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Parameter Measured Value Specification

 Value Range

Analysis Method

Reference    

  REFERENCE: Conforma    

Characters    

  Description: Clear, green, viscous liquid with
 an odour of eucalyptol

conform conform Conforma

Identification    

  A.: Codeine : HPTLC positive positive Conforma 

  B.: Codeine : HPLC positive positive Conforma 

  C.: Chlorophyl (E141) : HPTLC positive positive Conforma 

Tests    

  pH 8,9 7,0 - 9,5 Ph. Eur.

  Relative density (d20-20) 1,311 1,300 - 1,320 Ph. Eur.

  Refractive index (20°C) 1,454 1,449 - 1,457 Ph. Eur.

 Microbial contamination    

  TAMC 0 cfu/mL < 100 cfu/mL Ph. Eur.

  TYMC 0 cfu/mL < 10 cfu/mL Ph. Eur.

  E. coli absent in 1mL absent in 1mL Ph. Eur.

Assay    

  Codeine 0,267 % m/V 0,254 - 0,280 % m/V Conforma

  Codeine 0,203 % m/m 0,194 - 0,214 % m/m Conforma

Release    

  Conclusion conform conform  

  Date 29/10/2020   


