Pricelist for Reimbursement of Costs

In compliance with Section 29 and implementing Section 27, paragraph 1 of Act No 296/2008 Coll.,
on Safeguarding the Quality and Safety of Human Tissues and Cells Intended for Use in Man and on
Amendments to Related Acts (Act on Human Tissues and Cells), as amended by Act No 77/2012 Coll.

and Act No 136/2017 Coll., the Ministry of Health establishes:

List of expert activities conducted by the State Institute for Drug Control and amounts of
reimbursements of costs thereof, as set forth by Annex to Decree No 28/2019 Coll.

Code

Expert activity

Amount of reimbursement of costs

LTB-I1-032

Assessment of application for authorisation
to engage in the activities of a tissue centre

64,800 CZK

LTB-1-032A

Assessment of application for variation to
authorisation to engage in the activities of a
tissue centre with on-site inspection at the
premises of the foreseen operation

22,500 CZK

LTB-1-033

Assessment of application for authorisation
to engage in the activities of a tissue centre
or variation thereto with on-site inspection

at the premises of the foreseen operation —
for any additional operation site within the

scope of a single authorisation

16,200 CZK

LTB-1-034

Assessment of application for authorisation
to engage in the activities of a donation
centre

38,700 CZK

LTB-1-034A

Assessment of application for variation to
authorisation to engage in the activities of a
donation centre with on-site inspection at
the premises of the foreseen operation

14,400 CZK

LTB-1-035

Assessment of application for authorisation
to engage in the activities of a diagnostic
laboratory

59,400 CZK

LTB-1-035A

Assessment of application for variation to
authorisation to engage in the activities of a
diagnostic laboratory with on-site
inspection at the premises of the foreseen
operation

20,700 CZK

LTB-1-035B

Assessment of application for authorisation
to engage in the activities of a diagnostic
laboratory or variation thereto with on-site
inspection at the premises of the foreseen
operation — for any additional operation site
within the scope of a single authorisation

15,300 CZK

LTB-1-036

Assessment of application for variation to
authorisation to engage in the activities of a
tissue centre, donation centre, diagnostic
laboratory or distribution of human tissues
and cells without on-site inspection at the
premises of the operation

9,000 CZK
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Assessment of application for authorisation

LTB-1-037 to distribute human tissues and cells

26,100 CZK

Assessment of application for variation to
LTB-1-037A authorlsatn?n to d|§tr|!c>ute hu‘man tissues 12,600 CZK
and cells with on-site inspection at the

premises of the foreseen operation

Assessment of application for authorisation
to distribute human tissues and cells or
variation thereto with on-site inspection at

LTB--0378B the premises of the foreseen operation — for 10,800 CzK
any additional operation site within the
scope of a single authorisation
Assessment of application for authorisation
to engage in the activities of an importing Reimbursement as per similar activity coded I-
LTB-1-038 tissue centre or variation thereto — on-site 032, 1-032A, or 1-033 incremented by 20 % and
inspection at the premises of the third- compensation of travel costs and subsistence.

country supplier’s operation
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