
LATVIJAS REPUBLIKA
ZAIYU VALSTS AGENTURA

Jersikas iela 15, Riga, LV-1003, Reg. Nr. 90001836181
?.: +371 67078424,Fakss: +371 6'7078428, e-pasts: zva@zva.gov.lv

spEcrALA ATI AUJA (LTCENCE) ZL[N n.,IZOSANAI VAr TMPORTESAXAI
COMMUNITY FORMAT AUTHORISATION (LICENCE)

FOR MEDICINAL PRODUCT MANUFACTURERS OR IMPORTERS

'i"::";r#,'",,T#i::,;::;::;:),,";Ti!:i,"3'^u"Rp-42/z

2. Speci5las atlaujas (licences) tur€taj a nosaukums,
registracijas numurs komercrefiistrd
Name, registrqtion number of authorisation (licence)
holder

3. Farmaceitiskds darbTbas vietas(-u) adrese(-es)
(Nordda visu licencOto vietu (uzpdmumu) adreses, ja tdm nav
izsniegta atseviS[a licence)
(Addresses of all manufacturing or importing sites

(companies) should be listed if not covered by separate

licences)

4. Specialas atlauj as (licences) turEtdj a j uridi skd

adrese
Legally registered address of authotisation (icence) holder

REPUBLIC OF LATVIA
STATE AGENCY OF MEDICINES

15 Jersikas str. , Riga, LV-1003, Reg. Nr. 90001836181
phone.: +371 67078424,Fax: +3'77 67078428, e-mail: zva@zva.gov'1v

5.Specialas atfaujas (licences) joma un zdlu t.pielikums
formas
(Katrai farmaceitiskds darbibas vietai (uzg€mumam) aizpilda
atseviS(u pielikumu,ja tai (tam) nav izsniegta atseviSf,a licence)

Scop e of authoris ation (licence) and dos age forms
(Sepirate Annexesfor dffirent sites (company)should befilled if not

covered by a seParate licences)

6. Specialas atlaujas (licences) izsnieg5anas
juridiskais pamatoj ums
Legal b as is of authoris ation

7 .Zilluvalsts agentiiras direktora v[rds, uzvards

Name of responsible fficer 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

z6lrt iaiolanai,vai importdsahai, 20ll.gada 14 septembrT

SabiedrTb u ar ierobe1otu atbildTbu

,,ASTRA LOGISTIC LTd."
(Vienot ais r e!,istr ac ij as numur s 4 0 0 0 3 6 4 02 I 2 )

Ziemelu iela 4, Lidosta,,RTga', Mdrupes novflds'
Latviju

MeZciema iela 23-43, RTga, Latvija

Eiropas parlamenta un Padomes 2001.gada 6.novembra

DirektTvas 2001/8j/EK par kopienas kodel<su, kas attiecas uz

cilvdkiem paredz€tam zalem 41.pants, kas parrlemts

Farmacijas likuma 57.pantd, Latvijas Republikas Ministru

kabinetq 201 0.gada 3 I .marta noteikumu Nr' 3 I 3

,, F ar m ac eitis ka s darbTb as I i c enc ei anas kdrtTb a " j 6. I' punkt d

Inguna Adoviia

201 l.gada 14. septembrl



l.pielikums
5.pielikums. Kvalific€tds personas vdrds, uzvdrds
6.pielikums Par zdlu raZo5anu un kvalitates kontroli
atbild-rgo amatpersonu vdrds, uzvdrds
7.pielikums. Pdrbaudes, kas ir par pamatu licences
izsnieg5anai, datums, pCdCjAs pdrbaudes joma
8.pielikums Specidlds darb1bas veidi un atbildiga (s)
persona (s) par narkotisko un psihotropo zdfu raZo5anu vai
import65anu
Annexes attached ANNEX I
Optional Annexes as required:
Annex 5. Name of Quali/ied Person .,
Annex 6. Name of Responsible Persons
Annex 7. Date of inspection on which authorisation granted,
scope of last inspection
Annex S.Authorization for special Operations and Name of ,
Person(-s) responsible for manufacturing or importation of
narcotic and Psychotropic medicinal products

"******



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

LICENCESAN,q.S JOMA
SCOPE OF AUTHORISATION
Farmaceitiskas darbtbas vietas nosaukums un adrese
Name and address of the site
Sabiedrlba ar ierobeZotu atbildlbu ,,ASTRA LoGrSTrc Ltd."

iela 4, Lidosta ,,Riga" Maru

Za!u valsts agentDras direktore

SIA,,ASTRA LOGISTIC Ltd." licence RP-42/2
zdfu raZo5anai vai importE5anai, 20ll.gacla 14. septembrl

Cilvekiem p ar edzetds zale s

ATLAUTAS DA AS
AUTHORISED OPERATIONS

RaZo5anas darbrbas (saska4d ar t.dalu)
Manufacturin ions (according to Part I

l.da!a. RAZOSANAS DARBIBaS
Part l. MANUFACTaRING OPERATIONS
- atfautas raZo5anas darbrbas ietver pilnrgu un daJEju raZo5anu (tai skaitd daZddus fase5anas, iepako5anas un
noforme5anas procesus), sErijas izlaidi un serlifikdciju, impofte5anu, noteiktu dozejuma formu uzglabdsanu un
izplaU5anu, ja vien nav norddr=ts citddi
- 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 dos age forms unl ess otherw is e indi cated

- kvalitdtes kontroles (test65anas) vai serijas izlaides un serlifikdcijas darbrbas bezraLoianas darbibam norada
attiecrgas nodalas apak5punktos
- quality control testing or release and batch certification activities without manufacturing operations should be
specified under the relevant items

- ja uzgemums ir iesaist-rts zalt raLoiana. kurdm ir 
-rpa5i 

nosacrjumi, piemeram, radiofarmaceitiskie prepardti vai
zdles, kas satur penicihnu, sulfonamrdus, citotoksiskas vielas, cefalospon-nu, vielas ar hormonalu vai citu
aktivitati vai citas potencidli blstamas akuvds vielas, to nordda pie atbilsto5d zdlu veida un doz€juma formas
(attiecas uz visdm l.dalas nodafam, iz4emot 1.5.2. un 1.6.)
- if the company is engaged in manufacture of products with special requirements e.g. radiopharntaceuticals 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 epe and
dosage form (applicable to all sections ofPart I apart from sections 1.5.2. and L6.)
l 5 Tikai iepakoSana

Packaging only
1 . 5.2. Sekundara iepako5ana

Secondary packing



Licences Nr. Rp-42/z S.pielikums
Licence No Rp-42/z Annex 5

,(valificetds(-o) personas(-u) vdrds, uzvdrds
Name, surname of a qualffied person(s)

Ieva Jaudzeme

Kvalitdtes kontroles strukttrvienlbas(-u)
vad-rtdj a(-u) vards, uzvards
Nqme, surname of a person(s) responsible for quality
control

JevgEnijs Znoti45

RaZoSanas strukturvienTbas(-u) vad-rtdja(-u)
vdrds, uzvards
Name, sLtrname of a person(s) responsible for
production

Ieva Jaudzeme

I

Licences Nr. Rp-42/z 6.pielikums
Licence No Rp-42/z Annex 6

Licences Nr. Rp-42/zT.pielikums
Licence No Rp-42/z Annex 7

Licences Nr. Rp-42/z S.pielikums
Licence No Rp-42/z Annex 8

Speciiilfls darblbas veidi (vajadzTgo atzTmet ar x) un atbildiga(-s) persona(-s) par narkotisko
un psihotropo zaluraZo5anu vai importesanu
Purticulnr

Z6fu valsts agentlras direktore

SIA,,ASTRA LOGISTIC Ltd.'' IiCENCE RP.42/2
zdluraiolanai vai importeSanai, 2}|Lgacla 14. septembrl

Parbaudes datums, kas ir par pamatu
licences izsnieg5anai, (dd.mm.gggg)
Date of inspection on the basis of which
authoris ation w as gr anted (dd. mm.ywy)

2010.gada l S.augusts

P€dEjds parbaudes joma
Scope of last inspection

AtbilsUbas noverte5ana

authorised uctivities (mark ,,x" where appropriate) and responsible person(-s)
Specialas darbrbas veids
Particular activity

Par narkotisko un psihotropo zafu raZo5anu vai
importu atbildlgas(-o) personas(u) amats, vdrds,
uzvards
Name, sLtrname, position of a person(-s) responsible
for manufacturing of norcotic and psychotropic
medicinal products

narkotisko zalu r aZolana
manufacturing of narcotic medicinal
oroducts
narkotisko z6!u importe5ana
importing of narcotic medicinal
products

I psihotropo zalu ralolana
manufacturing of psychotropic
medicinal Droducts

Ieva Jaudzeme

p sihotropo zdlu irnp orte Sana
importing of psychotropic medicinal
0roducts

ffi7 IngunaAdovida
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