Moedication Dellvery Baxder Heallthcars Corparation B47.546.68311
Route 120 and Wilson Read www.baxtar.com
Round Laka, Hlinals 80073

Baxter

August 23, 2008

Bruce Strell, R, Ph,

University Community Hospital
3100 E Fietcher

Tampa, FL 33512

Dear Mr. Strell:

Thig is the Information you have requested regarding the intentionsl warming of our
parsnteral and irrigation solutions In plastic containers.

Baxter Healthcare Corporation recommends that these solutions ba stored according to the
conditions gpecifiad on the individual product labeling. The expiration dating is based on
stability data generated from product samples stored at the equivalent of a constant 25°C.
While stored under Iabaled sonditlons, our product remaing pharmaceutically acceptable,
Prolonged storage at higher temperatures Mmay accelerate changes in final product.

Baxter Healthcare Corporation does not recommend the use of microwavs radlation to warm
or thaw solutions,  Baxter Heaithcare Corporation recommends the use of sontrolled
temperature warming cabinats for the purpose of warming large volume parentaral products
Ih our Viaflex®, Arthromatic® or Uromatic® plastic contairiers, or in plastic paur bottlas.

Warming Recommendations for Large Volume Parentarals;

Bolutiors of volumes 150mL or greater can be warmed in their plastic overpouches to
tamperatures not exceeding 40°C ( 104°F), and for a period no longer than 14 days. Once the
Viaflex® plastic containers have been in the warming cabinet for their maximum time period,
the containers should be removed from the warming cabinet and identified as having besn
warmed, They should not be subsequently returned to the warmer. The Viaflex® plastic
comtainers may continue to be used until the labeled expiration date, provided they have not
been warmad more than once.

Warming Racommendations for Arthromatic® and Uromatic® irrigation Solutlons:
Solutions can ba warmad In thair overpouches to tempsratures not exceeding:

1. 45°C (113°F) and for a period ne longer than 14 days, or
2. 86°C (180°F) and for & period no longer than 72 hours.
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Warming of irrigation Solutions In Plastic Pour Bottles:

Solutions ¢can be warmed to temperatures not exceeding B6°C (150°F) and for a period no
longer than 72 hours. Once the plastic pour bottla containers have been in the warming
cabinet or water bath for their maximum time period, the containers should be remeved from
the warming device and identified @8 having been warmed, They should not be subsequently
returned to the warmer, |f unopened, the plastic pour bottle containars may continue to be
used until the labalad expiration date, provided they have not been warmed mora than once.

| hope this information is helpful. If you need further assistance, please contact Baxtar's
Product Information Center at 1-800-833-0303,

Sincerely,

%W‘“

Diane Gabhardt
Product Information Associate
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