Declaration of the End o-f.Trlnl Form (cf. Section 4.2.1 of the Detailed guidance on the request

fo the competent ""_’ho"’."" Jor °""'0’f~5‘"i0n of a clinical trial on a medicinal product for
hum’an use, the notification of substantial amendments and the declaration of the end of the
frial’)

NOTIFICATION OF THE END OF A CLINICAL TRIAL OF A MEDICINE FOR HUMAN USE
TO THE COMPETENT AUTHORITY AND THE ETHICS COMMITTEE

For official use
' Date of receipt : Competent authority registration number :

Ethics committee registration number:

To be filled in by the applicant
A MEMBER STATE IN WHICH THE DECLARATION IS BEING MADE :

B TRIAL IDENTIFICATION

B.1 EudraCT number : () A\ - QOINLS - 43 .

B.2 Sponsor’s protocol code number: () Pl sy,
B.3 Full title of the trial : 1y (YP+hOROY. OadL ﬁﬁ)ﬁ:(ﬂf&h’fﬂb Heecln o Jollow
. 1

C APPLICANT IDENTIFICATION (please tick the appropriate box) ’cO\Jx'.ELﬁd:Oﬂﬂ W YUl en”

C.1 DECLARATION FOR THE COMPETENT AUTHORITY

C.1.1 Sponsor
C.1.2 Legal representative of the sponsor
C.1.3 Person or organisation authorised by the sponsor to make the application.

C.1.4 Complete below:

C.1.4.1 Organisation : (){ Ryrynet)-

C.1.4.2 Name of person to contact ; LALO- L
C.1.4.3 Address : (QLOs beek €Q0u_  _LOL, 8o ke

C.1.4.4 Telephone number : QF UG A1 RN
C.1.4.5 Fax number :
| C.1.4.6 E-mail QL osahk
\
C.2 DECLARATION FOR THE ETHICS COMMITTEE

C.2.1 Sponsor
C.2.2 Legal representative of the sponsor
C.2.3 Person or organisation authorised by the sponsor to make the application.

C.2.4 Investigator in charge of the application if applicable’:
e Co-ordinating investigator (for multicentre trial):
e Principal investigator (for single centre trial):

C.2.5 Complete below :
C.2.5.1 Organisation: oL E)(U/YXL

C.2.5.2 Name : OO0 40)¢ .
C.2.5.3 Address : (Q.Qy beek A, A0S0 Jekke

C.2.5.4 Telephone number :
C.2.5.5 Fax number : QR ute 3l L

C.2.5.6 E-mail : )0 (0L . mjogl’i @ OZhrunel - ke

D END OF TRIAL
D.1  Date of the end of the complete trial in all countries concerned by the trial?

D.1.1 (YYYY/MM/DD): /F{Cu\)(‘ 04U

K0O0|0

.

O 0000

yes K1 no O B

[D.2  Isit an early termination?”

1 0J, C82, 30.3.2010, p. 1; hereinafter referred to as 'detailed guidance CT-1".

z According to national legislation.
: Cf. Section 4.2. of the detailed guidance CT-1.



D.2.1  If yes, give date (YYYY/MM/DD): /{\10_9(‘ LOJY

D.2.2  Briefly describe in an annex (free text): ) ‘ . miatralwe
D.2.2.1 The justification for early termination of the trial; woncal, Od

: MO i AP c
D.2.2.2 Number of patients still receiving treatment at time of carly terthination m\ﬁtﬂékhrg conccne by the
declaration and their proposed management; ()

I 1 AD pakents  ubfe itlockd i Bl
D.2.2.3 The consequences of carly termination for the evaluatibn of the results and for overall risk benefit
assessment of the investigational medicinal prodyct.

fUalnakiol Qs M_LCMLWD_MJML@,EEJ%
E SIGNATURE OF THE APPLICANT IN THE MEMBER STATE

A,

E.1  Thereby confirm that/confirm on behalf of the sponsor that (delete which is not applicable):

* The above information given on this declaration is correct; and

* That the clinical trial summary report will be submitted within the applicable deadlines in

accordance with the applicable guidance by the Commission.*
E.2 APPLICANT TO THE COMPETENT AUTHORITY (as stated in C.1) O
E2.1 Date: 38 APR S0y =
E2.2 Signature : ( N /(97)
E.2.3  Print name: Aogio. ool X
J Dom it

E.3  APPLICANT TO THE ETHICS COMMITTEE (as stated in C.2) : O
E3.1 Date: 8 APR 03y /’
E.3.2 Signature : ] }
E3.3 Printnamea N\ ;a0 Aokal / N\

S s A

¢ Section 4.3. of the detailed guidance CT-1.



