LATVIJAS REPUBLIKA
ZALU VALSTS AGENTURA

Jersikas jela 15, Riga, LV-1003, Reg. Nr. 90001836181
TAT.: +371 67078424, Fakss: +371 67078428, e-pasts: zva@zva.gov.lv

REPUBLIC OF LATVIA
STATE AGENCY OF MEDICINES

15 Jersikas str. , Riga, LV-1003, Reg. Nr. 90001836181
phone.: +371 67078424, Fax: +371 67078428, e-mail: zva@zva.gov.lv.

SPECIALA ATLAUJA (LICENCE) ZALU RAZOSANAI VAI IMPORTESANAI

COMMUNITY FORMAT AUTHORISATION (LICENCE)
FOR MEDICINAL PRODUCT MANUFACTURERS OR IMPORTERS

1. Specialas atlaujas (licences) sérija, numurs
Serial number, number of authorisation (licence)

2.Specialas atlaujas (licences) turétaja nosaukums,
registracijas numurs komercregistra

Name, registration number of authorisation (licence)
holder

3. Farmaceitiskas darbibas vietas(-u) adrese(-es)
(Norada visu licenceto vietu (uzn8mumu) adreses, ja tam nav
izsniegta atsevidka licence)

(Addresses of  all manufacturing or importing sites
(companies) should be listed if not covered by separate
licences)

4 Specialas atlaujas (licences) turétaja juridiska
adrese

Legally registered address of authorisation (licence) holder

5.Specialas atlaujas (licences) joma un zdlu

formas

(Katrai farmaceitiskds darbibas vietai (uzpmumam) aizpilda
atsevidku pielikumu, ja tai (tam) nav izsniegta atseviska licence)
Scope of authorisation (licence) and dosage forms
(Separate Annexes for different sites (company)should be filled if not
covered by a separate licences)

6.Specialas atlaujas (licences) izsniegSanas
juridiskais pamatojums
Legal busis of authorisation

7.Zalu valsts agentiiras direktora vards, uzvards
Name of responsible officer of the competent authority
of the member state granting the manufacturing
authorisation

8. Paraksts
Signature

9. Datums
Date

SIA . ASTRA LOGISTIC Ltd.” licence RP-42/2
ziiu ra¥o¥anai, vai importéSanai, 201 1.gada 14. septembrT

Rp-42/>

Sabiedriba ar ierobeZotu atbildibu

wASTRA LOGISTIC Ltd.”
(Vienotais registracijas numurs 40003640212)

Ziemelu iela 4, Lidosta ,,Riga”, Marupes novads,
Latvija

Mezciema iela 23-43, Riga, Latvija

1.pielikums

Eiropas parlamenta un Padomes 2001.gada 6.novembra
Direktivas 2001/83/EK par kopienas kodeksu, kas attiecas uz
cilvekiem paredzétam zalem 40.pants, kas parnemis
Farmacijas likuma 57.pantd, Latvijas Republikas Ministru
kabineta 2010.gada  31.marta  noteikumu Nr. 313
. Farmaceitiskas darbibas licencésanas kartiba” 36.1.punktd

Inguna Adovica

2011.gada 14. septembri



0. Pievienotie pielikumi:

SIA ASTRA LOGISTIC Ltd.” licence RP-42/2
zdiu raoanai vai importéfanai, 2011, gada 14. septembrt

1.pielikums

S.pielikums. Kvalificetas personas vards, uzvards

6.pielikums Par =zalu raZo¥anu un kvalitates kontroli

atbildigo amatpersonu vards, uzvards

7.pielikams. Parbaudes, kas ir par pamatu licences

izsnieg3anai, datums, p&dgjas parbaudes joma

8.pielikums Specialas darbibas veidi un atbildiga (-s)

persona (-s) par narkotisko un psihotropo zaJu raZo$anu vai

imports¥anu

Annexes attached ANNEX 1

Optional Annexes as required:

Annex 5. Name of Qualified Person "

Annex 6. Name of Responsible Persons

Annex 7. Date of inspection on which authorisation granted,

scope of last inspection

Annex 8. Authorization for special Operations and Name of.
Person(-s) responsible for manufacturing or importation of
narcotic and Psychotropic medicinal products



Licences Nr. RP-42/2 1.pielikums
Licence No RP-42/2 Annex 1

LICENCESANAS JOMA

SCOPE OF AUTHORISATION

Farmaceitiskas darbibas vietas nosaukums un adrese
Name and address of the site

Sabiedriba ar ierobezotu atbildibu ,,ASTRA LOGISTIC Ltd.”

Ziemelu iela 4, Lidosta ,,Riga”, Marupes novads, Latvija

Cilvekiem paredzgtas zales
Human medicinal products

ATLAUTAS DARBIBAS

AUTHORISED OPERATIONS
RaZosanas darbibas (saskana ar 1.dalu)
Manufacturing operations (according to Part 1)

1.dala. RAZOSANAS DARBIBAS
Part I. MANUFACTURING OPERATIONS

- atlautas razoSanas darbibas ietver pilnigu un dalgju raZo8anu (tai skaita dazadus faséSanas, iepako$anas un
noformeSanas procesus), sérijas izlaidi un sertifikaciju, importeSanu, noteiktu dozgjuma formu uzglabasanu un
izplatiSanu, ja vien nav noradits citadi

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

- kvalitates kontroles (teste$anas) vai sérijas izlaides un sertifikacijas darbibas bez raZoSanas darbibam norada
attiecigas nodalas apak§punktos

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

- ja uznémums ir iesaistits zalu raZoana, kuram ir Ipadi nosacijumi, pieméram, radiofarmaceitiskie preparati vai
zales, kas satur penicilinu, sulfonamidus, citotoksiskas vielas, cefalosporinu, vielas ar hormonalu vai citu
aktivitati vai citas potenciali bistamas aktivas vielas, to norada pie atbilsto§a zaJu veida un dozgjuma formas
(attiecas uz visam 1.dalas nodalam, izgemot 1.5.2. un 1.6.)

- 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 form (applicable to all sections of Part 1 apart from sections 1.5.2. and 1.6.)

1.5. |Tikai iepakoSana
Packaging only
1.5.2. Sekundara iepakoSana

Secondary packing
./’//’-—?/}
//% (f/
Za]u valsts agentiiras direktore [Inguna Adovica

SIA ,,ASTRA LOGISTIC Ltd.” licence RP-42/2
zalu raZo$anai vai import€Sanai, 2011.gada 14. septembrT

(%]




Licences Nr. RP-42/2 5.pielikums
Licence No RP-42/2 Annex 5

Kvalificgtas(-o) personas(-u) vards, uzvards
Name, surname of a qualified person(s)

Ieva Jaudzeme

Licences Nr. RP-42/ 6.pielikums
Licence No RP-42/2 Annex 6
Kvalitates  kontroles  struktfirvienibas(-u) | Jevgenijs Znotins

vaditdja(-u) vards, uzvards
Name, surname of a person(s) responsible for quality
control

RaZoSanas struktiirvienibas(-u) vaditaja(-u)
vards, uzvards

Name, surname of a person(s) responsible for
production

Ieva Jaudzeme

Licences Nr. Rp-42/27.pielikums
Licence No RP-42/2 Annex 7

Parbaudes datums, kas ir par pamatu

licences izsniegSanai, (dd.mm.gggg)
Date of inspection on the basis of which
authorisation was granted (dd.mm.yyyy)

2010.gada 18.augusts

Pedgjas parbaudes joma
Scope of last inspection

Atbilstibas novertésana

Licences Nr. Rr-42/2 8.pielikums
Licence No Rr-42/2 Annex 8

Specialas darbibas veidi (vajadzigo atzimét ar x) un atbildiga(-s) persona(-s) par narkotisko

un psihotropo zalu raZo$anu vai importésanu

Particular authorised activities (mark ,,x” where appropriate) and responsible person(-s)

Specialas darbibas veids
Particular activity

Par narkotisko un psihotropo zalu razo$anu vai
importu atbildigas(-o) personas(u) amats, vards,
uzvards

Name, surname, position of a person(-s) responsible
Jor manufacturing of narcotic and psychotropic
medicinal products

narkotisko zalu raZo$ana
manufacturing of narcotic medicinal
products

narkotisko zalu importé$ana
importing of narcotic
products

medicinal

@ psihotropo zalu razo$ana
manufacturing  of  psychotropic
medicinal products

Ieva Jaudzeme

psihotropo zalu importé$ana
importing of psychotropic medicinal
products

Zalu valsts agentiiras direktore

SIA ,,ASTRA LOGISTIC Ltd.” licence RP-42/2
za|u raZo$anai vai importe§anai, 2011.gada 14. septembrT

W Inguna Adovica
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