REPUBLIC OF TURKEY

MINISTRY OF HEALTH
TURKISH MEDICINES AND MEDICAL DEVICES AGENCY

Writren confirmation for active substances imported into
the-Buropean Union (EU) fg%edicinal produets for human use,
in accordaitce.witlr Aticle 46b(2)(b) of Directive 2001/83/EC

Conflrmaiion no. (riven by the Issuing regulatory authorify):
1. (vame ana Qdaress oj sie;

2. ¢

Manufacturer's licence mumiber(s):

REGARDING THE MANUFACTURING PLANT UNDER (1} OF THE FOLLOWING ACTIVE
SUBSTANCE(S) EXPORTED TO THE EU FOR MEDICINAL PRODUCTS FOR HUMAN USE

e

Active substance(s): Actlvi(y(ies):

» fﬂl }@ { Chémical Syuthesis
e ! | Chemical Synthesis, Purificalion, Milling

' & » Chemical Synthesis, Purification, Milling,

. Cﬁemical Synthesis, Purification, Milling, Micronization

» ! Chentical Synthesis, Milling, Micronization
J| o o Chemioal Synthesis, Purification

. ® Chemical Synthesis, Purification Milling

.« Chemical Synthesis, Purification, Milling

. - Chemical Synthesis, Purlfication, Milling

. . Chemical Synthesis, Purification, Milling

., - .} Chemical Synthesis

o Chemical Synthesis

HEREBY CONFIRMS THAT:

The standards of good manufucturing practice applicable 10 this £
those laid down in (he EL);

anufacturing plant are af lesst equivalent to

public health at least equivalent to ths( in the EU; and

Gebie I l.“g.rczl.:
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i

In the event of findings relating to non-complisnce, information on such findings 13 édﬁﬁlié& by the exporting
third country without delay vo the EU. : ’

Dato nl nypeciion of thé Mant under (1).
g 7

The writien Confirmation remains valid wntil

The auﬂxéhlicil‘y of this written confirmation may be verified with the issning regulatory authority.

Address of the issuing regulatory anthority:

R M- DL I WV e N

Name and finction of responsible peyson;

Signature Stumgl of the authority and date
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