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1.dala
Part 1

Izsniegts péc oficialas parbaudes (inspicéSanas) saskapa ar Direktivas 2001/83/EK 111.panta
5.punktu

Ussued following an inspection in accordance with Art. 111(5) of Directive 2001/83/EC as amended

7alu valsts agentiira apliecina:

State Agency of Medicines confirms the following:

7:alu razotajs/The manufacturer Sabiedriba ar ierobeZotu atbildibu ,,ASTRA LOGISTIC Ltd.”
Razosanas vietas adrese/Site address Ziemelu iela 4, Lidosta ,,Riga”, Mdarupes novads, Latvija

ir oficiali parbaudits nacionalds uzraudzibas un kontroles programmas ictvaros par atbilstibu
specialajai atlaujai (licencei) zalu razoSanai Nr.Rp-42/; saskana ar Direktivas 2001/83/EK 40.pantu,
kas parnemta $ados Latvijas Republikas tiesibu aktos:

Ministru kabineta 2006.gada 18.aprila noteikumi Nr.304 "Noteikumi par zalu razo$anas un kontroles
kartibu, par zalu raZoSanu atbildigas amatpersonas kvalifikécijas prasibam un profesionalo pieredzi
un kartibu, kada zalu raZoSanas uznémumam izsniedz labas raZosanas prakses sertifikatu"

Has been inspected under the national inspection programme in connection with manufacturing authorisation|
no. Rp-42/; in accordance with Art. 40 of Directive 2001/83/EC tramsposed in the following national legislation:
Regulation of the Cabinet of Ministers of 18 April 2006 No 304 "Regulation on manufacture and control of medicina

products, requirements for qualified person for manufacture of medicinal products and procedure for granting of
ceriificate of GMP compliance"

Razotaja oficialajas parbaudes, no kuram pedgja tika veikta 18.08.2010., ieguta informacija lauj
uzskatit, ka tas atbilst labas razoSanas prakses principiem un pamatnostadném, kas noteiktas
Direktiva 2003/94/EK.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on

18/08/2010, it is considered that it complies with The principles and guidelines of Good Manufacturing Practice
laid down in Directive Directive 2003/94/EC.

Inguna Adoviga, Zaju valsts agenttras direktore, Jersikas iela 15, Riga LV-1003, Latvija
Inguna Adovica, Director, State Agency of Medicines, 15 Jersikas str., Riga, LV-1003, Latvia

20.09.2010.



Sis sertifikats atspogulo razo$anas vietas statusu minétas oficialas parbaudes laika, un tas nevar
atspogulot atbilstibas statusu, ja ir pagajusi vairak neka tris gadi kop$ oficialas parbaudes, kad
tika izsniegts $is sertifikats.

This certificate reflects the status of 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.

Sertifikata autentiskumu var apliecinat Zalu valsts agentiira.
The authenticity of this certificate may be verified with the issuing authority.

! §is prasibas atbilst Pasaules veselibas organizacijas (PVO) labas raZo$anas prakses ieteikumiem.
These requirements fulfil the GMP recommendations of WHO.

2.dala
Part 2

Cilvékiem paredzg&tas zales
Human Medicinal Products

1. RAZOSANAS DARBIBAS
MANUFACTURING OPERATIONS

- licencétas razo3anas darbibas ietver pilnigu un dal&ju raZofanu (tai skaita daZadus sadaliSanas,
iepakoSanas un noforméS8anas procesus), sé€rijas izlaidi un sertifikaciju, noteiktu doz€uma formu
uzglabaSanu un izplatiSanu

- authorised manufacturing operations include total and partial manufacturing (including various processes of
dividing up, packaging or presentation), batch release and certification, storage and distribution of specified dosage
forms unless informed to the contrary

- kvalitates kontroles (test€Sanas) un/vai sérijas izlaides un sertifikacijas darbibas bez razoSanas darbibam
norada attiecigajiem produktiem

- quality control testing and/or release and batch certification activities without manufacturing operations should be
specified under the relevant items

- ja uznémums ir iesaistits zalu razo$ana, kuram ir Tpasi nosacijumi, pieméram, radiofarmaceitiskie
preparati, zales, kas satur penicilinu, sulfonamidus, citotoksiskas vielas, cefalosporinus, vielas ar
hormonalu iedarbibu vai citas potenciali bistamas aktivas vielas, to norada pie atbilsto$a zalu veida un
dozgjuma formas

- if the company is engaged in manufacture of products with special requirements e.g. radiopharmaceuticals or
products containing penicillin, sulphonamides, cytotoxics, cephalosporins, substances with hormonal activity or
other or potentially hazardous active ingredients this should be stated under the relevant product type and dosage
Sorm

|

1.5 | Tikai iepakoSana
| Packaging only
1.5.2. Sekundara iepako8ana
Secondary packing
Inguna Adoviéa, Zalu valsts agentiiras direktore, Jersikas iela 15, Riga LV-1003, Latvija 2(3)

Inguna Adovica, Director, State Agency of Medicines, 15 Jersikas str., Riga, LV-1003, Latvia
20.09.2010. Sertifikata Nr./Certificate No. ZN A/LLV/2010/011H



Zalu valsts agentliras pilnvarotas amatpersonas vards, uzvards un paraksts
Name and signature of the authorised person of the Competent Authority of Latvia

20.09.2010. %/

(datums/date) Inguna Adovida, Zalu valsts agentiiras direktore, talr. 67078424, fakss 67078428
Inguna Adovica, Director, State Agency of Medicines, phone +371 67078424, fax +371
67078428
Inguna Adovica, Zalu valsts agenttiras direktore, Jersikas iela 15, Riga LV-1003, Latvija 3(3)

Inguna Adovica, Director, State Agency of Medicines, 15 Jersikas str., Riga, LV-1003, Latvia
20.09.2010. Sertifikata Nr./Certificate No. ZVA/LV/2010/011H
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