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Technical Data Sheet

PANCREATIC ENZYME CONCENTRATE

Description

Pancreatic Enzyme Concentrate is a brown to Certificates. Pancreatic Enzyme Concentrate is

light brown colored powder that contains enzymes manufactured in conformity with FDA Current Good
(principally lipase, amylase, and protease) derived Manufacturing Practice regulations and meets all

from porcine pancreas glands that are gathered declared standards, assays, and other specifications of
in accordance with United States Department of the current version of the United States Pharmacopeia
Agriculture and/or European Union regulations and Monograph for Pancreatin.

accompanied by all required Veterinary or Health

Uses
Pancreatic Enzyme Concentrate is used for the Concentrate is used in many industrial and
treatment of pancreatic insufficiency in both humans food applications.

and animals. In addition, Pancreatic Enzyme

Specifications

LIDASE ACHIVITY et ettt ettt et e e et e e et e e e e aa s 24-67 USP Units/mg'-2
PrOtEASE ACTIVITY 1oiiiiiiiiii et 170-330 USP Units/mg'?
AMYIASE ACTIVITY ettt e e e e 230-410 USP Units/mg'?
= | T e T T Not More than 6.0%
LOSS ON DIYING vttt Not More than 5.0%
Bulk Density and PartiCIE SIZE .......coouiiiiiieiiiiiie et Several Options Available
Total Aerobic MiICrobial COUNT ......vveii i Not More than 2,000 CFU/g
Total Yeast and MoIAS COUNT ....cciiiiiiiieiiiiii et Not more than 100 CFU/g
SAIMONEIIA .ottt Negative
ESCREIICIIA COli vviiiiiiiieeeee ettt et e et e e e e e e e e aeaaa e e e e e e e e tnn et bebennees Negative

" Customized enzyme activity ranges can be targeted to meet project-specific needs.
2 Enzyme activities are suitable for most 4X, 6X, 8X, and 10X strength Pancreatin applications. Dilution and blending options
are available.

Certification

Each lot is analyzed at the time of manufacture in and compliance documentation may be available upon
accordance with the USP monograph for Pancreatin. request. Minimally, a Certificate of Analysis and Material
Other test results, customized product specifications, Safety Data Sheet accompany each order.
Packaging Storage

Routinely packaged in poly-liners inside heat-sealed Preserved in airtight containers. Store up to 25°C

foil pouches inside a fiber or poly drum. (77°F); excursions permitted between 15°C and 30°C

(59°F and 86°F).
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