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ZALU IZPLATITAJA LABAS IZPLATISANAS PRAKSES ATBILSTIBAS SERTIFIKATS
ATTIECIBA UZ CILVEKIEM PAREDZETAJAM ZALEM
CERTIFICATE OF GDP COMPLIANCE OF A DISTRIBUTOR OF
MEDICINAL PRODUCTS FOR HUMAN USE

Riga/Riga

Sertifikats Nr.

Certificate No ZVAJILV/2022/015D

Izdots p&c oficialas parbaudes (inspekcijas) saskana ar Direkttvas 2001/83/EK 111. pantu
Issued following an official inspection in accordance with Art. 111 of Directive 2001/83/EC

Zalu valsts agentura apliecina:
The State Agency of Medicines confirms the following:
Zalu vairumtirgotajs

Wholesale distributor SIA “Oribalt Riga

IzplatiSanas vietas adrese  Dzirnieku iela 26, Marupe, Marupes novads, LV-2167, Latvija
Site address

ir oficiali parbaudits nacionalas uzraudzibas programmas ietvaros saistiba ar licenci Nr. 00044
saskana ar Direktivas 2001/83/EK 77. panta 1. punktu, kas parnemts $ados Latvijas Republikas
tiesibu aktos: Ministru kabineta 2007.gada 26.jinija noteikumi Nr.416 “Zalu izplatiSanas un
kvalitates kontroles kartiba”.

has been inspected under the national inspection programme in connection with authorization
No L00044 in accordance with article 77(1) of Directive 2001/83/EC transposed in the following
national legislation: “Regulation of the Cabinet of Ministers of 26 June2007 No 416 “Procedures
regarding Distribution and Quality Control and Medicinal Products”.

Zalu izplatitaja oficialajas parbaudes, no kuram pedgja tika veikta 16/08/2022, iegiita informacija
lauj uzskatit, ka tas atbilst labas izplatiSanas prakses principiem, kas minéti Direktivas 2001/83/EK
84. panta.

From the knowledge gained during inspection of this distributor, the latest of which was conducted
on 16/08/2022, it is considered that it complies with the principles of good distribution practice
requirements laid down in Article 84 of Directive 2001/83/EC.
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Sis sertifikats atspogulo izplati§anas vietas statusu mingtas oficialas parbaudes laika, un tas nevar
atspogulot atbilstibas statusu, ja ir pagajusi vairak neka pieci gadi kops oficialas parbaudes, kad tika
izsniegts Sis sertifikats. Deriguma termin§ var tikt saisinats, izmantojot riska vadibas regul€joSos
principus un izdarot ierakstu laucina, kas atvélets ierobezojumu vai paskaidrojumu atzimeésanai.

This certificate reflects the status of the premises at the time of the inspection noted above and should
not be relied upon to reflect the compliance status if more than five years have elapsed since the date
of official inspection, after which time the issuing authority should be consulted. This period of
validity may be reduced, using regulatory risk management principles by an entry in the
"Restrictions" or "Clarifying Remarks" field.

Sis sertifikats ir derigs tikai pilna apjoma, uzradot visas lapas.

This certificate is valid only when presented with all pages.

Sertifikata autentiskumu var parbaudit Savienibas datubaze. Ja sertifikata nav datubaze, ludzu,
sazinieties ar Zalu valsts agentiiru.

The authenticity of this certificate may be verified in the Union's database. If it does not appear,
please contact the issuing authority.
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DOKUMENTS PARAKSTITS AR DROSU ELEKTRONISKO PARAKSTU UN SATUR LAIKA ZIMOGU
DOCUMENT SIGNED WITH A SAFE ELECTRONIC SIGNATURE AND CONTAINS A TIME STAMP

Informacija par licenci pieejama Kopienas datubaze.
Details of the authorisation can be found in the Union database.
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