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Field of activity: The OMCL is responsible for the Market Surveillance testing of

medicinal products, APIs and excipients, medical devices and
cosmetics. The OMCL participates in PTS, MSS, collaborative studies
for elaboration of CRS, revision of OMCL guidelines and European
Pharmacopoeia.

Name of the OMCL:  State Enterprise «Central Laboratory for Quality Control of
Medicines and Medical Products»

OMCL code: UA_CLQCM
Address: 10 G Kudryavska str.
Kyiv 04053
Ukraine
Head: Roman Markin
QA Manager: Tetiana Manilevych
Email: mantm(@ukr.net

History of assessments:
e MIJA11/19  Date: 22-24 October 2019
e MIJA02/16  Date: 23 to 25 February 2016
e MIJA02/12  Date: 21 to 23 February 2012

SCOPE OF ASSESSMENT

Test methods
(where applicable, reference is made to
the corresponding Ph. Eur. General

Method)

Products/materials tested Type of test

Chemicals Physico-chemical 2.2.1. Clarity and degree of opalescence
of liquids
Active Pharmaceutical 2929

: Degree of coloration of liquids
Ingredients (API) X

2.2.3. Potentiometric determination of pH

Pharmaceutical finished 2.2.5. Relative density
dosage forms & 2.2.6. Refractive index
Pharmaceutical excipients 2.2.7. Optical rotation

Herbals X 2.2.8. Viscosity
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SCOPE OF ASSESSMENT

Test methods
(where applicable, reference is made to

the corresponding Ph. Eur. General
Method)

Products/materials tested Type of test

2.2.12 Boiling point

2.2.14. Melting point - capillary method

2.2.15. Melting point - open capillary
method

2.2.20. Potentiometric titration

2.2.23. Atomic absorption spectrometry

2.2.24. Absorption spectrophotometry,
infrared

2.2.25. Absorption spectrophotometry,
ultraviolet and visible

2.2.27. Thin-layer chromatography
2.2.28. Gas chromatography
2.2.29. Liquid chromatography
2.2.32. Loss on drying

2.2.38. Conductivity

2.2.49 Falling ball and automatic rolling
ball viscosimeter methods

2.3. Identification tests

2.3.1. Identification reactions of ions and
functional groups

2.3.4. Odour

2.4, Limit tests
2.4.1.  Ammonium
2.4.2.  Arsenic
2.4.3. Calcium
2.4.4.  Chlorides

2.4.7. Magnesium and alkaline-earth
metals

2.4.8. Heavy metals
2.49. TIron
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SCOPE OF ASSESSMENT

Test methods

Products/materials tested Type of test AL R rgble Kl N W
the corresponding Ph. Eur. General
Method)

2.4.11. Phosphates

2.4.13. Sulphates

2.4.14. Sulphated ash

2.4.16. Total ash

2.4.24. Identification and control of
residual solvent

2.5. Assays

2.5.1.  Acid value

2.5.5. Peroxide value

2.5.9. Determination of nitrogen by
sulphuric acid digestion

2.5.11. Complexometric titrations

2.5.12. Water: semi-micro determination

Pharmaceutical- 2.9.  Pharmaceutical technical
technological procedures

2.9.1. Disintegration of tablets and .
capsules

2.9.3. Dissolution test for solid dosage
forms

2.9.5. Uniformity of mass of single-dose
preparations

2.9.7. Friability of uncoated tablets

2.9.10. Ethanol content and alcoholimetric
tables

2.9.17. Test for extractable volume of
parenteral preparations

2.9.19. Particulate contamination: sub-
visible particles

2.9.20. Particulate contamination: visible
particles
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SCOPE OF ASSESSMENT
Products/materials tested Type of test Test methods

(where applicable, reference is made to
the corresponding Ph. Eur. General
Method)

2.9.27. Uniformity of mass of delivered
doses from multidose containers

2.9.40. Uniformity of dosage units

Chemicals X Microbiological 2.6. Biological tests
2.6.1. Sterility

2.6.12. Microbiological examination of
non-sterile products: microbial
enumeration tests

Biologicals X

2.6.13. Microbiological examination of
non-sterile products: test for
specified micro-organisms

2.6.14. Bacterial endotoxins (Gel-clot
method)

2.6.31. Microbiological examination of
herbal medicinal products for oral
use

2.7. Biological assays

2.7.2.  Microbiological assay of antibiotics

Remarks: The following methods were removed from the scope because they had not been performed
over a long period of time:

2.2.9. Capillary viscometer method

2.2.11. Distillation range

2.4.6. Magnesium

2.4.12. Potassium

2.5.8. Determination of primary aromatic amino-nitrogen
2.9.6. Uniformity of content of single-dose preparations
5.1.3 Efficacy of antimicrobial preservation

One method was added to the scope during the audit:

2.2.12 Boiling point
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