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SCHEDULING STATUS 

S4 
 

 

PROPRIETARY NAME (AND DOSAGE FORM) 

MORWAK  (Tablets)   

 

COMPOSITION  

Each tablet conta ins  500 mg of tranexamic  acid.   

Other  exc ip ients include col lo idal s i l icon dioxide,  

croscarmel lose sodium, magnes ium s tearate,  microcrys ta l l ine cel lulose,  pov idone and 

ta lc .   

The f i lm coat ing conta ins magnes ium stearate, macrogol 8000, methacry late polymers , 

ta lc  and t i tan ium diox ide (E171).     

Sugar  free.  

 

PHARMACOLOGICAL CLASSIFICATION 

A 8.1 Coagulants,  haemostat ics  
 

PHARMACOLOGICAL ACTION  

Pharmacodynamic propert ies 

Tranexamic  ac id  exerts  an  inh ib itory   ef fect   on  the  act ivat ion  of  p lasminogen  in   

the  f ibr ino lyt ic   system,  i .e.   on  the  convers ion  of   p lasminogen  to   p lasmin,   in  

c l in ica l  condi t ions  in  which  there  is   abnormal  s t imulat ion  of  the  act ivat ion  

mechanism.  
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Pharmacokinetic properties  

Absorpt ion   

Peak p lasma tranexamic acid concentrat ion is  obta ined immediate ly after  intravenous 

administrat ion (500 mg).The concentrat ion then decreases unt i l  the 6th hour .  

El iminat ion half - l i fe  is  about  3 hours .  

Distr ibut ion  

Tranexamic ac id administered parentera l ly  is  d istr ibuted in a two compartment model.  

Tranexamic ac id is  del ivered in  the cel l  compar tment  and the cerebrospinal  f lu id wi th 

delay.  

The p lasma prote in b inding of  t ranexamic ac id is  about  3% at therapeut ic  p lasma 

levels and seems to be fu l ly  accounted for  by i ts  b inding to p lasminogen. Tranexamic  

ac id does not b ind to serum albumin. The in i t ia l  vo lume of  d is tr ibut ion is  about  9 to 12 

l i t res.  

Tranexamic acid crosses the p lacenta, and may reach one hundredth of the serum 

peak concentrat ion in  the mi lk of  lac tat ing women. 

El iminat ion  

Tranexamic ac id is  excreted in  ur ine as unchanged compound. 90 % of  the 

administered dose is excreted by the k idney in  the f irs t  twelve hours after  

administrat ion (g lomerular  excret ion without tubular  reabsorpt ion) .   

Fol lowing ora l administrat ion,  1,13 % and 39 % of  the administered dose were 

recovered af ter  3 and 24 hours respect ive ly.   

Spec ia l populat ions  

Plasma concentrat ions increase in  pat ients  with renal  fa i lure.  

No spec if ic  pharmacok inet ic  s tudy has been conducted in chi ldren.  
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INDICATIONS  

1.  Shor t  term use in  the treatment  of  hyphaema and in pat ients wi th es tabl ished 

coagulopath ies  who are undergoing minor  surgery.   

2.  Management of  denta l  ex trac t ion in  haemophil iacs.   

3.  Hereditary angioedema.  

4.  Menorrhagia.   

 

CONTRAINDICATIONS  

MORWAK   is   contra indicated in :  

•  pat ients who are hypersens i t ive to t ranexamic ac id or  to any of the excip ients of  

MORWAK (see COMPOSITION).  

•  h istory of  acute venous or  ar ter ia l  thrombos is. 

•  pat ients who suffer  from mass ive ur inary trac t haemorrhage. 

•  severe renal impairment  because of r isk  of accumulat ion.  

•  act ive thromboembol ic  d isease.  

•  f ibr inoly t ic  condit ions fo l lowing consumpt ion coagulopathy except in those with 

predominant ac t ivat ion of the f ibr inolyt ic  system wi th acute severe bleeding.   

•  h istory of  convuls ions.  

 

WARNINGS AND SPECIAL PRECAUTIONS  

MORWAK  is  not  recommended in  pat ients   suffer ing  massive  haematur ia  f rom  the  

upper   ur inary   t rac t  (espec ia l ly   haemophi l ia)   as   ureter ic  obstruc t ion  has  been  

repor ted  occas ional ly  (see CONTRAINDICATIONS).  

Care should be taken:  

•  when  prescr ib ing  MORWAK   to  pat ients  with  renal   insuff ic iency  because  of   

the  r isk  of   accumulat ion (see CONTRAINDICATIONS);  
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•  when d isseminated in t ravascular coagulat ion is  in  progress;   

Regular  eye examinat ion (e.g.   v isual  acuity ,   s l i t   lamp,  in t ra-ocular  pressure,   

v isual   f ie lds)  and  l iver   funct ion  tes ts  should  be  under taken  dur ing  long- term  

treatment   of   pat ients   wi th  heredi tary  angioedema. 

 

Dosages should be reduced in pat ients wi th renal  impairment .  (See DOSAGE AND 

DIRECTIONS FOR USE).  

Effects on abi l ity to drive and use machines  
 
No studies  on the effects  on the abi l i ty  to  dr ive and use machines have been 

per formed.  

 
INTERACTIONS  

Medic ines wi th ac t ions on haemostas is  should be g iven wi th caut ion to pat ients on 

ant i f ibr inolyt ic  therapy such as MORWAK .  The potent ia l  for  thrombus format ion may be 

increased by oestrogens, for  example, or  the act ion of the f ibr inolyt ic  antagonised by 

compounds such as the thromboly t ic .   

Concomitant  ch lorpromazine  and  tranexamic   ac id,  as  in  MORWAK ,   therapy  of  

subarachnoid  haemorrhage  has  been  reported  to   result   in   cerebra l   vasospasm  

and  cerebra l  ischaemia,  and  poss ib ly  a   reduct ion  in  cerebral  blood  f low. 

I t   is   not   recommended  to   use  MORWAK    concomitant ly   wi th  h ighly   act ivated  

prothrombin  products.  

 

PREGNANCY AND LACTATION  

The  safety   of   MORWAK  in  pregnant   and  lac tat ing  women  has  not  been  

establ ished.  

MORWAK  passes  into  breast  milk   to  a  concentrat ion  of  approx imately  one  

hundredth  of   the  concentrat ion  in  the  maternal   b lood.  Caut ion should be 
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exerc ised when MORWAK is  given to lac tat ing women.  

 

DOSAGE AND DIRECTIONS FOR USE  

MORWAK  tab lets are g iven ora l ly .  

Adults:  

1.   Traumatic hyphaema 

1,0 to 1,5 g (two to three tablets) every eight hours for 6 to 7 days. 

2.   Patients with established coagulopathies undergoing minor surgery  

Conisat ion of the cerv ix:  1 ,0 to 1,5 g ( two to three tablets)  every e ight to  twelve 

hours  for  12 days post-operat ive ly.  

3.   Dental operat ions/extract ions 

25 mg/kg ora l ly  two hours  before the operat ion.   Factor  VI I I  and Factor  IX should 

be g iven as well  as  t ranexamic  ac id.   Af ter  the operat ion 25 mg/kg MORWAK  is  

g iven three to four  t imes a day for  6 to 8 days.  

4.   Hereditary angioedema 

Some pat ients are aware of the i l lness;  a suitable treatment  of these pat ients  is  1,0 

to 1,5 g ( two to three tablets)  two to three t imes a day for  a few days.  Other  

pat ients are t reated cont inual ly  at  th is dosage.  

5.   Menorrhagia  

Treatment  with  MORWAK  should  only  be  in i t ia ted  after   heavy  b leeding  has  

star ted.  Two  to  three  tablets  should  be  g iven three  to   four   t imes  a  day.  

Elderly:   

No  reduct ion  in   dosage  is   necessary   unless  there  is   any  ev idence  of   renal  

fa i lure.  
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Impaired renal  funct ion:  

Dosages should be reduced in pat ients  wi th renal  impairment.   For   pat ients   with  

moderate  to  severe  impaired  renal   funct ion,  the  fo l lowing dosages  are  

recommended:  

Serum  clearance  Oral   dose Dose  f requency 

120  to   250 

 micromol/ l  

15  mg/kg

  

Twice  dai ly  

250  to   500 

 micromol/ l  

15  mg/kg Once  dai ly  

>  500  micromol/ l  7,5  mg/kg Once  dai ly  
 

 

SIDE EFFECTS  

Immune system disorders   

Less frequent :  Hypersens i t iv i ty  react ions inc luding anaphy lax is  

Nervous System Disorders    

Less frequent :  Convuls ions, part icu lar ly  in  case of  misuse 

Eye d isorders  

Less frequent:  Visual  d isturbances inc luding impaired colour v is ion,  ret ina l  vein/ar tery 

occ lus ion 

Vascular d isorders  

Less frequent:  Thromboembol ic  events , mala ise wi th hypotens ion,  wi th or without loss 

of consc iousness (general ly  fo l lowing a too fas t in travenous inject ion, except ional ly  

af ter  ora l  adminis trat ion) ,  ar ter ia l  or  venous thrombosis  at  any s i tes  

Gastro intest inal  disorders  

Frequent :  Nausea,  vomit ing,  d iarrhoea  

Skin and subcutaneous t issue d isorders 

Less frequent :  Al lerg ic  skin react ions  
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KNOWN SYMPTOMS OF OVERDOSAGE AND PARTICULARS OF ITS TREATMENT  

Symptoms  of   overdose  may  be  nausea,   vomit ing,   or thostat ic   symptoms  and/or   

hypotens ion.  In i t ia te vomit ing,  then charcoal therapy.  Maintain a h igh f lu id intake to 

promote renal excret ion.  

 

IDENTIFICATION  

White to of f-white capsule shaped, f i lm-coated tablet marked ‘TA 500’ on one face and 

wi th a centra l break l ine on the reverse s ide. 

 

PRESENTATION  

Bl is ter  packs composed of  PVC covered by an a luminium foi l  l idd ing.   

The b l is ter  packs are contained in  an outer  carton of  20 or  100 tablets.  

 

STORAGE INSTRUCTIONS  

Store at or  below 25 °C in the or ig inal pack.   Protect  from moisture.  

KEEP OUT OF THE REACH OF CHILDREN 

 

REGISTRATION NUMBER  

41/8.1/0742  

 

NAME AND BUSINESS ADDRESS OF THE HOLDER OF THE CERTIFICATE OF 

REGISTRATION  

Dr.  Reddy ’s Laborator ies (Pty)  Ltd.  

Block B,  204 Rivonia Road 

Mornings ide  

Sandton   

2057 

South Afr ica 
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DATE OF PUBLICATION OF THE PACKAGE INSERT  

Date of  registrat ion:  9 October 2009 

Date of  the revis ion:  11 December  2019 


