
vialose™ trehalose dihydrate 

 

application
¢	small and large molecules

¢	frozen solutions 

¢	lyophlized powders

monograph status

Product conforms to the NF, EP, JP and ChP monograph 
for trehalose dihydrate.

packaging

Each package of vialose™ trehalose dihyrdrate contains 
10 kg or 20kg of powder in a double polyethylene bag  
of 4mm thickness, twisted closed and secured with a 
zip tie. The PE bag is inserted into an 8-gallon HDPE 
Euro Open Head Drum with a rubber gasket inserted 
into galvanized steel locking ring cover. A safety seal is 
installed to ensure package integrity. The drum complies 
with FDA regulations for food and drugs.

description 
Vialose™ trehalose dihydrate is produced as a high 
purity excipient intended for injectable use, and is  
tested to meet low levels of bioburden and endotoxin.  
The natural sugar composed of two glucose molecules 
formed by a 1,1 glycosidic bond is found in plant, 
microbial and animal species and serves as a source  
of energy and a protection against freezing and lack  
of water.

Vialose™ trehalose dihydrate is Ashland’s brand of 
trehalose, a common ingredient found in biological 
medicines used to stablilize proteins by inhibiting 
degradation of the protein and its structure, 
while minimizing aggregation. It is produced and 
manufactured to comply with USP-NF <1078> and The 
Joint IPEC-PQG Good Manufacturing Practices Guide 
for Pharmaceutical Excipients

bioburden & endotoxin limits

Vialose™ trehalose dihydrate is tested to meet the 
following limits:

specification limits test method

TAMC <100 CFU/g USP<61>, <62>

TYMC <100 CFU/g USP<61>, <62> 

Salmonella Absent/10g USP<61>, <62> 

E. Coli Absent/g USP<61>, <62> 

Endotoxin <0.3 EU/g
USP<85>, kinetic chromogenic 
method

key features and benefits

¢	lyo/cryoprotectant and stabilizer for 
proteins, cells and particle

¢	reduces protein aggregation & cycle times

¢	produces excellent lyo-cake appearance

¢	easily dispersed in water

¢	compatible with most active ingredients

stablize your biologic for optimum health



regional centers

North America 
Wilmington, DE USA 
Tel: +1 877 546 2782

Europe 
Switzerland 
Tel: +41 52 560 55 00

India 
Maharashtra 
Tel: +91 22 61489696

Asia Pacific 
Singapore 
Tel: +65 6775 5366 

The information contained in this brochure and the 
various products described are intended for use only by 
persons having technical skill and at their own discretion 
and risk after they have performed necessary technical 
investigations, tests and evaluations of the products and their 
uses. Certain end uses of these products may be regulated 
pursuant to rules or regulations governing medical devices, 
drug uses, or pesticidal or antimicrobial uses. It is the end 
user’s responsibility to determine the applicability of such 
regulations to its products.

All statements, information, and data presented herein 
are believed to be accurate and reliable, but are not to be 
taken as a guarantee of fitness for a particular purpose, or 
representation, express or implied, for which seller assumes 
legal responsibility. No freedom to use any patent owned  
by Ashland, its subsidiaries, or its suppliers is to be inferred.

Middle East, Africa  
Istanbul, Turkey 
Tel: +00 90 216 538 08 00

Latin America 
Mexico  
Tel:  +52 55 52 76 6121
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