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Flow chart — pharmaceutical system in Latvia in the in- and out-patient sector

AUTHORISATION/
CLASSIFICATION

PRICING
at ex-factory level

pharmacy level

REIMBURESMENT

New medicine

European Medicines Agency (EMA) or
Latvian State Agency of Medicines (SAM)

Task:

distribution licences for pharmaceuticals

Criteria:

Cabinet of Ministers N376

Decisions on market authorisation; classification; vigilance; evaluation of the conformity of
pharmaceutical enterprises; ensuring licensing procedures; issuing import, export, transit and

Quality, safety, efficacy (Directive 2004/27/EC), Pharmacedutical Law, Regulations of

SAM is

also in charge of
pharmacovigilance.

VIGILANCE
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Free pricing

Before marketing, and in the event that the price
is changed, for informative purposes the holder
of the market authorisation has to declare the

nrice to the SAM

For Reimbursement products:

Price cannot be higher than the third lowest

price in other EU countries and cannot

exceed the prices in Estonia and Lithuania
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Medicines distributed via

—

/

Wholesaler

Maximum regressive whole sale mark
up scheme set by the Cabinet of
Ministers

Different mark-up shemes for
reimbursable and non-reimbursable
pharmaceuticals

Health Payment Centre (HPC)

Task:
tenders

™N

Pharmacies

Maximum regressive pharmacy mark
up scheme set by the Cabinet of
Ministers

Different mark-up shemes for
reimbursable and non-reimbursable
pharmaceuticals

Centrally organised

Criteria: Lowest price and the
best financial proposal
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Pharmaceutical
companies

for peritoneal
dialysis,

- vaccines, standard
tuberculin and
syringes,

- for the treatment of
phenylketonuria  and
other genetically
determined diseases.
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Hospital

Task: Tendering
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Criteria: Lowest price and the
best financial proposal

Pharmacy and/or

pharmacedutical
depot

public funds

H

Public hospitals which receive

Task:

Decision on the reimbursement and

setting a price for reimbursement
Criteria: Cost-effectiveness; Budget impact

(CHE)
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Task:

Hospital drug list
Criteria: Cost-effectiveness;

in cons. with

Medical
practitioners
and
professional
associations

in cons. with

Hospital
Pharmaceutical
Committee

y .
Budget impact
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