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121 °C at 15 psi for 15 minutes.

SELECTION OF AN
APPROPRIATE STERILIZATION
METHOD REQUIRES AN
IN-DEPTH UNDERSTANDING
OF THE PHYSICOCHEMICAL
PROPERTIES OF THE DRUG
SUBSTANCE AND THE
CHARACTERISTICS OF
THE FINAL FORMULATED
PRODUCT.

successful validation, it is necessary to

We view sterilization as the most critical

plastic bags and other single-use equip-

WHY TERMINAL STERILIZATION
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THREE KEY PARAMETERS
ARE CONSIDERED
DURING VALIDATION:
THE STERILIZATION
TEMPERATURE, THE
STERILIZATION TIME,
THE PRESSURE AND
THE BIOBURDEN
REDUCTION.

drug products is performed at 121 °C when
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terminal sterilization for nearly 50 years.
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tion cycles with respect to temperature,

tionally used for IV solutions. Because

pressure and time.
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For medical devices and product com-
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excellent sterility test results and high

cost-effective, easy-to-implement method

Grifols is working closely with its plastic
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or gamma radiation is performed by third-

issues that can impact patient health. Our

turing according to GMP.
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It also reflects the culture of quality,

ized equipment and expertise.

tion of resin composition, but also the

effective quality systems and commitment
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SPECIALISTS IN PREMIXED BAGS

es that minimize the potential for leach-

achievement to the highest quality levels

Both governments and the pharmaceutical

able and extractable formation — while still

that drives Grifols.

industry prefer that parenteral drug solu-

ensuring effective sterilization.
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tions be prepared by the manufacturer,
rather than the hospital/caregiver, to re-

LONG HISTORY OF QUALITY

duce risk and ensure greater patient safe-

STERILIZATION PERFORMANCE

ty. The use of premixed bags eliminates

Grifols has been producing sterile prod-

the need for dilution and ensures compli-

ucts for nearly 75 years and performing
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