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3.2.S.4.4.1 Batch analysis 

A tabulated summary of 3 progesterone batches issued from the manufacturers Pharmacia & 

Upjohn and Bim Sifram Group is provided overleaf.  

 

Table 3.2.S.4.4.-1 Non-micronized progesterone batches from Bim Sifram group and Pharmacia 

& Upjohn 

Manufacturer Batch number Manufacturing date Localisation 

BIM SIFRAM Pro-150301 

March 2015 

Zhejiang Shenzhou 

Chine Pro-150302 

Pro-150303 

Pharmacia & 

Upjohn 

 L37467 

 January 2015 

Pharmacia & 

Upjohn  L37468 

 L37586 

 

. 

 



 ESTIMA 100mg and 200mg 

Soft capsules 

 

3.2.S.4.4 Batch Analyses 
 

 

November 2015                                         CONFIDENTIAL Page 3/16  

 

Table 3.2.S.4.4.-2 Non-micronized progesterone batches from Bim Sifram group 

 
 Batch number (date of manufacture) 

Tests Specifications 
Pro-150301 

(17-03-2015) 

Pro-150302 

(18-03-2015) 

Pro-150303 

(19-03-2015) 

Characters White or almost white, crystalline powder or colourless 

crystals.  
Complies Complies Complies 

A � IR spectrum Comparable to the reference Complies Complies Complies 

B - TLC Comparable to the reference Complies Complies Complies 

Tests 

Specific optical rotation (2.2.7) +186° to +194° +187.5° +187.2° +192.6° 

Loss on drying (2.2.32) ≤ 0.5 % 0.1% 0.1% 0.1% 

Related substances (HPLC 2.2.29) 

Impurity I 

Impurity B 

Impurity C 

Sum of impurities D and E 

Impurity G 

Impurity J 

Impurity K 

Impurity L 

Impurity M 

Impurity H 

Any unspecified impurity 

Sum of impurities other than H 

 

≤0.6% 

≤0.2% 

≤0.3% 

≤0.15% 

≤0.15% 

≤0.15% 

≤0.15% 

≤0.15% 

≤0.15% 

≤0.15% 

≤0.10% 

≤1.0% 

 

Not found 

0.13% 

0.28% 

0.01% 

0.09% 

Not found 

Not found 

Not found 

0.08% 

0.04% 

<0.10% 

0.59% 

 

Not found 

0.14% 

0.26% 

0.01% 

0.07% 

Not found 

Not found 

Not found 

0.07% 

0.04% 

<0.10% 

0.55% 

 

Not found 

0.12% 

0.24% 

0.01% 

0.06% 

Not found 

Not found 

Not found 

0.06% 

0.04% 

<0.10% 

0.53% 

Assay (HPLC method) 97.0% to 102.0%  99.6% 99.4% 99.4% 

(N° R1-CEP 2001-218-Rev 03) 
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Table 3.2.S.4.4.-3 Non-micronized progesterone batches from Pharmacia & Upjohn 

 
 Batch number  

(date of manufacture) 

Tests Specifications 
L37467 

(09/01/2015) 

L37468 

(09/01/2015) 

L37586 

(09/01/2015) 

Characters White or almost white, crystalline powder or 

colourless crystals. Practically insoluble in 

water, freely soluble in ethanol, sparingly 

soluble in acetone and in fatty oils. 

Complies Complies Complies 

Identification

A - IR spectrum Comparable to the reference Complies Complies Complies 

B - TLC Comparable to the reference Complies Complies Complies 

Tests 

Specific optical rotation (2.2.7) +186° to +194° + 190° + 190° + 191° 

Loss on drying (2.2.32) ≤ 0.5 % 0.2% 0.2% 0.1% 

Related substances (HPLC 2.2.29)     

Impurity I ≤ 0.6 % 0.2 0.2 0.3 

Impurity C ≤ 0.3 % - - - 

Impurity B ≤ 0.2 % - - - 

Sum of impurities D and E ≤ 0.15 % - - - 

Impurity G ≤ 0.15 % - - - 

Impurity J ≤ 0.15 % < 0.05 < 0.05 < 0.05 

Impurity K ≤ 0.15 % 0.06 0.06 0.06 

Impurity L ≤ 0.15 % < 0.05 < 0.05 < 0.05 

Impurity M ≤ 0.15 % - - - 

Impurity H ≤ 0.15 % - - - 

Unspecified impurities ≤ 0.10 % < 0.05 < 0.05 0.05 

Sum of impurities other than H ≤ 1.0% 0.3 0.3 0.4 
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Residual solvent 

Methylene Chloride 

Isooctane 

 

≤ 300ppm 

≤ 1000ppm 

 

< 100ppm 

< 250ppm 

 

< 100ppm 

< 250ppm 

 

< 100ppm 

< 250ppm 

Assay (UV 2.2.29) 97.0% to 102.0% (dried substance) 99.8% 101.1% 99.9% 

Granulometry (In-house, laser) Particle size average 53-249 µm 103µm 92µm 88µm 

(N° R1-CEP 2005-299-Rev 01)  
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3.2.S.4.4.2 BIM SIFRAM 

Certificates of analysis of 3 batches are provided 

 

Batch number Date of production Re-test date 

PRO-150301 17 March 2015 16 March 2019 

PRO-150302 18 March 2015 17 March 2019 

PRO-150303 19 March 2015 18 March 2015 

 

 

 (batch numbers: PRO-150301, PRO-150302, PRO-150303) (N° R1-CEP 2001-218-Rev 03) 
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Figure 3.2.S.4.4 - 1 Batch Analysis Pro-150301 
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Figure 3.2.S.4.4 - 2 Batch Analysis Pro-150302 
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Figure 3.2.S.4.4 - 3 Batch Analysis Pro-150303 
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3.2.S.4.4.3 PHARMACIA & UPJOHN  

The certificates of analysis of 3 batches of progesterone from this manufacturer: Pharmacia & 

Upjohn, Company are provided on next pages (N° R1-CEP 2005-299-Rev 01).  

 

Batch number Date of production Re-test date 

L37467 09 January 2015 08 January 2018 

L37468 09 January 2015 08 January 2018 

L37586 09 January 2015 08 January 2018 
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Figure 3.2.S.4.4 - 10 Batch Analysis L37467 
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Figure 3.2.S.4.4 - 11 Batch Analysis L37468 
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Figure 3.2.S.4.4 - 12 Batch Analysis L37586 
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