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) CILVEKIEM PAREDZETO ZALU
IZPLATISANAI VAIRUMTIRDZNIECIBA
AUTHORISATION FOR WHOLESALE DISTRIBUTION OF MEDICINAL
PRODUCTS FOR HUMAN USE

1. Specialas atlaujas (li
umerof autorsaton o Nr. 100115

2. Specialas atlaujas (licences) pasnieka komersanta firma vai saimnieciskas darbibas
veic€ja nosaukums
Firm of authorisation holder

SIA “A.MEDICAL”

(registracijas numurs 40103599415)

3. Specialas atlaujas (licences) pasnieka juridiska adrese
Legally registered address of authorisation holder

Varkalu iela 13A, Riga, LV-1067, Latvija

4. Farmaceitiskas darbibas vietas(-u) adrese(-es)

(norada visu registréto farmaceitiskas darbibas vietu adreses)
Address(es) of site(s) (addresses of all sites should be listed if not covered by separate authorisations)

Varkalu iela 13A, Riga, LV-1067, Latvija

5. Specialas atlaujas (licences) joma
(aizpildit attieciba uz katru 4.punkta min€to farmaceitiskas darbibas vietu)
Scope of authorisation (complete for each site under paragraph 4)

1., 2., 3., 4.pielikums

6. Specialas atlaujas (licences) izsnieg$anas juridiskais pamatojums
Legal basis for authorisation
Eiropas parlamenta un Padomes 2001.gada 6.novembra Direktivas 2001/83/EK par kopienas kodeksu, kas attiecas uz
cilvekiem paredzétam zalém 40.panta, kas ieviesta Farmacijas likuma 57.panta un Latvijas Republikas Ministru kabineta
2011.gada 19.oktobra noteikumos Nr.800 “Farmaceitiskas darbibas licencéSanas kartiba”

7. Zalu valsts agentiiras atbildiga amatpersona, direktors

Name of responsible officer of the competent authority of the member state granting the wholesaling
authorisation

Svens Henkuzens

8. Paraksts
Signature

9. Datums 08.08.20109.
Date
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Specialajai atlaujai (licencei) pievienotie pielikumi:

1.pielikumes.
2.pielikums.

3.pielikums.
4.pielikums.

Specialas atlaujas (licences) darbibas joma zalu izplatiSanai vairumtirdznieciba
Ligumdarbibas zalu lieltirgotavu adrese(-s) un to specialu atlauju (licencu)
numuri

Atbildigas(-0) personas(-u) vards(-i), uzvards(-i)

Datums, kad veikta inspekcija, kas ir par pamatu specialas atlaujas (licences)
izsniegSanai.

Annexes attached:

Annex 1. Scope of Wholesaler Distribution Authorization (License)

Annex 2. Address(es) of Contract Wholesale Distribution Sites and their Authorisation Number
Annex 3. Name of Responsible Person

Annex 4. Date of Inspection on which Authorisation was Granted
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Licences Nr. L00115 1.pielikums
Licence No L00115 Annex 1

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

SIA “A.MEDICAL” zalu lieltirgotava,
Varkalu iela 13A, Riga, LV-1067, Latvija

(Darbibas jomu atzimé ar X)
(Scope notes with X)

1. ZALES
MEDICINAL PRODUCTS

1.1. kuras ir registrétas EEZ (Eiropas Ekonomikas zonas) valsti(-1s)
with a Marketing Authorisation in the EEA (European Economic Area) country (ies)

1.2. kuras nav registrétas EEZ un paredz&tas EEZ tirgum*
without a Marketing Authorisation in the EEA and intended for EEA market*

1.3. [0 kuras nav registrétas EEZ un paredzétas eksportésanai
without a Marketing Authorisation in the EEA and intended for exportation

2. REGISTRETAS ZALU VAIRUMTIRDZNIECIBAS DARBIBAS
AUTHORISED WHOLESALE DISTRIBUTION OPERATIONS
21. ¥ iegade

procurement
2.2. glabasana
holding
2.3. piegade
supply
2.4. [0 eksportéSana
export
2.5. [0 citas darbibas (noradit)

other activities: (please specify)

3. Atlautie specialas darbibas nosacijumi — ZALES, UZ KURAM ATTIECAS PAPILDU

PRASIBAS

authorized special operating conditions — MEDICINAL PRODUCTS WITH ADDITIONAL

REQUIREMENTS

3.1. direktivas 2001/83/EK 83. panta noteiktas zales
medicinal products according to Art. 83 of 2001/83/EC
3.1.1. O narkotiskas un tam pielidzinatas psihotropas zales vai vielas vai psihotropas

zales vai vielas:

narcotic and equivalent thereto psychotropic medicinal products or substances or
psychotropic medicinal products or substances:

3.1.1.1. O psihotropas zales
psychotropic medicinal products
3.1.1.2. O psihotropas vielas
psychotropic substances
3.1.1.3. O narkotiskas un tam pielidzinatas psihotropas zales
narcotic and equivalent thereto psychotropic medicinal products
3.1.1.4. O narkotiskas un tam pielidzinatas psihotropas vielas

narcotic and equivalent thereto psychotropic substances
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http://eur-lex.europa.eu/eli/dir/2001/83?locale=LV

3.1.2.

X

no cilvéka asintm un plazmas iegiitas zales
medicinal products derived from human blood and plasma

3.13. X imunologiskie preparati
immunological medicinal products
3.1.4. O radiofarmaceitiskie preparati (tai skaita radionuklidu komplekti)
radiopharmaceuticals (including radionuclide kits)
3.2. 0  mediciniskas gazes
medicinal gases
33 KX aukstuma k&des produkti (nepiecieSsama uzglabasana zema temperatiira)
cold chain products (requiring low temperature handling)
3.4. O  citi produkti
other products
34.1. O veterinaras zales
veterinary medicinal products
3.42. O  spirts
alcohol

Jebkuri ierobezojumi vai paskaidrojosas piezimes par §STm zalu vairumtirdzniecibas darbibam:

1.pielikuma 3.3.apakSpunkts — drikst izplatit zales, kuram nepiecieSama uzglabaSana auksta vieta
(no 2°C lidz 8°C), un zales, kuram nepiecieSama uzglabasana saldétava (no -18°C lidz -22°C)

Any restrictions or clarifying remarks related to the scope of these wholesaling operations:
Annex 1 Paragraph 3.3. - it is permitted to distribute only medicines requiring cold temperature storage
(from 2°C to 8°C) and in deep freezer temperature storage (from -18°C to -22°C);

* Direktivas 2001/83/EK 5. pants vai Regulas EK 726/2004 83. pants (neregistrétas zales)
*Art 5 of Directive 2001/83/EC or Art 83 of Regulation EC 726/2004

Licences Nr. L00115 2.pielikums
Licence No L00115 Annex 2

Ligumdarbibas zalu lieltirgotavu | Dzelzavas iela 120M, Riga, LV-1021, Latvija,
adrese (-s) un to specialo atlauju | igumdarbibas zalu lieltirgotavas SIA “Oribalt Riga”

(licen¢u) numuri (registracijas numurs 50003199991) farmaceitiskas
darbibas vietas adresée, speciala atlauja (licence) Nr.
LPN-44/5
Zalu valsts agentiiras direktors Svens Henkuzens
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http://eur-lex.europa.eu/eli/dir/2001/83?locale=LV
http://eur-lex.europa.eu/eli/reg/2004/726?locale=LV
http://eur-lex.europa.eu/eli/reg/2004/726?locale=LV

Licences Nr. L00115 3.pielikums
Licence No L00115 Annex 3

Atbildigas(-0) amatpersonas(-u)
vards(-1), uzvards(-i)

Baiba Zandersone

Licences Nr. L00115 4.pielikums
Licence No L00115 Annex 4

Datums, kad veikta inspekcija,
kas ir par pamatu specialas
atlaujas (licences) izsniegSanai

2019.gada 29 jilijs

Zalu valsts agentiiras direktors

Svens Henkuzens
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