
 

 

 

 

 

 

 

 

  



 

 

 

 

  



 

 

 

  



Manufacturing Flow Chart of Endoxifen Tablets

INGREDIENTS OPERATIONS IN PROCESS TESTS

Blending & Lubrication
(Blender)

Endoxifen Citrate INH,
Lactose Monohydrate (PHARMA 
200M) USNF/Ph.Eur. 

Compression

Hydroxy Propyl Cellulose (Klucel 
EF) USNF/Ph. Eur., Isopropyl 
Alcohol USP/Ph.Eur., Purified 
Water Ph.Eur./USP

Seal Coating
(Auto coater)

Mixing Time, Assay, Blend 
Uniformity Analysis

Description, Average 
weight, Uniformity of 

Weight, Thickness, 
Hardness, Friability, 

Disintegration time, Assay, 
Dissolution

Description, Average 
weight, % Weight Gain

Mixing & Sifting
(Geometrical)

Lactose Monohydrate (DCL 11)
Ph.Eur., Croscarmellose Sodium
USNF/Ph.Eur.

Mixing & Sifting
(Geometrical)

Magnesium Stearate USNF/Ph.Eur.

Enteric Coating
(Auto coater)

Acryl EZE 93018509 INH, Purified 
Water Ph.Eur./USP

Description, Average 
weight, % Weight Gain, 

Thickness, Assay, 
Dissolution, Related 
Substances, Residual 

Solvents

Packing
(HDPE Bottles)

Finished Product

Description, Average 
weight, Uniformity of 

dosage, Assay, 
Disintegration, Dissolution, 
Related Substances, LOD, 

Residual Solvents
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Figure 5 

 

 

 

 

Figure 5. Steady-state Endoxifen levels after administration of Tamoxifen* (20mg/d) 

or enteric coated Endoxifen (2, 4, or 8 mg/d) in patients  
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