






BASG / AGES, Institut BGA
Possingergasse 38, AT-1160 Wien

Octagam 50 mg/ml Infusionslösung

Human Normal Immunoglobulin for Intravenous Administration

K718A844

vial

7619

5 g / 100 ml

04.05.2017

30.04.2019

2-00169 (Austria)

Trade name:

International non-propriety name / Ph. Eur. name /
common name:
Batch numbers appearing on package and other
identification numbers associated with this batch:
Type of container:

Total number of containers in this batch:

Nominal dose per container:

Date of start of period of validity:

Date of expiry:

Marketing authorisation number (member state /
EU) issued by:
Name and address of manufacturer (site of Qualified
Person signing summary protocol unless otherwise
indicated):

Name and address of marketing authorisation holder:

EU/EEA OFFICIAL CONTROL AUTHORITY BATCH RELEASE CERTIFICATE - Finished Product

Signed:

Name and Function of Signatory: Dipl.Ing. (FH) Christoph Kefeder, Assessor
Date of Issue:
AGES Release Certificate Number:

07.06.2017
ZAT-171684

Phone: +43(0)5 0555 36331; Fax: +43(0)5 0555 36309
Dipl.Ing. (FH) Christoph Kefeder, Assessor ; e-mail: christoph.kefeder@ag

Österreichische Agentur für Gesundheit und Ernährungssicherheit GmbH,Spargelfeldstraße 191,1220 Wien
www.ages.at | DVR: 2112611 | Registergericht: Handelsgericht Wien | Firmenbuch: FN 223056z
BAWAG P.S.K. | IBAN: AT59 6000 0000 9605 1496 | BIC/SWIFT: BWAATWW | UID: ATU 54088605

(as above)

Octapharma Pharmazeutika Produktionsgesellschaft m.b.H.
Oberlaaer Straße 235
AT-1100 Wien

Examined under Article 114 of Directives 2001/83/EC as amended by Directive 2004/27/EC (Medicinal
Products derived from Human Blood or Plasma) and in accordance with the Administrative Procedure for

Official Control Authority Batch Release.

This batch has been examined using documented procedures which form part of a quality system which is in
accordance with the EN/ISO 17025 standard.

This examination is based on the relevant EU OCABR guideline for this product.
All constituent plasma pools have been tested by an OMCL for virological markers.

This batch is in compliance with the approved specifications laid down in the relevant European
Pharmacopoeia monographs and the above marketing authorisation and is released.
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To: Octapharma Pharmazeutika Produktion




