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Octapharma Pharmazeutika Produktions GmbH Date: 08 October 2019

Denisia Wurstbauer Contact: Karmin Saadat

Oberlaaer Straße 235 T: +43 (0)505 55-36213

A-1100 Vienna E-Mail: inspektionen@ages.at
Reference: INS-481892-0004-004

INSPECTION OF THIRD COUNTRY SOURCE PLASMA / RECOVERED PLASMA SITES FOR 
Octapharma Pharmazeutika Produktions GmbH

Dear Mrs. Wurstbauer,

We refer to the inspection performed for your company at Indiana Blood Center, Inc., 3450 N Meridian 
Street, 46208 Indianapolis, IN on 19 – 22 September 2017 by the Austrian Agency for Health and Food 
Safety (AGES).

On the basis of the inspection performed on 19 – 22 September 2017, and subsequent correspondence, 
we can confirm that your operations relating to the safety and quality of plasma are in general compliance 
with the requirements of Commission Directives 2004/33/EC and 2005/62/EC implementing Directive 
2002/98/EC of the European Parliament and of the Council, the relevant European Pharmacopoeia 
Monograph(s) and Directive 2003/94/EC.

This letter reflects the status of the plasma collection site at the time of the inspection noted above.  The 
Issuing Authority has established appropriate inspection and control measures for the above named site to 
deem it compliant until September 2021. This letter should not be relied upon to reflect the compliance 
status if the above mentioned date has been exceeded, after which the issuing authority should be 
consulted. 

The listing of this site in EMEA/H/PMF/000008/05 will be recommended.

Any matters arising from this inspection will be reviewed at the next inspection.

On behalf of the Austrian Federal Office for Safety in Health Care

See official electronic signature at the end of the document
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Dieses Dokument wurde amtssigniert.
Informationen zur Prüfung der elektronischen Signatur und des Ausdrucks finden Sie unter
http://www.basg.gv.at/amtssignatur. 

Bundesamt für Sicherheit im Gesundheitswesen
Traisengasse 5, 1200 Wien

Signaturwert
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INSPECTION OF THIRD COUNTRY SOURCE PLASMA / RECOVERED PLASMA SITES FOR 
Octapharma Pharmazeutika Produktions GmbH

Dear Mrs. Wurstbauer,

We refer to the inspection performed for your company at Indiana Blood Center – Laboratory 3450 N 
Meridian Street, 46208 Indianapolis, IN on 19 – 22 September 2017 by the Austrian Agency for Health and 
Food Safety (AGES).

On the basis of the inspection performed on 19 – 22 September 2017, and subsequent correspondence, 
we can confirm that your operations relating to the safety and quality of plasma are in general compliance 
with the requirements of Commission Directives 2004/33/EC and 2005/62/EC implementing Directive 
2002/98/EC of the European Parliament and of the Council, the relevant European Pharmacopoeia 
Monograph(s) and Directive 2003/94/EC.

This letter reflects the status of the plasma collection site at the time of the inspection noted above.  The 
Issuing Authority has established appropriate inspection and control measures for the above named site to 
deem it compliant until September 2021. This letter should not be relied upon to reflect the compliance 
status if the above mentioned date has been exceeded, after which the issuing authority should be 
consulted. 

The listing of this site in EMEA/H/PMF/000008/05 will be recommended.

Any matters arising from this inspection will be reviewed at the next inspection.

On behalf of the Austrian Federal Office for Safety in Health Care

See official electronic signature at the end of the document
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Denisia Wurstbauer Contact: Karmin Saadat

Oberlaaer Straße 235 T: +43 (0)505 55-36213

A-1100 Vienna E-Mail: inspektionen@ages.at
Reference: INS-482943-0001-004

INSPECTION OF THIRD COUNTRY SOURCE PLASMA / RECOVERED PLASMA SITES FOR 
Octapharma Pharmazeutika Produktions GmbH

Dear Mrs. Wurstbauer,

We refer to the inspection performed for your company at Indiana Blood Center – 2726 Adams Street Suite 
150, 46032 Carmel IN on 19 – 22 September 2017 by the Austrian Agency for Health and Food Safety 
(AGES).

On the basis of the inspection performed on 19 – 22 September 2017, and subsequent correspondence, 
we can confirm that your operations relating to the safety and quality of plasma are in general compliance 
with the requirements of Commission Directives 2004/33/EC and 2005/62/EC implementing Directive 
2002/98/EC of the European Parliament and of the Council, the relevant European Pharmacopoeia 
Monograph(s) and Directive 2003/94/EC.

This letter reflects the status of the plasma collection site at the time of the inspection noted above.  The 
Issuing Authority has established appropriate inspection and control measures for the above named site to 
deem it compliant until September 2021. This letter should not be relied upon to reflect the compliance 
status if the above mentioned date has been exceeded, after which the issuing authority should be 
consulted. 

The listing of this site in EMEA/H/PMF/000008/05 will be recommended.

Any matters arising from this inspection will be reviewed at the next inspection.

On behalf of the Austrian Federal Office for Safety in Health Care

See official electronic signature at the end of the document
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A-1100 Vienna E-Mail: inspektionen@ages.at
Reference: INS-482945-0001-004

INSPECTION OF THIRD COUNTRY SOURCE PLASMA / RECOVERED PLASMA SITES FOR 
Octapharma Pharmazeutika Produktions GmbH

Dear Mrs. Wurstbauer,

We refer to the inspection performed for your company at Indiana Blood Center – 11005 Allisonville Road, 
46038, Fishers IN on 19 – 22 September 2017 by the Austrian Agency for Health and Food Safety (AGES).

On the basis of the inspection performed on 19 – 22 September 2017, and subsequent correspondence, 
we can confirm that your operations relating to the safety and quality of plasma are in general compliance 
with the requirements of Commission Directives 2004/33/EC and 2005/62/EC implementing Directive 
2002/98/EC of the European Parliament and of the Council, the relevant European Pharmacopoeia 
Monograph(s) and Directive 2003/94/EC.

This letter reflects the status of the plasma collection site at the time of the inspection noted above.  The 
Issuing Authority has established appropriate inspection and control measures for the above named site to 
deem it compliant until September 2021. This letter should not be relied upon to reflect the compliance 
status if the above mentioned date has been exceeded, after which the issuing authority should be 
consulted. 

The listing of this site in EMEA/H/PMF/000008/05 will be recommended.

Any matters arising from this inspection will be reviewed at the next inspection.

On behalf of the Austrian Federal Office for Safety in Health Care

See official electronic signature at the end of the document
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Denisia Wurstbauer Contact: Karmin Saadat

Oberlaaer Straße 235 T: +43 (0)505 55-36213

A-1100 Vienna E-Mail: inspektionen@ages.at
Reference: INS-482942-0001-004

INSPECTION OF THIRD COUNTRY SOURCE PLASMA / RECOVERED PLASMA SITES FOR 
Octapharma Pharmazeutika Produktions GmbH

Dear Mrs. Wurstbauer,

We refer to the inspection performed for your company at Indiana Blood Center – Market Square 2200 
Elmwood Avenue Suite D 16, 47904 Lafayette, IN on 19 – 22 September 2017 by the Austrian Agency for 
Health and Food Safety (AGES).

On the basis of the inspection performed on 19 – 22 September 2017, and subsequent correspondence, 
we can confirm that your operations relating to the safety and quality of plasma are in general compliance 
with the requirements of Commission Directives 2004/33/EC and 2005/62/EC implementing Directive 
2002/98/EC of the European Parliament and of the Council, the relevant European Pharmacopoeia 
Monograph(s) and Directive 2003/94/EC.

This letter reflects the status of the plasma collection site at the time of the inspection noted above.  The 
Issuing Authority has established appropriate inspection and control measures for the above named site to 
deem it compliant until September 2021. This letter should not be relied upon to reflect the compliance 
status if the above mentioned date has been exceeded, after which the issuing authority should be 
consulted. 

The listing of this site in EMEA/H/PMF/000008/05 will be recommended.

Any matters arising from this inspection will be reviewed at the next inspection.

On behalf of the Austrian Federal Office for Safety in Health Care

See official electronic signature at the end of the document
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INSPECTION OF THIRD COUNTRY SOURCE PLASMA / RECOVERED PLASMA SITES FOR 
Octapharma Pharmazeutika Produktions GmbH

Dear Mrs. Wurstbauer,

We refer to the inspection performed for your company at Indiana Blood Center – 8739 US Highway 31, 
South Indianapolis, 46227 IN on 19 – 22 September 2017 by the Austrian Agency for Health and Food 
Safety (AGES).

On the basis of the inspection performed on 19 – 22 September 2017, and subsequent correspondence, 
we can confirm that your operations relating to the safety and quality of plasma are in general compliance 
with the requirements of Commission Directives 2004/33/EC and 2005/62/EC implementing Directive 
2002/98/EC of the European Parliament and of the Council, the relevant European Pharmacopoeia 
Monograph(s) and Directive 2003/94/EC.

This letter reflects the status of the plasma collection site at the time of the inspection noted above.  The 
Issuing Authority has established appropriate inspection and control measures for the above named site to 
deem it compliant until September 2021. This letter should not be relied upon to reflect the compliance 
status if the above mentioned date has been exceeded, after which the issuing authority should be 
consulted. 

The listing of this site in EMEA/H/PMF/000008/05 will be recommended.

Any matters arising from this inspection will be reviewed at the next inspection.

On behalf of the Austrian Federal Office for Safety in Health Care

See official electronic signature at the end of the document
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Octapharma Pharmazeutika Produktions GmbH Date: 08 October 2019

Denisia Wurstbauer Contact: Karmin Saadat

Oberlaaer Straße 235 T: +43 (0)505 55-36213

A-1100 Vienna E-Mail: inspektionen@ages.at
Reference: INS-482944-0001-004

INSPECTION OF THIRD COUNTRY SOURCE PLASMA / RECOVERED PLASMA SITES FOR 
Octapharma Pharmazeutika Produktions GmbH

Dear Mrs. Wurstbauer,

We refer to the inspection performed for your company at Indiana Blood Center – 2021 South 3rd Street, 
Terre Haute 47802 IN on 19 – 22 September 2017 by the Austrian Agency for Health and Food Safety 
(AGES).

On the basis of the inspection performed on 19 – 22 September 2017, and subsequent correspondence, 
we can confirm that your operations relating to the safety and quality of plasma are in general compliance 
with the requirements of Commission Directives 2004/33/EC and 2005/62/EC implementing Directive 
2002/98/EC of the European Parliament and of the Council, the relevant European Pharmacopoeia 
Monograph(s) and Directive 2003/94/EC.

This letter reflects the status of the plasma collection site at the time of the inspection noted above.  The 
Issuing Authority has established appropriate inspection and control measures for the above named site to 
deem it compliant until September 2021. This letter should not be relied upon to reflect the compliance 
status if the above mentioned date has been exceeded, after which the issuing authority should be 
consulted. 

The listing of this site in EMEA/H/PMF/000008/05 will be recommended.

Any matters arising from this inspection will be reviewed at the next inspection.

On behalf of the Austrian Federal Office for Safety in Health Care

See official electronic signature at the end of the document
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