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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 DORUCENI
RENIMEDICAL Store Na Folimance 2155/15

s.r.o. Vinohrady

120 00 Praha 2

Spisova zn. sukls272833/2020 Vyfizuje/linka Datum
C. jedn.: sukl313657/2020 PharmDr. Gabriela Vaculova/405 11.12. 2020

Vypraveno dnem piedani k postovni prepravé vyznaéenym na obalce provozovatelem poStovni sluzby, dnem odeslani
datové zpravy z datové schranky Statniho Ustavu pro kontrolu léciv, v pfipadé osobniho doru€eni dnem predani adresatovi.

s

ROZHODNUTI

Statni dstav pro kontrolu léciv se sidlem v Praze 10, Srobarova 48 jako organ pfislusny k rozhodnuti podle § 13
odst. 2 pism. a) bod 2 zékona ¢ 378/2007 Sb., o lé¢ivech a o zménach nékterych souvisejicich zakonQ (zakon
o lé¢ivech), ve znéni pozdéjsich pfedpist, rozhodl v souladu s ustanovenim § 67 zdkona ¢. 500/2004 Sb., spravni
rad, ve znéni pozdéjsich predpisa (déle jen ,spravni fad”)

takto:

Statni Ustav pro kontrolu lé¢iv podle § 76 a § 63 odst. 1 zdkona ¢. 378/2007 Sb., oléCivech a o zménach
nékterych souvisejicich zakon (zékon o Ié&ivech), ve znéni pozdéjsich predpisl (déle jen ,zakon o |écivech”)

vydava spolecnosti RENIMEDICAL Store s.r.o. se sidlem Na Folimance 2155/15, Vinohrady, 120 00 Praha 2,
IC 094 14 207, na zakladé jeji zadosti dorucené dne 27. 10. 2020

povoleni k distribuci 1é¢ivych pfipravkd.

1. Distribuce bude provadéna ze skladovacich prostor na adrese:
VMT Union, s.r.o., Modletice ¢.p. 139, 251 01 Ricany
" na zakladé povoleni k distribuci lé¢ivych pFipravkd sp.zn. sukls110857/2011 ze dne 23. 8. 2011.

2. Kvalifikovanou osobou podle § 76 odst. 1 pism. b) zdkona o lé¢ivech je: Mgr. Michaela Hircdkova.

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

4. Jednotlivd mista distribuce (schvalené skladovaci prostory) s uvedenim rozsahu distribucni Cinnosti jsou
uvedena v pfiloze ¢. 1.

5. Uvodniinspekce, na zakladé které bylo povoleni k distribuci vydano, byla provedena dne: 1. 12. 2020.

Udaje uvedené vtomto povoleni a jeho piilohdch odpovidaji dokumentu Soubor postuptl Spolecenstvi
proinspekce a vyménu informaci (Compilation of Community Procedures on Inspection and Exchange
of Information) ve znéni platném od 2. 1. 2013.
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J. sukl313657/2020 Sp.zn. sukls272833/2020 Dne 11. 12. 2020 str. 2
Odavodnéni

Dne 27. 10. 2020 spole¢nost RENIMEDICAL Store s.r.o. se sidlem Na Folimance 2155/15, Vinohrady, 120 00
praha 2, IC 094 14 207 podala zadost o povoleni k distribuci léCivych pFipravkd. Podanim zadosti bylo zahdajeno
spravni fizeni vedené pod sp. zn. sukls272833/2020. V jeho ramci a na zakladé vysledk( kontroly provedené na
misté dne 1. 12. 2020 Statni Ustav pro kontrolu léCiv (dale jen ,Ustav”) posuzoval, zda jsou v uvedeném pripadé
soinény pozadavky stanovené zakonem o lé&ivech a jeho provadécimi predpisy.

Po provedeni tohoto posouzeni Ustav konstatuje, ze pozadavky jsou spinény. Vzhledem k tomu Ustav rozhodl
o povoleni k distribuci lé€ivych piipravkd, 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., spravni fad,
ve znéni pozdéjsich predpisl, u Ustavu odvoldni, a to ve lhaté 15 dnl ode dne jeho dorucéeni. O odvolani

} rozhoduje Ministerstvo zdravotnictvi CR.

otisk Uredniho razitka

PharmDr. lvan Buzek
¥editel odboru lékéarenstvi a distribuce

P¥iloha &. 1 — Rozsah povoleni k distribuci léciv (1 strana)
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-3 sukl313657/2020 Sp.zn. sukls272833/2020 Dne 11.12. 2020

>#loha ¢. 1/1 k rozhodnuti sp.zn. sukls272833/2020 ze dne 11.12. 2020

ROZSAH POVOLENI K DISTRIBUCI LECIV

Nizev a adresa mista distribuce: VMT Union, s.r.o., Modletice ¢.p. 139, 251 01 Ricany

str. 3

1. LECIVE PRIPRAVKY

13 'E 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 uréené pro vyvoz

2. POVOLENE DISTRIBUCNI CINNOSTI

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

2.3 [X] Dodavéni

2.4 [X] vyvoz

2.5 [ ] Dalgi ¢innosti: ---

3. LECIVE PRIPRAVKY S DODATECNYMI POZADAVKY

3.1 [X] Piipravky podle ¢l. 83 smérnice 2001/83/ES!
3.11 EI Lé&ivé piipravky pochazejici z krve
3.1.2 & Imunologické lécivé pripravky
3.1.3 [_] Radiofarmaka (v¢etné radionuklidovych kitd)
3.2 D Lécivé plyny '
3;@ P¥ipravky chladového Fetézce (vyzadujici manipulaci pfi nizkych teplotach)

3.4 ] Dali pFipravky: ---

osti: —-

Veikerad omezeni nebo vysvétlujici poznamky nebo stanoveni podminek tykajici se rozsahu distribucn ¢inn
*&]. 5 smérnice 2001/83/ES nebo ¢. 83 nafizeni ES/726/2004 N
otisk ufedniho razitka
PharmDr. ivan Buzek
reditel odboru lekarenstwvi a aistnbuce
t pro distribuci 1é¢ivych pfipravkil s obsahem omamnych a psychotropnich Iatek je nutne kromé tchoto povoleni zZskat ake
k zachézeni, které vydava MZ CR podle zékona C. 167/1998 Sb., o navykowych litikich a o zméné nékterych dalSich zakond

pozdéjsich predpisd
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Translation of a reqular copy in the Czech language

STATE INSTITUTE Srobérova 48 Telephone: +420 272 185 111 E-mail: posta@sukl.cz
FOR DRUG CONTROL 100 41 Prague 10 Fax: +420 271732 377 Web: www.sukl.cz
ADDRESSEE ADDRESS FOR SERVICE
RENIMEDICAL Store s.r.o. Na Folimance 2155/15

Vinohrady

120 Prague 2
File ref.: sukls272833/2020 Responsibility of / extension Date
File number: suki313657/2020 PharmDr. Gabriela Vaculova/ 405 11 December 2020

Dispatched on the date of hand-over for postal delivery shown on the envelope by the ;}ostal services provider, on
the date when the data message was sent from the data box of the State Institute for Drug Control or on the date of
delivery to the addressee in case of personal service.

DECISION

The State Institute for Drug Control, having its registered office at Prague 10, Srobarova 48, as the body
having jurisdiction to decide pursuant to Section 13(2)(a)(2) of Act No. 378/2007 Sb. (Coll., Collection of
Laws), on Pharmaceuticals and on Amendments to Certain Related Acts (the Act on Pharmaceuticals), as
amended, decided in accordance with the provisions of Section 67 of Act No. 500/2004 Coll., the
Administrative Procedure Code, as amended (hereinafter the “Administrative Procedure Code”)

as follows:

Pursuant to the provisions of Section 76 and Section 63(1) of Act No. 378/2007 Coll., on Pharmaceuticals
and on Amendments to Certain Related Acts (the Act on Pharmaceuticals), as amended (hereinafter the
“Act on Pharmaceuticals”), the State Institute for Drug Control

issues an authorisation to distribute medicinal products

for RENIMEDICAL Store s.r.0., a limited liability company having its registered office at
Na Folimance 2155/15, Vinohrady, 120 00 Prague 2, Company ID (1€): 094 14 207,
upon its application delivered on 27 October 2020

1. Distribution shall be carried out from storage premises situated at the address:
VMT Union, s.r.o., Modletice No. 139, 251 01 Ricany.

on the basis of authorisation to distribute medicinal products file ref. sukls110857/2011 dated

23 August 2011.
Z The qualified person pursuant to Section 76(1)(b) of the Act on Pharmaceuticals is: Mgr. Michaela
Hir¢akova. -
3, The distribution is authorised in the scope:
distribution of medicinal products.
4. Individual points of distribution (approved storage premises), including the scope of distribution

activities are listed in Annex No. 1.

5. The initial inspection on the basis of which the distribution sauthorisation was issued was carried
out on: 1 December 2020.

The details contained in this authorisation and its annexes comply with the Compilation of Community
Procedures on Inspection and Exchange of Information, as amended as of 2 January 2013.
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File No. sukl313657/2020 File ref. sukls272833/2020 Dated 11 December 2020 Page 2

Reasoning

On 27 October 2020, RENIMEDICAL Store s.r.o., a limited liability company having its registered office at
Na Folimance 2155/15, Vinohrady, 120 00 Prague 2, Company ID (1€) 094 14 207, filed an application for
an authorisation to distribute medicinal products. Upon the filing of the application, administrative
proceedings conducted under file ref. sukls272833/2020 were commenced. As part of these proceedings
and on the basis of an inspection carried out on the spot on 1 December 2020, the State Institute for Drug
Control (hereinafter the “Institute”) assessed whether the requirements stipulated by the Act on
Pharmaceuticals and its implementing regulations were satisfied in this case. ;

After having completed this assessment, the Institute noted that the requirements were satisfied.
Accordingly, the Institute decided to authorise the distribution of the medicinal products as stated in the
dictum of this Decision.

Instructions on appeal

An appeal may be filed against this Decision in accordance with the provisions of Section 81 and following
of Act No. 500/2004 Coll., the Administrative Procedure Code, as amended, with the Institute within
15 days after the date of its service. The appeal shall be decided on by the Ministry of Health of the Czech
Republic.

Official stamp

PharmDr. lvan Buzek :
Head of the Pharmacy and Distribution Section

Annex No. 1 — Scope of the authorisation to distribute pharmaceuticals (1 page)
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Zile No. sukl313657/2020 File ref. sukls272833/2020 Dated 11 December 2020 Page 3

Annex No. 1/1 to Decision file ref. sukls272833/2020 dated 11 December 2020

SCOPE OF THE AUTHORISATION TO DISTRIBUTE PHARMACEUTICALS

Name and address of the distribution point: VMT Union, s.r.o., Modletice No. 139, 251 01 Ri¢any

. 1. MEDICINAL PRODUCTS
1.1 with the marketing authorisation in the EEA country/countries
1 1.2 [] without the marketing authorisation in the EEA and intended for the EEA market*

1.3 [] without the marketing authorisation in the EEA and intended for export
T

2. AUTHORISED DISTRIBUTION ACTIVITIES
21 Purchase/Procurement
2.2 Storage
2.3 Supply
2.4 Export
2.5 [] other activities: - - -
3. MEDICINAL PRODUCTS WITH ADDITIONAL REQUIREMENTS

) 3.1 Products pursuant to Article 83 of Directive 2001/83/ES!
3.1.1 Blood-derived medicinal products
3.1.2 Immunological medicinal products

3.1.3 0] Radiopharmaceuticals (including radio-nuclide kits)

3.2 [] Medicinal gases
33 Cold chain products (requiring handling at low temperatures)
3.4 [] other products: - - -

Any and all restrictions or explanatory notes or setting of conditions regarding the scope of distribution
activities: -----

*Article 5 of Directive 2001/83/EC or Article 83 of Regulation EC/726/2004
Official stamp

PharmDr. Ivan Buzek
Head of the Pharmacy and Distribution Section

1 In order to distribute medicinal products containing narcotic drugs and psychotropic substances, it is necessary to obtain, in
addition to this authorisation, also an authorisation for handling issued by the Ministry of Health of the Czech Republic pursuant to
Act No. 167/1998 Coll., on Addictive Substances and Amendments to Some Other Acts, as amended.
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Tiumoénickd dolozka

=k tlumodnice pro jazyk anglicky jmenovana rozhodnutim Krajského soudu v Plzni ze dne 25. 2ar{ 2000
' 1 Spr821/2000) stvrzuji, e pfeklad souhlasi s textem pfipojeného dokumentu. V prekladu byly
arovedeny tyto zmény: - - -

Tiumocnicky Ukon je zapsan pod pofadovym cislem 6152 deniku.

¥ Praze dne 15. prosince 2020

Certification

s a translator of the English language duly appointed by Decision of the Regional Court in Plzen file
%o. Spr 821/2000 dated 25 Sep‘tember 2000, | hereby certify that the above is a’true translation of the
ztzached document. The following changes were made in the translation: - - -

The translation is registered as Entry No. 6152 in my translation journal.

in Prague on 15 December 2020

PhDr. Katefina Blahova







