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Tranexamic acid Capsule 250 mg 3.28 1.80 3.64 3.64 19,959,900 23,438,260
Tranexamic acid Capsule 500 mg A7 - 717 717 - 1,573,250
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3) deyaain WHO Model Lists 2011
Tadwudiaya tranexamic acid 1HAFuLlsENIu

4) %’malm’m Australian Pharmaceutical Benefit Scheme 2011, l\/Iay“G)

Antihemorrhagics
Antifibrinolytics
Amino acids
TRANEXAMIC ACID
Note
Shared Care Model:
For prescribing by nurse practitioners where care of a patient is shared between a nurse practitioner and medical
practitioner in a formalized arrangement with an agreed management plan. Further information can be found in
the Explanatory Notes for Nurse Practitioners.
Tablet 500 mg

5) ?'ﬁmﬂmfn’l Lothian Joint Formulary 2011?

2.0 Cardiovascular system

2.11 Antifibrinolytic drugs and haemostatics

First choice: tranexamic acid

Dose

— Tranexamic acid tablets 500mg; injection 100mg/mL: orally, menorrhagia (initiated when heavy bleeding has started),
1—1.5g 3—4 times daily for 3—4 days. Slow intravenous injection: local fibrinolysis 0.5—1g 3 times daily.

Prescribing notes

The manufacturer recommends regular eye examinations and liver function tests when tranexamic acid is used long—term
for hereditary angioneurotic oedema; however, the BNF states that the need for regular eye examinations during
long—term treatment is based on unsatisfactory evidence.

7.0.1 Treatment of disorders occurring in obstetrics and gynaecology

(b) menorrhagia

Contraception required

First choice: combined oral contraceptive

Contraception not required

First choice: tranexamic acid

Second choice: naproxen

Dose

— Combined oral contraceptives: see section 7.3.1.

— Naproxen tablets 250mg, 500mg; tablets e/c 250mg, 500mg: 0.5—1g daily in 1—2 divided doses;

dysmenorrhoea, 500mg initially then 250mg 68 hourly as required; max dose after first day 1.25g daily.

— Tranexamic acid tablets 500mg: 1g three times daily on days of heavy bleeding.

Prescribing notes

- Naproxen may be preferred to tranexamic acid where dysmenorrhoea is also a factor.
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Evaluation Dental surgical procedure - Hemophilia Hemophilia - Hemorrhage; Menorrhagia
— Hemorrhage (Tranexamic acid Prophylaxis - Tooth extraction (oral)
mouthwash 5% solution) (Intravenous)
Adult Pediatric Adult Pediatric Adult | Pediatric
US FDA Approval No No Yes Yes Yes No
Efficacy F - E - F -
Recommendation Ila - lla - b -
Strength of evidence B - B - B -
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Authors’ conclusions
Tranexamic acid decreases postpartum blood loss after vaginal birth and after caesarean section based

on two RCTs of unclear quality which reported on only a few outcomes. Further investigations are needed

on efficacy and safety of this regimen for preventing PPH.

2) BMJ Clinical Evidence
WU 1 389 menorrhagia® Iagl tranexamic acid gn4an Wiaglungu beneficial Tnananis@ns e Uiy
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Menorrhagia

MEDICAL TREATMENTS

TT Beneficial

NSAIDS . .o 3
Tranexamicacid .. ......... ... . . 7

Key points|

* NSAIDs, tranexamic acid, and danazol all reduce blood loss compared with placebo.

Tranexamic acid and danazol may be more effective than NSAIDs, etamsylate, and oral progestogens at reducing blood
loss, but any benefits of danazol must be weighed against the high risk of adverse effects...

Tranexamic acid versus placebo:

We found two systematic reviews (search date 1996, 5 RCTs, 153 women; [3] and search date 1997, 7 RCTs [14] ). The
second review also gave information on the outcomes of social activity and improved sex life; see further information on
studies for full details. [14] For further information on adverse effects of tranexamic acid from observational studies, see
further information on studies.

Menstrual blood loss

Tranexamic acid compared with placebo Tranexamic acid may be more effective at reducing blood loss (low-quality
evidence).

Tranexamic acid versus NSAIDs:

We found three systematic reviews (search date 1997; [14] search date 1996; [3] search date not reported [15] ). Two of
the reviews [3] [14] identified the same RCT (49 women) comparing tranexamic acid versus mefenamic acid. Between
them, the second [3] and third [15] reviews identified three further RCTs.

Menstrual blood loss

Tranexamic acid compared with NSAIDs Tranexamic acid may be more effective at reducing blood loss (very lowquality
evidence).

Tranexamic acid versus oral progestogens (luteal phase):



We found three systematic reviews (search date 1996; [3] search date 1997; [14] search date 2003 [17] ). All the reviews
identified the same single RCT, which did not compare the difference in menstrual blood loss between groups. [18]
However, one of the reviews performed an analysis comparing tranexamic acid versus norethisterone. [14] We found one
subsequent RCT. [19]

Menstrual blood loss

Tranexamic acid compared with oral progestogens (luteal phase) Tranexamic acid may be more effective at reducing

blood loss (low-quality evidence).
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1. Acta Neurochir (Wien). 1998;140(2):148-60.
The association of tranexamic acid and nimodipine in the pre-operative treatment of ruptured intracranial aneurysms.
Stroobandt G, Lambert O, Menard E.
Source

Department of Neurosurgery, Université Catholique de Louvain, Brussels, Belgium.

Abstract

In the scope of a late intervention policy on ruptured intracranial aneurysms, on D.+12 on an average, we first used
tranexamic acid, at moderate doses: 3 g orally or 1.5 g intravenously per day. We, subsequently, added nimodipine,
usually 240 mg orally per day or 2 mg intravenously per hour. The medical treatment consisted of amply sufficient
hydration, and in systematic and regular administration of analgesics and sedatives. Hypotension was absolutely avoided;
if necessary, an antihypertensive treatment was prescribed very cautiously. Phenytoin was regularly given. In the present
study, we try to answer the following questions: (1) Can we confirm that the preventive action of tranexamic acid remains
as effective, when doses, markedly lower than usually recommended, are used? (2) Does nimodipine prevent the increase
of pre-operative ischaemic complications, which should be expected when tranexamic acid is administered? Amongst 101
patients with SAH of proven aneurysmal origin, 84 were treated with tranexamic acid and nimodipine. In 25 patients, an
aneurysm was not visualised; 21 received this treatment. For several reasons, only a retrospective study was possible, to
evaluate the results of our antifibrinolytic and calcium-blocking therapies, on rebleeding and pre-operative delayed
ischaemia. We compared, therefore, similar cases from the literature, with our own cases, taking into consideration the
clinical grades, the days of admission and of intervention, the moment of rebleeding and of delayed pre-operative
ischaemia, etc. The following impressions emerge: (1) same effectiveness of moderate doses of tranexamic acid; (2) no
increase of pre-operative delayed ischaemic complications, in comparison with patients not receiving antifibrinolytics but
nimodipine; (3) important role of a devastating initial bleed and of operative complications; (4) difficulty of avoiding
rebleeding at DO whatever the therapeutic measures, medical and/or surgical.
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2. Interact Cardiovasc Thorac Surg. 2009 Jul;9(1):98-101. Epub 2009 Apr 20.
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Aprotinin increases mortality as compared with tranexamic acid in cardiac surgery: a meta-analysis of randomized head-

to-head trials.
Takagi H, Manabe H, Kawai N, Goto SN, Umemoto T.
3. BMC Cardiovasc Disord. 2005 Jul 4;5:19.

Are _antifibrinolytic drugs equivalent in reducing blood loss and transfusion in cardiac surgery? A meta-analysis of

randomized head-to-head trials.
Carless PA, Moxey AJ, Stokes BJ, Henry DA.
4, CMAJ. 2009 Jan 20;180(2):183-93. Epub 2008 Dec 2.

The safety of aprotinin and lysine-derived antifibrinolytic drugs in cardiac surgery: a meta-analysis.

Henry D, Carless P, Fergusson D, Laupacis A.

5. Circulation. 2007 Jun 5;115(22):2801-13. Epub 2007 May 28.

Meta-analysis comparing the effectiveness and adverse outcomes of antifibrinolytic agents in cardiac surgery.
Brown JR, Birkmeyer NJ, O'Connor GT.
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2.11 Antifibrinolytic drugs and haemostatics
Fibrin dissolution can be impaired by the administration of tranexamic acid, which inhibits fibrinolysis. It can be used to

prevent bleeding or to treat bleeding associated with excessive fibrinolysis (e.g. in prostatectomy, bladder surgery, in

dental extraction in patients with haemophilia, in conisation of the cervix, and in traumatic hyphaema) and in the
management of menorrhagia. Tranexamic acid may also be used in hereditary angioedema, epistaxis, and in thrombolytic
overdose.

Dose

® By mouth, local fibrinolysis, 1-1.5 g (or 15-25 mg/kg) 2-3 times daily
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Menorrhagia (initiated when menstruation has started), 1 g 3 times daily for up to 4 days; max. 4 g daily
Hereditary angioedema, 1-1.5 g 2-3 times daily
Epistaxis, 1 g 3 times daily for 7 days
® By slow intravenous injection, local fibrinolysis, 0.5-1 g 3 times daily
By continuous intravenous infusion, local fibrinolysis, following initial treatment by intravenous injection, 25—

50 mg/kg over 24 hours
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Evaluation Prostatectomy
Adult Pediatric
US FDA Approval No No
Efficacy | -
Recommendation 1] -
Strength of evidence C -

wanELme: fata US FDA approval = nseysindetililnaesdniseimsuazenaniewsidn, yr = years, mo = months;
MicroMedex efficacy Fatia E = effective, F = evidence favors efficacy, | = evidence is inconclusive, X = ineffective;
MicroMedex recommendations class utiuili 1, lla, b, 11l, uaz indeterminant @4 | = nsldentlulselamiuazaasliigae 14,
lla = fulaedaunnlfudlszlamiannnislden, 1o = fileenalffudszlamiannnislden fauustinldnansonluunensd, 1=
el lond pasuAniaes, indeterminant = lignunsoagulFannudng il MicroMedex strength of evidence

uuautlu category A, B, C, no evidence T9A= ﬁﬁﬁﬂg’mﬁlﬂu meta-analysis A1N randomized-controlled trial (RCT) gaduld
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RCT NUHLINTINNTNARDIUDE panuuUNMasedlud veldldnnmeasauuy RCT, C = lu expert’'s opinion, case reports,

7% case series

Prostatectomy
2) Summary:
Not recommended for routine use
Intravesicular blood clots formed in 50% of patients in small study
3) Adult:
a) Although tranexamic acid 1 gram orally 3 times daily for several weeks has been effective in reducing the
frequency of secondary hemorrhage following prostatectomy (Miller et al, 1980; Gamba et al, 1979), 3 of 6
patients in one report developed insoluble intravesicular blood clots in the bladder following pre- and
postoperative tranexamic acid therapy to reduce blood loss after prostatectomy. These clots persisted until they
were evacuated surgically between 5 and 17 days after withdrawal of tranexamic acid (Ward & Richards, 1979a).
Similar clot formation in the bladder following tranexamic acid therapy has been reported by others (Ro et al,

1970) and it is not recommended for routine use after prostatectomy (Ward & Richards, 1979a).

422  #ayaann AHFS Drug Information 2011

.. a9
VLNW‘]_I?IT’JNNZWI LNEAUBN



4.3 %’malmqﬂ practice guidelines LLAZNITNLUNIUITITUNTTH
431  4e3yaan uptodate online® 19.2°
Tinwudeyaninandas

4.32  4deyaann NICE guidance”

Tinwudeyaninandas

433  fayaan NHS evidence'”

annsduAulugudioys NHS evidence iaduil 16 &wnAN 2554 HauA1ATATY tranexamic

[
1 v v

urologic surgery WUVAUNA 7 HAANS i ldnudayaiineades

al

4.3.4 %@H@mn practice guidelines TaRUAUAN Pubmed

o

ANN9RLARTILEaYA Pubmed WaduN 16 ANAN 2554 FaeAdIATy

® (("Urologic Surgical Procedures"[Mesh]) AND "Tranexamic Acid'[Mesh]) AND "Practice

Guideline" [Publication Type] VLSJW‘LINMTW‘E‘IM

® 'Tranexamic Acid'[Mesh] AND "Practice Guideline" [Publication Type] WU 2 NAANE W6
vindaiadliifeniaety urologic surgery

4.4 dayaanuang uidatlvang
441 Cochrane Librarym)

linufeyafiiantes
4.42  BMJ Clinical Evidence®

linudayafiiendes
4.43  NHS evidence"

o o

annsduAulugudioys NHS evidence Waduil 16 &wmnAN 2554 FapAIAIATY tranexamic

o

'
=

urologic surgery WuWIuua 7 uaans linudeyaninaades atnlafinin annsdusuiamisan 1 nadng
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?‘ﬁmﬂm’m Summary Product Characteristics U84 tranexamic acid 500 mg tablet W11 Tuannw
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prostatectomy LWAZ bladder surgery

4.1 Therapeutic indications
Tranexamic Acid 500mg Tablets are indicated for short term use for haemorrhage or risk of haemorrhage in those with
increased fibrinolysis or fibrinogenolysis. Local fibrinolysis as occurs in the following conditions:

1. a) Prostatectomy and bladder surgery

b) Menorrhagia

c) Epistaxis



d) Conisation of the cervix
e) Traumatic hyphaema
2. Management of dental extraction in haemophiliacs.

3. Hereditary angioneurotic oedema.
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® (("Urologic Surgical Procedures'[Mesh] OR "Urinary Bladder'[Mesh]) AND "Tranexamic
Acid'[Mesh]) AND "Randomized Controlled Trial" [Publication Type] WLNAGNWS TR
ANHARNETNY 3 HAdWE ArdeniennziiAendies 1 uadng Taesaeen 2 nadndiiiesann luns
NAA8Y Gamba, et al., 1979 1enugn tranexamic acid, prothrombin, fibrinogen &2 Miller, et al., 1980
Yayaanundndeluifinmeiiazuantenisldeuazlezanauals

Rannikko, et al., 2004 finn1sAnmstlsz@ansninlunisanidenasnaesgilaeiazyin transurethral

resection of the prostate (TURP) s1inansldlienieuiunnsléi tranexamic acid 2g ti.d. luduineingdn

wazdui 1 MAINSEFR wansAnHINLd naRRlATU tranexamic acid Hidansanluszndneidnatiasndd

IR

(128 mL vs 250 mL; p = 0.018) IagBunauaeneenlulfiuiuauinduiienensn (16g vs 16g; p = 0.415)
walallfdenasiaarwinihansiaclfiiumen (6 au (7.2%) vs 5 AU (6.8%); p = 0.709) uazliilnasaszaziian
Adansanu (1 9% vs 1 94; p = 0.342) 1383282 NURUITNE1LA (3 34 vs 3 91 p = 0.218)

OBJECTIVES:

To determine whether short-term treatment of patients about to undergo transurethral resection of the prostate (TURP) with
tranexamic acid (TXA) would be beneficial in reducing the associated blood loss.

METHODS:

A prospective and randomized trial was conducted with 136 men requiring TURP for obstructive urinary symptoms. The
treatment group received 2 g TXA three times daily on the day of, and first day after, the operation.

RESULTS:

Short-term TXA treatment significantly reduced the operative blood loss associated with TURP (128 mL versus 250 mL, P =
0.018), and this difference was not a result of the amount of tissue resected between the two groups (16 g versus 16 g, P =
0.415). In addition, TXA treatment reduced the amount of blood loss per gram of resected tissue (8 mL/g versus 13 mL/g,

P = 0.020). Furthermore, the volume of irrigating fluid required (15 L versus 18 L, P = 0.004) and operating time (36
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minutes versus 48 minutes, P = 0.001) were also reduced. However, TXA treatment did not influence the number of
patients requiring a blood transfusion. Six patients in the treatment group (7.2%) and five in the control group (6.8%)
required a transfusion (P = 0.709). Moreover, TXA treatment did not affect the duration of catheterization (1 day versus 1
day, P = 0.342) or hospitalization (3 days versus 3 days, P = 0.218).

CONCLUSIONS:

Short-term TXA treatment is effective in reducing the operative blood loss associated with TURP.
5. dansamMuANNLaannauag tranexamic acid 7UAFULTENY
Tunssvguanizinaulssauna ASaTl 712555 ST 4 e 2555 AmeszaTNae I
#AN3uNBINgN haemostatics warHNAARIAENYT tranexamic acid JUuuL capsule 1 TuilnyTenanuien
delunsszguanizaynssuns ATt 42555 AT 24 winew 2555 MERaNTnNUdauaiATiuTa LA
AnzinuLlszauna adnglsfinnn Tunisdssguanieinaulssaunas pfasananaliieRdmedn nisl
tranexamic acid Muszazenn a1 lifa neutropenia MilszanAsiinmldnearmns Aududioyadiiu

Y o Y

ALaandeinmn daaaynis Hausudeyasiuannulasadeivusy wasideyaaglliseinuansil

5.1 Cochrane library

b_

(%
o o o & o

ANNIAUALGEAEIATY tranexamic WadUN 8 WaunAN 2555 WudyaviauNm 44 WAGWS

o al

o 1 o =2

Aa 9 , 9. A Ao o A ! Y ,
AIAENNNLNEUBRINUNITAN LT ﬂqﬁ'slﬁjéluﬂﬂ;lﬂmﬂLﬂ@ﬂﬂﬁ‘z@’]tm@u'ﬂﬂﬂﬂqﬂ WUIN ﬂ’]'ii’lﬂ\i’]umﬂ‘m\il,ﬂﬂxﬂu

| |
A a

plNruiaLA Uy luteal phase progestogens ¥ a n1snausaeanaInnmaaas lsaiulemauiuangs

NSAIDs L ethamsylate(zs)

Antifibrinolytic agents were compared to only three other medical (non-surgical) therapies: mefenamic acid,
norethisterone administered in the luteal phase and ethamsylate. In all instances, there was a significant reduction in mean
blood loss (WMD -73.0, 95% CI -123.4 to -22.6; WMD -111.0, 95% Cl -178.5 to -43.5; and WMD -100, 95% CI -143.9 to -
56.1 respectively) and a strong, although non-significant trend in favour of tranexamic acid in the participants' perception

of an improvement in menstrual blood loss. There were no significant differences in the frequency of reported side effects

with tranexamic acid when compared to oral luteal phase progestogens (RR 0.4. 95% CI 0.1 to 1.2) or withdrawal from

treatment because of adverse events when compared with NSAIDs and ethamsylate when these treatments were used for

heavy menstrual bleeding. Change in the quality of life measures, flooding and leakage and sex life, were significantly

improved in the tranexamic acid group when compared to the oral progestagen group. These findings are based in most

cases on only one trial.

5.2 NICE

o o .

AINNTRLAWAIEAAIATY tranexamic LWaTUN 8 Waun1AN 2555 wudayarisunn 5 wadng Ins

o

9 A a9 = o o o A Ao A o A = ) )

m@H@WLﬂﬂQm@QImﬂm?QN 1 NAQAND AR LLuQV]'Nﬂ']ﬁ‘?ﬂH']MQJQV]NL@@ﬁﬂﬁ\ﬁﬁquﬂ@u@@ﬂNqﬂ g4 tranexamic acid
< A o A o : 9 A ' Y A o Y = , =

Lﬂuﬁl’]ﬂu\‘l'ﬂLﬂquL@@ﬂluﬂ’]??ﬂHq @"Jum@m’]\uﬁﬂ\iwv\l'ﬂimu@ﬂ vLﬂLLﬂ NARAILIN 18999 UnaAgee @El’NVLTﬂ

AN NICE guideline lulfRdaisavisanmanladuiiAssanis]d tranexamic acid™
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5.3 BMJ clinical evidence

ANNIRLAWAIEAAIATY tranexamic WaTWN & Waun1AN 2555 wudayaricunm 2 wadng Tn

o

% A A o = s A o A Ao o A = o
ﬂ@H@‘V]LﬂEI'ﬁI@QI@EI[ﬂNN 1 NAQaNT AR LLWWH\Tﬂ’]i?ﬂEWMﬂ&NV]NL@@ﬂﬂ?ﬁ@’]m@u'ﬂﬂﬂﬂ’m sm‘lummg\ﬂﬂmq

=

v 1 1
el tranexamic acid AnuenTunguni beneficial TMNIEDN For which effectiveness has been

34

demonstrated by clear evidence from systematic reviews, RCTs, or the best alternative source of information, and for

which expectation of harms is small compared with the benefits."?

5.4 NHS evidence

|
4 v o o o A

! v
ANNIRLALGEAEATY tranexamic Wadui 8 womAAN 2555 nudayarionnn 2 uadng Ing

o

1 '
o 1 =

9 a9 , o P~ ) . Y ey
VRHANLNEITD MBI @?ﬂﬂq?ﬂwﬂmﬂgLUﬂuﬂ’] tranexamic acid 500 mg Iimmﬁl‘ﬂ'ﬂmh e

'
%

A el v v ¥ o ) . My a a Ao
AuznssuNINayim bagl1idn  dayaduanuilaandeaes tranexamic acid ISHANAN  Tunned

al

=KX a '

1szaunisainnsldesnandnaunne  asansaudntsslamimitiamanai@es  (The  benefitrisk,  therefore,

considered to be positive.)(w

Tranexamic acid 500 mg film coated tablets may be prescribed for the following:
- Following prostate surgery (post-prostatectomy) or bladder surgery
- Heavy periods (menorrhagia)
- Nose bleeds (epistaxis)
- Cervical surgery (conisation of the cervix)
- Bleeding inside the eye (traumatic hyphaema)
- Tooth removal (dental extraction) in haemophiliacs (people who bleed more easily than normal)

- Hereditary disease called angioneurotic oedema (HANO)

5.5 Pubmed

o

AINNIIALAUAIEIAIFN Vty ("Neutropenia'[Mesh]) AND "Tranexamic Acid"[Mesh] Wadun 8

o

WOHN1AN 2555 NudayaianNe 3 nadns wsilinudeyaninaades [http://www.ncbi.nim.nih.gov]

5.6 Micromedex 2012

A 2 v o o 1% . dl wd‘ Y o Y
AMNNITALAUNILAIATAT]  tranexamic LHRIUN 8 NOBNIAN 2555 nalviada Drugdex®

evaluations = Adverse reactions VLSJWU%@H@%L?}EIQTTU neutropenia [http://www.thomsonhc.com]
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