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MINISTERIO DA SAUDE - »
Autoridade Nacional do Medicamento
e Produtos de Satide, I.P.

Natwnal Authonty of Medtcmes and Health Products, I.P.
CERTIFICATE NUMBER: F055/51/S4/01/2014

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER |

Part1
- Issued following an inspection in accordance with :
‘| Art. 111(5) of Directive 2001/83/EC as amended

The competent authority of Portugal confirms the following:

The manufacturer: QC Pharma - ISQ

Site address: Avenida Professor Doutor Cavaco Silva, n.° 33, Taguspark, Porto Salvo, 2740-120, Portugal
Is an active substance manufacturer that has been inspected in accordance with Art. 111(1) of Directive

{2001/ 83/EC transposed in the following national legislation:

\Art. 176.°n.° 1 a) of Decree-Law n.° 176/2006, 30 of August

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on
2014-02-27 , it is considered that it complies with :
» The principles of GMP for active substances ? referred to in Article 47 of Directive 2001/83/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 ihspection. 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 EudraGMDRP. If it does not appear, please contact the issuing authority.

! The authorisation referred to in paragraph 40(1) of Directive 2001/83/EC and 44(1) of Directive 2001/82/EC, as amended, shall also be required
. fnr imports coming from third countries info a Member State.

? Guidance on the interpretation of this !emp[ale can be found in the Help menu of EudraGMDP database’

The Competent Au!hor:ry is-responsible for ag?rapnate linking of the authorisation with the manufacturer's application Mrr 42(3) of Directive
200{/83/EC and Art. 46(3) of Directive 2001/82/EC as amended).
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Ms Maria FernandgRallva Henrigues Matos
National Authority e%ealth Products,
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Inspeccio ¢ Licanciamentos
Tel: +351 21 7987278

Fax: +351 21 7987257

Online EudraGMDP, Ref key: 23139

001/A

Issuance Date: 2014-03-27

Signatory: Ms M. F. R. H. Matos Page 2 of 2

INFARMED - Autoridade Nacional do Medicamento e Produtos de Saude I.P.
Parque de Satde de Lisboa - Av. do Brasil, 53
1749-004 Lisboa - Portugal
Tel.: +351 217 987 100 Fax: +351 217 987 316 Website: www.infarmed.pt E-mail: infarmed @infarmed.pt



001/A

‘5 GOVERNO DE p ' .
g b infarme
* MINISTERIO DA SAUDE - < 4

Autoridade Nacional do Medicamento

e Produtos de Satide, |.P.

National Authority of Medicines and Health Products, I.P.
CERTIFICATE NUMBER: F055/S1/MH/01/2014

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER |

Part 1
Issued following an inspection in accordance with :
Art. L11(5) of Directive 2001/83/EC as amended

The competent authority of Portugal confirms the following:
The manufacturer: QC Pharma - ISQ
Site address: Avenida Professor Doutor Cavaco Silva, n.° 33, Taguspark, Porto Salvo, 2740-120, Portugal

Has been inspected under the national inspection programme in connection with manufacturing
- | authorisation no. F055/01/2014 in accordance with Art. 40 of Directive 2001/83/EC transposed in the
| following national legislation:

Art. 55.° of Decree-Law n.° 176/2006, 30 of August

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on
2014-02-27 , 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 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 authorisaiion referred to in paragraph 40(1) af Directive 2001/83/EC and 44(1) of Directive 2001/82/EC, as amended, shall also be required
" for imports coming from third countries into a Member State.
2 Guidance on the interpretation of this template can be found in the Help menu of EudraGMDP database

? The Competent Authority is responsible for appropriate linking of the authorisation with the manufacturer's application (Art. 42(3) of Directive
2001/83/EC and Art. 46(3) of Directive 2001/82/EC as amended).
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1 MANUFACTURING OPERATIONS

1.6 | Quality control testing
' | 1.6.3 Chemical/Physical

2014-03-27-

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

bl Smaeede TIAL

Ms Maria Fernanda Ralha Henriques Matos
National Authority of Medicﬁges and He, Products,
LP. st
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. Autoridade Nacional do Medicamento
e Produtos de Saude, |.P.

National Authority of Medicines and Health Products, I.P.
CERTIFICATE NUMBER: F055/S1/ME/01/2014

: VCERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1

‘| Issued following an inspection in accordance with :

" | The competent authority of Portugal confirms the following:

Art. 15 of Directive 2001/20/EC

The manufacturer: QC Pharma - ISQ :

Site address; Avenida Professor Doutor Cavaco Silva, n.° 33, Taguspark, Porto Salvo, 2740-120, Portugal
Has been inspected under the national inspectioﬁ programme in connection with manufacturing
authorisation no. F055/01/2014 in accordance with Art. 13 of Directive 2001/20/EC transposed in the

following national legislation:
Art. 29 of Law n. °46/2004, de 19 of August

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on
2014-02-27 , 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 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 authorisation referred to in paragraph 40(1) of Directive 2001/83/EC and 44(1) of Directive 2001/82/EC, as amended, shall also be required
Jor imports coming from third countries into a Member State.

? Guidance on the interpretation of this template can be found in the Help menu of EudraGMDP database

? The Competent Authority is responsible for appropriate linking of the authorisation with the manufacturer's application (Art. 42(3) of Directive
2001/83/EC and Art. 46(3) of Directive 2001/82/EC as amended).
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: Autoridade Na(ional do Medicamento
Part 2 N e Produtos de Saude, I.P.

,' Human Investigational Medicinal Products

1 MANUFACTURING OPERATIONS
| 1.6 Quality control testing
' 1.6.3 Chemical/Physical

2014-03-27 Name and signature of the authorised person of the
Competent Authority of Portugal

J g ax.s ‘ R n-u-a—Qq-\l‘ >
Ms Maria Fernanda a H%i s Matos
National Authority of Jedicines Silth Products,
LP Ireciors: Ga Lirecgao

Inspecgdo e Licenciamentos
Tel: +351 21 7987278

Fax: +351 21 7987257
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- MANUFACTURER'S ' AUTHORISATION

1. Authorisation Nurﬁber F055/01/2014

2. Name of authorisation holder QC Pharma - ISQ

3. Address(es) of manufacturing site(s) QC Pharma - ISQ, Avenida Professor Doutor Cavaco Silva, n.° 33,
: ‘ Taguspark, Porto Salvo, 2740-120, Portugal

4, Legalfy registered address of authorisation Avenida Professor Doutor Cavaco Silva, n.° 33 Taguspark, Porto
holder Salvo, 2740-120, Portugal

5. Scope of authorisation and dosage forms * ANNEX 1 and/ or ANNEX 2

6. Legal Basis of authorisation Art. 40 of Directive 2001/83/EC
Art. 13 of Directive 2001/20/EC

7. Name of responsible officer of the competent Ms Maria Fernanda Ralha Henriques Matos
authority of the member state granting the
manufacturing authorisation

8. Signature L@m L C—Q; “MA& QQXL >
st %

9. Date 2014-03-27 Direciz Jz Direcgdo
Inspecsic e Licenciamantos

10. Annexes attached ' : Annex .I and/or Annex 2

Optional Annexes as required:

Annex 3 (Addresses of Contract Manufacturing Site(s))

Annex 4 (Addresses of Contract laboratories)

Annex 5 (Name of Qualified Person)

Annex 6 (Name of responsible persons)

Annex 7 (Date of inspection on which authorisation granted, scope of last
inspection)

Annex 8 Manufactured/ imported products authorised) :

"The authorisation referred to in paragraph 40(1) of Directive 2001/83/EC and 44(1) of Directive 2001/82/EC, as amended, shall also be required
Jfor imports coming from third countries into a Member State.

2 Guidance on the interpretation of this template can be found in the Help menu of EudraGMDP database

¥ The Competent Authority is responsible for appropriate linking of the authorisation with the manufacturer's application (Art. 42(3) of Directive
2001/83/EC and Art. 46(3) of Directive 2001/82/EC as amended).

Online EudraGMDP, Ref key: 14851



SCOPE OF AUTHORISATION

ANNEX 1

Name and address of the site : QC Pharma - ISQ, Avenida Professor Doutor Cavaco Silva, n.°

33, Taguspark, Porto Salvo, 2740-120, Portugal

Iﬂlman Medicinal Products

Authorised Operations

MANUFACTURING OPERATIONS (according to part 1)

Part 1 - MANUFACTURING OPERATIONS

1.6 Quality control testing

1.6.3 Chemical/Physical

Online EudraGMDP, Ref key: 14851
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SCOPE OF AUTHORISATION ANNEX 2
Name and address of the site : QC Pharma - ISQ, Avenida Professor Doutor Cavaco Silva, n.°
: 33, Taguspark, Porto Salvo, 2740-120, Portugal

| Human Investigational Medicinal Products |

Authorised Operations
MANUFACTURING OPERATIONS (according to part 1)

{Part 1 - MANUFACTURING OPERATIONS
1.6 Quality control testing
1163 Chemical/Physical

Online EudraGMDP, Ref key: 14851

da reo?é

¢ o}
Director® L nciamentos

{ns’,lWéfao &



