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I DALIS

I PART

ISduotas po atlikto tikrinimo pagal direktyvos 2001/83/EB 111 (5) straipsnj po pakeitimy.
Issued following an inspection in accordance with Art. 111(5) of Directive 2001/83/EC as
amended.

Valstybiné vaisty kontrolés tarnyba prie Lietuvos Respublikos sveikatos apsaugos ministerijos
patvirtina, kad:

State Medicines Control Agency under the Ministry of Health of the Republic of Lithuania
confirms the following:

Pazyméjimo turétojas Svendioniy vaistazolés, UAB, 178605343, Adutiskio g. 3/Lentupio g. 4,
Sven¢ionys ¥

The manufacturer Svenéioniy vaistazoles, UAB, 178605343, Adutiskio g. 3/Lentupio g. 4,
Svencionys V

Veiklos vieta Adutiskio g. 3/Lentupio g. 4, Svenévionys
Manufacturing site Adutiskio g. 3/Lentupio g. 4, Svencionys

patikrinta pagal nacionaling tikrinimo programa dél Gamybos licencijos Nr. 0174, remiantis
direktyvos 2001/83/EB 40 straipsniu, perkeltu i:
Lietuvos Respublikos Farmacijos istatyma 2006 m. birZelio 22 d. Nr. X-709,
Has been inspected under the national inspection programme in connection with manufacturing
authorisation No 0174 in accordance with Art. 40 of Directive 2001/83/EC transposed in the
following national legislation:
Law on Pharmacy 22 June 2006 No X-709.




Remiantis pazyméjimo turétojo veiklos vietos paskutiniuoju tikrinimu, kuris buvo atliktas
2008-05-29, konstatuojama, kad jo veikla atitinka geros gamybos praktikos principus ir
rekomendacijas, nustatytas 2003/94/EB direktyvoje.

Sis pazyméjimas parodo padéti pazyméjimo turétojo veiklos vietoje tikrinimo, kurio data
nurodyta auks¢iau, metu ir, pragjus trejiems metams nuo $io tikrinimo datos, juo neturéty buti
remiamasi sprendziant apie atitikt] gerai gamybos praktikai, o konsultuojamasi su ji iSdavusia
institucija.

Sio pazyméjimo autentiskuma galima patikrinti ji iSdavusioje institucijoje.

From the knowledge gained during inspection on this manufacturing site, the latest of which
was conducted on 29/05/2008, it is considered that the manufacturer complies with The
principles and guidelines of Good Manufacturing Practice laid down in Directive 2003/94/EC.
This certificate reflects the status on the manufacturing site at the time of the inspection noted
above and should not be relied upon to reflect the compliance status if more than three years
have elapsed since the date of that inspection, after which time the issuing authority should be
consulted.

The authenticity of this certificate may be verified with the issuing authority.
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Zmonems skirti vaistiniai preparatai

Human Medicinal Products

1. Gamybos operacijos
Manufacturing Operations

1.2. Nesteriliis preparatai
Non-sterile products

1.2.1. Nesterillis preparatai (farmaciniy formy sarasas)
Non-sterile products (list of dosage forms)

1.2.1.15. Kiti nesterilQis preparatai (vaistazoliy arbatos)
Other non-sterile medicinal product <herbal tees>

1.6. Kokybés kontrolés tyrimas
Quality control testing
1.6.3. Cheminis / fizinis
Chemical / Physical

Valstybinés vaisty kontrolés tarnybos
prie Lietuvos Respublikos sveikatos
apsaugos ministerijos 1. e. yir§ininko




