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

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

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

1. Specialas atlaujas (licences) s€rija, numurs
Serial number, number of authorisation (licence)

2. Specialas atlaujas (licences) TpaSnieka firma,
registracijas numurs komercregistra
Name, registration number of authorisation (licence)

holder

3. Farmaceitiskas darbibas vietas(-u) (razo$anas
vietas) adrese(-es) (norada visas licencétas vietas)
Addresses authorised sites should be listed if not covered
by a separate licence

4. Specialas atlaujas (licences) 1pasnicka juridiska
adrese
Legally registered address of authorisation (licence)
holder

5. Specialas atlaujas (licences) darbibas joma un zalu

formas (dazadam razotn&€m aizpilda atsevisku
pielikumu, ja par tam nav izsniegta atseviska
licence)
Scope of authorisation (licence) and dosage forms
(ANNEX 1 or ANNEX 2) (separate Annexes for different
sites (company) should be filled out if not covered by a
separate licences)

6. Specialas  atlaujas  (licences)  izsniegSanas

juridiskais pamatojums

Legal basis of authorisation (licence)

7. Zalu valsts agentiiras atbildiga amatpersona, kura
pienem l[@émumu par specialas atlaujas (licences)
pieskirsanu — Direktors
Name of responsible officer of the competent authority of
the member state granting the manufacturing
authorisation

8. Paraksts
Signature

9. Datums
Date

R00027

Sabiedriba ar ierobezotu

atbildibu “ELVIM”
(registracijas numurs 40103040641)

Kurzemes prospekts 3G, Riga, LV-1067,
Latvija

Kurzemes prospekts 3G, Riga, LV-1067,
Latvija

1. pielikums

Eiropas parlamenta un Padomes 2001.gada 6.novembra Direktivas
2001/83/EK par kopienas kodeksu, kas attiecas uz cilvékiem
paredzetam zalém, 40.pants un Direktivas 2001/82/EK, kas attiecas
un veterinarajam zalém, 44.pants, kas parnemts Farmacijas likuma
51.%panta,57.panta un Latvijas Republikas Ministru kabineta
2011.gada 19.oktobra noteikumos Nr.800 “Farmaceitiskas darbibas
licencésanas kartiba”

Svens Henkuzens

EgE
of

24.09.2020.
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10. Pievienotie pielikumi:
Annexes attached

1.pielikums.

3.pielikums. Ligumrazotaja(-u) razosanas vietas(-
u) adrese (-es)

4.pielikums. Uz Iliguma pamata iesaistito
laboratoriju adreses

5.pielikums. Kvalificétas personas vards un
uzvards

6.pielikums. Atbildigo personu vards un uzvards
7.pielikums. Parbaudes (inspekcijas) datums, kas
ir par pamatu specialas atlaujas (licences)
pieskirsanai, pedgjas parbaudes joma

Annex 1.

Annex 3. Addresses of Contract Manufacturing Site (-s)
Annex 4. Addresses of Contract Laboratories

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
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http://likumi.lv/doc.php?id=238458#piel5
http://likumi.lv/doc.php?id=238458#piel6
http://likumi.lv/doc.php?id=238458#piel7

Licences Nr.R00027 1.pielikums
Licence No R00027 Annex 1
Farmaceitiskas darbibas vietas nosaukums un adrese
Name and address of the site

Sabiedriba ar ierobezotu atbildibu “ELVIM”

Kurzemes prospekts 3G, Riga, LV-1067, Latvija

LICENCESANAS JOMA
SCOPE OF AUTHORISATION

X Cilvekiem paredzétas zales
Human medicinal products
Veterinaras zales
Veterinary medicinal products

ATLAUTAS DARBIBAS
AUTHORISED OPERATIONS

RaZoSanas darbibas (saskana ar 1.dalu)
Manufacturing operations (according to Part 1)

Zalu importéSana (saskana ar 2.dalu)
Importation of medicinal products (according to Part 2)

1.dala. RAZOSANAS DARBIBAS
Part 1. MANUFACTURING OPERATIONS

1.5. IepakoSana
Packaging

1.5.2. Sekundara iepakosana
Secondary packing

2.dala. ZALU IMPORTESANA
Part 2. IMPORTATION OF MEDICINAL PRODUCTS

2.2. Importeto zalu serijas sertifikacija
Batch certification of imported medicinal products

2.2.1. Sterilas zalu formas

Sterile dosage forms
2.2.1.2. Sterilizéti galaprodukti (zalu formu saraksts)
Terminally sterilised end products (list of dosage forms)

2.2.2. Nesterilas zalu formas
Non-sterile products

2.3. Citas importesanas darbibas (jebkura cita importeé$anas darbiba, kas nav ieklauta ieprieks
minetaja uzskaitijjuma)
Other importation activities (any other importation activity that is not covered above)

2.3.1. Fiziskas importésanas vieta
Site of physical importation

Jebkuri ierobezojumi vai paskaidrojosas piezimes par §Tm razoSanas darbibam:
2.2. Tikai cilvekiem paredzetas zales

Any restrictions or clarifying remarks related to the scope of these manufacturing operations:
2.2. Importation of human medicinal products only

DOKUMENTS PARAKSTITS AR DROSU ELEKTRONISKO PARAKSTU UN SATUR LAIKA ZIMOGU




Licences Nr. R00027 3.pielikums
Licence No R00027 Annex 3

Ligumrazotaja(-u) razo$anas vietas(-u) adrese(-es)
Address(es) of contract manufacturing sites

1. Iberfar — Induastria Farmacéutica, S.A.
Rua Consiglieri Pedroso, n. 121-123-Queluz de Baixo, Barcarena, 2734-501, Portugal

Licences Nr. R00027 4.pielikums
Licence No R00027 Annex 4

Laboratorijas(-u) adrese(-es), kura(-as) veic kvalitates kontroli, pamatojoties uz ligumu
Address(es) of contract laboratory(ies) performing quality control

1. AS “Olainfarm”
Riipnicuiela 5, Olaine, Olainesnovads,LV-2114 Latvija

Licences Nr. R00027 5.pielikums
Licence NoR00027 Annex 5

Kwvalificétas(-0) personas(-u) vards, uzvards
Name, surname of a qualified person(s)

Jelena Orlova

Licences Nr. R00027 6.pielikums
Licence NoR00027 Annex 6

Par kvalitates kontroli atbildiga persona (vards, uzvards)
Name, surname of a person(s) responsible for quality control

Jelena Orlova

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

Tatjana Ostroga

Licences Nr. R00027 7.pielikums
Licence NoR00027 Annex 7

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

2020.gada 30.junijs

P&dgjas inspekcijas joma
Scope of last inspection

Atbilstibas novértésana
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