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 *** Important Prescribing Information *** 
 

NaturaLyte Liquid and Granuflo Acid Concentrate 
 

Bicarbonate Alkalosis 
 

  
 
DATE: March 29, 2012  
 
SUBJECT:    Risk of Alkalosis with acetate containing dialysis acid 

concentrates 
 
PRODUCT CODES:  See Attached  
 
Dear Unit Medical Director/Administrator/Director of Nursing/Home Therapies 
Manager/Customer, 
 
Fresenius Medical Care North America (FMCNA) is issuing an urgent product 
notification involving the NaturaLyte Liquid and Granuflo powder product lines (Product 
Codes:  See attached list).  Both products contain acetate (NaturaLyte Liquid 4.0 
mEq/L; Granuflo 8.0 mEq/L of acetate in the final dialysate); which in addition to 
bicarbonate, combine to yield the total prescribed buffer. Total buffer should be 
considered in addition to bicarbonate as part of writing the dialysis prescription. 
 
Previous reports have identified an association between elevated pre-dialysis 
bicarbonate levels and an increased mortality risk.1,2,3,4  Recent analyses performed 
using FMCNA hemodialysis (HD) patient safety data confirms that alkalosis is a 
significant risk factor associated with cardiopulmonary (CP) arrest in the dialysis unit, 
independent of and additive to the risk of CP arrest associated with pre-dialysis 
hypokalemia.  A major cause of metabolic alkalosis in dialysis patients is inappropriately 
high dialysate total buffer concentration.  
 
NaturaLyte Liquid contributes 4.0 mEq/L of acetate and Granuflo contributes 8.0 mEq/L 
of acetate to the final dialysate; which in addition to bicarbonate, combine to the total 
buffer that the patient receives from the dialysate.  Acetate is also contained in the 
dialysis acid concentrates produced by other manufacturers. Since acetate is rapidly 
converted into bicarbonate by the liver, the bicarbonate prescription entered into the 
dialysis machine underestimates the total buffer that the patient receives from the 
dialysate by ~8 mEq/L with dialysate prepared from Granuflo (powder) or by ~4 mEq/L 
with dialysate prepared from NaturaLyte (liquid).   
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PRODUCT CODES 
 

Product Name Product Code 

Manufacturer:  Fresenius Medical Care North America 
NaturaLyte 08-0231-4 
NaturaLyte 08-1001-0 
NaturaLyte 08-1201-8 
NaturaLyte 08-1231-3 
NaturaLyte 08-1251-1 
NaturaLyte 08-1301-4 
NaturaLyte 08-2201-5 
NaturaLyte 08-2231-2 
NaturaLyte 08-2251-0 
NaturaLyte 08-2301-3 
NaturaLyte 08-2351-8 
NaturaLyte 08-3201-4 
NaturaLyte 08-3231-1 
NaturaLyte 08-3251-9 
NaturaLyte 08-3301-2 
NaturaLyte 08-4123-1 
NaturaLyte 08-4223-7 
NaturaLyte 08-4225-1 
NaturaLyte 08-4230-2 
NaturaLyte 08-4231-0 
NaturaLyte 08-4323-5 
NaturaLyte 08-4325-1 
GranuFlo 0FD1201-3B 
GranuFlo 0FD1251-3B 
GranuFlo 0FD2123-3B 
GranuFlo 0FD2201-3B 
GranuFlo 0FD2220-3B 
GranuFlo 0FD2223-3B 
GranuFlo 0FD2225-3B 
GranuFlo 0FD2231-3B 
GranuFlo 0FD2251-3B 
GranuFlo 0FD2301-3B 
GranuFlo 0FD2323-3B 
GranuFlo 0FD2325-3B 
GranuFlo 0FD3201-3B 
GranuFlo 0FD3231-3B 
GranuFlo 0FD3251-3B 
GranuFlo 0FD3301-3B 
Naturalyte 13-1251-1 
Naturalyte 13-2201-5 
Naturalyte 13-2231-2 
Naturalyte 13-2251-0 
Naturalyte 13-3231-1 
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Product Name Product Code 

Naturalyte 13-3251-9 
Naturalyte 13-4123-1 
Naturalyte 13-4220-1 
Naturalyte 13-4225-1 
Naturalyte 13-4325-1 

 


