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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

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

Speciilas atlaujas (licences) sérija, numurs
Serial number, number of authorisation (licence)

. Specidlas atlaujas (licences) Tpasnicka firma,
registracijas numurs komercregistra
Name, registration number of authorisation (licence) holder

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

. Specialas atlaujas (licences) Tpasnieka juridiska
adrese
Legally registered address of authorisation (licence) holder

. Specialas atlaujas (licences) darbibas joma un zalu
formas (dazadam raZotném aizpilda atsevisku
pielikumu, ja par tam nav izsniegta atseviska licence)
Scope of authorisation (licence) and dosage forms (ANNEX
I or ANNEX 2) (separate Annexes for different sites
(company) should be filled out if not covered by a separate
licences) :

. Specialas atlaujas (licences) izsnieg$anas juridiskais
pamatojums
Legal basis of authorisation (licence)

7. Zalu valsts agentiiras atbildiga amatpersona, Kura
pienem lémumu par specidlas atlaujas (licences)
pieskir§anu — direktors
Name of responsible officer of the competent authority of
the member state granting the manufacturing authorisation

8. Paraksts ‘
Signature il

"4
[

9. Datums |

Date

R00018

AKkciju sabiedriba “Olainfarm”
(registracijas numurs 40003007246)

Riipnicu iela 5, Olaine, Olaines novads,
LV-2114, Latvija

Riipnicu iela 5, Olaine, Olaines novads,
LV-2114, Latvija

1. pielikums
2. pielikums

Eiropas parlamenta un Padomes 2001.gada 6.novembra Direktivas
2001/83/EK par kopienas kodeksu, kas attiecas uz cilvékiem
paredzétam zalém, 40.pants, Direktivas 2001/82/EK, kas attiecas uz
veterindrajam zalém, 44.pants, 2001.gada 4.aprila Direktivas
2001/20/EK, kas attiecas uz pétamam zalém, 13.pants, kas parnemts
Farmacijas likuma 51.?pantd, 57 panta un Latvijas Republikas Ministru
kabineta 2011.gada 19.oktobra noteikumos Nr.800 “Farmaceitiskas
darbibas licencé3anas kartiba”

Svens Henkuzens
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10. Pievienotie pielikumi:
Annexes attached

1.pielikums

2.pielikums

3.pielikums. Uz liguma pamata iesaistito razo$anas
vietu adreses

S.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

8.pielikums. Specialas darbibas veidi un atbildiga(-
s) persona(-s) par narkotisko un psihotropo zalu
razo$anu vai importésanu

Annex 1

Annex 2

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

Annex 8. Authorization for Special Operations and
Name of Person(s) Responsible for Manufacturing or
Importation of Narcotic and Psychotropic Medicinal
Products

Akciju sabiedribas “Olainfarm” licence Nr.R00018 zalu razo$anai vai importé$anai,

2018.gada 11.maijs



Licences Nr. R00018 1.pielikums
Licence No R00018 Annex 1
Farmaceitiskas darbibas vietas nosaukums un adrese
Name and address of the site
AKkciju sabiedriba “Olainfarm”
Ripnicu iela 5, Olaine, Olaines novads, LV-2114, Latvija

LICENCESANAS JOMA
SCOPE OF AUTHORISATION

X Cilvekiem paredzetas zales
Human medicinal products

Xl Veterinaras zales
Veterinary medicinal products

ATLAUTAS DARBIBAS
AUTHORISED OPERATIONS

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

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

1.dala. RAZOSANAS DARBIBAS
Part 1. MANUFACTURING OPERATIONS

1.1. Sterilas zalu formas
Sterile products

1.1.3. Serijas sertifikacija
Batch certification

1.2: Nesterilas zalu formas
Non-sterile products

1.2.1. Nesterilas zalu formas (parstrades darbibas $adam zalu formam)
Non-sterile products (processing operations for the following dosage forms)

1.2.1.1. Cietas kapsulas

Capsules, hard shell

1.2.1.8. Citas cietas zalu formas

Other solid dosage forms

1.2.1.13. Tabletes

Tablets

1.2.2. Serijas sertifikacija
Batch certification

1.5. IepakoSana
Packaging

1.5.1. Primara iepakosana

Primary packing
1.5.1.1. Cietas kapsulas
Capsules, hard shell
1.5.1.8. Citas cietas zalu formas
Other solid dosage forms
1.5.1.13. Tabletes
Tablets

1.5.2. Sekundara iepakoSana
Secondary packing

1.6. Kvalitates kontroles veikSana
Quality control testing

Akciju sabiedribas “Olainfarm” licence Nr.R00018 zalu razosanai vai importé3anai,
2018.gada 11.maijs



1.6.1. Mikrobiologiski: sterilitate
Microbiologically: sterility

1.6.2. Mikrobiologiski: nesterilo zalu formu tiriba
Microbiologically: non-sterility

1.6.3. Kimiski vai fizikali
Chemically or physically

1.6.4. Biologiski
Biologically

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

2.1. Importéto zalu kvalitates kontroles veikSana
Quality control or imported medicinal products

2.1.1. Mikrobiologiski: sterilitate
Microbiologically: sterility

2.1.2. Mikrobiologiski: nesterilo zalu formu tiriba
Microbiologically: non-sterility

2.1.3. Kimiski vai fizikali
Chemically or physically

2.1.4. Biologiski
Biologically

2.2, Importéto zalu sérijas sertifikacija
Batch certification of imported medicinal products

2.2.1. Sterilas zalu formas
Sterile dosage forms
2.2.1.1. Aseptiski iegiitas
Aseptically prepared
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

Jebkuri ierobeZojumi vai paskaidrojo$as piezimes par $im razZo$anas vai importéSanas darbibam:

1) sterilo zalu formu razo$ana un importésana tikai cilvékiem paredzgtajam zalém;
2) importéto sterilo zalu formu sérijas sertificsana — saskana ar Zalu valsts agentiira iesniegto zalu sarakstu.

Any restrictions or clarifying remarks related to the scope of these manufacturing or importing operations:

1) manufacturing and importation of sterile products — human medicinal products only;
2)  batch certification of imported medicinal products — according to the submitted list of medicinal products in State

Agency of Medicines of the Republic of Latvia.

-

Zalu valsts agentiiras direktors )y 27772 =77 Syens Henkuzens
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Licences Nr. R00018 2.pielikums
Licence No R00018 Annex 2

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

Akciju sabiedriba “Olainfarm”
Riapnicu iela 5, Olaine, Olaines novads, LV-2114, Latvija

LICENCESANAS JOMA
SCOPE OF AUTHORISATION

X Cilvekiem paredzétas pétamas zales
Investigational medicinal products for human use

ATLAUTAS DARBIBAS
AUTHORISED OPERATIONS

X Petamo zalu razoSanas darbibas (saskana ar 1.dalu)
Manufacturing operations of investigational medicinal products (according to Part 1)

1.dala. PETAMO ZALU RAZOSANAS DARBIBAS
Part 1. MANUFACTURING OPERATIONS OF INVESTIGATIONAL MEDICINAL PRODUCTS

1.2. Pétamo zalu nesterilas formas
Non-sterile investigational medicinal products

1.2.1. Nesterilas zalu formas (parstrades darbibas $adam zalu formam)
Non-sterile dosage forms (processing operations for the following dosage forms)

1.2.1.1. Cietas kapsulas

Capsules, hard shell

1.2.1.8. Citas cietas zalu formas

Other solid dosage forms

1.2.1.13. Tabletes

Tablets

1.6. Kvalitates kontroles veikSana
Quality control testing

1.6.2. Mikrobiologiski: nesterilo zalu formu tiriba
Microbiologically: non-sterility

1.6.3. Kimiski vai fizikali
Chemically or physically
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Licences Nr. R00018 3.pielikums
Licence No R00018 Annex 3

Ligumrazotaja(-u) razosanas vietas(-u) adrese(-es)
Address(es) of contract manufacturing sites

1. Sopharma AD

16 Iliensko Shosse str., Sofia 1220, Bulgaria

2. Pharmathen S.A.

6 Dervenakion str., 153 51, Pallini, Athens, Greece

3. Specifar S.A.

1, 28 Octovriou str., 12351, Ag. Varvara, Athens, Greece

4. Laboratorios Liconsa S.A.

Gran Via de Carlos 111, 98, 08020, Barcelona, Spain

5. UAB Santonika

Veiveriy str. 134B, 46352, Kaunas, Lithuania J

Licences Nr. R00018 S.pielikums
Licence No R00018 Annex 5

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

Ludmila Kosmacova
Irina Svarinska J

Licences Nr. R00018 6.pielikums
Licence No R00018 Annex 6

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

Natalija Versilovska

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

Jelena Cudinovskiha
Dmitrijs Hlebnikovs

Zalu valsts agentiiras direktors —Svens Henkuzens
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Licences Nr. R00018 7.pielikums
Licence No R0O0018 Annex 7

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

2015.gada 3., 4., 7.-9.decembris

Pedgjas inspekcijas joma
Scope of last inspection

Labas razo$anas prakses atkartota parbaude (inspekcija)

Licences Nr. R00018 8.pielikums
Licence No R0O0018 Annex 8

Specialas darbibas veidi (vajadzigo atzimét ar X) un par narkotisko un psihotropo zalu
razo$anu vai importésanu atbildig
Particular authorised activities (mark "X swhere appropriate) and responsible person(s)

a(-s) persona(-s)

‘ Par narkotisko un psihotropo zalu razoSanu
vai importu atbildigas(-o) personas(-u) amats,

Specialas darbibas veids 1 vards, uzvards
Particular activity Name, surname, position of a person(-s) responsible
for manufacturing of narcotic and psychotropic
medicinal products

0 narkotisko zalu razoSana

manufacturing of narcotic medicinal products

[0 narkotisko zalu importésana

importing of narcotic medicinal products

X psihotropo zalu razoSana Kvalitates vadibas departamenta direktors —
manufacturing of psychotropic medicinal products Raimonds Terentjevs

[0 psihotropo zalu importéSana
importing of psychotropic medicinal products

Zalu valsts agentiiras direktors S Svens Henkuzens
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