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THE STATE INSTITUTE Srobarova 48 Telephone: +42.0 272 185 111 E-mail: posta@sukl.gov.cz
FOR DRUG CONTROL 100 41 Prague 10 Data box: qwfaizm Web: https://sukl.gov.cz
RECIPIENT DELIVERY ADDRESS
arex PHARMA s.r.o. K sokolovné 218
Prague 10 - Uhfinéves
104 00
File No. sukls337150/2024 Contact person/extension Date 10 5025
Ref. no.: sukl13066/2025 PharmDr. Gabriela Vaculova/405 ate 10 January

Sent on the date of posting indicated by the post office on the envelope, on the date of sending a data message from the data box
of the State Institute for Drug Control, or on the date of delivery to the addressee in the case of personal delivery.

DECISION

The State Institute for Drug Control with registered office in Prague 10, Srobarova 48, as an authority competent to decide in
accordance with Section 13 (2)(a)(2) of Act No. 378/2007 Sb., on Pharmaceuticals and on Amendment to Some Related Acts (the
Act on Pharmaceuticals), as amended, decided in compliance with the provisions of Section 67 of Act No. 500/2004 Sb., the Rules

of Administrative Procedure, as amended (hereinafter "the Rules of Administrative Procedure")
as follows:

In accordance with Sections 76 and 63 (1) of Act No. 378/2007 Sb., on Pharmaceuticals and on Amendment to Some Related Acts
(the Act on Pharmaceuticals), as amended (hereinafter “the Act on Pharmaceuticals”), as requested by arex PHARMA s.r.o0. with

registered office at K sokolovné 218, Uhfinéves, 104 00 Prague 10, Company ID 015 02 565, the State Institute for Drug Control

changes the decision on authorisation for distribution of medicinal products
issued under File No. sukls95568/2013 on 17 September 2013 as follows:

1. MVDr. Vit Pajurek shall cease to act as a qualified person.
2. Individual distribution points (approved storage premises) and the scope of distribution are listed in Annex No. 1.

The information contained in this Decision and its Annexes corresponds to the document titled Union Format for Wholesale

Distribution Authorization in the wording valid as of 1 August 2024.
Reasoning

On 20 December 2024, arex PHARMA s.r.o. with registered office at K sokolovné 218, Uhfinéves, 104 00 Prague 10, Company ID
015 02 565, filed an application to change the authorisation for distribution of medicinal products. By filing the application, the
administrative procedure registered under File No. sukls337150/2024 was commenced. Under this procedure, the State Institute
for Drug Control (hereinafter the Institute) considered whether the requirements given by the Act of Pharmaceuticals, its
implementing regulations and special regulations have been met in this case. Having completed the procedure, the Institute
establishes that the application can be granted, and therefore decides to change the authorisation for distribution of medicinal

products, as specified in the statement of this decision.
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Ref. no.: sukl13066/2025 File No. sukls337150/2024 Date 10 January 2025 Page 2

Following the legal force of the decision to change the authorisation for distribution of medicinal products, the authorisation for
distribution of medicinal products granted to arex PHARMA s.r.o. with registered office at Byst 78, 533 22 Byst, Company ID 015
02 565, under File No.: sukls95568/2013 dated 17 September 2013, changed by the decision on change made under File No.
sukls101548/2015 dated 5 August 2015, File No.: sukls197224/2015 dated 9 November 2015, File No. sukls34371/2016 dated 5
February 2016, File No. sukls79380/2017 dated 29 May 2017, File No. sukls291316/2021 dated 4 January 2022, File No.
sukls14045/2023 dated 14 February 2023, File No. sukls55451/2024 dated 12 March 2024 and File No. 92265/2024 dated 10 June
2024, shall be valid in the following scope:

First name and surname of the arex PHARMA s.r.o.
natural person / corporate name

or name of the legal entity

Place of business/registered office |K sokolovné 218, Uhfinéves, 104 00 Prague 10

Company ID 015 02 565

Scope of operations Distribution of medicinal products
Distribution of medicinal substances and excipients to persons authorised to
prepare medicinal products

Addresses of warehouses K Sokolovné 218, 104 00 Prague 10 — Uhfinéves
and names of qualified (3 rooms on the 2" floor, total area of 558 m?)
persons Ing. Jindra LekeSova

Addresses of contractual
distribution points and names

of qualified persons

Notice of appeal

You may appeal against this decision in compliance with provisions of Section 81 et seq. of Act No. 500/2004 Sb., the Rules of
Administrative Procedure, as amended, to the State Institute for Drug Control within 15 days following its delivery. The Ministry of

Health of the Czech Republic decides on the appeal.

official stamp
PharmDr. Ivan Buzek
Head of Department of Pharmacy and Distribution
Annex No. 1 —The scope of the drug distribution authorisation (1 page)
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Ref. No. sukl13066/2025 File No. sukls337150/2024 On 10 June 2025 page 3
Annex No. 1/1 to Decision File No. sukls337150/2024 dated 10 January 2025
THE SCOPE OF DRUG DISTRIBUTION AUTHORISATION

The name and address of the distribution point: arex PHARMA s.r.o., K sokolovné 218, 104 00 Prague 10 — Uhtinéves

human medicinal products

1 veterinary medicinal products

1. MEDICINAL PRODUCTS

1.1 with marketing authorisation in the country/countries of the EEA
1.2 without marketing authorisation in the EEA and designated for the EEA's market”

1.3 without marketing authorisation in the EEA and designated for export

2. AUTHORISED DISTRIBUTION ACTIVITIES

2.1 Purchase/Procurement
2.2 Storage

2.3 Delivery

2.4 Export

2.5 [ Other activities: —

3. MEDICINAL PRODUCTS WITH ADDITIONAL REQUIREMENTS

3.1 [ Medicinal products containing narcotic and psychotropic substances’
3.2 Medicinal products requiring handling at low temperatures

3.2.1 Temperature mode 2-8 °C

3.2.2 [0 Alternative temperature mode: ---

3.3 [ Other products: ---

All restrictions and explanatory notes and specifications of conditions regarding the scope of distribution: ---

official stamp
PharmDr. Ivan Buzek
Head of Department of Pharmacy and Distribution

L Art. 5 of Directive 2001/83/EC, Art. 83 of Regulation EC/726/2004 and Art. 110 of Regulation 2019/6
2 Apart from this authorisation, the authorisation to handle medicinal products containing narcotic and psychotropic substances is required for their distribution. It is issued by
the Ministry of Health of the Czech Republic in accordance with Act No. 167/1998 Sh., on addictive substances and on amendment to some other acts, as amended.
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PREKLADATELSKA DOLOZKA

J4, Mgr. Tvana Nezbedova, IC: 71902341,
soudni  pfekladatelka  jazyka  ceského,
slovenského ~ a  anglického  zapsana
vseznamu  tlumoénfka a  prekladatela
vedeném Ministerstvem spravedlnosti Ceské
republiky, timto stvrzuji, ze jsem osobné
provedla pfeklad pfipojené listiny, a ze tento
pfeklad souhlasi s textem pfedmétné listiny.
Pii  provadéni prekladu nebyl piibran
konzultant.

Tento ukon je zapsan v evidenci utkonu
vedené Ministerstvem spravedlnosti Ceské
tepubliky pod ¢islem: 019733/2025. ...

Tento prekladatelsky tkon byl proveden v
elektronické podobé v souladu s ust. § 27
zdkona ¢ 354/2019 Sb., o soudnich
tlumocnicich a soudnich prekladatelich v
platném znéni, ust. § 27 odst. 2, resp. 3 a §
38 wyhl. ¢ 506/2020 Sb.,, o vykonu
tlumoc¢nické a prekladatelské cinnosti v
platném  znéni, pficemz  pfekladana
pisemnost v elektronické podobé je nedilnou

soucasti tohoto prekladatelského ukonu.

V Tabofte / Tabor, 27. 01. 2025

TRANSLATOR'S CLAUSE

I, Mgr. Ivana Nezbedova, Registration
Number: 71902341, a certified translator of
the Czech, Slovak and English language,
entered in the List of Interpreters and
Translators maintained by the Ministry of
Justice of the Czech Republic, I confirm I
have translated the attached document by
myself and this translation corresponds with
the text of the relevant document. No
consultant was taken on.

This act is recorded in the register of
translation acts maintained by the Ministry
of Justice of the Czech Republic under no.:
019733/2025............

This act was carried out in the electronic
form pursuant to Section 27 of Act No.
354/2019 Sb., the Certified Interpreters and
Certified Translators Act, as amended,
Section 27(2, 3) and Section 38 of
Regulation No. 506/2020 Sb., concetrning
the profession of  translators  and
interpreters, as amended, the translated
document in the electronic format being an
integral part of this act.

Mgt. Ivana Nezbedova
ptekladatelka/translator

Mgr. Ivana Nezbedova
Digitalni podpis:

27.01.2025 11:00

Ddvod podpisu: soudnfi
prekladatelka/certified
translator

Elektronicky podpis / Electronic signatutre




STATNi USTAV Srobarova 48 Telefon: +420 272 185 111 E-mail: posta@sukl.gov.cz

PRO KONTROLU LECIV 100 41 Praha 10 ID DS: qwfai2m Web: https://sukl.gov.cz
ADRESAT ADRESA PRO DORUCENI
arex PHARMA s.r.o. K sokolovné 218
Praha 10 - Uhfinéves
104 00
Spisova zn. sukls337150/2024 Vyfizuje/linka Datum
C. jedn.: sukl13066/2025 PharmDr. Gabriela Vaculova/405 10. 1. 2025

Vypraveno dnem predani k postovni prepravé vyznacenym na obalce provozovatelem postovni sluzby, dnem odeslani
datové zpravy z datové schranky Statniho Ustavu pro kontrolu IéCiv, v ptipadé osobniho doruceni dnem predani adresatovi.

ROZHODNUTI

Statni Ustav pro kontrolu Ié¢iv se sidlem v Praze 10, Srobarova 48 jako organ ptisluiny k rozhodnuti podle § 13
odst. 2 pism. a) bod 2 zakona ¢. 378/2007 Sb., o lé¢ivech a o zménach nékterych souvisejicich zakond (zakon
o lé¢ivech), ve znéni pozdéjsich predpist, rozhodl v souladu s ustanovenim § 67 zdkona ¢. 500/2004 Sb., spravni
rad, ve znéni pozdéjsich predpist (dale jen ,spravni rad“)

takto:

Statni Ustav pro kontrolu Iéciv podle § 76 a § 63 odst. 1 zdkona ¢. 378/2007 Sb., o lééivech a o zménach
nékterych souvisejicich zakon( (zakon o lécivech), ve znéni pozdéjsich predpist (dale jen ,zdkon o lécivech”),
na zadkladé Zadosti spolecnosti arex PHARMA s.r.o. se sidlem K sokolovné 218, Uhfinéves, 104 00 Praha 10,
ICO 015 02 565,

méni rozhodnuti o povoleni k distribuci lécivych pfipravka vydané pod
sp. zn. sukls95568/2013 ze dne 17. 9. 2013 nasledovné:

1. Rusi se kvalifikovand osoba MVDr. Vit Pajurek.

2. Jednotlivd mista distribuce (schvalené skladovaci prostory) s uvedenim rozsahu distribuéni ¢innosti jsou
uvedena v pfiloze €. 1.

Udaje uvedené vtomto rozhodnuti a jeho ptilohdch odpovidaji dokumentu Unijni format povoleni
k velkoobchodni distribuci (Union format for wholesale distribution authorization) ve znéni platném od 1. 8.
2024.

Odluvodnéni

Dne 20. 12. 2024 spolecnost arex PHARMA s.r.o. se sidlem K sokolovné 218, Uhfinéves, 104 00 Praha 10,
ICO 015 02 565 podala zadost o zménu povoleni k distribuci |é&ivych pfipravkd. Podanim Zadosti bylo zahajeno
spravni fizeni vedené pod sp. zn. sukls337150/2024. V jeho ramci Statni Ustav pro kontrolu Iéciv (dale jen
,Ustav“) posuzoval, zda jsou v uvedeném pfipadé splnény poZadavky stanovené zakonem o lé&ivech, jeho
provadécimi predpisy a zvlastnimi predpisy. Ustav po provedeném fizeni konstatuje, 7e je mozné Zadosti
vyhovét, a proto rozhodl o zméné v povoleni k distribuci lécivych pripravk(, jak je uvedeno ve vyroku tohoto
rozhodnuti.
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C.j. sukl13066/2025 Sp.zn. sukls337150/2024 Dne 10. 1. 2025 str. 2

Povoleni k distribuci lé¢ivych pFipravkl( vydané spoleénosti arex PHARMA s.r.o. se sidlem ¢.p. 78, 533 22 Byst,
IC 015 02 565, pod sp. zn. sukls95568/2013 ze dne 17. 9. 2013, zmé&néné na zakladé rozhodnuti o0 zmé&né sp.zn.
sukls101548/2015 ze dne 5. 8. 2015, sp. zn. sukls197224/2015 ze dne 9. 11. 2015, sp. zn. sukls34371/2016
ze dne 5. 2. 2016, sp. zn. sukls79380/2017 ze dne 29. 5. 2017, sp. zn. sukls291316/2021 ze dne 4. 1. 2022, sp.zn.
sukls14045/2023 ze dne 14. 2. 2023, sp.zn. sukls55451/2024 ze dne 12. 3. 2024 a sp.zn. sukls92265/2024 ze dne
10. 6. 2024, je po nabyti pravni moci tohoto rozhodnuti o zméné v povoleni k distribuci IéCivych pfipravk( platné
v ndsledujicim rozsahu:

Jméno a pfijmeni u fyzické |arex PHARMA s.r.o.
osoby / obchodni firma
nebo nazev u pravnické

osoby

Misto podnikani/sidlo K sokolovné 218, Uhtinéves, 104 00 Praha 10

ICO 015 02 565

Rozsah Cinnosti Distribuce lécivych pfipravki
Distribuce lécivych latek a pomocnych latek osobam opravnénym
pripravovat lécivé pripravky

Adresy skladovacich K sokolovné 218, 104 00 Praha 10 — Uhtinéves

prostor a jména (3 mistnosti ve 2. nadzemnim podlazi o celkové vymére 558 m?)

kvalifikovanych osob Ing. Jindra LekeSova

Adresy smluvnich mist ---
distribuce a jména
kvalifikovanych osob

Pouceni o odvolani

Proti tomuto rozhodnuti je mozno podat podle ustanoveni § 81 a nasl. zdkona ¢. 500/2004 Sb., spravni fad, ve
znéni pozdéjsich predpisl, u Statniho Ustavu pro kontrolu lé¢iv odvolani, a to ve lhaté 15 dnl ode dne jeho
doruéeni. O odvoldni rozhoduje Ministerstvo zdravotnictvi CR.

otisk uredniho razitka

PharmDr. lvan Buzek
feditel odboru lékarenstvi a distribuce

Pfiloha ¢. 1 — Rozsah povoleni k distribuci IéCiv (1 strana)

F-LEK-009-10/verze 8/03.12.2024 Strana 2/3





¢.j. sukl13066/2025 Sp.zn. sukls337150/2024 Dne 10. 1. 2025
Ptiloha €. 1/1 k rozhodnuti sp.zn. sukls337150/2024 ze dne 10. 1. 2025

ROZSAH POVOLENI K DISTRIBUCI LECIV

Ndzev a adresa mista distribuce: arex PHARMA s.r.o., K sokolovné 218, 104 00 Praha 10 — Uhfinéves

str. 3

DX] humanni 1é¢ivé pripravky

|:| veterinarni 1éCivé pripravky

1. LECIVE PRIPRAVKY

1.1 |E s rozhodnutim o registraci v zemi/zemich EHP
1.2 [X] bez rozhodnuti o registraci v EHP a uréené pro trh EHP?

1.3 [X] bez rozhodnuti o registraci v EHP a uréené pro vyvoz

2. POVOLENE DISTRIBUCNI CINNOSTI

2.1 [X] Nékup/Obstaravani
2.2 [X] Skladovani

2.3 [X] Dodavani
2.4 [X] vyvoz

2.5 [_] Dali ¢innosti: ---

3. LECIVE PRIPRAVKY S DODATECNYMI POZADAVKY
3.1 [ ] Lécivé pripravky s obsahem omamnych a psychotropnich latek?

3.2 [X] Lécivé pripravky vyZadujici manipulaci pfi nizkych teplotach
3.2.1[X] Teplotni rezim 2-8 °C
3.2.2[ ] liny teplotni rezim: ---

3.3[_] Dal3i pFipravky: ---

Veskera omezeni nebo vysvétlujici pozndmky nebo stanoveni podminek tykajici se rozsahu distribuéni ¢innosti:

otisk uredniho razitka

PharmDr. lvan Buzek

reditel odboru Iékarenstvi a distribuce

1¢1. 5 smérnice 2001/83/ES, €l. 83 nafizeni ES/726/2004 a ¢l. 110 nafizeni 2019/6

2 Pro distribuci léCivych pfipravkl s obsahem omamnych a psychotropnich latek je nutné kromé tohoto povoleni ziskat také povoleni k zachézeni, které

vydava MZ CR podle zakona €. 167/1998 Sb., o navykovych latkdch a o zméné nékterych dalsich zakon(, ve znéni pozdéjsich predpisti.
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