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Content of Lactose
MEGGLE products:

- Lactose Monohydrate Ph. Eur. / USP-NF / JP: CapsuLac® 60, FlowLac® 90, FlowLac® 100, GranuLac® 70,
GranuLac® 140, GranuLac® 200, GranuLac® 230, PrismaLac® 40, SacheLac® 80, SorboLac® 400,
SpheroLac® 100, Tablettose® 70, Tablettose® 80, Tablettose® 100

The above mentioned designations are MEGGLE’s brand names for “Lactose Monohydrate” as defined in the
monograph “Lactose Monohydrate” in the European Pharmacopoeia (Ph. Eur.).
This monograph is harmonized with USP-NF and JP.

The content of lactose is minimum 99%. This is based on the following specification parameters:

Specification parameter |Value ‘ Method
Specific optical rotation |+54.4° - +55.9° (anhydrous substance) Ph. Eur. 2.2.7
Loss on drying Monohydrate: max. 0.5%, Monohydrate, modified: max 1.0% USP-NF (731)
Sulphated ash max. 0.1% Ph. Eur. 2.4.14

Freundliche GruRe / Best regards

Molkerei MEGGLE Wasserburg GmbH & Co. KG

T2 L0 Ld S oA
L. V. \,g/‘/v\w AACNQNRTT
Dr. Stefan Dreiheller

Molkerei MEGGLE Wasserburg GmbH & Co. KG ¢ Megglestr. 6-12 « 83512 Wasserburg am Inn
Telefon +49 (0) 8071 73-0 * Fax +49 (0) 8071 73-444 « info@meggle.de * www.meggle.com
Rechtsform Kommanditgesellschaft  Sitz Wasserburg am Inn ¢ Registergericht AG Traunstein HRA 7828 « personlich haftende Gesellschafterin:
MEGGLE Wasserburg Verwaltungs GmbH ¢ Sitz Wasserburg am Inn ¢ Registergericht AG Traunstein HRB 14178
Geschéaftsfuhrer: Matthias Oettel (Vorsitzender) « Marcus Hormuth « Dr. Franz Mayer
Ust.-IdNr.: DE813497582 « St-Nr. 156/116/00116



