Italian Medicines Agency
CERTIFICATE NUMBER: IT/87/H/2025

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1

Issued following an inspection in accordance with
Art. 15 of Directive 2001/20/EC as amended

The competent authority of Italy confirms the following:

The manufacturer: Kedrion S.p.A.

Site address: Via Provinciale, Loc Bolognana, Gallicano, 55027, Italy

OMS Organisation Id. / OMS Location Id.: ORG-100001494 / LOC-100000434

Has been inspected under the national inspection:programme in connection with manufacturing
authorisation no. aM-77/2025 in accordance with Art. 13 of Directive 2001/20/EC.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted
on 2025-04-11, it is considered that it complies with:

* The principles and guidelines of Good Manufacturing Practice laid down in Directive (EU) 2017/1572. :

This certificate reflects the status of the manufacturing site at the time of the inspection noted above and
should not be relied upon to reflect the compliance status if more than three years have elapsed since the date
of that inspection. However, this.period of validity may be reduced or extended using regulatory risk
management principles by an entry in the Restrictions or Clarifying remarks field. Updates to restrictions or
clarifying remarks can be identified through the EudraGMDP website (http://eudragmdp.ema.europa.eu/).
This certificate is valid only when presented with all pages and both Parts 1 and 2.

The authenticity of this certificate may be verified in EudraGMDP. If it does not appear, please contact the
issuing authority.

The certificate referred to in paragraph Art. 15 of Directive 2001/20/ECis also applicable to importers.
*Guidance on the interpretation of this template can be found in the Interpretation of the Union format for GMP certificate.

* These requirements fulfil the GMP recommendations of WHO.
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Part 2

Human Investigational Medicinal Products

1 MANUFACTURING OPERATIONS

1.1 Sterile products

1.1.1 Aseptically prepared (processing operations for the following dosage forms)
1.1.1.4 Small volume liquids

1.3 Biological medicinal products (list of product types)

1.3.1 Biological medicinal products (list of product types)
1.3.1.1 Blood products

1.3.2  Batch Certification (list of product types)
1.3.2.1 Blood products

1.5 Packaging

1.5.2 Secondary packaging

1.6 Quality control testing

1.6.1 Microbiological: sterility
1.6.3 Chemical/Physical
1.6.4 Biological

Any restrictions related to the scope of this certificate:

Building Room Line/equipment QC testing  |Products
MAGAZZING 1.6.3
CASTELVE(CHIO Chemical/Physical
PASCOLI - 1.6.4

VIA G. Biological

PASCOLIL 8

- 55051 -

BARGA

(LU)

Clarifying remarks (for public users)

1.1.1.4 Small volume liquids: only blood derivatives; 1.6.4 Biological: in vitro, in vivo, LAL test.
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2026-06-26 Name and signature of the authorised pe
Competent Authority of Italy

Confidential
Italian Medicines Agen
Tel:Confidential
Fax: Confide
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Italian Medicines Agency
CERTIFICATE NUMBER: IT/87/H/2025

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1

Issued following an inspection in accordance with
Art. 111(5) of Directive 2001/83/EC as amended

The competent authority of Italy confirms the following:

The manufacturer: Kedrion S.p.A.

Site address: Via Provinciale, Loc Bolognana, Gallicano, 55027, Italy

OMS Organisation Id. / OMS Location Id.: ORG-100001494 / LOC-100000434

Has been inspected under the national inspection:programme in connection with manufacturing
authorisation no. aM-77/2025 in accordance with Art. 40 of Directive 2001/83/EC.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted
on 2025-04-11, it is considered that it complies with:

* The principles and guidelines of Good Manufacturing Practice laid down in Directive (EU) 2017/1572. :

This certificate reflects the status of the manufacturing site at the time of the inspection noted above and
should not be relied upon to reflect the compliance status if more than three years have elapsed since the date
of that inspection. However, this.period of validity may be reduced or extended using regulatory risk
management principles by an entry in the Restrictions or Clarifying remarks field. Updates to restrictions or
clarifying remarks can be identified through the EudraGMDP website (http://eudragmdp.ema.europa.eu/).
This certificate is valid only when presented with all pages and both Parts 1 and 2.

The authenticity of this certificate may be verified in EudraGMDP. If it does not appear, please contact the
issuing authority.

The certificate referred to in paragraph Art. 111(5) of Directive 2001/83/ECis also applicable to importers.
*Guidance on the interpretation of this template can be found in the Interpretation of the Union format for GMP certificate.

* These requirements fulfil the GMP recommendations of WHO.

Online EudraGMDP, Ref key: 178256 Issuance Date 2026-06-26 Signatory: Confidential Page 1 of 3



Part 2

Human Medicinal Products

1 MANUFACTURING OPERATIONS

1.1 Sterile products

1.1.1 Aseptically prepared (processing operations for the following dosage forms)

1.1.1.1  Large volume liquids
1.1.1.2  Lyophilisates
1.1.1.4 Small volume liquids

1.3 Biological medicinal products (list of product types)

1.3.1 Biological medicinal products (list of product types)
1.3.1.1 Blood products

1.3.2  Batch Certification (list of product types)
1.3.2.1 Blood products

1.5 Packaging

1.5.2  Secondary packaging

1.6 Quality control testing

1.6.1 Microbiological: sterility
1.6.3 Chemical/Physical
1.6.4 Biological

Any restrictions related to the scope of this certificate:

Building Room Line/equipment QC testing  |Products
MAGAZZINQ1.4.3 Others: 1.63
CASTELVE(Stdtake Chemical/Physical
PASCOLI - |areas 1.64

VIA G. Biological

PASCOLIL, &

- 55051 -

BARGA

(LU)

Clarifying remarks (for public users)

1.1.1.1 Large volume liquids: Blood products only; 1.1.1.2 Lyophilisates: Blood products only; 1.1.1.4
Small volume liquids: Blood products only; 1.6.4 Biological: In vivo, in vitro, LAL test.
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2026-06-26 Name and signature of the authorised pe
Competent Authority of Italy

Confidential
Italian Medicines Agen
Tel:Confidential
Fax:Confide
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Filtri ®

Si No
Soggetto a

v ]prescrizione @
medica
In

v
Commercio @©
Sospeso (i)

Innovativo (i)

Orfano (i)

Piano
Terapeutico

In

Lista (i)
Doping
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20 VEBIKED - 041985

Azienda farmaceutica:

KEDRION S.P.A.

Forma farmaceutica:

Soluzione per infusione

Dosaggio:
50 IU / ml SOLUZIONE PER INFUSIONE

Principi Attivi:
« IMMUNOGLOBULINA UMANA
ANTIEPATITE B

ATC:
= JO6BBO0O4
1di1
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FarmaciLine 00187 Roma
Partecipazione Contatti FEED RS5
e soddisfazione Contatti PEC
utenti
Accesso civico Partita IVA: Scarica
I'APP

oL 08703841000
Modulistica Medicinali
Amministrazione Codice Fiscale: AIFA
Trasparente 97345810580

Atti di notifica

Pubblicita
legale

TrovaNormeFarmaco

Bandi di
Concorso

Bandi di Gara e
Contratti

Social Media Policy

Statistiche sito

Codice IPA AIFA:

aifa_rm

Codice IPA UCB:
UFE1TR
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