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' VALSTYBINES VAISTU KONTROLES TARNYBOS
.PRIE LIETUVOS RESPUBLIKOS SVEIKATOS APSAUGOS MlNISTERIJOS
VIRSININKAS :

ISAKYMAS
DEL VAISTINIU PREPARATU REGISTRACIJOS PAZYMEJIMU SALYGU II TIPO
REGLAMENTINIU KEITIMU PATVIRTINIMO

2022 m. birZelio 30 d. Nr. (1.4E)1A-738
Vilnius

Vadovaudamasis Lietuvos Respublikos farmacijos jstatymo 9 straipsnio 2 dalimi, Vaistiniy
preparaty registravimo taisykliy, patvirtinty Lietuvos Respublikos sveikatos apsaugos ministro 2007
m. liepos 10 d. jsakymu Nr. V-596 ,,Dél Vaistiniy preparaty registravimo taisykliy, Supaprastintos
homeopatiniy vaistiniy preparaty registravimo procediiros apra$o, 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 pakuotés
ir pakuotés lapelyje, saraSo, Teisés | vaistinio preparato registracijg perleidimo kitam asmeniui
tvarkos apraSo patvirtinimo®, 48 punktu:

1. Tvirtinu vaistiniy preparaty, kurie registruoti pagal nacionaling procediira, registracijos
pazyméjimy salygy II tipo reglamentinius keitimus pagal pridedamg sgrasg.

2. Sis jsakymas per viena ménesj nuo jo paskelbimo dienos gali biiti skundZiamas Lietuvos
Respublikos ikiteisminio administraciniy giny nagringjimo tvarkos jstatymo nustatyta tvarka
Lietuvos administraciniy gincy komisijai arba Lietuvos Respublikos admmlstracmlu, byly teisenos
istatymo nustatyta tvarka Vilniaus apygardos administraciniam teismui.

Vaisty registracijos skyriaus vedéja, - Kristina Povilaitiené
laikinai vykdanti vir§ininko funkcijas
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STATE MEDICINES CONTROL AGENCY
UNDER THE MINISTRY OF HEALTH OF THE REPUBLIC OF LITHUANIA

' ORDER OF THE DIRECTOR| :
CONCERNING THE APPROVAL OF VARIATIONS TO TYPE Il OF AUTHORISATIONS
FOR MEDICINAL PRODUCTS

No (1.4E)1A-738 of 30 June 2022
Vilnius

In accordance with Paragraph 2 of Article 9 of the Law on Pharmacy of the Republic of
Lithuania, the 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.
1.1 approv e the following amendments to the Type II Regulation of the Conditions of
Authorisations for Medicinal Products authorised under the national procedure (attached).

2. 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 Vilnius Regional
Administrative Court in accordance with the procedure established by the Law on Administrative
Proceedings of the Republic of Lithuania.

Acting as Director Kristina Povilaitiené




PATVIRTINTA / APPROVED

Valstybinés vaisty kontrolés tarnybos
prie Lietuvos Respublikos

sveikatos apsaugos ministerijos
vir§ininko 2022 m. birZelio 30 d.
Isakymu Nr. (1.4E)1A-738

VAISTINIY PREPARATY, KURIE REGISTRUOTI PAGAL NACIONALINE
~ PROCEDURA, REGISTRACLJOS PAZYMEJIMU SALYGYU II TIPO TVIRTINAMU
REGLAMENTINIU KEITIMU SARASAS

LIST OF VARIATIONS TO THE TYPE II APPROVED REGULATORY CHANGES TO THE CONDITIONS OF
AUTHORISATIONS FOR MEDICINAL PRODUCTS AUTHORISED UNDER A NATIONAL PROCEDURE

Eil. | ParaiSskos | Vaistinio preparato pavadinimas Keitimo tipas Registruotojas
Nr. Nl‘. (veiklioji mediiaga) Type of variation Marketing
No Application Name of the medicinal product ' authorisation holder
No (active substance)
1. | KR-3597 | Pulmozyme 2500 TV/2,5 ml B.La.4.(d)/11 Roche Lietuva,

purskiamasis jkvepiamasis tirpalas

(dornazé alfa)

B.L.c.1.(c)/IB
B.L.a.3.(e)/IB
B.l.a4.(c)/IA
B.la.l.(g)/ll
B.L.b.2.(e)/IB (x 2)
B.l.a.2.(a)/IB (x 5)
B.La.1.(f)/IB (x 3)
B.l.a4.(a)/IA

UAB, Lietuva




