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Antifoams
and antifoam
emulsions




Choose the right antifoam or
emulsion for your formulations

To assure consistent quality for use as pharmaceutical ingredients, antifoam
products are manufactured, packaged and tested utilizing principles of
GMP guidelines for Active Pharmaceutical Ingredients (APIs).

Regulatory Status
GMP Produced per ICH Q7 Principles
Ph. Eur. (EP) Monograph for Simeticonum
Simethicone Emulsion USP
Simethicone USP

USP Monograph Requirements for

Certificate of Suitability/CEP
FDA Drug Master File

FDA Regulation 21 CFR 332.10°

FDA Regulation 21 CFR 173.340°
Description Typical Applications Antifoams
Mixture of a low-volatile - Foam control in medical and Dow Corning™ Q7-2243 LVA, . . . . . . .
polydimethylsiloxane fluid pharmaceutical applications Simethicone USP
and silicon dioxide - OTC antiflatulents
Mixture of polydimethylsiloxane Dow Corning” Antifoam M . . . . . .
(PDMS) fluid and silicon dioxide Compound
Water-dilutable, nonionic emulsion - Foam control in medical and Dow Corning™ Q7-2587, ] . .
containing 30% low-volatile pharmaceutical applications 30% Simethicone Emulsion USP
Simethicone USP by weight . OTC antiflatulents
Water-dilutable nonionic emulsion  * Biofermentation Dow Corning” Medical Antifoam C | = | « | » . .
containing 30% Simethicone USP Emulsion
by weight
Water-dilutable emulsion — - -
containing 30% Simethicone USP Dow Corning”Medical Antifoam A | = | =+ | * : *
by weight and methylcellulose Compound

" No Simethicone Emulsion monograph currently exists in the PhEur 4 Elemental impurities data available upon request
2 Proven historical use/registration on the European market ° Antiflatulent active ingredients

(although no PhEur monograph exists) ¢ Defoaming agents
3 Viscosity measurement data depend on specific testing conditions

(available upon request)



Typical Properties’

Shelf Life

Simethicone Level
Viscosity?

Based on Vegetable Surfactant
Appearance

Halal Certified

Kosher Certified
Processing Aid
Pharmacopoeial Grade
pH

Silicon Dioxide Content

Nonvolatile Content
Volatility
Heavy Metal Content*
Defoaming Performance
PDMS Content
API
% seconds | ppm w/w % | w/w % % cP % months
Yes 90.5-99 <15 <5 <10 4-7 USP/ Yes Yes Yes Light N/A 570 100 24
(PhEur) 20 ppm PhEur grey
liquid
Yes 90.5-99 <15 <5 <1.0 4-7 PhEur Yes Yes No Light N/A 3,100 100 18
(PhEur) 20 ppm grey
liquid
Yes (USP,| 304 <15 <5 47 12-2.1 26 USP? Yes Yes Yes Off- Yes 31,500 30 36
historical 50 ppm i
use in liquid
Europe?) qui
No 29.4 <15 <5 30 12-21 25 USP? Yes Yes Yes Off- Yes 1,500 30 48
50 ppm white
liquid
No 905-99 <15 <5 <18 USP Yes Yes No Grey N/A 500 100 36
liquid

T Specifications Writers: These values are not intended for use in
preparing specifications. Please contact your local DuPont sales office
prior to writing specifications on these products.

This document does not represent the DuPont product specification. The above
values are not intended for use in preparing customer specifications. Please
contact your local DuPont sales office or your global DuPont connection before
writing specifications on a particular product.
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To learn more about DuPont’s
healthcare solutions visit:
www.dupont.com/healthcare.html

For country-level information, visit:
www.dupont.com/corporate-functions/
our-company/global-locations.html

Call us at these regional locations:

North America Asia Pacific
+1833-3-DUPONT +400 885 1888
(833-338-7668) +86 213862-2888
EMEA Latin America
+800-3876-6838 +52 55 5722 1150
+001 571209 2351 +01800 849 7514

CAUTION: DO NOT USE DUPONT MATERIALS IN MEDICAL APPLICATIONS INVOLVING PERMANENT IMPLANTATION IN THE HUMAN BODY OR
PERMANENT CONTACT WITH INTERNAL BODILY FLUIDS OR TISSUES. DO NOT USE DUPONT MATERIALS IN MEDICAL APPLICATIONS INVOLVING
BRIEF OR TEMPORARY IMPLANTATION IN THE HUMAN BODY OR PERMANENT CONTACT WITH INTERNAL BODILY FLUIDS OR TISSUES UNLESS THE
MATERIAL HAS BEEN PROVIDED DIRECTLY BY DUPONT UNDER A CONTRACT THAT EXPRESSLY ACKNOWLEDGES THE CONTEMPLATED USE.

The information, suggestions and data contained herein are intended only as an informational guide to assist you in making preliminary selections of materials and
are not intended to be all-inclusive or final. Because DuPont cannot anticipate or control the many different conditions under which this information, data, suggestions
or materials may be used, DuPont does not guarantee the applicability or the accuracy of this information or the suitability of the information, data, suggestions, or
materials in any given situation. The information, data, or suggestions are not intended to substitute for any testing you may need to conduct to determine for yourself
the suitability of a particular material for a particular purpose. DuPont makes no guarantee of results and assumes no obligation or liability whatsoever in connection
with this information. Such information, data or suggestions are to be used and relied upon at user’s own discretion and risk. DuPont makes no warranties, express
or implied, and disclaims any and all direct and indirect liability for damages or losses resulting from or relating to the use of any information, suggestion, data,

or materials described herein. Statements concerning the use of the products or formulations described herein are not to be construed as recommending the
infringement of any patent, copyright, designs or other intellectual property and no liability for infringement arising out of such use is assumed by DuPont. None of this
information is to be considered as a license to operate under, or recommendation to infringe, any patents.

DuPont reserves the right not to sell Special Control and Premium Control products for selected applications.

Although these products are tested against certain USP Class VI and ISO 10993 standards, DuPont makes no representation or warranty of suitability of its products
for particular healthcare or medical applications or any other representations or warranties based on such testing.

The information set forth herein is fumished free of charge and is based on technical data that DuPont believes to be reliable. It is intended for use by persons having
technical skill at their own discretion and risk. DuPont makes no warranties, express or implied, and assumes no liability in connection with any use of this information.

DuPont™, the DuPont Oval Logo, and all products, unless otherwise noted, denoted with ™, " or ® are trademarks, service marks or registered trademarks of
affiliates of DuPont de Nemours, Inc.

© 2019 DuPont de Nemours, Inc. All rights reserved.
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