. H-1051 Budapest, Zrinyi u. 3.
O G Y E I ] 1372 PO. Box:450.
National Institute 6f Tel: +36 1 88 69-300, Fax: +36 1 88 69 460
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National Institute of Pharmacy and Nutrition
CERTIFICATE NUMBER: OGYEi/27325-5/2016

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 Hungary confirms the following:
The manufacturer: Orszdgos Vérelldts Szolgdlat Kozép-magyarorszéagi Regiondlis Vérellito Kozpont
Site address: Karolina dut 19-21., Budapest, 1113, Hungary

Has been inspected under the national inspection programme in connection with manufacturing

authprisation no. OGYI/10582-13/2015 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
2015-06-02 , it is considered that it complies with :

* The principles and guidelines of Good Manufacturing Practice laid down in Directive 2003/94/EC °

This certificate reflects the status of the manufacturing site at the time of the inspection noted above and
shouid 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. 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.

D orpe certificate referred fo in paragraph 111(5) of Directive 2001/83/EC and 80(5) of Directive 2001/82/EC, shall also be required for imports |
coming from third countries into a Member State.

Gmdance on the interpretation of this template can be found in the Help menu of EudraGMDP database.
? These requtrements Julfil the GMP recommendatrons of WHQ.

Online EudraGMDP, Ref key: 36993 Issuance Date: 2016-08-15 Signatory: Mr. Szitard Nagy Page 1of 2




Part 2

Human Medicinal Products

1 MANUFACTURING OPERATIONS

1.3.1 Biological medicinal products (list of product types)

1.3.1.1 Blood products
Special Requirements
7 Other: Fresh frozen human plasma(en)

Any restrictions related to the scope of this certificate :

Manufacture of fresh frozen plasma (FFP) for pharmaceutical products in industrial scale.

2016-08-15 Name and signature of the authorised person of the
Competent Authority of Hungary

Mr. {zilard Nagy %@ Y §°
National Institute af Pharn iti
Tel: +36 1886 9305

Fax +36 1886 9461

Online EudraGMDP, Ref key: 36993 Issuance Date: 2016-08-15 Signatory: Mr. Szilard Nagy Page 2of 2



: ' H-1051 Budapest, Zrinyi u. 3,
O G Y E I 1372 PO. Box:450.
National Institute of Tel: +36 1 88 69-300, Fax: +35 1 88 69 460
Pharmacy and Nutrition E-mail: ogyei@ogyei.gov.hu, Web: www.ogyei.gov.hu

National Institute of Pharmacy and Nutrition
CERTIFICATE NUMBER: OGYL/20545-7/2016

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER |

Part i

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

The competent authority of Hungary confirms the following:
The manufacturer: Orszdgos Verellito Szolgilat Debreceni Regiondlis Vérellité Kozpont
Site address: Bem tér 19., Debrecen, 4026, Hungary

Has been inspected under the national inspection programme in connection with manufacturing
authorisation no. OGYV/10582-13/2015 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
2015-04-27 , it is considered that it complies with :
* The principles and guidelines of Good Manufacturing Practice laid down in Directive 2003/94/EC *

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 clapsed 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. 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 111(3) of Directive 2001/83/EC and 80(3) of Directive 2001/82/EC, shall also be required for imports
commg from third countries into a Member State.

? Guidance on the interpretation of this template can be found in the Help menu of EndraGMDF database
Tkese requirements filfil the GMP recommendations of WHO. .

" Orline EudraGMDP, Ref key: 37012 Issuance Date: 2016-08-15 Signatory: Mr. Szilard Nagy Page 10of 2




Part 2

Human Medicinal Products

1 MANUFACTURING OPERATIONS

]‘. 3 ] Biéfogzé&l mé&icmal prbducts (list of pmdﬁct iyﬁes)
1.3.1.1 Blood products

Special Requirements
7 Other: Fresh frozen human plasma(en)

Any restrictions related to the scope of this certificate

Manufacture of fresh frozen plasma (FFP) for pharmaceutical products in industrial scale.

2016-08-15 Name and signature of the authorised person of the
Competent Authority of Hungary

My, Szilard Nagy
National Institute of Pharm
Tel: +36 1886 9305
Fax 36 1886 9461

Online EudraGMDP, Ref key: 37012 ' . Issuance Date: 2016-08-15 Signatory: Mr. Szilard Nagy . Page 2of 2
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National Institute of Pharmacy and Nutrition
CERTIFICATE NUMBER: OGYI/10582-14/2015

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER'

Part 1

- | Issued foliowmg an mspectlon in accordance w1th
| Art. 111(5) of Directive 2001/83/EC as amended

'| The competent authority of Hungaty confirms the followmg
The manufacturer: Orszdgos Vérelldts Szolgdlat Szegedi Regiondlis Vérelldts Kazpont
Site address: Honvéd tér 4., Szeged, 6722, Hungary

Has been inspected under the national inspection programme in connection with manufacturing
authorisation no, QGY¥10582-13/2015 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
2015-03-24 , it is considered that it complies with :

+ The principles and guidelines of Good Manufacturing Practice laid down in Directive 2003/94/EC °

This certificate reflects the status of the manufactiring 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. This certificate is valid
only when presented with all pages and both Parts I and 2. The authenticity of this certificate may be verified
- in EudraGMP. If it does not appeat, please contact the issuing authority.

! The ceryj ificate referved fo in paragraph 111(3) of Directive 2001/83/EC arnd 80(5) of Directive 2001/82/EC, shall also be reqwred for tmparts
commg from third countries inte @ Member State. . . .

Gmdance on the iriferpreiation of this tempiate can be founa‘ n the Help menu of EudraGMDP database. '
. These requgements fub" | the GMP recommendattans of WHO

" Online EudraG_M'P, Ref key: 29873 "+ - Issuance Date: 2015-06-23 “Signatory: Mr,  Jozsef Reiter ' ‘Page 10f 2




Part 2

Human Medicinal Products _

1 MANUFACTURING OPERATIONS
E Biologic cinal products (list of prodiict typ
1.3.1 Biological medicinal products (list of product types)
1.3.1.1  Blood products
Special Requirements
7 Other: Fresh frozen human plasma(en)

Any restrictions related to the scope of this certificate :

Muanufacture of fresh frozen plasma (FFP) for pharmaceutical products in industrial scale.

2015-06-23 _ B Name and signature of the authorised person of the
Competent Authority of Hungary

Mr. Jozsef Reiter %?WG "1 @’
National Institute of Pharmiey-and Nutrition
Tel: +36 I 8869306 :
Fax +36 I 8869461

Oniline EudraGMP, Ref key: 29873 Issuance Date: 2015-06-23 Signatory: Mr, Jozsef Reiter ‘Page 20f 2




- H-1051 Budapest, Zrinyi u, 3.
O G Y E I . 1372 PO. Box:450.
National Institute of Tel: +36 1 88 £9-300, Fax: +36 1 83 69 460
Pharmacy and Nutrition E-mail: ogyei@ogyei.gov.hi, Web: www.ogyei.gov.hu

National Institute of Pharmacy and Nutrition
CERTIFICATE NUMBER: : OGYEL/27278-7/2016

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER e

Part 1

1ssued following an inspection in accordance with .
Art. 111(5) of Directive 2001/83/EC as amended

The competent authority of Hungary confirms the following:
The manufacturer: Orszdgos Vérelldto Szolgdlat Gyéri Regiondlis Veérellité Kozpont
Site address: Magyar u. 8., Gydr, 9023, Hungary

Has been inspected under the national inspection programme in connection with manufacturing
authorisation no. OGY¥/10582-13/2615 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
2016-05-30 , it is considered that it complies with : -

» The principies and guidelines of Good Manufacturing Practice laid down in Directive 2003/94/EC *

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. 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 referved to in paragraph 111(3) of Directive 2001/83/EC and 80¢5} af Directive 2001/82/EC, shall also be required for imports
coming from thivd countries into a Member State.

? Guidance on the interpretation of this template can be found in the Help menu of EudraGMDP database.
? These requirements fulfil the GMP recommendations of WHO,

Online EudraGMDP, Ref key: 36980 Issuance Date: 2016-08-15 Signatory: Mr.  Szilard Nagy Page 10of 2




Part 2

Human Medicinal Products

1 MANUFACTURING OPERATIONS

131

1.3.1.1 Blood products

Special Requirements

Biological medicinal products (list of pmdﬁcr types)

7 Other: Fresh frozen human plasma(en)

Any restrictions related to the scope of this certificate :

Manufacture of fresh frozen plasma (FFP) for pharmaceutical products in industrial scale.

2016-08-15

Name and signature of the authorised person of the
Competent Authority of Hungary

Mr. Szilard Nagy ‘%?éf@?& 5 i
National Institute of Pha nft'f(;ji&’n Nutrition
Tel: +36 1886 9305

Fax +36 1886 9461

Online EudraGMDP, Ref key: 36980

Issuance Date: 2016-08-15

Signatory: Mr. Szilard Nagy Page 2of 2
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és Elelmezés- -egészségiigyi Intézet . E-mail: ogyei@ogyei.gov.hy, Web: www.ogyei.gov.hu

National Institute of Pharmacy and Nutrition
- CERTIFICATE NUMBER: OGYI/10582-15/2015

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1

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

The competent authority of Hungary confirms the following:
The manufacturer: Orszdgos Vérellits Szolgdlat Pécsi Regiondlis Vérelldto Kizpont
Site address: Pacsirta u. 3., Pécs, 7624, Hungmy

Has been inspected under the national mspectlon programme in connection with manufacturmg
authorisation rio. OGYI/10582-13/2015 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
. 2015-03-26 , it is considered that it complies with :

« The principles and guidelines of Good Manufacturing Practice laid down in Directive 2003/94/EC ?

This certificate reflects the status of the manufacturing site at the time of the inspect'ion 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. 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 EudraGMP. If it does not appear, please contact the issuing authority. '

o B ! The certificate referred to in paragraph 111(3) of Directive 2001/83/EC and 80(5) of Directive 2001/82/EC shall also be reqwred for iinports
cammg fram third countries into a Member State, : :

? Guidance on the interpretation af this template can be Jound in the Help menu of EudraGMDP database )
? These requzremems fulf ! the GMP reconm:endaimm of WHO.

~ Online EudraGMP, Ref key: 20851 " Issuance Date: 2015-06-23 Signatory: M, Jozsef Reiter . . Page tof 2:
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Part2

Human Medicinal Products

1 MANUFACTURING OPERATIONS
iological medicinal products (list of prod _
1.3.1 Biological medicinal products (lzst of proa’uct types)
1.3.1.1 Bleood products
Special Requirements
7 Other: Fresh frozen human plasma(en)

Any restrictions related to the scope of this certificate :

Manufacture of fresh frozen plasma (FFP) for pharmaceutical products in industrial scale.

2015-06-23 Name and signature of the authorised person of the
Competent Authority of Hungary

on; ; gép.an
Tel: +36 1 8869306 Q\

Fax +36 I 3869461

Online EudraGMP, Ref key: 29851 Issuance Date: 2015-06-23 Signatory: Mr. Jozsef Reiter Page 2of 2
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