
PRODUCT INFORMATION NOTICE

NaturaLyte® Bicarbonate Product
Changes to name, packaging, and storage instructions

 Dear Valued Customer, 
Updates have been made to the name, packaging, and storage instructions for the 
NaturaLyte® 4000 Series Dry Pack for Bicarbonate Rx-10 (Catalog No. 08-4110-6) and 
Bicarbonate Carton (Catalog No. 08-4400-1).

• The 4000 is being removed from the product name.

• The updates to packaging include:

o A change in print color on the package to help differentiate between the Rx-10 and
the  Rx-12 bags.

 Rx-10 has black printing and a black dual band along with a black arrow,
while Rx-12 has blue printing and a blue dual band along with a blue arrow.

 The location of the product bar code has been moved to the top section of
the new bag.

o Storage and temperature exposure range has also been updated.

• The updated product is identical to the current product and the product ordering numbers
have not changed.

  See following pages for details
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Changes include:

Old Package: Rx-10 New Package: Rx-10

Note: Black Arrow, Rx-10 printed in black 
with white background and black dual stripe

Note: Change in location of bar code
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Changes to the storage instructions include: 

• New storage temperature range
• New temperature exposure duration

Old Packaging New Packaging

Storage Temperature Protect from excessive 
heat and freezing 

Provides a storage temperature range: 
5°C and 30°C (41°F and 80°F)

Temperature 
Exposure None

Provides a temperature 
Exposure range: 0°C and up to 40°C 

(32°F and 104°F) for a period of 72 hours

NaturaLyte Dry Pack for Bicarbonate Dialysis carton, Product Number 08-4400-1.

The updates include a change in the product description to NaturaLyte Dry Pack for 
Bicarbonate Dialysis carton, revision to mixing instructions and the blue carton color.The 
updated product is identical to the current product and the product ordering number have not 
changed.

Revised instructions must be reviewed and understood by all staff who prepare bicarbonate 
from the carton prior to continuing use. 
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Old Carton: Rx-12 New Carton: Rx-12

Old Carton New Carton

Name NaturaLyte 4000 Dry Pack 
for Bicarbonate Dialysis

NaturaLyte Dry Pack for 
Bicarbonate Dialysis

Changes include:
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Changes to the storage instructions include: 

Old Packaging New Packaging

Topic Old Instructions  
(Pink Carton)

New Instructions
(Blue Carton)

Eye Protection None

7.7 Liters

24° C +/- 2°C

Gently agitate to 
dissolve powder

None

None

7.5 Liters

Added step 1 to: "Put on eye protection” 
before mixing

20°C and 30°C
(68°F and 86°F)

Cap and gently agitate until the 
powder is completely dissolved. 

After mixing, wait 2 minutes, 
then verify the solution is clear 

and no powder remains

Repeat steps 6 and 8

Initial Fill Volume

Mixing Water Temp.

Mixing

Visually inspect 
the fluid

What to do if the 
solution is still cloudy 
and powder remains

Labeling None Label the container with the date 
and time of mixing



Product Information Notice  |  NaturaLyte Bicarbonate Bag	 6

Changes to the storage instructions include: 

• New storage temperature range
• New temperature exposure duration

What has NOT changed: 

• Catalog numbers remain

> 08-4110-6 for Rx-10
> 08-4400-1 for Bicarbonate Carton
> Product yields remain unchanged

 Please familiarize yourself with the changes and how these may impact your storage and
preparation of the product. 

If in need of further assistance, please contact  Technical Services at 1-800-227-2572. 
Thank you for your continued support of  Fresenius Medical Care North America.

Sincerely,

Stephen Jaquith
Product Director, Concentrates and Dialyzers 
Fresenius Medical Care Renal Technologies

© 2021 Fresenius Medical Care. All Rights Reserved. Fresenius Medical Care, the triangle logo, Fresenius Renal Technologies, and NaturaLyte are trademarks of Fresenius Medical Care 
Holdings, Inc. or its affiliated companies. All other trademarks are the property of their respective owners. P/N 104855-01 Rev A 07/2021

Old Instructions (Pink Pkg) New Packaging (Blue Pkg)

Storage 
Temperature

Protect from excessive 
heat and freezing 

Provides a storage temperature 
range: 5°C and 30°C (41°F and 80°F)

Temperature 
Exposure None

Provides a temperature Exposure 
range: 0°C and up to 40°C (32°F and 

104°F) for a period of 72 hours


	104484-01_Effective
	104855-01_Bicard Label Change Notification
	Name



