State Institute For Drug Control
Report No: sukls441845/2025

STATEMENT OF NON-COMPLIANCE WITH GMP

Exchange of information between National Competent Authorities (NCAs) of the EEA following the
discovery of serious GMP non-compliance at a manufacturer’

Part 1

Issued following an inspection in accordance with
Art. 111(7) of Directive 2001/83/EC as amended

The competent authority of Czechia confirms the following:

The manufacturer: Fagofarma s.r.o.

Site address: Vitavska 53, Roztoky, Stredocesky, 252 63, Czechia

OMS Organisation Id. / OMS Location Id.: ORG-100050191 / LOC-100087938

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted
on 2025-11-12, it is considered that it does not comply with the Good Manufacturing
Practice requirements refetred to in

* The principles of GMP for active substances referred to in Article 47 of Directive 2001/83/EC and an
appropriate level.of GMP.as referred to in Article 46(f) of Directive 2001/83/EC.

Note to receiving authorities: Please contact the issuing authority within 20 working days in case there are

critical(2) medicinal products potentially affected by this statement.

Manufacturing Authorisation Holders directly affected by this statement have failed to comply with their

obligations under Art. 46 of Directive 2001/83/EC or Art. 93(1)(j) to (1) of Regulation (EU) 2019/6 and as a

consequence the Qualified Person referred to in Art. 48 of Directive 2001/83/EC and Art. 97(1) of

Regulation (EU) 2019/6 is unable to perform the batch certification referred to in Art. 51 of Directive

2001/83/EC and Art. 97 (6) and (7) of Regulation (EU) 2019/6.

In exceptional circumstances there may be no objection to the Qualified Person certifying affected batches

thereby allowing their release provided all of the following conditions are fulfilled:

1. Batch certification is performed in order to maintain supply of critical medicinal products only.

2. A documented risk assessment has been performed by, or on behalf of, the Qualified Person and
additional actions have been implemented by the manufacturing and/or batch release site to mitigate the
risks posed by the non-compliance. Note: Repeated testing alone is not normally sufficient risk
mitigation but, together with other actions, can form part of a strategy commensurate with the nature
and the level of risk.

3. A thorough risk-benefit evaluation has been performed for the acceptance of risk and a report prepared
that takes full account of the nature of the non-compliance with the involvement of:

. The Manufacturing Authorisation Holder and the Qualified Person of the site responsible for
batch certification.
. The manufacturing site subject to this Statement of Non-Compliance, if different from the above.
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. The relevant Marketing Authorisation Holder(s).

The report has been shared with the National Competent Authorities of the countries in which distribution of

the affected batches is anticipated and that any comments from those authorities have been taken into

account.

4. Written confirmation has been obtained from the National Competent Authorities in whose territories
the affected batches are intended to be distributed that the product is considered critical on. its territory,
and that there is no objection to distribution.

5. The Supervisory Authority has been informed, if different from the above, and it has not suspended or
revoked the relevant Manufacturing Authorisation.

6. The affected Marketing Authorisations have not been revoked or suspended.

7. Any further conditions imposed by the Supervisory Authority and other involved National Competent
Authorities are met.

" The statement of non-compliance referred to in paragraph 111(7) of Directive 2001/83/EC and Art. 94(2) of Regulation (EU) 2019/6, as amended, is
also applicable to importers.

“See Appendix 3 of the relevant procedure in the Compilation of Union Procedures:.
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Part 2

Human Medicinal Products

1 NON-COMPLIANT MANUFACTURING OPERATIONS

Include total and partial manufacturing (including various processes of dividing up, packaging or presentation), batch release and
certification, storage and distribution of specified dosage forms unless informed to the contrary;

1.2 Non-sterile products

1.2.1 Non-sterile products (processing operations for the following dosage forms)
1.2.1.17 Other: manufacture of APIs(en)

Manufacture of active substance. Names of substances subject to non-compliant:

PHAGE LYSATE BY ANTISTAPHYLOCOCCAL ACTIVITY (en)

PHAGE LYSATE WITH ANTI-KLEBSIELLA ACTIVITY(en)

PHAGE LYSATE WITH ANTI-ACINETOBACTER ACTIVITY(en)

MIXTURE OF PHAGE LYSATES WITH ANTIKLEBSIELLA, ANTIACINETOBACTER AND
ANTISTAPHYLOCOCCAL ACTIVITY(en)

BACTERIAL LYSATE KLEBSIELLA PNEUMONIAE (en)

BACTERIAL LYSATE STAPHYLOCOCCUS AUREUS(en)

BACTERIAL LYSATE CUTIBACTERIUM ACNES(en)

BACTERIAL LYSATE LELLIOTTIA AMNIGENA(en)

MIXTURE OF BACTERIAL LYSATES KLEBSIELIA PNEUMONIAE, STAPHYLOCOCCUS
AUREUS, CUTIBACTERIUM ACNES AND LELLIOTTIA AMNIGENA(en)

3. NON-COMPLIANT MANUFACTURING OPERATIONS - ACTIVE SUBSTANCES

Active Substance:PHAGE LYSATE BY ANTISTAPHYLOCOCCAL ACTIVITY

3.3 | Manufacturing of Active Substance using Biological Processes

3.3.1 Fermentation
3.3.2 Cell Culture:
bacterial
3.3.3 [Isolation / Purification
3.3.4 Modification
3.3.5 Other:
viral cultivation of phages

3.4 | Manufacture of sterile Active Substance

3.4.1 Aseptically prepared

3.5 | General Finishing Steps

3.5.1 Physical processing steps:

lysis, homogenisation, filtration, centrifugation
3.5.2 Primary Packaging (enclosing / sealing the active substance within a packaging material
which is in direct contact with the substance)
3.5.3 Secondary Packaging (placing the sealed primary package within an outer packaging
material or container. This also includes any labelling of the material which could be used for
identification or traceability (lot numbering) of the active substance)

3.6 | Quality Control Testing
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3.6.1 Physical / Chemical testing
3.6.4 Biological Testing

Active Substance:PHAGE LYSATE WITH ANTI-KLEBSIELLA ACTIVITY

3.3 | Manufacturing of Active Substance using Biological Processes

3.3.1 Fermentation
3.3.2 Cell Culture:
bacterial
3.3.3 Isolation / Purification
3.3.4 Modification
3.3.5 Other:
viral cultivation of phages

3.4 | Manufacture of sterile Active Substance

3.4.1 Aseptically prepared

3.5 | General Finishing Steps

3.5.1 Physical processing steps:

lysis, homogenisation, filtration, centrifugation
3.5.2 Primary Packaging (enclosing /.sealing the active substance within a packaging material
which is in direct contact with the substance)
3.5.3 Secondary Packaging (placing the sealed primary package within an outer packaging
material or container. This also includes any labelling of the material which could be used for
identification or traceability (lot numbering) of the active substance)

3.6 | Quality Control Testing

3.6.1 Physical/ Chemical testing
3.6.4 Biological Testing

Active Substance:PHAGE LYSATE WITH ANTI-ACINETOBACTER ACTIVITY

3.3 | Manufacturing of Active Substance using Biological Processes

3.3.1 Fermentation
3.3.2 Cell Culture:
bacterial
3.3.3 Isolation / Purification
3.3.4 Modification
3.3.5 Other:
viral cultivation of phages

3.4 | Manufacture of sterile Active Substance

3.4.1 Aseptically prepared

3.5 | General Finishing Steps

3.5.1 Physical processing steps:

lysis, homogenisation, filtration, centrifugation
3.5.2 Primary Packaging (enclosing / sealing the active substance within a packaging material
which is in direct contact with the substance)
3.5.3 Secondary Packaging (placing the sealed primary package within an-outer packaging
material or container. This also includes any labelling of the material which could be used for
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identification or traceability (lot numbering) of the active substance)

3.6 | Quality Control Testing

3.6.1 Physical / Chemical testing
3.6.4 Biological Testing

Active Substance:MIXTURE OF PHAGE LYSATES WITH ANTIKLEBSIELLA,
ANTIACINETOBACTER AND ANTISTAPHYLOCOCCAL ACTIVITY

3.5 | General Finishing Steps

3.5.1 Physical processing steps:

homogenization, filtration
3.5.2 Primary Packaging (enclosing / sealing the active substance within a packaging material
which is in direct contact with the substance)
3.5.3 Secondary Packaging (placing the sealed primary package within an outer packaging
material or container. This also includes any labelling of the material which could be used for
identification or traceability (lot numbering) of the active substance)

3.6 | Quality Control Testing

3.6.1 Physical / Chemical testing
3.6.4 Biological Testing

Active Substance:BACTERIAL LYSATE KLEBSIELLA PNEUMONIAE

3.3 | Manufacturing of Active Substance using Biological Processes

3.3.1 Fermentation
3.3.2 Cell Culture:
bacterial
3.3.3 Isolation / Purification
3.3.4 Modification

3.4 | Manufacture of sterile Active Substance

3.4.1 Aseptically prepared

3.5 | General Finishing Steps

3.5.1 Physical processing steps:

lysis, homogenization, inactivation
3.5.2 Primary Packaging (enclosing / sealing the active substance within a packaging material
which is in direct contact with the substance)
3.5.3 Secondary Packaging (placing the sealed primary package within an outer packaging
material or container. This also includes any labelling of the material which could be used for
identification or traceability (lot numbering) of the active substance)

3.6 | Quality Control Testing

3.6.1 Physical / Chemical testing
3.6.4 Biological Testing

Active Substance:BACTERIAL LYSATE STAPHYLOCOCCUS AUREUS

3.3 | Manufacturing of Active Substance using Biological Processes

3.3.1 Fermentation
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3.3.2 Cell Culture:

bacterial
3.3.3 Isolation / Purification
3.3.4 Modification

3.4 | Manufacture of sterile Active Substance

3.4.1 Aseptically prepared

3.5 | General Finishing Steps

3.5.1 Physical processing steps:

lysis, homogenization, inactivation
3.5.2 Primary Packaging (enclosing / sealing the active substance within a packaging material
which is in direct contact with the substance)
3.5.3 Secondary Packaging (placing the sealed primary package within an outer packaging
material or container. This also includes any labelling of the material which could be used for
identification or traceability (lot numbering) of the active substance)

3.6 | Quality Control Testing

3.6.1 Physical / Chemical testing
3.6.4 Biological Testing

Active Substance:BACTERIAL LYSATE CUTIBACTERIUM ACNES

3.3 | Manufacturing of Active Substance using Biological Processes

3.3.1 Fermentation
3.3.2 Cell Culture:
bacterial
3.3.3 Isolation / Purification
3.3.4 Modification

3.4 | Manufacture of sterile Active Substance

3.4.1 Aseptically prepared

3.5 | General Finishing Steps

3.5.1 Physical processing steps:

lysis, homogenization, inactivation
3.5.2 Primary Packaging (enclosing / sealing the active substance within a packaging material
which is in direct contact with the substance)
3.5.3 Secondary Packaging (placing the sealed primary package within an outer packaging
material or container. This also includes any labelling of the material which could be used for
identification or traceability (lot numbering) of the active substance)

3.6 | Quality Control Testing

3.6.1 Physical / Chemical testing
3.6.4 Biological Testing

Active Substance:BACTERIAL LYSATE LELLIOTTIA AMNIGENA

3.3 | Manufacturing of Active Substance using Biological Processes

3.3.1 Fermentation
3.3.2 Cell Culture:
bacterial
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3.3.3 Isolation / Purification
3.3.4 Modification

3.4 | Manufacture of sterile Active Substance

3.4.1 Aseptically prepared

3.5 | General Finishing Steps

3.5.1 Physical processing steps:

lysis, homogenization, inactivation
3.5.2 Primary Packaging (enclosing / sealing the active substance within a packaging material
which is in direct contact with the substance)
3.5.3 Secondary Packaging (placing the sealed primary package within an outer packaging
material or container. This also includes any labelling of the material which could be used for
identification or traceability (lot numbering) of the active substance)

3.6 | Quality Control Testing

3.6.1 Physical / Chemical testing
3.6.4 Biological Testing

Active Substance:MIXTURE OF BACTERIAL LYSATES KLEBSIELLA PNEUMONIAE,
STAPHYLOCOCCUS AUREUS, CUTIBACTERIUM ACNES AND LELLIOTTIA AMNIGENA

3.5 | General Finishing Steps

3.5.1 Physical processing steps:

homogenization
3.5.2 Primary Packaging (enclosing /'sealing the active substance within a packaging material
which is in direct.contact with the substance)
3.5.3 Secondary Packaging (placing the sealed primary package within an outer packaging
material or.container. This also includes any labelling of the material which could be used for
identification or traceability.(lot numbering) of the active substance)

3.6 | Quality Control Testing

3.6.1 Physical / Chemical testing
3.6.4 Biological Testing

Part 3

1.Nature of non-compliance:

The inspection team identified a total 19 deficiencies: two classified as critical, 13 as major and 4 as minor. The critical
deficiencies concerned in the implementation of the pharmaceutical quality system and in the knowledge, experience
and number of qualified personnel. The principal deficiencies across most areas of GMP involved missing or
inadequate records of deviation investigation, change management, training, validation and qualification,
documentation management, risk assessment and stability studies. Critical deficiencies: 1: The pharmaceutical quality
system, including good manufacturing practice, is not functional. The system has not been implemented and properly
documented, and the monitoring of its effectiveness is not based on real data and quality risk management. Records
were either missing or incorrect. 2: The company employs six staff workers. Since the last inspection, three personal
changes have occurred in the area of plant management and quality assurance. New employees, in some areas, do not
have sufficient knowledge and experience to perform and supervise the relevant activities.

Action taken/proposed by the NCA

Withdrawal, of current valid GMP certificate No. sukls218593/2023

NOCR
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Prohibition of supply
prohibition of supply is recommended

2025-12-16 Name and signature of the auth
Competent Authority of Czechia

Confidentia

State Institute
Tel:C
Fax:Confi.
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