
Instructions for use                                                                              EN 

MEXSOL G K2 Bi22 
 

Dialysis solution for continuous renal replacement therapy. 
 

Read thoroughly the following information in order to be able to use the solution in an absolutely 

safe manner. 
 

1. Intended use 
MEXSOL G K2 Bi22 is a dialysis solution for continuous venous to venous haemodialysis (CVVHD) and for 

continuous veno-venous hemodiafiltration (CVVHDF) with citrate anticoagulation of 0.5 % with a solution of 

sodium citrate and with concurrent administration of calcium. 

MEXSOL G K2 Bi22 has to be used only on devices for continuous elimination methods with integrated pumps for 

infusion of citrate and calcium. 
 

2. Information on the product 

2.1 Product name 

MEXSOL G K2 Bi22 

Medical device, class II.b 
 

2.2 Pharmaceutical dosage form of the product 

MEXSOL G K2 Bi22 is sterile clear solution, free of bacterial endotoxines. It is delivered in a two-chamber printed 

PP bag sealed in a wrapping bag (outer packing) of the total volume equal to 5.000 ml. The dialysis solution for 

immediate use is obtained by mixing both chambers of the bag just before the use. 
 

2.3 Composition of the product 

Small chamber A  contains 500 ml of the solution comprising: 1.4900 g of potassium chloride, Ph. Eur., 1.5240 g of 

magnesium chloride hexahydrate, Ph. Eur., 1.2481 g of sodium hydrogen phosphate dihydrate, Ph. Eur., 3.0027 g of 

lactic acid, Ph. Eur., 12.0900 g of glucose monohydrate, Ph. Eur.  
 

Large chamber B contains 4500 ml of the solution comprising: 7.6100 g of sodium chloride, Ph. Eur., 2.0536 g of 

sodium bicarbonate Ph. Eur., pH of the solution is adjusted by means of  CO2.  
 

The dialysis solution for immediate use (A+B) comprises: 

Natrii chloridum                                     6.8490 g 

Kalii chloridum            0.1490 g     

Magnesii chloridum hexahydricum          0.1524 g 

Natrii dihydrogenophosphas dihydricus          0.1248 g 

Glucosum monohydricum                                 1.2090 g   

Natrii hydrogenocarbonas                       1.8482 g 

Acidum lacticum                                                                              0.3003 g 

Carbonei dioxidum ad                                                                pH 7.0 – 8.5 

Aqua pro iniectione ad                                       1000.0 ml 
 

Concentration of ions and glucose in the dialysis liquid for immediate use are as follows: 

Na+                            140.0 mmol/l 

K+                       2.0 mmol/l 

Mg2+                                       0.75 mmol/l 

Cl-                                                      120.7 mmol/l 

HPO4
2-

                                   0.8 mmol/l 

HCO3
-                             22.0 mmol/l 

Glucosum                                                                                      6.1 mmol/l 

Lactate                               3.0 mmol/l                                        

Theoretic osmolarity                                                            295.4 mOsmol/l 
 

3. Therapeutic indication 

MEXSOL G K2 Bi22 is a dialysis solution for continuous renal replacement therapy (CRRT).  
 

4. Contra-indications 

MEXSOL G K2 Bi22 is not intended for intravenous infusion. 

Sodium citrate metabolism disorder (for example, in patients with hepatic failure) may result in acidosis, 

hypocalcaemia and thus in increased consumption of calcium replacement. Continuous venous to venous 

haemodialysis or continuous veno-venous hemodiafiltration should be stopped in these cases and other type of renal 

replacement therapy should be used. 

 

5. Relative contra-indications 

Hyperkalaemia, hypocalcaemia.  
 



6. Side effects 

The patient's internal environment may be changed in course of citrate continuous venous to venous haemodialysis 

and continuous veno-venous hemodiafiltration. Therefore, levels of electrolytes, parametres of acid-base equilibrium 

and water balance have to be monitored in course of therapy and the therapy has to be adjusted depending on their 

values. Concentration of dialyzable medicines in blood may also get reduced.  
 

7. Way of application 

Healthcare staff has to be duly trained by the manufacturer before the solution MEXSOL G K2 Bi22 is applied. 

Additional devices and solutions are required in course of the use and 0.5 % solution of sodium citrate is 

administered via predilution at the rate adjusted according to the level of Ca2+ behind the filter. The range of the 

initial dose is usually within 1000 up to 2000 ml/h. The rate of the blood pump is then most often kept within 100-

150 ml/h. The dose of the dialysis solution as such makes 1000-2500 ml/h according to the weight and clinical 

condition of the patient.  

The calcium solution with calcium concentration ranging between 50 up to 500 mmol/l has be administered 

systemically by infusion or into a venous blood set of the continuous venous to venous haemodialysis or continuous 

veno-venous hemodiafiltration just before the lumen of the venous catheter is connected. The quantity of infusion-

administered calcium has to be reasonably adjusted in such a way so that the concentration of the systemic ionized 

calcium ranges between 1.1 – 1.3 mmol/l. A suitable starting dose is normally 1.7 mmol Ca2+ per one litre of the 

applied dialysis solution. This corresponds to the infusion of 3.4 mmol/h of calcium at the dose equal to 2000 ml/h 

of MEXSOL G K2 Bi22. 

The metabolic acid-base condition of the patient can be changed by the ratio between the infusion of buffers 

depending on the blood flow rate and on the solution of sodium citrate and can also be changed by removal of 

buffers by means of the flow rate of the dialysis solution. It is necessary to bear in mind that increased flow rate of 

the dialysis solution causes movement towards acidosis. A balanced metabolic acid-base condition at the dose equal 

to 2000 ml/h of MEXSOL G K2 Bi22 is typically achieved in combination with the blood flow rate equal to 100 

ml/min. This applies, if a sufficiently large high-flux dialyser is used which does not limit the transport of buffers. 
 

8. The dose at continuous haemodialysis  
If not clinically contra-indicated, the required efficacy of haemodialysis therapy is achieved by administration of 1.5 

up to 2.5 l/h of the dialysis solution in adults, depending on the body weight. There is no experience in therapy of 

infants. 
 

9. Handling - preparation of the resulting solution 

Remove the bag from the cardboard box just before use and remove it from the wrapping bag. Check always the 

composition, production batch number and expiration date before you mix both chambers. Check whether the 

solution is clear. The bag as well as the breaking piece on the outlets may not be damaged, failing that, the bag must 

not be used. 
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Resulting solution after mixing both chambers must be used within 18 hours! 

 
 

Having both chambers been mixed, the bag should be connected to the dialysate circulation according to the 

instructions for the type of the device used for continuous replacement methods. The dialysis solution as well as all 

parts which are in contact with the dialysis solution have to be protected from any contamination. A bag 

disconnected from the dialysate circulation has to be disposed of. 

Continue until the seam between 

chambers gets open at the entire length 

and the solutions from both chambers 

get mixed 

Start rolling the bag with solution Fold back the small chamber  

on a flat plate 



 
10. Notice 

The solution MEXSOL G K2 Bi22 may only be used on the devices intended for continuous renal replacement 

therapy where these devices have to be suitable for the use of regional citrate anticoagulation. 

The solution MEXSOL G K2 Bi22 has to be used together with the sodium citrate anticoagulation solution of a 

concentration equal to 0.5 %. 

The electrolyte equilibrium (mainly ions of calcium, magnesium and sodium) and acid-base equilibrium, balance of 

liquids and the total haemodynamic status have to be thoroughly monitored during the whole replacement procedure. 
 

11. Warning 

The solution MEXSOL G K2 Bi22: 

- may not be used for direct intravenous infusion, neither may be administered via infusion into the extracorporeal 

blood circulation; 

- is only intended for single use. Repeated use may result in transmission of infection. 

- may not be used after the expiration date indicated on the box and on the primary package of the product. 
 

Caution: 

The outside plastic wrapper should be removed just before the solution is used. 

Information on the composition of the solution, production batch number and expiration date have always to be 

checked. 

Use only clear solutions in intact packages. 

All unused solutions should be disposed of. 
 

12. Expiration date and method of storage  

The expiration date of the dialysis solution MEXSOL G K2 Bi22 is given on the package.  

The solution may not be used after this date. 

Store the solution at the temperature of 4°C up to 25°C, protect from light. 
 

13. Kind of package and pack size  

A two-chamber PP bag of the total volume equal to 5.000 ml  
 

14. Information on the package disposal 

The package should be disposed of in harmony with the valid legislation. 
 

15. Symbols on the package 

          

 
 

 Storage temperature                                                                                Read the package leaflet       Use by date 

 from +4°C up to +25°C                                                                                            

 

   

    Moist heat                                        Do not reuse                                             Manufacturer 

                                sterilization                                                                                                                                                       

 

         

       Batch number 

 

                                                                                                          

16. Date of issue / text revision  
2.10.2017 

                          

17. 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/

