISTRATION
Route of administration: LV. injection, LV. infusion

ﬁocal fibrinolysis as prostatectomy: 0.5 — 1 g slow intravenously, 3 times per 24
ours.

Prostatectomy: 0.5 — 1 g slow intravenously, 3 times per 24 hours.

Abnormal bleeding after surgery: 1 g intravenously, 3 times daily for first 3 days.

Bleeding after tooth extraction in patients with haemophilia: 10 mg/kg body
weight intravenously pre-op, followed by 10 mg/kg body weight/day for patients
who unable to take oral medication.

In patients with severe renal impairment, doses of tranexamic acid must be
adjusted as follow:

Serum creatinin L.V. Dosage Frequency
120 — 249 mmol/L 10 mg/kg Twice per 24 hours
250 — 500 mmol/L 10 mg/kg Once per 24 hours
> 500 mmol/L 5 mg/kg Once per 24 hours

For intravenous infusion, tranexamic acid for injection can be mixed with 0.9%
sodium chloride, isotonic glucose, dextran 40, dextran 70, or Ringer’s solution.
Tranexamic acid and heparin can be added to the same infusion solution.

CONTRAINDICATIONS

- Patients with thromboembolic.

- Patients with colour blind.

- Patients with subarachnoid bleeding.

- Should not be given to patients witﬁ active intravascular coagulation.

WARNINGS AND PRECAUTIONS

Read carefully the instruction before use. For further information, please
consult your doctor.

This drug is used upon doctor’s prescription only.

-When administered I.V., it is advisable to inject slowly.

- Precaution should be taken in patients with renal insufficiency because of the
risk of accumulation.

- Tranexamic acid is not indicated for hematuria from renal parenchyma, where
fibrin precipitation often occurs and may worsen the disease.

INTERACTION WITH OTHER DRUGS AND OTHER FORMS OF INTERACTION

- Traneksamic acid for injection should not be mixed together with solutions
containing penicillins, or with blood for transfusion.

- Tranexamic acid counteract the thrombolytic effect or fibrinolytic preparations.

- Tranexamic acid should be used cautiously with other hemostasis agents.

- Using tranexamic acid together with an oral tretinoin may increase risk of
thrombosis.

- Tranexamic acid for injection should not be mixed together with solutions
containing penicillins, or with blood for transfusion.

PREGNANCY AND LACTATION

Safety in pregnancy

Tranexamic acid should not be given in the early staFes of pregnancy since a
teratogenic effect in animals has been reported. Clinical experiences from
treatment of pregnant women are very limited, so far experimental or clinical data
show no increased risk. Because of the very limited documentation, use of drug in
pregnancy shoud only be allowed when strictly indicated and when other treatment
is impossible.

Safety in pregnancy

Tranexamic acid passes into breast milk but the risk of any effect in the child is
very unlikely at normal doses, so may use normal doses of tranexamic acid for
lactating women when needed.

EFFECTS ON ABILITY TO DRIVE AND OPERATE MACHINES
Not available

SIDE EFFECTS

- Fast intravenous administration may cause uncomfortable symptoms and
hypotension.

- Gastrointestinal disturbances: nausea, vomiting, diarrhea. These symptoms will
disappear if the dosage is reduced.

- Vision disturbances on colours (rarely).

Inform your doctor of undesirable effects occurred during the use of drug.

OVERDOSAGE
No cases of overdosage have been reported. Symptoms may be nausea, vomiting,
orthostatic symptoms and/or hypotension. Maintain a high fluid intake to promote
renal excretion.

STORAGE
Store at controlled room temperature (below 30°C).

Keep out of reach of children.
Do not use the medicine after the expiry date stated on the package.

SHELF-LIFE
24 months from manufacturing date.

PACKING SIZES
Box of 5 ampoules x 5 ml.

MANUFACTURED BY:

PT. Novell Pharmaceutical Laboratories
JI. Wanaherang No. 35, Tlajung Udik,
Gunung Putri, Bogor 16962 — Indonesia
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