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VALSTYBINES VAISTU KONTROLES TARNYBOS
PRIE LIETUVOS RESPUBLIKOS SVEIKATOS APSAUGOS MINISTERIJOS
VIRSININKAS

) ISAKYMAS
DEL VAISTINIU PREPARATU KLASIFIKACIJOS KEITIMU PATVIRTINIMO

2025 m. rugséjo 30 d. Nr. (1.4E)1A-1349
Vilnius

Vadovaudamasi Lietuvos Respublikos farmacijos jstatymo 9 straipsnio 2 ir 8 dalimis bei 10
straipsnio 4 dalimi, vykdydama Vaistiniy preparaty registravimo taisykliy, patvirtinty Lietuvos
Respublikos sveikatos apsaugos ministro 2007 m. liepos 10 d. isakymu Nr. V-596 ,,Dél Vaistiniy
preparaty registravimo taisykliy, Supaprastintos homeopatiniy vaistiniy preparaty registravimo
procediiros apraso, Supaprastintos tradiciniy augaliniy vaistiniy preparaty registravimo procediros
apraso, Specialios homeopatiniy vaistiniy preparaty registravimo procediiros apraso, Vaistiniy
preparaty registravimo taikant savitarpio pripazinimo ir decentralizuota procediiras apraso, Vaistiniy
preparaty analitiniy, farmakotoksikologiniy ir klinikiniy tyrimy standarty ir protokoly, Vaistiniy
preparaty pakuotés Zenklinimo ir pakuotés lapelio reikalavimy apraSo, Pagalbiniy medziagy, kurios
turi biiti nurodomos ant vaistinio preparato pakuotes ir pakuotés lapelyje, saraso, Teis€s ] vaistinio
preparato registracija perleidimo kitam asmeniui tvarkos apraSo patvirtinimo®, 48 punkta,
atsizvelgdama j Valstybinés vaisty kontrolés tarnybos prie Lietuvos Respublikos sveikatos apsaugos
ministerijos Vaisty registracijos skyriaus 2025 m. rugs¢jo 11 d. posédzio protokola (reg. 2025 m.
rugséjo 19 d. Nr. (1.81E)R5-1477) ir Gedeon Richter Plc. atstovybés Lietuvoje rastu (reg. 2025 m.
rugsé€jo 29 d. Nr. (1.22Mr)3R-17767) registruotojo Gedeon Richter Plc., Vengrija vardu teikiama
prasyma:

1. Tvirtinu Vaistiniy preparaty klasifikacijos keitimy sgrasa (pridedama).

2. Nustatau, kad $io jsakymo 1 punktas jsigalioja 2026 m. rugséjo 1 d.

3. Sis jsakymas per vieng ménesj nuo jo paskelbimo dienos gali biti skundziamas Lietuvos
Respublikos ikiteisminio administraciniy gincy nagrin¢jimo tvarkos jstatymo nustatyta tvarka
Lietuvos administraciniy gin¢y komisijai arba Lietuvos Respublikos administraciniy byly teisenos
Jstatymo nustatyta tvarka Regiony administraciniam teismui.

Virsininké Dovilé Marcinké
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STATE MEDICINES CONTROL AGENCY
UNDER THE MINISTRY OF HEALTH OF THE REPUBLIC OF LITHUANIA

ORDER OF THE DIRECTOR
THE MODIFICATION OF THE CLASSIFICATION OF THE MEDICINAL PRODUCT

No (1.4E)1A-1349 of 30 September 2025
Vilnius

In accordance with Article 9(2) and (8) of the Law on Pharmacy of the Republic of Lithuania,
Article 10(4), Description of the rules for the registration of medicinal products approved by the Order
No. V-596 of 10 July 2007 of the Minister of Health of the Republic of Lithuania “On Approval of
the Description of the Rules for Granting Marketing Authorisation of Medicinal Products, Description
of Simplified Procedure for the Authorisation of Homeopathic Medicinal Products, Description of
Simplified Procedure for the Authorisation of Traditional Herbal Medicinal Products, Description of
Granting Marketing Authorisation of Medicinal Products by Applying Mutual Recognition and
Decentralised Procedures , Description of Analytical, Pharmacotoxicological and Clinical Trial
Standards and Protocols for Medicinal Products, Description of Requirements for Labelling and
Package Leaflet of Medicinal Products, the List of Excipients to be Indicated on the Package And
Package Leaflet of the Medicinal Product, Description of the Order for Transferring Marketing
Authorisation Right to Another Person”, point 48, and having regard to the minutes of the meeting of
the Marketing Authorisation Unit of the State Medicines Control Agency under the Ministry of Health
of the Republic of Lithuania Protocol of 11 September 2025 (reg. date 19 September 2025, No
(1.81E)R5-1477) and taking into account of Gedeon Richter Plc. Representation in Lithuania request
(registered in the State Medicines Control Agency under the Ministry of Health of the Republic of
Lithuania on 29 September 2025 No. (1.22Mr)3R-177670n behalf of the registrant Gedeon Richter
Plc., Hungary:

1. T approve the attached list of the Medicinal products classification modifications.

2. I determine that the point 1of this Order comes into power from 1 September 2026.

3. This Order within one month from the date of its announcement may be appealed 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 Regional
Administrative Court in accordance with the procedure established by the Law on Administrative
Proceedings of the Republic of Lithuania.

Director Dovilé Marcinké



PATVIRTINTA / APPROVED
Valstybings vaisty kontrolés tarnybos
prie Lietuvos Respublikos

sveikatos apsaugos ministerijos
virSininko 2025 m. rugséjo 30 d.
Isakymu Nr. (1.4E)1A-1349

VAISTINIIU PREPARATU KLASIFIKACIJOS KEITIMU SARASAS

LIST OF THE MEDICINAL PRODUCTS CLASSIFICATION MODIFICATIONS

maksties tabletés

(dekvalinio
chloridas)

il Paraii- Receptinio vaistinio Registruotojas
Nl " | Kkos Nr. prepflr.ato Keitimo esmé I\’tllillrk.eti?g
r. Application pavadinimas The essence of the variation au hml':lsa ton
No No Name of the prescription only older
medicinal product
1. KR-0966 | Donaxyl 10 mg Registracijos pazyméjimo Nr. Gedeon Richter

LT/1/16/4013/001 lizding plokstele N6 | Plc. Vengrija
ir priskiriu nereceptiniy vaistiniy
preparaty grupei.




