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v MEDICAL CARE Liquid & Dry Acid Concentrate Labels

RENAL TECHNOLOGIES Changes to Design, Layout and Storage Instructions

Marketing Communication

PRODUCT INFORMATION NOTICE

November 27, 2018

Dear Valued Customer:

The purpose of this notification is to make you aware of updates to all liquid and dry acid concentrate
labels manufactured by Fresenius Medical Care Renal Technologies.

Updates that apply to all labels include:

» Color — Each brand of acid will be identified by a color branding scheme that will apply to the
header and border of the label, for example NaturaLyte® labels will be purple, Citrasate® liquid
will be identified by yellow, Granuflo® will be identified by red and lastly Citrasate Dry will be
identified by yellow and black.

* Indication for Use — An indications statement has been added to all concentrate labels

+ Potassium & Calcium Values — Location and visual appearance of the Potassium (K) and
Calcium (Ca) values has been changed.

- Potassium will be identified by black letters 1 0 K
on a white background outlined in red .

- Calcium will be identified by white letters -
on a red background 25 Ca

e lcons — Several visual icons have been added to the label to indicate:

Warning or Caution

Lot Number

Expiration Date

Manufacturer

R P>

30° C max

Storage Temperature Range

Eh\\

@«
o
3

Store in a dry location
(GranuFlo & Citrasate Dry)

-
-
L
.

Fresenius Renal Technologies, a division of Fresenius Medical Care North America
PIN 103649-01 Rev A 11/2018 920 Winter Street, Waltham, MA 02451




+ Nominal Final Dialysate Composition — Composition of all constituents in the final dialysate at
nominal values, including post reaction bicarbonate

(Mominal tonic (Nominal Final) /

Contribution lo Dialysate
Dialysate Compasition
sSoDIUm 100 mEq/L 137 mEqgiL
POTASSIUM 2.0 mEg/L 2.0 mEqiL
CALCIUM 2.5 mEq/L 2.5 mEq/L
MAGNESIUM 1.0 mEq/L 1.0 mEqiL
ACETATE 8.0 mEg/L 8.0 mEq/L
CHLORIDE 101.5 mEqg/L || 101.5 mEglL
DEXTROSE 100 mg/dL 100 mg/dL

BICARBONATE*\__NA /\ 38 mEaL /

*Post Reaction Bicarbenate

« Storage Instructions, new storage temperature range and storage temperature
exposure duration.

Old Packaging New Packaging
Storage Temperature Protect from Provides a storage temperature
excessive heat and range: 5°C and 30°C
freezing (41°F and 86°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

The following pages represent side by side examples of the old vs. the new, updated labels for all
acid concentrate brand/ packaging configurations. Please review the layout and locations of key
fields, such as:

+ Catalog Number

+ Potassium Value

+ Calcium Value

* Indications for Use

* Nominal lonic Contribution to Dialysate

* Nominal Final Dialysate Composition

* Requirements

» Warnings and Cautions

* Chemical Composition

» Storage and Disposal
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Label Examples:

Old NaturalLyte Bottle New Naturalyte Bottle
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Label Examples:

Old Citrasate Bottle New Citrasate Bottle
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Label Examples:

Old Citrasate Dry New Citrasate Dry
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What has not changed:

» Catalog numbers have not changed
* Product offering remains the same
» Packaging remains the same

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.

G4 /M

Stephen Jaquith,
Sr. Product Manager Concentrates,
Fresenius Medical Care Renal Technologies

Sincerely,
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