
Instructions for use                                                                                 EN 

 
MEXSOL K4 Bi15 
 

1. Intended use 
MEXSOL K4 Bi15 is a dialysis solution for continuous venous to venous haemodialysis (CVVHD) with citrate anticoagulation using 4% sodium 

citrate solution and simultaneous administration of calcium. 

MEXSOL K4 Bi15 shall be used only on machines for continuous haemodialysis with integrated pumps for calcium citrate infusion. 
 

2. Contra-indications 
MEXSOL K4 Bi15 should not be administered intravenously. 

Sodium citrate metabolism disorder (e.g. patients with liver failure) may lead to acidosis, hypocalcaemia, and to increased consumption of calcium 
supplement. In such cases it is necessary to discontinue citrate CVVHD and switch to a different kidney function substitution. 

 

3. Relative Contra-indications 
Hyperkalemia 

 

4. Side effects 
Patient's internal environment may change during citrate CVVHD. For this reason it is necessary to monitor levels of electrolytes, parameters of acid-
base balance, and water balance during therapy. 

 

5. Composition 
MEXSOL K4 Bi15 is supplied in a double chamber printed PP bag, sealed in a wrapping bag (outer packing) total volume 5000 ml. Dialysis solution 

for immediate use is gained by mixing both chambers of a bag just prior to use. 

 
The small chamber contains 500 ml of solution with: 8.0 mmol/l Na+; 40.0 mmol/l K+; 10.0 mmol/l Mg2+; 60 mmol/l Cl-; 8.0 mmol/l HPO4

2-; 

77.7 mmol/l glucose 

 
The large chamber contains 4500 ml of solution with: 141.3 mmol/l Na+; 124.7 mmol/l Cl-; 16.7 mmol/l HCO3

- 

 

Dialysis solution for immediate use contains: 
Natrii chloridum                               6.5570 g 

Kalii chloridum      0.2980 g     

Magnesii chloridum hexahydricum    0.2033 g 
Natrii dihydrogenophosphas dihydricus                      0.1248 g 

Glucosum monohydricum                                             1.5400 g  

Natrii hydrogenocarbonas                 1.2600 g 
Acidum hydrochloricum concentratum ad                        pH ≈ 7.8 

Carbonei dioxidum ad                                                                                         pH ≈ 7.8 

Aqua pro iniectione ad                                                      1000.0 ml 
 

Concentration of ions and glucose in the dialysis solution for immediate use is a follows: 

Na+                            128.0 mmol/l 
K+                       4.0 mmol/l 

Mg2+                                         1.0 mmol/l 

Cl-                                         117.2 mmol/l 
HPO4

2-                       0.8 mmol/l 

HCO3
-                                           15.0 mmol/l 

Glucosum                                             7.8 mmol/l 
pH                                                                                                                    ≈7.8 

Theoretical osmolarity                                                                                273.8 mOsmol/l 

 
6. Method of application 
Medical personnel must be properly trained by the manufacturer before using MEXSOL K4 Bi15. 

Additional devices and solution are required during use, 4% solution of sodium citrate must be administered pre-diluted. Average flow rate of this 4% 

solution should be at normal circumstances 1:34, which corresponds with an infusion of 4 mmol sodium citrate per one litre of treated blood. Calcium 
solution with calcium concentration between 50 and 100 mmol/l must be administered by an infusion or into a venous blood set of a CVVHD system 

just before connecting lumen of the venous catheter. Amount of calcium in the administered infusion must be balanced, so the concentration of 

systemic ionized calcium is controlled. Normally, suitable introduction dose is 1.7 mmol of Ca per litre of applied dialysis solution. A dose of 2 l/h of 
MEXSOL K4 Bi15 corresponds with an infusion of 3.4 mmol/h of calcium. 

It is possible to change metabolic acid-base condition of the patient by a ratio between buffers infusions, dependent on blood and sodium citrate flow 

and removal of buffers using dialysis solution flow. It is necessary to keep in mind that an increase of a dialysis solution flow causes shift towards 
acidosis. This is the difference between using dialysis solutions (with i.e. 35 mmol/l of bicarbonate), which are used for CVVHD in combination with 

systemic anticoagulation.  

A balanced metabolic acid-based state is typically achieved at a dose of 2 l/h of MEXSOL K4 Bi15 and a blood flow of 100 ml/min. This applies only 
if you use a high-flux dialyser of sufficient size so it does not restrict transport of buffers. 

 

 

 



7. Dose for continuous haemodialysis 
If not clinically contraindicated, the required effectiveness of the haemodialysis treatment is achieved by administering between 1.5 and 2.5 l/h of 
dialysis solution for adults, depending on body weight. There is no experience with treating children. 

 

8. Manipulation-preparation of final solution 
Pull a bag out of cardboard box just prior to use and remove the wrapping bag. Always check composition, production batch number, and expiry date 

prior to mixing both chambers. Check if the solution is clear. The bag and safety on outlets cannot be damaged, otherwise the bag shall not be used.  

 
 

 

 

                    

 

 
Final solution after mixing both chambers must be used no later than in 18 hours! 

 
After mixing both chambers, the bag is connected to a dialysate circuit according to instructions for the used type of dialysis machine for continuous 

elimination methods. Dialysis solution and all parts that are in contact with dialysis solution have to be protected against any contamination. A bag 

that is disconnected from dialysate circuit has to be disposed of. 

 
MEXSOL K4 Bi15 cannot be administered intravenously, it also cannot be administered into extracorporeal 

blood circuit via infusion. 

 

 
9. Notes 

 Dialysis solution for citrate CVVHD 
 Medical device, class IIb     

 Solution contains 0 mmol/l of Ca2+                    

 Do not use before mixing both chambers 
 Final solution after mixing both chambers must be used no later than in 18 hours 

 The solution is not intended for intravenous infusion 

 Use only if the liquid is clear and the wrapping is not damaged 
 Dialysis solution may be used only in combination with citrate infusion (citrate anticoagulation) 

 The solution does not contain calcium - a separate infusion of calcium is necessary 

 Before beginning of the treatment, connection of citrate CVVHD system must be carefully inspected. It is important to avoid improper 
connection of citrate and calcium infusion. Proper connection is confirmed by decrease of concentration of ionized calcium in 

extracorporeal circuit within a few minutes after beginning the therapy. If this drop is not achieved, it is necessary to check the connection 

again because switching the citrate and calcium infusion may lead to severe imbalance of electrolytes. 
 Reduced citrate metabolism (patients with reduced liver function) may lead to acidosis, hypocalcaemia, or increased consumption of 

calcium! In such cases it is necessary to discontinue citrate CVVHD and switch to a different type of liver function substitution. 

 Sterilized by moist heat. 
 Does not contain bacterial endotoxins 

 Store at temperatures between +4 and +25°C 

 Expiration time is marked at the package 
 Single use only 

 

 
 

 

 

Open the small chamber on the small 

pad 

Start rolling the bag with solution in 

direction towards the small chamber 

Continue until the seam between both 
chambers opens in its full length and 

both solutions mix together 



 

 

 

 

10. Symbols on the package 

 
 

            Storage temperature                                             See instructions                                           Use until 

                                                             +4°C to +25°C             for use                                         

 

 

 
Moist heat sterilization                                    Single use only     Manufacturer 

                            

 

 

 

Batch number 

        

 

 

 

 

 

11. Date of revision of the text                                                                      
11.6.2018 

 

 

 

 

12. Manufacturer 
MEDITES PHARMA, spol. s r.o.                                              

1.máje 2625 
CZ-756 61 Rožnov pod Radhoštěm 

Czech Republic                                                                                                                                                                                                                                                                                                                                     

www.meditespharma.cz 

 

 

 

 

 

 

+4 C°

+25 C°

http://www.meditespharma.cz/

