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VALSTYBINES VAISTU KONTROLES TARNYBOS
PRIE LIETUVOS RESPUBLIKOS SVEIKATOS APSAUGOS MINISTERIJOS
VIRSININKAS

_ ISAKYMAS )
DEL LEIDIMU ATLIKTI KLINIKIN] VAISTINIO PREPARATO TYRIMA ISDAVIMO

2023 m. vasario 27 d. Nr. (1.4E)1A-279
Vilnius

Vadovaudamasis Europos Parlamento ir Tarybos reglamento (ES) Nr. 536/2014 dél zmonéms
skirty vaisty klinikiniy tyrimy, kuriuo panaikinama Direktyva 2001/20/EB, 98 straipsniu bei
Pritarimo atlikti klinikini vaistinio preparato tyrimg liudijimy ir leidimy atlikti klinikinj vaistinio
preparato tyrimg iSdavimo, tyrimy atlkimo i kontrolés tvarkos apraSo, patvirtinto Lietuvos
Respublikos sveikatos apsaugos ministro 2006 m. geguzés 31 d. jsakymu Nr. V-435 , D¢l Pritarimo
atlikti klinikin] vaistinio preparato tyrima ludijimy ir leidimy atlikti klinikinj vaistinio preparato
tyrimg iSdavimo, tyrimy atlikimo ir kontrolés tvarkos apraSo patvirtinimo®, 19 punktu:

I. Tvirtinu Klinkiniy vaistiniy preparaty tyrimy ir klinikinio tyrimo centry sarasa
(pridedama).

2.I1Sduodu leidimus atlikti klinikinj vaistinio preparato tyrimg Sio jsakymo 1 punkte
nurodytiems klinikinio tyrimo centrams.

3. Sis jsakymas per vieng ménesj nuo jo paskeloimo dienos gali biiti skundziamas Lietuvos
Respublikos ikiteisminio administraciniy gin€y nagrin€jimo tvarkos jstatymo nustatyta tvarka
Lietuvos administraciniy gincy komisijai arba Lietuvos Respublikos administraciniy byly teisenos
jstatymo nustatyta tvarka Viliaus apygardos administraciniam teismui.

VirSininkas Gytis Andrulionis

Parenge
Vaisty registracijos skyriaus vyriausioji specialisté

D. Jur§yté
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STATE MEDICINES CONTROL AGENCY
UNDER THE MINISTRY OF HEALTH OF THE REPUBLIC OF LITHUANIA

ORDER OF THEDIRECTOR
FOR AUTHORISATION OF A CLINICAL TRIAL ON MEDICINAL PRODUCTS

27 February 2023 No. (1.4E)1A-279
Vilnius

Pursuant to Article 98 of the Regulation (EU) No 536/2014 of the European Parliament and of
the Council on clinical trials on medicinal products for human use, and repealing Directive
2001/20/EC, and Item 19 of the Description of the Procedure for the Issuing Certificates of Approval
and Authorisation for a Clinical Trial on Medicinal Products and Procedure for Conduct and Control
of Clinical Trials, approved by the Order of the Minister of Health of the Republic of Lithuania No.
V-435 (31 May 2006):

1.1 approve the List of Clinical Trials on Medicinal Products and Clinical Trial Sites
(attached).

2. 1 1ssu eauthorisations for the conduct of a Clinical Trial on Medicinal Products to the
Clinical Trial Sites specified in Paragraph 1 of this Order.

3. This Order may be appealed within one month from its publication to the Lithuanian
Administrative Disputes Commission in accordance with the procedure established by the Law on
Pre-trial Administrative Disputes of the Republic of Lithuania or to the Vilius Regional
Administrative Court in accordance with the procedure established by the Law on Administrative
Proceedings of the Republic of Lithuania.

Director Gytis Andrulionis

Prepared by
Chief specialist of Marketing Authorization Unit

D. Jursyté



PATVIRTINTA

Valstybinés vaisty kontrolés tarnybos
prie Lietuvos Respublikos

sveikatos apsaugos ministerijos
vir§ininko 2023 m. vasario 27 d.
jsakymu Nr. (1.4E)1A-279

KLINIKINIU VAISTINIU PREPARATU TYRIMU IR KLINIKINIO TYRIMO CENTRU SARASAS
LIST OF CLINICAL TRIALS ON MEDICINAL PRODUCTS AND CLINICAL TRIAL SITES

Eil. Leidimo Nr. Klinikinio tyrimo pavadinimas Protokolo Nr. (versija, data) EudraCT Nr. Klinikinio tyrimo centras (jstaigos Pagrindinis
Nr. | Authorisation Title ofthe Clinical Trial Protocol No. (version, date) EudraCT No. pavadinimas iradresas) tyréjas
No. No. Clinical Trial Site (name and address Principal
of the Institution) Investigator
1. 2023/36 1/2 faziy, atvirasis SNDX-5613 dozés SNDX-5613-0700 2020-004104-34 Vilniaus universiteto ligoniné Andrius
didinimo ir dozés iSplétimo kohortinis (versija: v13.1EXUSA Santaros klinikos Santariskiy g. 2, Zuéenka
tyrimas pacientams, sergantiems data: 2022-06-23) Vilnius, Lietuva

atsinaujinusiomis ir (arba) atspariomis
leukemijomis, jskaitant pacientus, turin¢is
MLL/KMT2A geno persitvarkymg arba
nukleofosmino 1 (NPM1) mutacija

A Phase 1/2, Open-label, Dose-Escalation
and Dose-Expansion Cohort Study of
SNDX-5613 in Patients with
Relapsed/Refractory Leukemias, Including
Those Harboring an MLL/KMT2A Gene
Rearrangement or  Nucleophosmin 1
(NPM1) Mutation




