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STATNI USTAV Srobdrova 48 Telefon: +420 272 185111 E-mail: posta@sukl.cz

PRO KONTROLU LEEIV 100 41 Praha 10 Fax: +420 271 732 377 Web: www.sukl.cz
ADRESAT ADRESA PRO DORUCENI
Salimex CZ, s.r.o. Kulkova 4001/4
Brno - Zidenice
61500
Spisova zn. sukls285993,/2020 VyFizuje/linka Datum
€. jedn.: sukl320632/2020 Mgr. lvona Péni¢kova/403 21.12. 2020

Vypraveno dnem pfedani k poStovni pfepravé vyznacenym na obélce provozovatelem postovni sluzby, dnem odeslani datové
zpravy z datoveé schranky Statniho ustavu pro kontrolu létiv, v pfipadé osobniho dorugeni dnem predani adresatovi.

ROZHODNUTI

Statni Gstav pro kontrolu Ié¢iv se sidlem v Praze 10, Srobarova 48 jako organ prislusny k rozhodnuti podle § 13
odst. 2 pism. a) bod 2 zakona €. 378/2007 Sb., o létivech a o zménach nékterych souvisejicich zakond (zakon
o lécivech), ve znéni pozdéjSich predpis(, rozhod! v souladu s ustanovenim § 67 zikona €. 500/2004 Sb., spravni
rad, ve znéni pozdéjsich predpist (dale jen ,spravni Fad*)

takto:

Statni Ustav pro kontrolu léciv podle § 76 a § 63 odst. 1 zdkona ¢. 378/2007 Sb., o lé¢ivech a 0 zménéch nékterych
souvisejicich zakonli (zdkon o légivech), ve znéni pozdéjsich pfedpist (dale jen ,zakon o lécivech”)

vydava spolecnosti Salimex CZ, s.r.o. se sidlem Kulkova 4001/4, Zidenice, 615 00 Brno, IC 091 83 361, na zakladé
jeji zadosti dorucené dne 10. 11. 2020

povoleni k distribuci l1éCivych pFipravki.
1. Distribuce bude provadéna ze skladovacich prostor na adrese:
Kulkova 4001/4, Zidenice, 615 00 Brno (1 hala o celkové vyméfe 236 m?).
2. Kvalifikovanou osobou podle § 76 odst. 1 pism. b) zakona o lé¢ivech je: Mgr. Jana Drdlova.

3. Distribuce se povoluje v rozsahu:
distribuce léc¢ivych pFipravkad.

4. Jednotlivd mista distribuce (schvélené skladovaci prostory) s uvedenim rozsahu distribu¢ni €innosti jsou
uvedena v priloze €. 1.

5. Uvodni inspekce, na zakladé které bylo povoleni k distribuci vydéno, byla provedena dne: 9. 12, 2020.
Udaje uvedené vtomto povoleni a jeho prilohach odpovidaji dokumentu Soubor postupl Spolecenstvi

pro inspekce a vyménu informaci (Compilation of Community Procedures on Inspection and Exchange
of Information) ve znéni platném od 2. 1. 2013.
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C.j. suki320632/2020 Sp.zn. sukls285993/2020 dne 21. 12, 2020 str. 2

Oduvodnéni

Dne 10. 11. 2020 spoleénost Salimex CZ, s.r.0. se sidlem Kulkova 4001/4, Zidenice, 615 00 Brno, IC 091 83 361
podala z4dost o povolenf k distribuci Iéivych piipravkii. Podédnim Zadosti bylo zahdjeno spravni fizeni vedené pod
sp. zn. sukls285993/2020. V jeho ramci a na zékladé vysledki kontroly provedené na misté dne 9. 12. 2020. Statni
Gstav pro kontrolu lé¢iv (dale jen ,Ustav”) posuzoval, zda jsou v uvedeném pfipadé spinény pozadavky stanovené
zakonem o létivech a jeho provadécimi predpisy.

Po provedeni tohoto posouzeni Ustav konstatuje, Ze pozadavky jsou spinény. Vzhledem k tomu Ustav rozhod|
o povoleni k distribuci lé¢ivych pfipravkd, jak je uvedeno ve vyroku tohoto rozhodnuti.

Pouéeni o odvolani

Proti tomuto rozhodnuti je mozno podat podle ustanoveni § 81 a nasl. zakona ¢.500/2004 Sb., sprévni fad, ve znéni
pozdéjiich pfedpisti, u Ustavu odvolani, a to ve Ihité 15 dnii ode dne jeho doruceni. O odvolani rozhoduje I’\
Ministerstvo zdravotnictvi CR.

otisk uredniho razitka

PharmDr. lvan Buzek
feditel odboru lékarenstvi a distribuce

Piiloha €. 1 — Rozsah povoleni k distribuci [é¢iv (1 strana)
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& sukl320632/2020 Sp.zn. sukls285993/2020 dne 21. 12. 2020 str. 3
Pfiloha €. 1/1 k rozhodnuti sp.zn. sukls285993/2020 ze dne 21. 12. 2020

ROZSAH POVOLENI K DISTRIBUCI LECIV

Nazev a adresa mista distribuce: Salimex CZ, s.r.0., Kulkova 4001/4, Zidenice, 615 00 Brno

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 & bez rozhodnuti o registraci v EHP a uréené pro vyvoz

2. POVOLENE DISTRIBUENT CINNOSTI

2.1 [X] Nékup/Obstaravani
2.2 [] skladovani

2.3 [X] Dodavani
2.4 [X] vyvoz
2.5 [] Dalii &innosti: -

3. LECIVE PRIPRAVKY S DODATEENYMI POZADAVKY

3.1 [X] PFipravky podle &l. 83 smérnice 2001/83/ES!
3.1.1 [ X] Lécivé pFipravky pochézejici z krve
3.1.2 [X] Imunologické lé¢ivé pFipravky
3.1.3[_] Radiofarmaka (véetn& radionuklidovych kit()
3.2 [ ] Lécivé plyny
3.3[X Pfipravky chladového fetézce (vyzaduijici manipulaci pfi nizkych teplotach)

3.4 [] palsi pripravky:

Veskerd omezeni nebo vysvétlujici poznamky nebo stanoveni podminek tykajici se rozsahu distribugni cinnosti: --
*¢l. 5 smérnice 2001/83/ES nebo ¢. 83 nafizeni ES/726,/2004

otisk Gredniho razitka

PharmDr. lvan Buzek
reditel odboru lékarenstvi a distribuce

! Pro distribuci lécivych pripravki s obsahem omamnych a psychotropnich latek je nutné kromé tohoto povoleni ziskat také povoleni
k zachazeni, které vydava MZ CR podle zakona &. 167/1998 Sb., o navykovych latkich a o zméné nékterych dalsich zakond, ve znénf
pozdéjsich predpist
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The source text of this translation is Czech.

[national coat of arms] STATE INSTITUTE ~ Srobarova48  Telephone: +420 272 185 111 Email: posta@sukl.cz
FOR DRUG CONTROL 100 41 Prague 10 Fax:+420 271 732 377 Web: www.sukl.cz

ADDRESSEE DELIVERY ADDRESS
Salimex CZ, s.r.0. Kulkova 4001/4
Brno-Zidenice
615 00
File No. sukls285993/2020  processed by/extension date
Ref. No: suki320632/2020  Ing. lvona Pénitkoval/403 21. December 2020

Expedited by the day of delivery at the post office marked on the envelope by the post office operator, or by the
date of sending a data message from the State institute for drug control’s data box. or in the case of personal
delivery, by handover to the addressee.

DECISION

The State institute for drug control seated in Prague 10, Srobarova 48, as the body authorised to
decide according to S. 13 (2)(a)(2), Act No. 378/2007 Sb. on Pharmaceuticals and amendments to
selected associated acts (Pharmaceuticals Act), as amended, decided in accordance with the
provisions of S. 67, Act No. 500/2004 Sb., Code of Administrative Procedure, as amended
(hereinafter only “Code of Administrative Procedure)

as follows:

According to S. 76 and S. 63 (1) Act. No. 378/2007 Sb. on Pharmaceuticals and amendments to
selected associated acts (Pharmaceuticals Act), as amended (hereinafter only “Pharmaceuticals
Act’), the State institute for drug control

issues to Salimex CZ s.r.o,, registered office at Kulkova 4001/4, Zidenice, 615 00 Brno, Company ID
No. 091 83 361 by virtue of its application delivered on 10 November 2020

the distribution licence for medicinal products.

1. The distribution shall be performed from the warehousing premises at the address:
Kulkova 4001/4, Zidenice, 615 00 Brno (1 hall with a total area of 236 mz)_
2. The qualified person pursuant to S. 76(1)(b), Pharmaceuticals Act, is: Mgr. Jana Drdlova.

3. Thedistribution is granted in the extent of:
distribution of medicinal products.

4. The individual distribution points (approved warehousing premises) are listed in the
attachment No. 1 together with their defined distribution extend.

5. The first inspection based on which the distribution licence was issued was performed on 9.
December 2020.

The information stated in this decision and its attachments conform to the document Compilation of
Community Procedures on Inspection and Exchange of Information, in the version in force from 2.
January 2013.
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Reasoning

On 10. November 2020, Salimex CZ s.r.o., registered office at Kulkova 4001/4, Zidenice, 615 00
Brno, Company ID No. 091 83 361, filed the application for the issue of the licence for distributing
medicinal products, by virtue of which the administrative proceedings under the file No.
sukls285993/2020 were initiated. During these the State institute for drug control (hereinafter only
“Institute”) considered, whilst taking into account the results of the on-site inspection of 9. December
2020, whether the statutory requirements defined by the Pharmaceuticals Act and its implementing

legislation have been met.
The results of this assessment have satisfied the Institution that all requirements have been met.

Therefore, it has decided to grant the licence for distributing medicinal products as stated herein.

Advice on remedies

Pursuant to S. 81 et seq., Act No. 500/2004, Code of Administrative Procedure, as amended, an
appeal may be lodged against this decision with the State Institute for drug control within 15 days
from its date of service. Decisions on appeals are made by the Ministry of Health of the Czech

Republic.
place for the official stamp

PharmDr. Ivan Buzek
Director of the Pharmacy and Distribution Department

Attachment No. 1 — Extent of license for the distribution of medicinal products (1 page)
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ref. No. suki320632/2020 file No. sukls285993/2020 on 21. December 2020 page 3

Attachment No. 1/1 to the decision file No. sukls285993/2020 of 21. December 2020

EXTENT OF DISTRIBUTION LICENSE FOR MEDICINAL PRODUCTS
Name and address of distribution point: Salimex CZ, s.r.o., Kulkova 4001/4, Zidenice, 615 00 Brno

1. MEDICINAL PRODUCTS

1.1. @ with a decision on registration in EEA country/countries

1.2. X without a decision on registration in EEA and intended for the EEA market*
1.3. X without a decision on registration in EEA and intended for export

2. LICENSED DISTRIBUTION OPERATIONS
2.1.® Purchase/sourcing

2.2. X Warehousing

2.3. Supply

2.4.¥ Export

i} 2.5.0 Other operations: ---

3. MEDICINAL PRODUCTS WITH ADDITIONAL REQUIREMENTS
3.1.® Products according to art. 83, Directive 2001/83/EC’
3.1.1. [ Blood-derived medicinal products

3.1.2. @ Immunological medicinal products

3.1.3. [ Radiopharmaceuticals
3.2.0 Medicinal gases
3.3.® Cold chain products (requiring manipulation in low temperatures)
3.4.(0 Other products: ---

All restrictions or explanatory notes or conditions regulating the extent of the distribution operations: -
*art. 5, Directive 2001/83/EC, or art. 83 Regulation EC/726/2004

placement of official stamp

PharmDr. lvan Buzek
Director of the Pharmacy and Distribution Department

' The distribution of medicinal products containing narcotic and psychotropic substances requires, in addition to this licence,
also the manipulation licence issued by the Ministry of Health of the Czech Republic pursuant to Act No. 167/1998 Sb., on
Addictive Substances and on the amendment of selected other acts, as amended.
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TRANSLATOR'S CERTIFICATE

[, Joruna Walther, ID No.: 64293220, certified translator of the Czech, English, and German
language, listed in the register of translators maintained by the Ministry of Justice of the
Czech Republic, herewith certify that I have personally translated the attached document and
that this translation is true and accurate to the text of the attached document. This translation
required no consultation.

The act is recorded in the registry under the serial No. 1038/10/2021.
Kanice on 17. March 2021
Official seal

Joruna Walther

rtified translator
Kanice 225, 66401, Czech Republic
Mobile phone: +420 777 346020
Email: j.walther@soudni-tlumoceni.eu
www.soudni-tlumoceni.eu

PREKLADATELSKA DOLOZKA

Ja, Mgr. Joruna Walther, IC: 64293220, soudni piekladatelka jazyka Ceského, jazyka
anglického a jazyka némeckého, zapsana v seznamu piekladateli vedeném Ministerstvem
spravedlnosti Ceské republiky, timto stvrzuji, Ze jsem osobné provedla pieklad pripojené
listiny, a Ze tento preklad souhlasi s textem pfedmétné listiny. P¥i provadéni ptekladu nebyl
piibran konzultant.

Tento ukon je zapsan v evidenci tkont pod ¢islem polozky: 1038/10/2021.

V Kanicich dne 17. bfezna 2021
otisk prekladatelské pe¢eti i T

udni prekladatelka
Kanice 225, 66401
mobilni telefon: 777 346020
email: j.walther@soudni-tlumoceni.eu
www.soudni-tlumoceni.eu







