
Article 2272

PH.EUR. 8.0

Quality Control

CAESAR  LORETZ GmbH
Herderstr. 31
D-40721 Hilden

Synonym

Specification

Test Specification Result

Batch 162387

Expiry date 02.2019

Certificate of analysis

Hydrocortisonacetat, mikronisiert, API

Hydrocortisoni acetas (mikrobielle Herkunft)

Hydrocortisone acetate, micronized, APISynonym

Characters In accordance Complies

-Appearance In accordance Complies

-Solubility In accordance Complies

Identification In accordance Complies

-IR spectrophotometry In accordance Complies

-HPLC In accordance Not carried out

-Raman spectophotometry In accordance Complies

Tests In accordance Complies

-Specific optical rotation +158 - +167 +166,2

-Related substances In accordance Complies #

- Impurity C Max 0,6 % Max 0,1 % #

- Impurity A Max 0,4 % Max 0,1 % #

- Impurity B Max 0,3 % Max 0,1 % #

- Impurity D Max 0,3 % Max 0,1 % #

- Impurity E Max 0,3 % Max 0,1 % #

- Impurity G Max 0,15 % Max 0,05 % #

- Unspec. impurity Je max 0,10 % Je max 0,05 % #

- Sum of all imp. Max 1,0 % Max 0,1 % #

-Loss on drying Max 0,5 % 0,04 %

Assay 97,0 - 102,0 % 99,4 % #

Correction factor weighing (f, NRF) ***** 1,006

Complies specification ***** Yes
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18.08.2016Release date Fr. Dr.HaßelHead of Quality Control

N57563

Pharmacia & Upjohn Company 

USA

Manufacturer

Manufacturer Batch

Manufacturer Country

49001-0199  Kalamazoo, Michigan Manufacturer City

This document has been generated automatically and is valid without a signature.

GMP-conform

Result taken from the manufacturer's certificate#

Manufacturer street 7000 Portage Road 
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