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VALSTYBINES VAISTU KONTROLES TARNYBOS
PRIE LIETUVOS RESPUBLIKOS SVEIKATOS APSAUGOS MINISTERIJOS
VIRSININKAS

. ISAKYMAS
DEL VAISTINIU PREPARATU PERREGISTRAVIMO

2022 m. sausio 10 d. Nr. (1.4E)1A-29
Vilnius

Vadovaudamasis Lietuvos Respublikos farmacijos jstatymo 9 straipsnio 2 dalimi, 14
straipsnio 4 dalimi ir atsizvelgdamas | Valstybinés vaisty kontrolés tarnybos prie Lietuvos
Respublikos sveikatos apsaugos ministerijos mokslo tarybos teikimg (2021 m. gruodzio 30 d.
posédzio protokolas, reg. 2022 m. sausio 3 d. Nr. (1.99)42A-20):

1. Tvirtinu Vaistiniy preparaty, kuriy naudos ir rizikos santykis buvo jvertintas teigiamai
bei su paraiSka perregistruoti vaistinj preparata pateikti dokumentai ir informacija atitinka
nustatytus reikalavimus, sarasa (pridedama).

2.Perregistruoju sio jsakymo 1 punkte nurodytus vaistinius preparatus.

3. Sis jsakymas per vieng ménesj gali biiti skundziamas Lietuvos Respublikos ikiteisminio
administraciniy gin¢y nagrinéjimo tvarkos jstatymo nustatyta tvarka Lietuvos administraciniy gincy
komisijai arba Lietuvos Respublikos administraciniy byly teisenos jstatymo nustatyta tvarka
Vilniaus apygardos administraciniam teismui.

Virsininkas Gytis Andrulionis

Parengé
Vaisty registracijos skyriaus vyriausioji specialisté
Ilona AliSauskiené
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STATE MEDICINES CONTROL AGENCY
UNDER THE MINISTRY OF HEALTH OF THE REPUBLIC OF LITHUANIA

ORDER OF THE DIRECTOR
FOR RENEWAL OF THE AUTHORISATION OF MEDICINAL PRODUCTS

January 10, 2022 No. (1.4E)1A-29
Vilnius

Pursuant to Paragraph 2 of Article 9 and Paragraph 4 of Article 14 of the Law on Pharmacy
of the Republic of Lithuania and having regard to the submission of the Scientific Board of the
State Medicines Control Agency under the Ministry of Health of the Republic of Lithuania
(Minutes of the meeting of 30 December 2021, Reg. No. (1.99) 42A-20 of 3 January 2022):

1.1 approve the List of the Medicinal Products for which the benefit-risk balance has
been assessed positively and the documents and information submitted with the application for
renewal of the medicinal product comply with the established requirements (attached).

2.1 renew authorizations of medicinal products specified in the clause 1 of this
Order.

3. This Order within one month 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.

Director Gytis Andrulionis

Prepared by
Chief specialist of Marketing Authorization Unit
Tlona AliSauskiené



PATVIRTINTA/APPROVED
Valstybinés vaisty kontrolés tarnybos

prie Lietuvos Respublikos sveikatos

apsaugos ministerijos vir§ininko
2022 m. sausio 10 d. jsakymu Nr. (1.4E)1A-29

VAISTINIU PREPARATU, KURIU NAUDOS IR RIZIKOS SANTYKIS BUVO
IVERTINTAS TEIGIAMAI BEI SU PARAISKA PERREGISTRUOTI VAISTIN]
PREPARATA PATEIKTI DOKUMENTAI IR INFORMACIJA ATITINKA
NUSTATYTUS REIKALAVIMUS, SARASAS

LIST OF THE MEDICINAL PRODUCTS FOR WHICH THE BENEFIT-RISK BALANCE HAS BEEN
ASSESSED POSITIVELY AND THE DOCUMENTS AND INFORMATION SUBMITTED WITH THE
APPLICATION FOR RENEWAL OF THE MEDICINAL PRODUCT COMPLY WITH THE ESTABLISHED

REQUIREMENTS

Eil. [Vaistinio preparato Bendrinis Pakuoté / Registracijos Registruotojas, [Klasi- [Parai$kos
Nr./pavadinimas / pavadinimas/  paZyméjimo numeris/ valstybé/ fikavi- |Nr./
No. [Name of the medicinal |Active substance [Container / Marketing Marketing mas/  |Application
product authorisation number authorisation Legal no.
holder, country status for
supply
1. BETAC 10 mg Betaksololio Lizdiné plokstelé: Medochemie Rp. P-0148
plévele dengtos hidrochloridas  [LT/1/03/3137/002 — N10  |Ltd., Kipras
tabletés LT/1/03/3137/003 — N30
LT/1/03/3137/004 — N50
LT/1/03/3137/005 — N100
2. |Gerlen 1,5 mg/ml  Benzidamino  |LT/1/17/4080/001 — SIA Ingen Nerp. |P-0132
burnos gleivinés hidrochloridas  puteliukas (30 ml), dozavimoPharma, Latvija
purskalas (tirpalas) pompa ir aplikatorius, N1
3. PANANGIN Kalio aspartatas/ [Lizdiné plokstelé: Gedeon Richter Nerp. P-0158
316 mg/280 mg Magnio LT/1/17/4111/001 — N30  Plc., Vengrija
plévele dengtos aspartatas LT/1/17/4111/002 — N60
tabletes
4. Spotifit 50 mg/g Etofenamatas  |LT/1/17/4085/001 — tiibelé [SIA Ingen Nerp. P-0143
gelis (100 g), N1 Pharma, Latvija
5. MEDOCLAV Amoksicilinas/ [Buteliukas ir geriamasis Medochemie Rp. P-0084
400 mg/57 mg/5 ml  [Klavulano Svirkstas: Ltd., Kipras
milteliai geriamajai  [rigstis LT/1/17/4064/001 — 70 ml,
suspensijai N1
LT/1/17/4064/002 — 140 ml,
N1




