LOW NITRITE EXCIPIENT RANGE

Navigating the Next Phase of Nitrosamine Compliance for Pharmaceutical Producers.

i

Our experts have dedicated years of investigation to defining and designing appropriate testing protocols
forthe detection of nitrosating agents,such as nitrite in excipients,ofteninthe absence of clearregulatory
standards. Thanks to these efforts, we are now proud to offer among the industry’s largest collection of

low nitrite excipients, unlocking safe, adaptable drug development without compromise.

RANGE PRESENTATION

Product Manufacturing Limit of detection Lm'.n't of . Nitrite levels
Catego Product sites in bob Quantification observed
gory PP in ppb (values in ppb)
Nanning (Cn),
®
mannitzIIEASE)LlF-I’}:oé rades Lestrem (FR), Gurnee 10 25 <25
SR IR (IL, USA)
Lestrem (FR) Not Detected
LYCASIN® maltitol liquid 10 25
Gurnee (IL, USA) <25
Lestrem (FR) Not Detected
SweetPearl® maltitol 10 25
Gurnee (IL, USA) <25
Lestrem (FR)
Polyols NEOSORB® sorbitol powder 10 25 <25
Gurnee (IL, USA)
Lestrem (FR)
NEOSORB® sorbitol liquid 10 25 <25
Gurnee (IL, USA)
XYLISORB® xylitol Lestrem (FR) 10 25 <25
POLYSORB® 85/70/00
partially dehydrated sorbitol Lestrem (FR) 10 25 Not Detected
liquid
Wheat Starch TB Lestrem (FR) 20 50 <50
. Maize Starch B Lestrem (FR) 20 50 <50
Native
Starches
Extra white Starch Cassano (IT) 20 50 <80
Amylo N-400 high Benifaio (ES) 20 50 <50
amylose maize starch
LYCATAB® CT partially
pregelatinized starch
Pregel LYCATAB® CT-LM low Crest (Nellore, IND)
S h moisture partially 30 100 <100
tarches pregelatinized starch
LYCATAB® C partially
pregelatinized starch e ()
ROQUETTE

Offering the best of nature™
www.roquette.com



LOW NITRITE EXCIPIENT RANGE

/ ‘\ PHARMACEUTICALS

S — \
= : ® L i
Product Manufacturing Limit of detection Lm‘."t Of. Nitrite levels
Catego Product sites in bbb Quantification observed
gory PP in ppb (values in ppb)
CLEARGUM®TA 90
partially hydrolyzed tapioca Lestrem (FR) 20 50 <50
Modified starch
Starches CLEARGUM® CO 03 octenyl
) octeny Lestrem (FR) 10 25 <25
succinate starch
NUTRIOSE® Soluble Fiber Lestrem (FR) 10 25 Not Detected
Dextrose Monohydrate M, F, -
s e BdiTee © Benifaio (ES) 10 25 <25
GLUCIDEX® 6D, 12D, IT12P, IT
47, 28E maltodextrin Le=tiemiER) 119 e s
Sugars Glucose Syrup 4779 Lestrem (FR) 10 25 <100
Glucose Syrup 4779, S02 Lestrem (FR) 10 25 Not Detected
Glucose Syrup 3072,6080 Beinheim (FR) 10 25 <80
o1
KLEPTOSE Llnecr':lps pea Lestrem (FR) 10 25 <25
maltodextrin
KLEPTOSE® HPB-LB,
®
Cyclodextrin KLEPTOSE"HPB Lestrem (FR) 10 25 <25
hydroxypropyl
beta-cyclodextrin
PEARLITOL® Flash
co-processed Lestrem (FR) 10 25 <25
mannitol-starch
Co-Processed
PEARLITOL® CR-H
co-processed Lestrem (FR) 10 25 Not Detected
mannitol-HPMC
Organics acids Glucono Delta Lactone Lestrem (FR) 10 25 <25

© Registered trademark(s) of Roquette Freres. Any information provided herein is intended for healthcare and food industry professionals
for internal use only and not to be delivered as such to final consumers. Information is based on our current state of knowledge and made
available on an informational basis; products described may have restrictions with respect to their use, communication, and/or usage
levels, and such may vary on a country-by-country basis. Manufacturers of dietary supplements should evaluate the intended use of the
particular ingredient in their finished dietary supplement to confirm compliance with the applicable laws and regulations of authorities
regulating such products, because the suitability and regulatory status of a product may be dependent on its specific intended use. As
the use of these products is beyond our control, Roq makes no exp or implied warranties regarding the use of the product

and no guarantee of product properties, and in particular no express or implied warranties regarding the use of the product in dietary
supplements, including without limitation the implied warranties of merchantability and fitness for a particular purpose, and Roquette
disclaims liability for any loss and/or damage related to such use. Roquette, further, does not warrant that the information or its use will
not infringe any patent or other proprietary rights of any third party. Roquette providing this information is not a commitment to sell any
product encompassing any of such information in the future.
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