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Optimizing Pharmacopoeia (Ph. Eur. & USP) Monographs of Sugar Alcohol Excipients
Using Rezex™ lon-Exclusion HPLC Columns

Michael Klein, Brian Rivera, and Zeshan Ageel
Phenomenex, Inc., 411 Madrid Ave., Torrance, CA 90501 USA

Overview

Rezex ion-exclusion HPLC columns are the solution for several
published European Pharmacopoeia (Ph. Eur.) and United States
Pharmacopeia (USP) methodologies, particularly for excipients
like sugar alcohols such as sorbitol, mannitol, isomalt, maltilol,
lactitol, xylitol, trehalose, erythritol, etc. The Rezex RCM/RCU
phases contain the strong cation exchange resin (calcium form),
or L19 USP packing, that is recommended by most pharmacopeia
monographs for sugar alcohols, while the Rezex RPM (lead form),

In this example, we study a mixture of 7 sugar alcohols whose
monographs typically call for a column with calcium form, or L19
packing. A Bio-Rad® Aminex® HPX-87C is commonly recom-
mended, but the direct replacement Rezex RCM provides sharper
peak shape and higher resolution, as shown by the comparison
below. As an excellent alternative, Rezex RPM provides stronger
retention and higher resolution of the more closely eluting peaks
compared to Rezex RCM. See below for an example of the Rezex

p For additional technical notes, visit www.phenomenex.com

or L34 USP packing, will provide stronger separation power. RPM under the same conditions and sample mixture.

Rezex RCM vs. Aminex HPX-87C HPLC Conditions

Conditions for all columns:
Dimensions: 300 x 7.8 mm
Mobile Phase: Water
Flow Rate: 0.6 mL/min
Detection: ELSD
Temperature: 85 °C
Sample: 1.Trehalose
2. Isomalt
3. Maltilol
4. Isomaltilol
5. Mannitol
! 6. Xylitol
. 7. Sorbitol
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Column Cross Reference Chart

Rezex RPM Pheno:‘nenex Blo_-Rad®
Rezex Aminex®
1 RCM-Monosaccharide HPX-87C
- 125-0095
% RHM-Monosaccharide HPX-87H
g 125-0140
o RPM-Monosaccharide HPX-87P
Z 125-0098
RNM-Carbohydrate HPX-87N
125-0143
° 10 1 20 2 %0 % 40 min RS0-Oligosaccharide HPX-42A
125-0097
ROA-Organic Acid HPX-87H
125-0140
RFQ-Fast Acid Fast Acid
125-0100
RKP-Potassium HPX-87K
125-0142
RCU-USP Sugar Alcohols  Sugar Alcohols
125-0094
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Rezex™ Ordering Information

Columns

Part No. Description
00H-0130-K0 RCM-Monosaccharide
00F-0130-K0 RCM-Monosaccharide
00G-0130-D0 RCU-USP Sugar Alcohols
00H-0135-K0 RPM-Monosaccharide
00D-0135-K0 RPM-Monosaccharide

Australia

: +61 (0)2-9428-6444

+61 (0)2-9428-6445
auinfo@phenomenex.com

- o

Austria

+43 (0)1-319-1301

+43 (0)1-319-1300
anfrage@phenomenex.com

ot

Belgium

+32 (0)2 503 4015 (French)
+32 (0)2 511 8666 (Dutch)
+31 (0)30-2383749
beinfo@phenomenex.com

oot ot

Canada

+1(800) 543-3681
+1(310) 328-7768
info@phenomenex.com

oot

China

+86 (0)20 2282-6668

+86 (0)20 2809-8130
chinainfo@phenomenex.com

b

Denmark

+45 4824 8048

1 +45 4810 6265
nordicinfo@phenomenex.com

- oo

Finland
: +358 (0)9 4789 0063
+45 4810 6265
nordicinfo@phenomenex.com

- o

France

+33(0)1 3009 21 10

+33(0)1 30 09 21 11
franceinfo@phenomenex.com

oo

Germany

+49 (0)6021-58830-0

+49 (0)6021-58830-11
anfrage@phenomenex.com

oot

India

+91 (0)40-3012 2400

+91 (0)40-3012 2411
indiainfo@phenomenex.com

b

Ireland

+353 (0)1 247 5405

+44 1625-501796
eireinfo@phenomenex.com

oot

Italy

+39 051 6327511

+39 051 6327555
italiainfo@phenomenex.com

oot
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Size (mm)  Cross Linkage lonic Form

300x7.8 8% Calcium

150x7.8 8% Calcium

250x 4.0 8% Calcium

300x7.8 8% Lead

100X 7.8 8% Lead
Luxembourg

: +31 (0)30-2418700

+31 (0)30-2383749
nlinfo@phenomenex.com

Mexico
001-800-844-5226

: 001-310-328-7768

tecnicomx@phenomenex.com

The Netherlands

: +31 (0)30-2418700

+31 (0)30-2383749
nlinfo@phenomenex.com

New Zealand

+64 (0)9-4780951

+64 (0)9-4780952
nzinfo@phenomenex.com

Norway

: +47 810 02 005
: +45 4810 6265

nordicinfo@phenomenex.com

Puerto Rico

: +1 (800) 541-HPLC
- +1(310) 328-7768

info@phenomenex.com

Spain

: +34 91-413-8613
: +34 91-413-2290

espinfo@phenomenex.com

Sweden

: +46 (0)8 611 6950
- +45 4810 6265

nordicinfo@phenomenex.com

United Kingdom

+44 (0)1625-501367

+44 (0)1625-501796
ukinfo@phenomenex.com

USA
+1(310) 212-0555

- +1(310) 328-7768

info@phenomenex.com

All other countries
Corporate Office USA [@]

: +1(310) 212-0555

+1(310) 328-7768
info@phenomenex.com

®

Guards
USP Packing Part No. Size (mm)
L19 03B-0130-K0 50x7.8
L19 03B-0130-K0 50x7.8
L19 03A-0130-DO 30x4.0
L34 03B-0135-K0 50x7.8
L34 03B-0135-K0 50x7.8
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SecurityGuard™
Cartridges (mm)
AJ0-4493
AJ0-4493
AJ0-4493
AJO-4492
AJO-4492
for ID: 3.2-8.0 mm

*SecurityGuard Analytical Cartridges require universal holder Part No. KJ0-4282

If you are not completely satisfied with the performance of any
Rezex column, as compared to a competing product of the same
size and phase, return the Rezex column with your comparative

data within 45 days for a FULL REFUND.

Terms and Conditions

Subject to Phenomenex Standard Terms and Conditions, which may be viewed at

www.phenomenex.com/TermsAndConditions.

Trademarks

Rezex and SecurityGuard are trademarks of Phenomenex. Aminex and Bio-Rad are registered

trademarks of Bio-Rad Laboratories, Inc.

Disclaimer
Phenomenex is not affiliated with Bio-Rad.

SecurityGuard is patented by Phenomenex. U.S. Patent No. 6,162,362.
CAUTION: this patent only applies to the analytical-sized guard cartridge holder, and does not

apply to SemiPrep, PREP or ULTRA holders, or to any cartridges.
© 2016 Phenomenex, Inc. All rights reserved.
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