ZALU VALSTS AGENTURA

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

LATVIJAS REPUBLIKA REPUBLIC OF LATVIA

SPECIALA ATLAUJA (LICENCE) ZALU RAZOSANAI VAI IMPORTESANAI

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

1.Specialas atlaujas (licences) sérija, numurs R 2 7 /7

Serial number, number of authorisation (licence)

2.Specialas atlaujas (licences) Tpasnieka firma,

Jpuear ) Pe Sabiedriba ar ierobeiotu atbildibu
registracijas numurs komercregistra

Name, registration number of authorisation (licence) holder Y ELVI
(Vienotais registracijas numurs 40103040641)

3. Farmaceitiskds darbibas vietas(-u) (razosauas

vietas) adrese( es)

(Norada visas licencétas vietas)

Address(es) of all manufacturing or importing site (s) (companies)
should be listed if not covered by separate licence

4 Specialas at]aujas (licences) turétaja juridiska
adrese
Legally registered address of authorisation (licence) holder

1 or ANNEX 2)
nexes for dzﬁérent s

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.

Eiropas parlamenta un Padomes 2001.gada 6.novembra
Dzrektzvas 200]/83/EK _par koptenas kodeksu, kas attiecas uz

kartlba



10. Pievienotie pielikumi: 1.pielikums
3.pielikums. LigumraZotaja(-u) raZoSanas vietas(-u)
adrese (-es) ‘
4 pielikums. Tas(-0) laboratorijas(-u) adrese(-es),
kura(-as) veic kvalitates kontroli, pamatojoties uz
ligumu
5 pielikums. Kvalificetas personas vards, uzvards
6.pielikums. Kvalitates kontroles struktiirvienibas(-
u), razoSanas struktiirvienibas(-u) vaditaja(-u) vards,
uzvards
7.pielikums. Parbaudes datums, kas ir par pamatu
licences izsniegdanai, pedgjas parbaudes joma
Annexes attached ANNEX 1
Optional Annexes as required:
Annex 3.Addresses of Contract Manufacturing
Site (-s)
Annex 4. Addresses of Contract Laboratories
Performing Quality Control
Annex 5. Name Surname of a Qualified Person
Annex 6. Name, Surname of a Responsible Person
for Quality Control, Manufacturing Site
Annex 7. Date of inspection on the Basis of which the
Licence. is ed,.scope, of last inspecti :

Licence Nr.R-27/7, SIA , ELVIM?
oSanai vai importesanai 2014.gada 4.septembii
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Licences Nr.R-27/7 1.pielikums
Licence No R-27/7 Annex 1

LICENCESANAS JOMA
SCOPE OF AUTHORISATION

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

Sabiedriba ar ierobeZotu atbildibu »ELVIM”
Kurzemes prospekts 3G, Riga, Latvija
Cilvekiem paredzétas zales N
Human Medicinal Products '
Veterinaras zales
Veterinary Medicinal products
ATLLAUTAS DARBIBAS
AUTHORISED OPERATIONS
RaZoSanas darbibas (saskana ar 1.daju)
Manufacturing operations (according to Part 1)
Za]u import&Sana (saskapa ar 2.daju)
Importation of Medicinal Products (according to Part 2)

1.dala. RAZOSANAS DARBIBAS
Part 1. MANUFACTURING OPERATIONS

1.5.2. Sekundara iepakoana
Secondary packing

2.daja. ZALU IMPORTESANA
Part 2. IMPORTATION OF MEDI CINAL PRODUCTS

alu seri g

2.2.1. Sterilas za]u form
Sterile dosage forms
2.2.1.2.Sterilizati gala produkti

Terminally sterilised end products
2.2.2. Nesterilas zaJu formas
Non-sterile dosage forms

POTLE

as

Jebkuri ierobezojumi vai paskaidrojoSas piezimes par $im raZo$anas darbibam
2.2. Tikai cilvekiem paredzatas zales

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

P74

Zalu valsts agentiiras direktore Inguna Adovida

Licence Nr.R-27/7, SIA , ELVIM” 3
zaju raZo$anai vai importéanai 2014, gada 4 .septembri



Licences Nr.R-27/7 3.pielikums
Licence No R-27/7 Annex 3

LigumraZotaja (-u) razoSanas vietas (-u)
adrese (-es)
Address(es) of contract manufacturing site

1. Iberfar — Indastria Farmacéutica, S.A.

Rua Consiglieri Pedroso, n.°121-123-Queluz de Baixo,
Barcarena, 2734-501, Portugal

2. Haupt Pharma Miinster GmbH
Schleebriiggenkamp 15, 48159 Miinster, Germany

3. Weimer Pharma GmbH

Im Steingeruest 30, Rastatt, Baden-Wuerttemberg, 76437,
Germany

Licences Nr.R-27/7 4.pielikums
Licence No R-27/7 Annex 4

Laboratorijas (-u) adrese (-es), kura (-as)
veic kvalitates kontroli, pamatojoties uz

ligumu

Address(es) of contract laboratory(-ies)

1. AS ,,Olainfarm”
Ripnicu iela 5, Olaine, Olaines novads, Latvija

2. ,Microsafe B.V. Services from Millipore”
Drawinweg 24, 2333 CR Leiden, Niderlande

Licences Nr.R-27/7 5.pielikums
Licence No R-27/7 Annex 5

Kvalificétas (-0) personas (-u) vards, uzvards

Name, surname of a qualified person(s)

Jelena Orlova

Licences Nr.R-27/7 6.pielikums
Licence No R-27/7 Annex 6

Par kvalitates kontroli atbildigas (-0) personas (-u) vards,

uzvards

Name, surname of a person(s) responsible for quality control

Jelena Orlova

Par raZoSanu atbildigas (-o) personas (-u) vards, uzvards

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

Tatjana Ostroga

Licences Nr.R-27/7 7.pielikums
Licence No R-27/7 Annex 7

Parbaudes datums, kas ir par pamatu specialas

atlaujas (licences) pieskirSanai
Date of inspection on the basis of which
authorisation was granted

2014.gada 13.maijs

P&dgjas inspekcijas joma
Scope of last inspection

Atbilstibas novértéSana

Zalu valsts agentiiras direktore

Licence Nr.R-27/7, SIA ,,ELVIM”
zalu raZo¥anai vai importéSanai 2014.gada 4.septembiT

< /Inguna Adovica




i, umurétas kopa
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Farmac.itiskds darbibas uzpémum.s
licencésanas nodajas
parveldas vecdka specigliste
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