
Material : 2DOP05 OSTEOCOLL PLUS 5 VIALS 2ML /   

Batch:  613801 Production date: 18.05.2026 Expiry date: 05.2031

Analysis n.:  170000008416 Batch Size: 7.000 PC
 _______________________________________________________________________

TEST SPECIFICATIONS RESULTS Unit_______________________________________________________________________

pH                                      5.2 - 7.0 5,6 -

.

Compliant with test EP 2.2.3

Concentration of Sodium chloride        0.85 - 0.95 % 0,92 Percentage

.

Compliant with test EP 2.2.20

Osmolality                              285.0 - 315.0 mOsm/Kg 296 mOsm/Kg

.

Compliant with test EP 2.2.35

Bacterial endotoxins                    < = 0.5 IU/ml < 0,450 International Unit/ milliliter

.

Compliant with test EP 2.6.14

Subvisible particles 25 µm/ vial        < = 100 particles 25 µm/vial 0 particles 25 µm / vial

.

Compliant with test EP 2.9.19

Microbiological control - Sterility     Sterile STERILE    - 

.

Compliant with test EP 2.6.1

Extractable volume                      > = 10.0 ml (5 vials) 10,1 Milliliter

.

Compliant with test EP 2.9.17

Subvisible particles 10 µm/ vial        < = 1000 particles 10 µm/vial 9 particles 10 µm / vial

.

Compliant with test EP 2.9.19

Packaging control                       Compliant compliant    -

.

Visual inspection
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Appearance                              Clear solution compliant    -

.

Compliant with test EP 2.2.1

Appearance                              Colourless solution compliant    -

.

Compliant with EP 2.2.2

_______________________________________________________________________

Based on the analysis performed, the batch is APPROVED.
Quality Control Manager: Luca Gianinetto  Date: 11.06.2026
This document has been produced and signed electronically.
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Общество с ограниченной
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Егорова Ирина Викторовна 
Доверитель: ООО "МКНТ Импорт"
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