PROCURADORIA-GERAL DA REPUBLICA

Ref.3/réf./ref.

APOSTILLE
Convention de La Haye du 5 octobre 1961

1. Pafs/Pays/Country: Portugal
Este documento publico/Le présent acte public/This public document
2 Foi assinado por/a été signé par/has been signed by Ricardoc J. Alves Silva

3. Agindo na qualidade de/agissant dans la qualité defacting in the capacity of Advogado CP
21551

4. E tem o selo defest revétu du sceau de/bears the seal of Ricardo J. Alves Silva

Reconhecido/Attesté/Certified

5. Em/a/at Lisboa
8. A /le /the 29 de margo de 2018
7 Pela Procuradora-Geral da Republica /par le Procureur général de la République/by the

Attorney General
8 Sob o n®/sous le n®/N° 7472-2018

Selo/sceau/seal

©

10. Assinatura/signature/signature

Maria Joana Raposo Marques Vidal

-

A presente Apostila apenas certifica a agsin'atura, a qua"'r'dade em que o signatério do afo afuou e 0
selo/carimbo que consta do ato. N&o certifica® contetido do documento para o qual foi emitida.

Cette Apostilie ne certifie que la signature, la qualité en laqueile le signataire de facte a agi et le
sceauftimbre dont cef acte est revétu. Elle ne certifie pas le contenu du document pour lequel elle a été
émise.

This Apostille only certifies the signature, the capacity of the signer and the seal/stamp it bears. It does not
certify the content of the document for which it was issued.

La presente Apostilla sélo certifica la firma, la capacidad del signatario y ef selloftimbre que ostenta, La
Apostilla no certifica el contenido del documento para el cual se expidio.
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E-mail: correiopprEnper.pt



RICARDO J. ALVES SILVA
ADVOGADO

CERTIFICACAO DE FOTOCOPIA | CERTIFIED COPY

Alos termos e ao abrigo do disposto no artigo
38.9 do Decreto — Lei n.2 76-A/2006, de 29 de
Margo e da Portaria n.° 657-B/2006, de 29 de

Junho,
CERTIFICO

PRIMEIRO. Que a presente fotocépia apensa,
extraida do préprio documento a que se refere,
esta conforme com o documento original, que &
o Certificate

of GMP Compliance of a

o ndmero

Manufacturer, com
FI13/51/MH/01/2016, emitido pelo INFARMED -
Autoridade Nacional do Medicamento e Produtos
de Saude, I.P., em 17 de Outubro de 2016, para
a sociedade de Direlto Turco Kogak Farma Ilag
ve Kimya Sanayi. A.S., com sede em CerkezkGy
Organize Sanayi Bdlgesi, Karaagag Mah 11. Sok.

No: 5 Kapakli, Cerkezkdy, Tekirdag, Turkey, cujo

original, com selo branco aposto, me foi
presente para efeitos de conferéncia e restitui. --
SEGUNDO. Que a

composta por 3 (trés) folhas, escritas numa s

referida fotocopia é

face, todas numeradas e por mim rubricadas e

que t&m aposto 0 meu carimbo profissional.

LISBOA, 25 de Outubro de 2016.

Acto Registado com o ntimero: | Registration
number:

215511/ 13 225

Conta (Conforme Decreto-Lei n.° 322-A/2001, de
14 de Dezembro): | Account (According to
Decree Law number 322-A/2001, of December
14):

4. ..

Artigo 20.2 | Article 20

41,2
L] = U

CUSTO | COST: GRATUITO | FREE,
Avenida Siddnio Pals, n.© 24, 30 Esq. » 1050 - 215

Under the terms stipulated by Article 38 of Decree
Law nr. 76-A/2006, of March 29 and Ruling nr, 657-
B/2006, of June 29,

I CERTIFY

FIRST. That this attached copy, extracted from
the document referred to, is according to the
original, which is the Certificate of GMP Compliance
of a Manufacturer, number FI13/51/MH/01/2016,
issued by INFARMED - Autoridade. Nacional do
Medicamento e Produtos de Salde, I.P., on October
17, 2016, to Kogak Farma Ilag ve Kimya Sanavyi.
A5, a Turkish company, with head office at
Cerkezkdy Organize Sanayi Bolgesi, Karaagag Mah
11. Sok. No: 5 Kapakli, Cerkezkdy, Tekirdag, Turkey,

whose original, affixed with embossed seal, I have

checked and returned.
SECOND. That the mentioned copy it is composed
by 3 (three) sheets, written in a single face, all

numbered and initialed by me, which have affixed

my professional seal,

LISBON, October 25, 2016.

O AbvoGADO; | THE ATTORNEY,

vy

RICARDO J. ALVES SILVA

Advogado

Cédula Profissional n.¢ 21 551 — €. D. Lisboa
N.LF.: 214 306 968 — Cédigo Reparticio 4227
Avenida Sidénic Pais, n.2 24 - 3.° Esg.
1050 — 215 LISBOA
E-mail: ricardosilva@lawsoffice.com
E-mail: ricardojasilva-21551L@adv.oa.pt
Tei.: 21033 55 00 — Fax: 21 033 55 24

LISBOA « PORTUGAL

Telefone: (+351) 21 033 55 00 « Fax: (+351) 21 033 55 24

E-mail: ricardojasilva-21551L@adv.oa.pt

Cédula Prefissionat n.® 21 551 - Conselhe Distrital de Lisbea - R.L. - Responsabilidade Limitada




ORDEM DOS ADVOGADOS

REGISTO ONLINE DOS ACTOS DOS ADVOGADOS
Artigo 38.2 do Decreto-Lei n.2 76-A/2006, de 29-03

Portaria n.2657-B/2006, de 29-06

Dr.(a) Ricardo J Alves Silva

CEDULA PROFISSIONAL: 21551L

IDENTIFICACAO DA NATUREZAE ESPECIE DO ACTO
Certificagdo de fotocdpias

IDENTIFICACAO DOS INTERESSADOS
TECNIMEDE - SOCIEDADE TECNICO-MEDICINAL, S.A.
NIPC n° 500626413

EXECUTADO A: 2016-10-25 14:13

REGISTADO A: 2016-10-25 14:14

COM O N 21551L/13225

Podera consultar este registo em http://ca.pt/atos
usande o codigo 24838976-495296
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& infarmed

Autoridade Nacional do Medicamentao
e Produtos de Satde, LP.

National Authority of Medicines and Health Products, 1. P.
CERTIFICATE NUMBER: FI13/SI/MH/01/2016

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 Portugal confirms the following:

The manufacturer: Kogak Farma Iag ve Kimya Sanayi. A.S.

Site address: Cerkezkdy Organize Sanayi Bolgesi, Karaagac Mah 11. Sok. No: 5 Kapakl, Cerkezkiy,
Tekirdag, Turkey

Has been inspected in connection with marketing authorisation(s) listing manufacturers located outside of
the European Economic Area in accordance with Art. 19(3) of Regulation 726/2004/EC and Art. 111(4) of
Directive 2001/83/EC transposed in the following national legislation:

Art.176.” n.” 4 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
2016-05-27 , 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 certificate referved to in paragraph 111(3) of Directive 2001/83/EC and 80(5) of Directive 2001/82/EC, shall also be required for imports
coming from third countries into g Member State,

¥ Guidance on the interpretation of this template can be found in the Help meny of EudraGMDP darabase. Cartifico gu2 a presents fotecapia esta conforme
3 . Goim 0 decurmento original, que me fol presente.
These requirements fulfil the GMP recommendations of WHO, j
Rubr! RN 1

Reconkeco afs) assinaiura(s) constante(s)
do prasente decumento

Rubr..

RICARDO J. ALVES SILVA
Advagado

§ Eadulz Profissional n.0 21 551 — £. D, Lishoa
M.LE.: 214 306 968 - Codigo Reparticio 4227 ©
Avenida Sidénio Pais, 1.0 24 - 3.9 Eso.

Sl EydraGMDP, Ref key: 38214 Issuance Date: 2016-10-17 Signatory: Ms. M. F. R, H. Matos Page 10of 3
e £
AT
INFARMED - Autoridade Nacional do Medicamento e Produtes de Sadde |.P. WF
Pargue de Sadde de Lisboa - Av. do Brasil, 53 M
1742-004 Lisbhoa - Portugal foﬂﬂ y
Tel.: 4351 217 987 100  Fax: +351 217 987 316 Website: wyrwinfarmed.pt  E-mail: infarmed @infarmed.pt 'wo » dﬂ D"'Bcﬁa
ernd.,m,m



JE

infarmed

Autoridade Nacional do Medicamenta
e Produtos de Satde, 1.p.

.«an Medicinal Products

. MANUFACTURING OPERATIONS

1.2 Non-sterile products

1.2.1.13 Tablets

1.2.1  Non-sterile products (processing operations for the Jollowing dosage jbrms)

1.5 Packaging

1.5.1 Primary Packing

1.5.1.13 Tablets

1.3.2 Secondary packing

1.6 Quality control testing

1.6.2 Microbiological: non-sterility
1.6.3  Chemical/Physical

Any restrictions related to the scope of this certificate :

Building Room Line/equipment QC testing  |Products
Anticancer |Ground All All All
II Building |floor and

first floor -

All rooms
Hormone Ground All All All
Building \foor and
Oral solid  |first floor -
areq All rooms
Muain Solid floor - | All All All
Building All rooms

Carifico que a presente folocGpia est con fcn'ne}

com e documenta ogiginal, que me i prasente. 3
i

] |
i‘q i

§ Revinkero ais) assinaturals) constante sll

"5 gregente documento, 4

Rubr.

i i
RACARDO 3. ALVES SILVA i
‘ !

Advogade

& NLLE: 214 306 986 - Codigo Repardigo 4227

Averids Siddnic Pais, 0.9 24 - 3,0 Esg,

1050 - 215 LiSBOA
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DA

infarmed

Autoridade Nacional do Medicamento
e Produtos de Saude, |LP.

6-10-17 Name and signature of the authorised person of the
Competent Authority of Portugal

Ms. Maria Fernanda Rolha Henriques Matos

National Authority of Medicines and Health Products
LP. .
Tel: +351 21 7987278 m Di@aﬂa-
Fax; +351 21 7987257 Inspecgéd o .'m

Centifico que a presente fotocdpia esté conferme

com o documento nriEinaL que e ol presene.
Rudr.. LS i

Recomheso afs) assinatlrals) constanta(s)
do presente documento.

Rubr:

RICARDO 1. ALVES STLVA

Advogado

Cédula Frofissional n.© 21 551 - €. D. Lisboa
' M.LF.: 214 306 568 - Codigo Reparticic 4227
Avenida Sidénio Pais, n.0 24 - 3.9 Bsg.
1050 - 215 LISBOA
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