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Zalu valsts agentura
State Agency of Medicines of the Republic of Latvia

Jersikas iela 15, Riga, LV-1003, Latvia, phone +371 67078424, fax +371 67078428, e-mail infofzva.gov.lv, www.zva.gov.ly

SPECIALA ATLAUJA (LICENCE) ZALU RAZOSANAI VAI IMPORTESANAI
AUTHORISATION (LICENCE) FOR MEDICINAL PRODUCTS’
MANUFACTURING OR IMPORTING

1. Speciilas at|aujas (licences) s€rija, numurs
Serial number, number of authorisation (licence) RP-42/8

2. Specidlas ataujas (licences) Tpasnicka firma, Sgabiedriba ar ierobeZotu atbildibu
registriicijas numurs komercregistrd

Name, registration number of authorisation (licence) “ASTRA LOGISTIC Ltd-”
holder (registricijas numurs 40003640212)

3. Farmaceitiskas darbibas vietas(-u) (razofanas  Zjemelu iela 4, Lidosta “Riga”,
vietas) adrese(-es) (nordda visas licenc®tas  Mgrupes novads, LV-2167, Latvija
vietas)

Addresses authorised sites should be listed if not

covered by a separafe licence

4. Specialas atlaujas (licences) Tpasnicka MeZciema iela 23-43, Riga, LV-1079, Latvija
juridiska adrese

Legally registered address of authorisation (licence)

holder

5. Specialas atlaujas (licences) darbibas joma un [, pielikums
zdi|u formas (dazadim raZotném aizpilda
atsevitku pielikumu, ja par tim nav izsniegta
atseviska licence)

Scope of authorisation (licence) and dosage forms

(ANNEX [ or ANNEX 2] (separate Annexes for

different sites (company) should be filled out if not

covered by a separate licences)

6. Specialas atlaujas (licences) izsnieglanas Eiropas nﬂﬂﬂminla un Padomes 2001.gada ﬁ-nEIWThFﬂ Dircktivas
e i 2001/83/EK par kopienas kodeksu, kas attiecas uz cilvekiem paredz&tim
‘I“"dml'fmh_pamamju?ns : zilem, 40 pants, kas pargemts Farmacijas likuma 57 pantd un Latvijas

Legal basis of authorisation (licence) Republikas Ministru kabineta 2011 gada 19.okiobra noteikumas Nr.800

“Farmaceitisks darbibas licencEianas kiriba™

7. Zau valsis agentiiras atbildigd amatpersona,

kura pienem l@mumu par specidlds atlaujas

(licences) pieskirsanu — direktors Svens Henkuzens
Name of responsible afficer of the campeient
anthority of the member state granting the
manufacturing autherisation

8. Paraksts f;#‘—/—/—-f
Sipnaiure i

9. Datums 2017.gada 11.aprilis
Date

RP-42/8 Sabiedriba ar ierobezotu atbildibu “ASTRA LOGISTIC Ltd.”
zilu razodana vai import&ana, 2017 gada 11.aprilis



. Pievienotie pielikumi:
Annexes attached

1.pielikums

5.pielikums. Kvalificétas personas vards un uzvirds
6.pielikums. Atbildigo personu vards un uzvards
7.piclikums. Parbaudes (inspekcijas) datums, kas ir
par pamatu speciiilds atlaujas (licences) pieskirSanai,
pEdéjas parbaudes joma

8 pielikums. Specialas darbibas veidi un atbildiga(-s)
persona(-s) par narkotisko un psihotropo zilu
razodanu vai import@sanu

Annex 1

Annex 5. Name of a Qualified Person.

Annex 6. Name of a 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
Impaortation of Narcotic and Psychotropic Medicinal
Products
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RP-42/8 Sabiedriba ar ierobefotu atbildibu “ASTRA LOGISTIC Ld.”
zd|u raZodana vai import&iana, 2017 gada 1 1.aprilis




Licences Nr. RP-42/8 1.pielikums
Licence No RP-42/8 Annex 1
LICENCESANAS JOMA
SCOPE OF AUTHORISATION

Farmaceitiskiis 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, LV-2167, Latvija

& Cilvekiem paredzétis ziles
Human medicinal products

ATLAUTAS DARBIBAS
AUTHORISED OPERATIONS

B Razo3anas darbibas (saskani ar 1.dalu)
Manufacturing operations {according to Part 1)

1.daja. RAZOSANAS DARBIBAS
Part I. MANUFACTURING OPERATIONS

1.5. |lepako3ana
Packaging

1.5.2. Sekundari iepakofana
Secondary packing

Licences Nr. RP-42/8 5.pielikums
Licence No RP-42/8 Annex 5

Kvalificétds(-0) personas(-u) vards, uzvards
Name, swrname of a gualified person{s)

Jelena Lebedeva

Licences Nr. RP-42/8 6.pielikums
Licence No RP-42/8 Annex 6

Par kvalitates kontroli atbildiga persona (vards, uzvards)
Name, surname of a personfs) responsible for guality control

Olga Lozovska

Par razoSanu atbildiga persona (vards, uzvards)
Name, surname of a person(s) responsible for production

Jelena Lebedeva

Zalu valsts agentiiras direktors

/é Svens Henkuzens
= '#____- ——

|
RP-42/8 Sabiedriba ar ierobeZotu atbildibu “ASTRA LOGISTIC Lid.”
zilu raZodana vai importB3ana, 2017.gada 11 aprilis



Licences Nr. RP-42/8 7.pielikums
Licence No RP-42/8 Annex 7

‘Parbaudes (inspekcijas) datums, kas ir par pamatu specialas atlaujas (licences) pieSkirSanai
Date of inspection on which authorisation granted

2016.gada 30.septembris, 2016.gada 3.oktobris

P&d&jas inspekcijas joma
Scope of last inspection

Atbilstibas novértésana

Licences Nr. RP-42/8 8.pielikums
Licence No RP-42/8 Annex 8

Speciilds darbibas veidi (vajadzigo atzimét ar x) un par narkotisko un psihotropo ziju razosanu
vai importésanu atbildigd(-s) persona(-s)
Particular authorised activities (mark "X" where appropriate) and responsible person(s)

Par narkotisko un psihotropo zalu raZoSanu vai
importu atbildigas(-0) personas(-u) amats, vards,

Specialas darbibas veids uzvards
Particular activity Name, surname, position of a person(-s) responsible for
manufacturing of narcotic and psychotropic medicinal

products

[narkotisko za]u razo3ana

manufacturing of narcotic medicinal
products

[Unarkotisko za]u importésana
importing of narcotic medicinal products

[ psihotropo ziju razo$ana Kvalificgta persona/razoSanas struktiirvienibas
manufacturing of psvchotropic vaditaja — Jelena Lebedeva
medicingl products

[psihotropo zalu importé3ana
importing aof psychotropic medicinal
products

Zalu valsts agentiiras direktors

. ffm/ Svens Henkuzens
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RP-42/8 Sabiedriba ar ierobefotu atbildibu “ASTRA LOGISTIC Lid.”
zilu raZoSana val importé3ana, 2017 .gada 11.aprilis
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