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

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

2. Specidlas atlaujas (licences) Tpasnieka firma,
registracijas numurs komercregistra

Name, registration number of authorisation (licence) holder

3. Farmaceitiskds darbibas vietas(-u) (raZo3anas vietas)
adrese(-es) (norada visas licencétas vietas)
Addresses authorised sites should be listed if not covered by
a separate licence

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

5. Specialas atlaujas (licences) darbibas joma un zalu
formas (dazadim raZotném aizpilda atsevidku
pielikumu, ja par tim 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) izsnieg3anas juridiskais
pamatojums
Legal basis of authorisation (licence)

7. Zalu valsts agentiiras atbildiga amatpersona, kura
piecnem 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

9. Datums
Date

RPN-35/8
SIA “Oribalt Riga”

(registracijas numurs 50003199991)

Dzelzavas iela 120M, Riga, LV-1021,
Latvija

Dzelzavas iela 120M, Riga, LLV-1021,
Latvija

1. pielikums
2. pielikums

Eiropas parlamenta un Padomes 2001 gada 6.novembra Direktivas
2001/83/EK par kopienas kodeksu, kas attiecas uz cilvekiem
paredzétam  zdlem, 40pants, 2001.gada 4aprila  Direktivas
2001/20/EK, kas attiecas uz petamam zilém, |3.pants, kas pamemts
Farmicijas likuma 57 panta un Latvijas Republikas Ministru kabineta
2011.gada 19.0kiobra noteikumos Nr.800 “‘Farmaceitiskds darbibas
licenceé3anas karfiba™

Svens Henkuzens
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10. Pievienotie pielikumi:
Annexes attached

1.pielikums

2. pielikums

5.pielikums. Kvalificgtas personas vards un
uzvards

6.pielikums. Atbildigo personu vards un uzvards
7.pielikums. Parbaudes (inspekeijas) datums, kas ir
par pamatu specidlas atlanjas  (licences)
pieskirSanai, pedgjas parbaudes joma

8.pielikums. Specialas darbibas veidi un atbildiga(-
s) persona(-s) par narkotisko un psihotropo zalu
razo3anu vai import€3anu

Annex 1

Annex 2

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

SIA “Oribalt Riga”, licence Nr.RPN-35/8 za|u ra¥o$anai vai importéSanai
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Farmaceitiskis darbibas vietas nosaukums un adrese
Name and address of the site

SIA “Oribalt Riga”
Dzelzavas iela 120M, Riga, LV-1021, Latvija

LICENCESANAS JOMA
SCOPE OF AUTHORISATION

Licences Nr.RPN-35/8 1.pielikums
Licence No RPN-35/8 Annex 1

X Cilvekiem paredzetas zales
Human medicinal products

ATLAUTAS DARBIBAS
AUTHORISED OPERATIONS

X RaZo8anas darbibas (saskana ar 1.dalu)
Manufacturing operations (according to Part 1)
Zalu importeSana (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. Sekundari iepakoSana
Secondary packing

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

mingétaja uzskaitijjuma)

2.3. Citas importeSanas darbibas (jebkura cita importe$anas darbiba, kas nav ieklauta iepriek¥

Other importation activities (any other importation activity that is not covered above)

2.3.1. Fiziskas importé$anas vieta
Site of physical importation

Zalu valsts agentiiras direktors /%/’;  Svens Henkuzens
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Licences Nr.RPN-35/8 2.pielikums
Licence No RPN-35/8 Annex 2
RaZo3anas val import€3anas vietas nosaukums un adrese
Name and address of the manufacturing or importing site

SIA “Oribalt Riga”
Dzelzavas iela 120M, Riga, LV-1021, Latvija

LICENCESANAS JOMA
SCOPE OF AUTHORISATION

X Cilvékiem paredzétas petamas zales
Investigational medicinal products for human use

ATLAUTAS DARBIBAS
AUTHORISED OPERATIONS

Petamo zalu raZo$anas darbibas (saskana ar 1.dalu)

Manufacturing operations of investigational medicinal products (according to Part 1)
Petamo zalu importésana (saskana ar 2.dalu)

Importation of investigational medicinal products (according to Part 2)

1.dala. PETAMO ZA1LU RAZOSANAS DARBIBAS
Part 1. MANUFACTURING OPERATIONS OF INVESTIGATIONAL MEDICINAL PRODUCTS

1.5. | Iepakosana
Packaging

1.5.2. Sekundara iepako$ana
Secondary packing

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

2.3. Citas importe$anas darbibas (jebkura cita importé$anas darbiba, kas nav ieklauta iepricks
minétaja uzskaitijuma)
Other importation activities (any other importation activity that is not covered above)

2.3.1. Fiziskas importe$anas vieta
Site of physical importation

Jebkuri ierobeZojumi vai paskaidrojosas piezimes par §im raZo$anas darbibam:
Pétamo zalu importésana, sekundara iepako$ana, uzglabd$ana un izplati§ana, neveicot s€rijas sertificéSanu (ar
nosacijumu, ka impori&to zilu sériju sertificE8anu veic attieciga raZotaja kvalificétas personas)

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

Importation, secondary packaging, storage and distribution of medicinal products without batch certification (batch
certifications shoitld be performed by manufacturer's Qualified Persons)

Zalu valsts agentiiras direktors B ///J’/%g 7 Svens Henkuzens
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Licences Nr. RPN-35/8 5.pielikums
Licence No RPN-35/8 Annex 5

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

Ingrida Inga Saukane

Licences Nr. RPN-35/8 6.pielikums
Licence No RPN-35/8 Annex 6

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

Sigita Upeniece

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

Daina Dubure-Arnika

Licences Nr. RPN-35/8 7.pielikums
Licence No RPN-35/8 Annex 7

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

2017.gada 10.novembris

Pédgjas inspekcijas joma
Scope of last inspection

Atbilstibas novértéSana

Zalu valsts agentiiras direktors ) -——/%/W/%.——ﬁf Svens Henkuzens
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Licences Nr. RPN-35/8 8.pielikums
Licence No RPN-35/8 Annex 8

Specialas darbibas veidi (vajadzigo atzimét ar X) un par narkotisko un psihotropo zaju
razoSanu vai importé$anu atbildiga(-s) persona(-s)
Particular authorised activities (mark "X" where appropriate) and responsible person(s)

Par narkotisko un psihotropo zilu raZzoSanu
vai importu atbildigas(-o) personas(-u) amats,
Specialas darbibas veids vards, uzvards
Particular activity Name, surname, position of a person(-s) responsible
for manufacturing of narcotic and psychotropic
medicinal products
& narkotisko zalu raZoSana Kvalitates kontroles struktiirvienibas vaditija
manufacturing of narcotic medicinal products — Sigita Upeniece
X narkotisko zaJu importéSana Kvalitates kontroles struktiirvienibas vaditaja
importing of narcotic medicinal products — Sigita Upeniece
X psihotropo zilu raZzoSana Kvalitates kontroles struktiirvienibas vaditaja
manufacturing of psychotropic medicinal products | — Sigita Upeniece
X psihotropo zalu import€Sana Kwvalitates kontroles struktiirvienibas vaditdja
importing of psychotropic medicinal products — Sigita Upeniece

Zalu valsts agentiiras direktors Svens Henkuzens

SIA “Oribalt Riga”, licence Nr.RPN-35/8 zalu raZo$anai vai import&Sanai
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