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

PRO KONTROLU LECIV 100 41 Praha 10 Fax: +420 271 732 377 Web: www.sukl.cz
ADRESAT ADRESA PRO DORUCEN(
Alius Pharma, s.r.0. Prikop 843/4
Brno — Zabrdovice
602 00
Spisova zn. sukls55453/2024 Vyrizuje/linka Datum
€. jedn.: sukl104306/2024 Mgr. Katefina Gottvaldova/420 26,4, 2024

Vypraveno dnem predani k poStovni pfepravé vyznacenym na obalce provozovatelem postovni sluzby, dnem odeslani
datové zpravy z datove schranky Statniho Gstavu pro kontrolu lé¢iv, v pfipadé osobniho doruéeni dnem predani adresatovi.

ROZHODNUTI

Statni Gstav pro kontrolu légiv se sidlem v Praze 10, Srobarova 48 jako orgdn pfisluiny k rozhodnuti podle § 13
odst. 2 pism. a) bod 2 zékona ¢. 378/2007 Sh., o |écivech a o zménach nékterych souvisejicich zakonl (zédkon
o lééivech), ve znéni pozdéjsich pfedpisl, rozhod! v souladu s ustanovenim § 67 zakona ¢. 500/2004 Sb., spravni
rad, ve znéni pozdéjsich predpisl (dale jen ,spravni rad”)

takto:

w

Statni ustav pro kontrolu léCiv podle § 76 a § 63 odst. 1 zakona ¢ 378/2007 Sb., o léCivech a o zméndch
nékterych souvisejicich zakon( (zékon o lécivech), ve znéni pozdéjsich predpist (dale jen ,zakon o lécivech”),
na zakladé Z3adosti spoleénosti Alius Pharma, s.r.o. se sidlem Pfikop 843/4, Zabrdovice, 602 00 Brno,
I€ 117 78 377,

meéni rozhodnuti o povoleni k distribuci |écivych pfipravkid vydané pod
sp. zn. sukls266619/2021 ze dne 3. 11. 2021 nasledovné:
1. Rusise skladové prostory na adrese ZZM, spol. s r.o., U Vlecky 1108, 664 42 Modfice.

2. Schvaluji se nové smluvni skladové prostory na adrese arex PHARMA s.r.o., K sokolovné 218, 104 00
Praha 10 — Uhfinéves, na zakladé povoleni k distribuci lécivych pfipravku sp. zn. sukls95568/2013 ze dne
17.9. 2003

3. Jednotliva mista distribuce (schvalené skladovaci prostory) s uvedenim rozsahu distribucni Cinnosti jsou
uvedena v priloze ¢. 1.

4. Inspekce, na zakladé které bylo rozhodnuti o zméné povoleni k distribuci vydano, byla provedena dne:
18. 4. 2024.

Udaje uvedené vtomto rozhodnuti a jeho pfilohdch odpovidaji dokumentu Soubor postupll Spoleéenstvi pro
inspekce a vymeénu informaci (Compilation of Community Procedures on Inspection and Exchange
of Information) ve znéni platném od 2. 1. 2013.
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(f.j, sukl104306/2024 Sp.zn, sukls55453/2024 dne 26. 4. 2024 str. 2

Oduvodnéni

Dne 4. 3. 2024 spolecnost Alius Pharma, s.r.o. se sidlem Pfikop 843/4, Zabrdovice, 602 00 Brno, IC 117 78 377
podala 7zadost o zménu povoleni k distribuci 1é¢ivych pfipravkd. Podanim Zadosti bylo zahdjeno spravni fizeni
vedené pod sp. zn. sukls55453/2024. V jeho ramci a na zakladé vysledkl kontroly provedené na miste dne 18. 4.
2024 Statni ustav pro kontrolu Iééiv (ddle jen ,Ustav”) posuzoval, zda jsou v uvedeném pfipadé splnény
pozadavky stanovené zdkonem o lécivech, jeho provadécimi piedpisy a zvlastnimi predpisy. Ustav po
provedeném Fizeni konstatuje, Ze je moZné Zzadosti vyhovét, a proto rozhodl o zméné v povoleni k distribuci
Ié¢ivych pFipravkd, jak je uvedeno ve vyroku tohoto rozhodnuti.

Povoleni k distribuci |é¢ivych pFipravkl vydané spolecnosti Alius Pharma, s.r.o. se sidlem Pfikop 843/4,
Zabrdovice, 602 00 Brno, IC 117 78 377, pod sp. zn. sukls266619/2021 dne 3. 11. 2021, zménéné na zakladé
rozhodnuti 0 zméné sp.zn. sukls263964/2022 ze dne 19. 12. 2022, je po nabyti pravni moci tohoto rozhodnuti
o zméné v povoleni k distribuci |é€ivych pFipravki platné v nasledujicim rozsahu:

Jméno a ptijmeni u fyzické | Alius Pharma, s.r.o.
osoby / obchodni firma

nebo nazev u pravnické

osoby

Misto podnikani/sidlo

Prikop 843/4, Zabrdovice, 602 00 Brno

I

117 78 377

Rozsah cinnosti

Distribuce lécivych pripravku

Adresy skladovacich
prostor a jména
kvalifikovanych osob

Adresy smluvnich mist
distribuce a jména
kvalifikovanych osob

arex PHARMA s.r.o., K sokolovné 218, 104 00 Praha 10 — Uhfinéves,
na zakladé povoleni k distribuci sp. zn.
sukls95568/2013 ze dne 17. 9. 2013

lé¢ivych  pfipravki

I |

RNDr. Julia Stefanskd, MUDr. Martin Stefansky

Pouceni o odvolani

Proti tomuto rozhodnuti je mozno podat podle ustanoveni § 81 a nasl. zdkona ¢. 500/2004 Sb., spravni fad, ve
znéni pozdéjiich predpistl, u Statniho Gstavu pro kontrolu |é¢iv odvolani, a to ve |hité 15 dni ode dne jeho
doruéeni. O odvolani rozhoduje Ministerstvo zdravotnictvi CR.

otisk Ufedniho razitka

PharmDr. Ivan Buzek
feditel odboru lekarenstvi a distribuce

Priloha €. 1 — Rozsah povoleni k distribuci éciv (1 strana)
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€.j. suki104306/2024 Sp.zn. sukls55453/2024 dne 26. 4. 2024 str. 3
Pfiloha €. 1/1 k rozhodnuti sp.zn. sukls55453/2024 ze dne 26. 4. 2024

ROZSAH POVOLENI K DISTRIBUCI LECIV

Nazev a adresa mista distribuce: arex PHARMA s.r.0., K sokolovné 218, 104 00 Praha 10 — Uhfinéves

1. LECIVE PRIPRAVKY

1.1 [X{ s rozhodnutim o registraci v zemi/zemich EHP
1.2 [_] bez rozhodnuti o registraci v EHP a uréené pro trh EHP *

1.3 D bez rozhodnuti o registraci v EHP a urcené pro vyvoz

2. POVOLENE DISTRIBUENI CINNOSTI
2.1 ] Nakup/Obstaravani

2.2 [ skladovani

2.3 [X] Dodavani

2.4 @ Vyvoz

2.5 [_] Dalii ¢&innosti: -

3. LECIVE PRIPRAVKY S DODATECNYMI POZADAVKY

3.1 [ Pripravky podle &l. 83 smérnice 2001/83/ES?
3.1.1[_] Létivé pripravky pochazejici z krve
3.1.2 Imunologické Iécivé pripravky
3.1.3[_] Radiofarmaka (véetné radionuklidovych kit()
3.2 [ ] Lécivé plyny
3.3 [X] P¥ipravky chladového Fetézce (vyzadujici manipulaci pfi nizkych teplotach)

34 D Dalsi pfipravky: ---

Veskera omezeni nebo vysvétlujici poznamky nebo stanoveni podminek tykajici se rozsahu distribucni cinnosti: --

*¢l. 5 smérnice 2001/83/ES nebo ¢. 83 nafizeni ES/726/2004

otisk uredniho razitka

PharmDr. lvan Buzek
feditel odboru lékarenstvi a distribuce

Pro distribuci lécivych pripravkli s obsahem emamnych a psychotropnich latek je nutné kromé tohoto povoleni ziskat také povoleni
¢ zachazeni, které vydavd MZ CR podle zakona ¢ 167/1998 Sb., o navykovych latkach a o zméné nékterych daliich zdkond, ve znéni
j0zdéjsich predpist
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Translation from Czech

STATE INSTITUTE FOR Srobarova 48 Telephone: +420 272 185111  E-mail: posta@sukl.cz
DRUG CONTROL 100 41 Prague 10 Fax: +420 271 732 377 Web: www.sukl.cz
ADDRESSEE DELIVERY ADDRESS
Alius Pharma, s.r.o. Prikop 843/4

Brno-Zabrdovice

602 00
File Na. sukls55453/2024 Attn./Extension Date
Ref. No. sukl104306/2024 Megr. Katefina Gottvaldova/420 26 April 2024

Dispatched as of the date of posting marked on the envelope by the operator of postal services, or the date of dispatch of
data message from the data box of the State Institute for Drug Control, or, in the case of personal delivery, as of the date of
handover to the addressee.

DECISION

The State Institute for Drug Control, with its registered office at Prague 10, Srobarova 48, as the body
competent to decide under Section 13 (2) (a) (2) of Act No. 378/2007 Sb., regulating pharmaceuticals and
amending certain related acts (Pharmaceutical Act), as amended, decided in accordance with the provisions of
Section 67 of Act No. 500/2004 Sb., the Code of Administrative Procedure, as amended (hereinafter “Code of
Administrative Procedure”)

as follows:

The State Institute for Drug Control, pursuant to Section 76 and Section 63 (1) of Act 378/2007 Sb., regulating
pharmaceuticals and amending certain related acts (Pharmaceuticals Act), as amended (hereinafter
“Pharmaceuticals Act”), based on the application of Alius Pharma, s.r.o., with its registered office at Pfikop
843/4, Zabrdovice, 602 00 Brno, ID No. 117 78 377,

amends the decision to authorise the distribution of medicinal products issued
under File No. sukis266619/2021, dated 3 November 2021, as follows:

1. The storage space at ZZM, spol. s r.0., U Vlecky 1108, 664 42 Modfrice are cancelled.
2. New contractual storage space is approved at arex PHARMA s.r.0., K sokolovné 218, 104 00 Praha 10 -
Uhfinéves, on the basis of the authorisation to distribute medicinal products File No. sukls95568/2013

of 17 September 2013.

3. The individual distribution points (approved storage space) with an indication of the scope of
distribution activity are listed in Annex 1.

4. The inspection, on the basis of which the decision to amend distribution authorisation was issued,
was conducted on: 18 April 2024.

The information contained in this decision and its annexes corresponds to the Compilation of Community
Procedures on Inspection and Exchange of Information as amended on 2 January 2013.
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Ref. No. sukl104306/2024 File No. sukls55453/2024 Date: 26 April 2024 Page 2

Rationale

On 4 March 2024, Alius Pharma, s.r.o., with its registered office at Prikop 843/4, Zabrdovice, 602 00 Brno,
ID No. 117 78 377, filed an application for amendment of the authorisation to distribute medicinal products.
Upon the filing of the application, administrative proceedings were initiated under File No. sukls55453/2024.
Within the framework of the proceedings and based on the results of an on-site inspection conducted on
18 April 2024, the State Institute for Drug Control (hereinafter “Institute”) assessed whether, in the case
concerned, the requirements set forth by the Pharmaceuticals Act and its implementing regulations and
special regulations were met. Once the proceedings were completed, the Institute stated that the application
may be complied with, and therefore decided to amend the authorisation to distribute medicinal products, as
indicated in the statement of the present resolution.

The authorisation to distribute medicinal products issued to Alius Pharma, s.r.o., with its registered office at
Prikop 843/4, Zabrdovice, 602 00 Brno, ID No. 117 78 377, under File No. sukls266619/2021 of 3 November
2021, amended based on decision File No. sukls263964/2022 dated 19 December 2022, shall be valid upon the
legal effects of the present decision to amend the authorisation to distribute medicinal products, to the
following extent:

First name and surname of an Alius Pharma, s.r.o.
individual / trade name of a
corporation

Place of business/registered office |Prikop 843/4, Zabrdovice, 602 00 Brno
1D No. 117 78 377

Scope of activity Distribution of medicinal products

Location of storage space and p_—
names of qualified persons

Addresses of contractual arex PHARMA s.r.o., K sokolovné 218, 104 00 Praha 10 -
distribution points and names of  |Uhfinéves, on the basis of the authorisation to distribute
qualified persons medicinal products File No. sukis95568/2013 of 17 September

2013 RNDr, Julia Stefanskd, MUDr, Martin Stefansky

Appeal

An appeal may be lodged with the State Institute for Drug Control against the present decision pursuant to the
provisions of Section 81 et seq. of Act 500/2004 Sb., Administrative Procedure Code, as amended, within
15 days from the delivery of the decision herein. The authority competent to resolve the appeal shall be the
Ministry of Health of the Czech Republic.

impression of official seal
PharmbDr. Ivan Buzek
Director of Pharmacy and Distribution
Section

Annex 1 — Scope of authorisation to distribute medicinal products (1 page)
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Ref. No. sukl104306/2024 File No. sukls55453/2024 Date: 26 April 2024 Page 3

Annex 1/1 to decision File No. sukls55453/2024 of 26 April 2024

SCOPE OF AUTHORISATION TO DISTRIBUTE MEDICINAL PRODUCTS

Name and address of the distribution point: arex PHARMA s.r.o., K sokolovné 218, 104 00 Praha 10 -
Uhfinéves

1. MEDICINAL PRODUCTS

1.1. Xwith a marketing authorisation in an EEA country/countries
1.2. [ without a marketing authorisation in an EEA country/countries and intended for the EEA market *

1.3. [J without a marketing authorisation in EEA country/countries and intended for export

2. AUTHORISED DISTRIBUTION ACTIVITIES
2.1, Purchasing/Procurement

2.2. Storage
25 Delivery
2.4, Export

2.5. [ Other activities: ---

3. MEDICINAL PRODUCTS WITH ADDITIONAL REQUIREMENTS
3.1. [ Products pursuant to Art. 83 of Directive 2001/83/EC*

3.1.1, 0 Medicinal products derived from blood
3.1.2. ® Immunological medicinal products
3.1.3. [ Radiopharmaceuticals (including radionuclide kits)
3.2. [J Healing gases
33. Cold chain products (requiring manipulation at low temperatures)

3.4. [ Other products: —

Any limitations, explanatory notes or conditions concerning the scope of distribution activity: --
*Art. 5 of Directive 2001/83/EC or Art. 83 of Regulation EC/726/2004

impression of official seal
PharmDr. lvan Buzek
Director of Pharmacy and Distribution
Section

1 For the distribution of medicinal products containing narcotic and psychotropic substances, it is necessary to obtain, in
addition to this authorisation, the authorisation for manipulation issued by the Ministry of Health of the Czech Republic
pursuant to Act No. 167/1998 Coll., regulating addictive substances and amending certain other acts, as amended

F-LEK-009-10 / 29.01.2016 Page 3/3
Page 3



a

PREKLADATELSKA DOLOZKA

Ja, Mgr. Lukas Utikal, jsem provedl prekladatelsky ukon jako tlumoénik
jmenovany podle zdkona ¢. 36/1967 Sb. rozhodnutim predsedy
Krajského soudu v Ostraveé ze dne 18. zafi 2007, &.j. Spr 3362/07, pro
jazyk Cesky a anglicky, zapsany v seznamu soudnich tlumoénika a
soudnich piekladateltt vedeném Ministerstvem spravedlnosti CR,

v souladu s § 44 zdkona ¢. 354/2019 Sb., o soudnich tlumocnicich a
soudnich prekladatelich.

Ukon byl zadén organem vefejné moci: - - - pod &j. - - -

K provedeni tikonu jsem pfibral(a) konzultanta: - - - z divodu - - -
Uvedeny konzultant posuzoval tyto dil¢i otdzky: - - -

Stvrzuji, Ze pfeklad souhlasi s textem pfipojené listiny.

TRANSLATOR’S PROVISION

[, Mgr. Lukas Utikal, have conducted the translating operation as a
translator appointed under Act 36/1967 Coll. by decision of the
Presiding Judge of the Regional Court in Ostrava dated 18 September
2007 under Ref. No. Spr 3362/07 for the Czech and English language,
entered on the list of sworn translators and interpreters maintained by
the Ministry of Justice of the Czech Republic, in accordance with
Section 44 of Act 354/2019 Coll., on sworn translators and sworn
interpreters.

The translating operation was commissioned to me by public authority
- - - under ref no. - - -

[ have taken on - - - as consultant on the grounds of - - - in order to
address the following partial issues: - - -

I hereby certify that the translation is in agreement with the text of the
attached document.

This translating operation is recorded in my translator’s journal under
seri S XoWh ¢ e
rial number 4010z / 202‘1 S AKES U

In Prague, date: 3o 4 202, SEv-TETAN
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