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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
PHARMA SOLUTIONS Kardsek 1767/1
s.r.o. Retkovice
621 00 Brno
Spisova zn. sukls184151/2022 VyFizuje/linka Datum
C. jedn.: sukl194031/2022 PhaimDr. Gabriela Yaculova/405 16.9. 2022

Vypraveno dnem pfedani k po3tovni pfepravé vyznafenym na obdlce provozovatelem po¥tovni sluzby, dnem odeslani
datoveé zpravy z datové schranky Statniho Ustavu pro kontrolu Ié&iv, v pFipadé osobniho doruéeni dnem ptedani adresatovi.

ROZHODNUTI

Statni dstav pro kontrolu lé€iv se sidlem v Praze 10, Srobarova 48 jako organ pfisludny k rozhodnuti podle § 13
odst. 2 pism. a) bod 2 zdkona & 378/2007 Sb., o lééivech a o zménach nékterych souvisejicich zakont (zakon
o |éivech), ve znéni pozdéjiich pFedpisti, rozhodl v souladu s ustanovenim § 67 zikona &. 500/2004 Sh., spravni
fad, ve znéni pozdéjsich pfedpish (dale jen ,spravni fad*)

takto:

Statni ustav pro kontrolu légiv podle § 76 a § 63 odst. 1 zdkona & 378/2007 Sh., o lééivech a o zménach
nékterych souvisejicich zékond (zdkon o lé&ivech), ve znéni pozdéjiich predpisd (dale jen ,zakon o Ié&ivech”),
na zakladé Zadosti spole¢nosti PHARMA SOLUTIONS s.r.o. se sidlem Pfikop 843/4, 602 00 Brno, IC 283 42 577,

méni rozhodnuti o povoleni k distribuci l1é¢ivych pFipravki vydané pod
sp.zin.: sukls166273/2009 ze dne 19. 11. 2009 nasledovné:

1. Adresa sidla spole¢nosti se méni z plivodni Prikop 843/4, 602 00 Brno na novou Karasek 1767/1,
Reékovice, 621 00 Brno.

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

Udaje uvedené vtomto rozhodnuti a jeho pfilohdch odpovidaji dokumentu Soubor postupl Spoleéenstvi pro
inspekce a vymeénu informaci (Compilation of Community Procedures on Inspection and Exchange
of Information) ve znéni platném od 2. 1. 2013.

Oduvodnéni

Dne 30. 8. 2022 spolefnost PHARMA SOLUTIONS s.r.o. se sidlem Pfikop 343/4, 602 00 Brno, IC 283 42 577
podala Zadost o zménu povoleni k distribuci Ié&ivych pfipravkd. Poddnim adosti bylo zahdjeno spravni Fizeni
vedené pod sp. zn. sukls184151/2022. V jeho rémﬂci Statni Ustav pro kontrolu 1é&iv (déle jen ,Ustav”) posuzoval,
zda jsou v uvedeném pfiipadé splnény poZadavky stanovené zdkonem o lecivech, jeho provddécimi predpisy
a zvlastnimi predpisy. Ustav po provedeném fizenf konstatuje, Ze je moZné Zadosti vyhov&t, a proto rozhodl
o zméneé v povoleni k distribuci {éZivych pripravkd, jak je uvedeno ve vyroku tohoto rozhodnuti.
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Povoleni k distribuci lé€ivych pFipravkd vydané spoleénosti PHARMA SOLUTIONS s.r.o. se sidlem Prikop 843/4,
602 00 Brno, IC 283 42 577, pod sp.zi. sukls166273/2009 ze dne 19. 11. 2009, zménéné na zakladé rozhodnuti
0zméné sp.zn. sukls35722/2011 ze dne 11. 4. 2011, sp.zn. sukls88793/2012 ze dne 13. 4. 2012, sp.zn.
sukls90336/2015 ze dne 2. 6. 2015, sp.zn. sukls25184/2017 ze dne 13. 2. 2017 a sp.zn. sukls287609/2018 ze dne
1. 8. 2018, je po nabyti pravni moci tohoto rozhodnuti 0 zméné.v povoleni k distribuci lécivych pfipravk( platné
v nasledujicim rozsahu:

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

osoby

Misto podnikani/sidlo Karasek 1767/1, Reckovice, 621 00 Brno

IC 283 42 577

Rozszh Einnosti .| Distribuce |é€ivych pFipravki

Adresy skladovacich Areal Biovendor a.s. - Laboratorni medicina, objekt & 04, Karasek 1,
prostor a jména 621 00 Brno — Re&kovice (1 hala v pfizemi budovy o plode 216 m?)
kvalifikovanych osob PharmDr. Luboslav Jandel

Adresy smluvnich mist -
distribuce a jména

kvalifikovanych osaob

Poufeni o odvolanrni

Proti tomuto rozhednuti je moZno podat podie ustanoveni § 81 a nasl. zékona €. 500/2004 Sh., spravni fad, ve
znéni pozdéjdich predpist, u Statniho Gstavu pro kontrolu Ié&iv odvoldni, a to ve Ihiité 15 dnl ode dne jeho
dorugeni. O odvolani rozhoduje Ministerstvo zdravotnictvi CR.

otisk Ufedniho razitka

PharmDr. Ivan Buzek
reditel odboru Iékarenstvi a distribuce

Priloha ¢. 1 —Rozsah povoleni k distribuci |éCiv (1 stranaj
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Pfiloha &. 1/1 k rozhodnuti sp.zn. sukls184151/2022 ze dne 16. 9. 2022

ROZSAH POVOLENI K DISTRIBUCI LECIV

Nazev a adresa mista distribuce: PHARMA SOLUTIONS s.r.o., Areal Biovendor a.s. - Laboratorni medicina, objekt
& 04, Karasek 1, 621 00 Brno — Reckovice

1. LECIVE PRIPRAVKY

1.1 X s rozhodnutim o registraci v zemi/zemich EHP
1.2 D bez rozhodnuti o registraci v EHP a urené pro trh EHP *

1.3 [_] bez rozhodnuti o registraci v EHP a urfené pro vyvoz

2. POVOLENE DISTRIBUCNI CINNOSTI
() 2.1 [X] Nakup/Obstaravéni

2.2 [{] Skladovani

2.3 X]| Dodévani

2.4 <] vyvoz

25 D Dalsi ¢innosti: ---

3. LECIVE PRIPRAVKY S DODATECNYMI POZADAVKY
3.1 [X] P¥ipravky podie ¢l. 83 smérnice 2001/83/ES*
3.1.1 [ ] Légivé pfipravky pochazejici z krve
3.1.2 X Imunologické 1é&ivé pripravky
3.1.3 || Radiofarmaka (véetné radionuklidovych kitd)
3.2 [ ] Lé&ivé plyny
3.3 [X] P¥ipravky chladového Fetézce (vyzadujici manioulaci pfi nizkych teplotach)

3.4 | Dalsi pripravky: -

Veikera omezeni nebo vysvétlujici poznadmky nebo stanoveni podminek tykajici se rozsahu distribuéni ¢innosti: --

*&1. 5 smérnice 2001/83/ES nebo £ 83 nafizeni ES/726/2004

otisk Ufedniho razitka

PharmDr. Ivan Buzek
feditel odboru lékarenstvi a distribuce

! Pro distribuci 1é¢ivych pripravk( s obsahem omamnych a psychotropnich latek je nutné kromé tohcto povoleni ziskat také povoleni
k zachazenl, které vydava MZ CR podle zikana & 167/1998 Sb., o ndvykovych ldtkdch a o zméné nékterych daldich zakon(, ve znéni
pozdéjsich predpist
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(Certified Translation from Czech)

STATE INSTITUTE Srobarova 48 Telephone: +420 272 185 111 E-mail: posta@sukl.cz
FOR DRUG CONTROL 100 41 Praha 10 Fax: +420 271 732 377 Web: www.sukl.cz
Cz=ch National Emblem
TO CORRESPONDENCE ADDRESS
PHARMA SOLUTIONS Karasek 1767/1
s.r.0. Reckovice
621 00 Brno
File No. sukls184151/2022 Person responsible/extension: Date
Reg. No.: suki194031/2022 PharmDr. Gabriela Vaculové/405 16/09/2022

Dispatched as of the day of submission for mail delivery marked on the envelope by the provider of the mail services, the
day of sending the data message from the data box of the State Institute for Drug Control, the day of delivery to the
addressee in the case of personal delivery.

DECISION

The State Institute for Drug Control, with registered office in Praha 10, Srobarova 48, as the administrative body competent
pursuant to Section 13 (2) {a) (2) of Act No. 378/2007 Coll., on Pharmaceuticals and on Amendments to Some Related Acts
(hereinafter only the “Act on Pharmaceuticals”), as amended, hereby decided in accordance with the provision of Section
67 of Act No. 500/2004 Coll.,, Rules of Administrative Procedure, as amended (hereinafter only the “Rules of Administrative
Procedure”)

as follows:

The State Institute for Drug Control, pursuant to Sections 76 and 63 (1) of Act No. 378/2007 Coll., on Pharmaceuticals and
on Amendments to Some Related Acts (Act on Pharmaceuticals), as amended, (hereinafter only the “Act on
Pharmaceuticals”), based on the application of PHARMA SOLUTIONS s.r.o., with registered office Pfikop 843/4, 602 00
Brno, Company ID No. 283 42 577,

hereby changes the decision on permission to distribute pharmaceuticals issued under
File No.: sukls166273/2009 dated 19/11/2009, as follows:

1. The address of the company’s registered office changes from original Pfikop 843/4, 602 00 Brno to new Karasek
1767/1, Retkavice, 621 00 Brno.

2. The respective distribution points (approved storage areas) stating the distribution activities scope are listed in
Annex No. 1.

Details specified in this Decision and Annexes hereto correspond to document Compilation of Community Procedures on
Inspection and Exchange of Information in the wording in force since 02/01/2013.

Grounds:

As of 30/08/2022, PHARMA SOLUTIONS s.r.0. with registered office Prikop 843/4, 602 00 Brno, Company ID No. 283 42 577,
filed the application on the change of permission to distribute pharmaceuticals. By filing this application, the administrative
proceeding was opened, under File No. sukls184151/2022. Within the proceeding, the State Institute for Drug Control
(hereinafter only the “Institute”) considered whether the requirements stipulated by the Act on Pharmaceuticals, its
implementing regulations and separate regulations have been met in the given case. Having performed the proceeding, the
Institute states that it is possible to meet the application and the Institute therefore decided on the change in the
permission to distribute pharmaceuticals as stated in the statement of this Decision.
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(Certified Translation from Czech)

Re=f No. suki194031/2022 File No. sukls184151/2022 on 16/09/2022 Page 2

Th

[&]

ermission to distribute pharmaceuticals issued to company PHARMA SOLUTIONS s.r.o. with registered office PFikop
4, 602 00 Brno, Company ID No. 283 42 577, under File No.: sukls166273/2009, dated 19/11/2009, changed based on
decision on the change, File No.: sukls35722/2011, dated 11/04/2011, File No.: sukls88793/2012, dated 13/04/2012,

No.: sukls90336/2015, dated 02/06/2015, File No.: sukls25184/2017, dated 13/02/2017 and File No.:
sukls287609/2018, dated 01/08/2018, shall be valid in the following scope, after this Decision on the change in the
oermission to distribute pharmaceuticals becomes effective:

' 00
W m

T ¢
M m

Nzme and surname of a private | PHARMA SOLUTIONS s.r.o.
ndividual / trade name or title

ot 2 legal entity

Slace of business/registered Kardsek 1767/1, Reékovice, 621 00 Brno

office

Company ID No. 28342577

Scope of activities Distribution of pharmaceuticals

Addresses of all storage areas Biovendor a.s. — Laboratorni medicina premises, Building No. 04, Kardsek 1,
znd names of qualified persons | 621 00 Brno — Reckovice {1 hall on the ground floor of the building of 216

m?)
PharmDr. Luboslav Jandel

Addresses of the contractual -
distribution points and names
of qualified persons

Advice on Appeal
Appeal may be filed against this Decision, pursuant to the provisions of Section 81 et seq., of Act No. 500/2004 Coll., Rules
of Administrative Procedure, as amended, with the State Institute for Drug Control, within 15 days of the day of delivery

hereof. The appeal shall be decided by the Ministry of Health of the Czech Republic.

Imprint of the official stamp

PharmDr. lvan Buzek
Head of Pharmacy and Distribution Department

Annex No. 1 —Scope of the Permission to Distribute Pharmaceuticals (1 page)
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R=f. No. sukl194031/2022 File No. sukls184151/2022 on 16/09/2022 Page 3

Znnex No. 1/1 to the Decision, File No. sukls184151/2022 dated 16/09/2022

SCOPE OF THE PERMISSION TO DISTRIBUTE PHARMACEUTICALS

Name and address of the distribution point: PHARMA SQOLUTIONS s.r.0., Biovendor a.s. — Laboratorni medicina premises,
Suilding No. 04, Karasek 1, 621 00 Brno - Re¢kovice

1. PHARMACEUTICALS
1.1 [Xlwith decision on the registration in the EEA country/countries
1.2 O without decision on the registration in the EEA and intended for the EEA* market

1.3 [ without decision on the registration in the EEA and intended for export

2. PERMITTED DISTRIBUTION ACTIVITIES
27 Purchase / Procurement
2.2 Storage
c Pl Delivery
2.4 Export

2.5 [ Other activities:—

3. PHARMACEUTICALS WITH ADDITIONAL REQUIREMENTS
3.1 Pharmaceuticals pursuant to Section 83 of Directive 2001/83/EC*
3.1.1 O pharmaceuticals derived from blood
3.1.2 immunological pharmaceuticals
3.1.3 O radiopharmaceuticals (including radionuclide kits)
3.2 [ Medical gasses
3.3 Preparations of the cold chain (requiring handling at low temperatures)

3.4 [ Other preparations: ---

7 Any and all restrictions or explaining notes or determination of conditions concerning the scope of the distribution
’ activities: -
* Article 5 of Directive 2001/83/EC or Article 83 of Regulation EC/726/2004

Imprint of the official stamp
PharmDr. lvan Buzek
Head of Pharmacy and Distribution Department

= For distribution of pharmaceuticals containing narcotics or psychotropic substances, it is necessary, in addition to this Permission, to obtain the
permission of handling which is issued by the Ministry of Health of the Czech Republic pursuant to Act No. 167/1998 Coll. on Habit-Forming Substances
=nd on Amendment to Some Other Acts, as amended.
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TLUMOCNICKA DOLOZKA

Ja, Mgr. Katefina Danielova, IC: 64473996, soudni prekladatel jazyka Ceského a jazyka
anglického zapsany v seznamu soudnich prekladatell vedeném Ministerstvem spravedinosti
Ceské republiky, timto stvrzuji, 2e jsem osobné provedia preklad pfipojené listiny, a Ze tento
pfekiad souhlasi s textem prfedmétné listiny.

Tento Ukon je zapsan v evidenci ukonu pod Cislem polozky: JQJX /’20;207«

yodpis prékladate]é
n.(.fuim \'L:‘:\:,f"

CERTIFIED TRANSLATION

I, Mgr. Katefina Danielova, Company ID No.: 64473996, certified translator of Czech and
English languages entered in the List of Certified Translators maintained with the Ministry of
Justice of the Czech Republic, hereby certify that the translation personally performed by me
is a true translation of the wording of the instrument attached.

The translation is recorded in the Register of Translations under Reg. No. 65) 0925/2022/
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