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Bundesamt fir BASG / AGES MEA

Sicherheit im Institut Uberwachung
Gesundheitswesen Traiseng. 5, 1200 Wien, Osterreich
BASG

GMP-ZERTIFIKAT / CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Zertifikat Nr.: / Certificate No.: INS-481892-0003-001

Teill / Part 1

Ausgestelit auf Basis einer Inspektion in Ubereinstimmung mit / f
Issued following an inspection in accordance with

X1  Art. 111(5) of Directive 2001/83/EC
O  Art. 80(5) of Directive 2001/82/EC
0  Art. 15 of Directive 2001/20/EC

Die zustdndige Behorde Osterreichs bestatigt wie folgt: /
The competent authority of Austria confirms the following.

Der Betrieb / The manufacturer

Indiana Blood Center, Inc.
3450 N. Meridian Street
46208 IN Indianapolis

wurde inspiziert auf Grundlage einer Auflistung in den Zulassungsunterlagen als Hersteller mit Sitz
auBerhalb des Europdischen Wirtschaftsraumes, auf Basis von /

has been inspected in connection with marketing authorisation(s) listing manufacturers located outside of
the European Economic Area in accordance with

O Art. 8(2)/33(2)/19(3)/44(3)* of Regulation (EC) 726/2004*

x Art. 111(4) of Directive 2001/83/EC

[0  Art. 80(4) of Directive 2001/82/EC

umgesetzt in folgende nationale Gesetzgebung / transposed in the following national legislation:
,Verordnung der Bundesministerin fiir Gesundheit und Frauen betreffend Betriebe, die Arzneimittel

herstellen, kontrollieren oder in Verkehr bringen (Arzneimittelbetriebsordnung 2009 - AMBO 2009),
BGBI. II Nr. 324/2008’.

Aus der wahrend der Inspektion des betreffenden Herstellers gewonnenen Kenntnis, zuletzt durchgefiihrt
am/
From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on

19.09.2017 , fiir/for 3,5 Tag(e) / day(s)

kann angenommen werden, dass /
it is considered that it complies with

X den Richtlinien der Guten Herstellungspraxis' entsprochen wird, festgehalten in /
The principles and guidelines of Good Manufacturing Practice’ laid down in
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Bundesamt flr BASG / AGES MEA
Sicherheit im Institut Oberwachung
Gesundheitswesen Traiseng. 5, 1200 Wien, Osterreich

BASG

GMP-ZERTIFIKAT / CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Zertifikat Nr.: / Certificate No.. INS-481892-0003-001

Directive 2003/94/EC
Directive 91/412/EEC

der Richtlinie der GMP fiir Wirkstoffe (Art. 47 of Directive 2001/83/EC und Art. 51 of
Directive 2001/82/EC) / The principles of GMP for active substances (Art. 47 of
Directive 2001/83/EC and Art. 51 of Directive 2001/82/EC).

O0K

Dieses Zertifikat spiegelt den Status der Betriebsstatte zum Zeitpunkt der oben genannten Inspektion. Es
sollte nicht zur Bestétigung der Ubereinstimmung herangezogen werden, wenn seit der genannten
Inspektion mehr als drei Jahre vergangen sind. Die Giiltigkeitsdauer kann unter Verwendung eines
regulatorischen Risikomanagements durch einen Eintrag in das Feld Einschrankungen oder Erklarungen
verkiirzt oder verlangert werden.

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

Das Zertifikat ist nur bei Vorlage samtlicher Seiten und beider Teile (1 und 2) giiltig.
This certificate is valid only when presented with all pages and both Parts 1 and 2.

! These requirements fulfil the GMP recormmendations of WHO.

*) Nichtzutreffendes streichen / delete that which does not apply
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Bundesamt fiir BASG / AGES MEA

Sicherheit im Institut Uberwachung
Gesundheitswesen Traiseng. 5, 1200 Wien, Osterreich
BASG

GMP-ZERTIFIKAT / CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Zertifikat Nr.: / Certificate No.. INS-481892-0003-001

Teil2 / Part2

X1 Humanarzneimittel | Human Medicinal Products
[ veterinsrarzneimittel | Veterinary Medicinal Products

Priifpréparate zur Klinischen Prifung / Human Investigational Medicinal Products
Ophaser Dphasell Ophaselil [ phase Iv

Teil 1 — HERSTELLUNGSTATIGKEITEN / Part 1 — MANUFACTURING OPERATIONS

1.4 AnderePr kte oder Herstellungstitigkeiten / Other products or

manufacturing activity

(jede andere relevante Herstellungsaktivitat/ Produktait, die oben nicht envhnt ist, 2.8. Sterilisation von Wirkstoffen, Herstellung von blologischen

Ausgangsstoffen (sofem durch nationale Vorschriften vorgesehen), pflanzliche oder homdopathische Produkte, Bulk oder volistindige Herstellung uswe.)

(any other rek facturing activily/product type that Is not covered above e.g. jon of active sub: es, facture of biological active starting
ials (when required by national kegislation), herbal or h yathic products, bulk or tolal manulacturng, elc).

1.4.1 Herstellung von: / Manufacture of:

1.4.1.3 Anderen: / Others:
Humanplasma zur Fraktionierung / Human Plasma for Fractionation

1.6 Qualitdtskontrolle / Quality control testing

1.6.3 Chemisch/Physikalisch / Chemical/Physical
1.6.4 Biologisch / Biological

Mdgliche Einschrankungen oder Erklarungen beziiglich des vorliegenden Zertifikats /
Any restrictions or clarifying remarks related to the scope of this certificate:
Keine / none

Fiir das Bundesamt fiir Sicherheit im Gesundheitswesen /
For the Federal Office for Safely in Health Care
/'"'. 4 o e
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Austrian

Federal Office for . BASG / AGES MEA
. nstitute Surveillance
Safety in Health Care Traiseng. 5, 1200 Vienna, Austria
BASG
Octapharma Pharmazeutika Produktions GmbH Date: 08 October 2019
Denisia Wurstbauer Contact: Karmin Saadat
Oberlaaer Strafe 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

BASG - Austrian Federal Office for Safety in Health Care
Traisengasse 5 | 1200 Vienna | AUSTRIA | www.basg.gv.at

DVR: 2112611
1of 2
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Austrian

Federal Office for | BASG/ AGES MEA
. nstitute Surveillance
Safety in Health Care Traiseng. 5, 1200 Vienna, Austria

BASG

Saadat Karmin

am 8.10.2019
Dieses Dokument wurde amtssigniert.
Informationen zur Priifung der elektronischen Signatur und des Ausdrucks finden Sie unter
RHEIT |, http://www.basg.gv.at/amtssignatur.
S o .
& E Bundesamt fiir Sicherheit im Gesundheitswesen
fa Traisengasse 5, 1200 Wien
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,'-..’.

AMTSSIGNATUR Signaturwert

BASG - Austrian Federal Office for Safety in Health Care

Traisengasse 5 | 1200 Vienna | AUSTRIA | www.basg.gv.at

DVR: 2112611 PP
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Austrian

Federal Office for . BASG / AGES MEA
. nstitute Surveillance
Safety in Health Care Traiseng. 5, 1200 Vienna, Austria
BASG
Octapharma Pharmazeutika Produktions GmbH Date: 08 October 2019
Denisia Wurstbauer Contact: Karmin Saadat
Oberlaaer Strafe 235 T: +43 (0)505 55-36213
A-1100 Vienna E-Mail: inspektionen@ages.at
Reference: INS-482941-0001-004

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 — 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

BASG - Austrian Federal Office for Safety in Health Care
Traisengasse 5 | 1200 Vienna | AUSTRIA | www.basg.gv.at

DVR: 2112611
1of 2
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Austrian

Federal Office for BASG / AGES MEA

. Institute Surveillance
Safety in Health Care Traiseng. 5, 1200 Vienna, Austria
BASG

Saadat Karmin

am 8.10.2019
Dieses Dokument wurde amtssigniert.
Informationen zur Priifung der elektronischen Signatur und des Ausdrucks finden Sie unter
RHEIT http://www.basg.gv.at/amtssignatur.
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Austrian

Federal Office for . BASG / AGES MEA
. nstitute Surveillance
Safety in Health Care Traiseng. 5, 1200 Vienna, Austria
BASG
Octapharma Pharmazeutika Produktions GmbH Date: 08 October 2019
Denisia Wurstbauer Contact: Karmin Saadat
Oberlaaer Strafe 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

BASG - Austrian Federal Office for Safety in Health Care
Traisengasse 5 | 1200 Vienna | AUSTRIA | www.basg.gv.at

DVR: 2112611
1of 2
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Austrian

Federal Office for | BASG/ AGES MEA
. nstitute Surveillance
Safety in Health Care Traiseng. 5, 1200 Vienna, Austria

BASG

Saadat Karmin

am 8.10.2019
Dieses Dokument wurde amtssigniert.
Informationen zur Priifung der elektronischen Signatur und des Ausdrucks finden Sie unter
RHEIT |, http://www.basg.gv.at/amtssignatur.
S o .
& E Bundesamt fiir Sicherheit im Gesundheitswesen
fa Traisengasse 5, 1200 Wien
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BASG - Austrian Federal Office for Safety in Health Care
Traisengasse 5 | 1200 Vienna | AUSTRIA | www.basg.gv.at
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Austrian

Federal Office for . BASG / AGES MEA
. nstitute Surveillance
Safety in Health Care Traiseng. 5, 1200 Vienna, Austria
BASG
Octapharma Pharmazeutika Produktions GmbH Date: 08 October 2019
Denisia Wurstbauer Contact: Karmin Saadat
Oberlaaer Strafe 235 T: +43 (0)505 55-36213
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

BASG - Austrian Federal Office for Safety in Health Care
Traisengasse 5 | 1200 Vienna | AUSTRIA | www.basg.gv.at

DVR: 2112611
1of 2

F_INS_VIE_GMDP_I509_01 Valid from: 22.03.2018



Austrian

Federal Office for BASG / AGES MEA

. Institute Surveillance
Safety in Health Care Traiseng. 5, 1200 Vienna, Austria
BASG

Saadat Karmin

am 8.10.2019
Dieses Dokument wurde amtssigniert.
Informationen zur Priifung der elektronischen Signatur und des Ausdrucks finden Sie unter
RHEIT http://www.basg.gv.at/amtssignatur.
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Austrian

Federal Office for . BASG / AGES MEA
. nstitute Surveillance
Safety in Health Care Traiseng. 5, 1200 Vienna, Austria
BASG
Octapharma Pharmazeutika Produktions GmbH Date: 08 October 2019
Denisia Wurstbauer Contact: Karmin Saadat
Oberlaaer Strafe 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

BASG - Austrian Federal Office for Safety in Health Care
Traisengasse 5 | 1200 Vienna | AUSTRIA | www.basg.gv.at

DVR: 2112611
1of 2
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Austrian

Federal Office for BASG / AGES MEA

. Institute Surveillance
Safety in Health Care Traiseng. 5, 1200 Vienna, Austria
BASG

Saadat Karmin

am 8.10.2019
Dieses Dokument wurde amtssigniert.
Informationen zur Priifung der elektronischen Signatur und des Ausdrucks finden Sie unter
RHEIT http://www.basg.gv.at/amtssignatur.
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Austrian

Federal Office for . BASG / AGES MEA
. nstitute Surveillance
Safety in Health Care Traiseng. 5, 1200 Vienna, Austria
BASG
Octapharma Pharmazeutika Produktions GmbH Date: 08 October 2019
Denisia Wurstbauer Contact: Karmin Saadat
Oberlaaer Strafe 235 T: +43 (0)505 55-36213
A-1100 Vienna E-Mail: inspektionen@ages.at
Reference: INS-482946-0001-004

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 — 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

BASG - Austrian Federal Office for Safety in Health Care
Traisengasse 5 | 1200 Vienna | AUSTRIA | www.basg.gv.at

DVR: 2112611
1of 2
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Austrian

Federal Office for | BASG/ AGES MEA
. nstitute Surveillance
Safety in Health Care Traiseng. 5, 1200 Vienna, Austria

BASG

Saadat Karmin

am 8.10.2019
Dieses Dokument wurde amtssigniert.
Informationen zur Priifung der elektronischen Signatur und des Ausdrucks finden Sie unter
RHEIT |, http://www.basg.gv.at/amtssignatur.
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Austrian

Federal Office for . BASG / AGES MEA
. nstitute Surveillance
Safety in Health Care Traiseng. 5, 1200 Vienna, Austria
BASG
Octapharma Pharmazeutika Produktions GmbH Date: 08 October 2019
Denisia Wurstbauer Contact: Karmin Saadat
Oberlaaer Strafe 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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