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US-TDP
Regulatory documentation

EU-AP (Open Part) 

Stability Data Packaging

Other

• mono-purpose unit (from extraction to final API) with the largest capacity worldwide

Shipping & Storage Conditions

no special

Lead Time

1 week −

■ ■

Digoxin

GMP status / Audit

• EU-GMP & local GMP

• third party audit report available

• US-FDA / EDQM

Synonym

CAS. No.

CMO / Manufacturer

Pharmacological Group

Application

Other

Up-Scale

3beta-[2,6-Didesoxy-O-beta-D-ribohexopyranosyl-(1->4)-2,6-didesoxy-O-beta-D-ribohexopyranosyl-(1->4)-2,6-

didesoxy-beta-D-ribohexopyranosyloxy]-12beta,14-dihydroxy-5beta,14beta-card-20(22)-enolid 

■ 100g/500g/1kg

−−

Samples Batch size

Revision No.  1.4

■

ALKALOIDS CORPORATION, 8 Bentinck Street, 700001 Kolkata, 

India

Anti-Arrhythmia Agents / Cardiotonic / Enzyme Inhibitors

Tablets, Injectables

20830-75-5

CEP J-DMF

− − ■

■

Quality EP / USP 

Commercial

Synthetic Semi-Synthetic Fermentation Extractive

− − −

Mr. Julian Hilken

hilken@transopharm.de 

fon: +49 (0) 4107 8778 116

Contact / Productmanager

Project status

Manufacturing / Extraction

Retest Period

■ 6-7 kg 3 years

• chloroform free process

Other information

Unique features

Technical product specification

• secured plant material (digitalis) sources including 2 years of safety stock 

• 15 years of experience in producing Digoxin

Lab Validation


