a Office & Warehouse: IC: 28177738
CZ Pharma s.r.o. DIC: CZ28177738
q r m q Namésti Smirickych 42 tel.: + 420 326 701 203
281 63 Kostelec nad Cernymi lesy e-mail: info@czpharma.cz

SUMMARY DATA ABOUT PHARMACEUTICALS DISTRIBUTOR
version: 2019.01.

Dear colleagues,
By virtue of the executive director of the company let me send you these documents:

Certificates from state authorities:
o Corporate invoicing data of the company;
o Proof of establishment as on 30 January 2019;
o Certificate on registration to the value added tax, issued on 10 November 2014.
Documents related to distribution of pharmaceuticals and the scope of activities:
o Licence to distribute pharmaceuticals, granted by the State Institute for Drug Control
on 10 May 2013, ref. sukls52146/2013, the last amendment on 06 October 2017, CZ original,
o Licence to distribute pharmaceuticals, granted by the State Institute for Drug Control
on 10 May 2013, ref. sukls52146/2013, the last amendment on 06 October 2017, English
translation;
o Licence to distribute veterinary pharmaceuticals, granted by the Institute for state control of
veterinary biological and medicines on 23 January 2018, ref. num. 429/2018/RDI, CZ original,
o Licence to distribute veterinary pharmaceuticals, granted by the Institute for state control of
veterinary biological and medicines on 23 January 2018, ref. num. 429/2018/RDI, English
translation;
o Decision no. 25/2018 on the permit for handling of addictive substances, issued by
the Ministry of Health on 27 February 2018, CZ original,
o Decision no. 48/2014 on the permit for handling of addictive substances, issued by
the Ministry of Health on 28 August 2014, English translation.
Complementary certificates:
o Certificate of GDP for the Distribution Warehouse | in Kostelec nad Cernymi lesy, namésti
Smitickych 42, postcode 281 63, issued on 10 January 2018;
o Certificate of GDP for the Distribution Warehouse Il in Prague 9, Lukavecka 1732, postcode
193 00, issued on 3 July 2018;
o Certificate of GDP for the Distribution Warehouse IIl in Phoenix, Prague 10, K Pérovné 945/7,
postcode 102 00, issued on 9 January 2019;

| believe that these documents are sufficiently complete and conclusive and they can be used at our
company’s potential listing among your business partners in the field of pharmaceutical distribution.

If you need any further information, | am fully available to answer them by phone or e-mail:
® (+420) 603227322 @ (+420) 326701203 E-DX : simon@czpharma.cz.

In Kostelec nad CL, 1.2.2019 Dr. Jan SIMON, MD. PharmD.
CEO

www.czpharma.cz



a Office & Warehouse: IC: 28177738
CZ Pharma s.r.o. DIC: CZ28177738
q r m q Namésti Smirickych 42 tel.: + 420 326 701 203
281 63 Kostelec nad Cernymi lesy e-mail: info@czpharma.cz

FIREMNi FAKTURACNI UDAJE — INVOICE DATA

Sidlo / Office :

CZ Pharma s.r.o.

Namésti Smirickych 42

281 63 Kostelec nad Cernymi lesy

Ceskd Republika / Czech Republic

IC : 28177738, DIC : CZ28177738 / Business ID 28177738, V.A.T. CZ28177738
www.CZPharma.cz , info@CZPharma.cz

Sklad / Warehouse :

CZ Pharma s.r.o.

Namésti Smirickych 42

281 63 Kostelec nad Cernymi lesy
Telefon: (+420) 326 701 203

Ostatni udaje / Other information :
CZ Pharma s.r.o. je zapsana v obchodnim rejstriku Méstského soudu v Praze, oddil C, vlozka 130865
za spolec¢nost jedna samostatné jeden z jednatel(: PharmDr.MUDr. Jan SIMON, PharmDr.Eva SIMONOVA

Bankovni uéet / Bank Account :
Raiffeisenbank a.s., Hvézdova 1716/2b, 140 78 Praha 4

666240 / 5500 CZK
IBAN : CZ0455000000000000666240
BIC (SWIFT) : RZBCCZPP
666240 / 5500 €
IBAN : CZ0455000000000000666240
BIC (SWIFT) : RZBCCZPP

www.czpharma.cz



Vypis
z obchodniho rejstfiku, vedeného

Méstskym soudem v Praze
oddil C, vlozka 130865

Datum vzniku a zapisu: 31. fijna 2007

Spisova znacka:
Obchodni firma:

C 130865 vedena u Méstského soudu v Praze
CZ Pharma s.r.o.

Sidlo:
Identifika¢ni Cislo:

namésti Smifickych 42, 281 63 Kostelec nad Cernymi Lesy
281 77 738

Pravni forma:

Spole¢nost s ru€enim omezenym

Pfedmét podnikani:

Predmeét ¢innosti:

Vyroba, obchod a sluzby neuvedené v prfilohach 1 az 3 zivnostenského zakona

Myslivost
Statutarni organ:
jednatel:
PharmDr. MUDr. JAN SIMON, dat. nar. 26. bfezna 1973
V Zatisi 157, 281 66 Jevany
Den vzniku funkce: 31. fijna 2007
jednatel:

PharmDr. EVA SIMONOVA, dat. nar. 11. zafi 1973
Jevany, V Z4tisi 157, PSC 28166
Den vzniku funkce: 16. dubna 2012

ZpUsob jednani:

Jednatelé zastupuji spolecnost kazdy samostatné. Podepisovani za spolecnost
se déje tak, Ze k vytisténé nebo vypsané obchodni firmé spolecnosti pfipoji
jednatel svij podpis.

Spoleé€nici:
Spoleénik:

Podil:

Zéakladni kapital:

PharmDr. MUDr. JAN SIMON, dat. nar. 26. bfezna 1973
Jevany, V Z4tisi 157, PSC 28166

Vklad: 200 000,- K&
Splaceno: 100%
Obchodni podil: 100%
200 000,- K¢
Splaceno: 100%

Ostatni skute¢nosti:

Obchodni korporace se podfidila zakonu jako celku postupem podle § 777 odst.
5 zakona €.90/2012 Sbh. o obchodnich spole€nostech a druzstvech

Udaje platné ke dni: 30. ledna 2019 03:37 1/1



Financni drad pro Strfedolesky kraj
Zitnd 12
120 00 PRAHA 2

Uzemni pracovidté v Ricanech
Politickych vézn( 1233
251 01 RICANY
G5 4163786/14/2122-00510-204441
Vyrizuje: Svérakova Lucie
Oddéleni registracni
Telefon: 323 627 314 linka: 314
C.dveri: 39

V Ric¢anech
dne

Danovy subjekt:

Elektronicky podepsano
10. 11. 2014

Ing. Jana Fialova
vedouci oddéleni

CZ Pharma s.r.o.
namésti Smifickych 42 )
281 63 KOSTELEC NAD CERNYMI LESY

DIC: CZ28177738

Cislo spisu: 1223/2007

Potvrzeni o skutecnostech obsaZzenych ve spisovém materidlu podle ust.
§ 67 odst. 3 zakona ¢. 280/2009 Sb., danovy rad, ve znéni pozdéjsich

predpis(.

Podle citovaného ustanoveni vyddva shora uvedeny sprdvce dané na zadost
danového subjektu toto potvrzeni o registraci k danim a o jeji

ucinnosti:

Registrace k danim pravnické osoby:

s Gcinnosti od:

Dan z prijmu pravnickych osob
Dan z pridané hodnoty
zdanovaci obdobi: mésic¢ni

31.10.2007
22.03.2013
brezen 2013

Otisk
UFedniho
/2> Fazitkéy

|
|
|
|

ity

Ing. Jana Fialova
vedouci oddéleni



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

PRO KONTROLU LECIV 100 41 Praha 10 Fax: +420 271732 377 Web: www.sukl.cz
ADRESAT ADRESA PRO DORUCENI
CZ Pharma s.r.o. namésti Smirickych 42
Kostelec nad Cernymi Lesy
28163
Spisova zn. sukls165269/2017 Vyfizuje/linka Datum
C. jedn.: sukl252123/2017 Magr. lvona Péni¢kova/403 6.10.2017

Vypraveno dnem preddani k postovni prepravé vyznacenym na obalce provozovatelem postovni sluzby, dnem odeslani
datové zpravy z datové schranky Statniho Ustavu pro kontrolu IéCiv, v pfipadé osobniho doruc¢eni dnem preddani adresatovi.

ROZHODNUTI

Statni Ustav pro kontrolu Ié&iv se sidlem v Praze 10, Srobarova 48 jako organ piislusny k rozhodnuti podle § 13
odst. 2 pism. a) bod 2 zdkona ¢. 378/2007 Sb., o léCivech a 0 zménach nékterych souvisejicich zakonl (zakon
o lé¢ivech), ve znéni pozdéjsich predpist, rozhodl v souladu s ustanovenim § 67 zdkona ¢. 500/2004 Sb., spravni
rad, ve znéni pozdéjsich predpisli (dale jen ,spravni rad”)

takto:

Statni uUstav pro kontrolu léciv podle § 76 a § 63 odst. 1 zakona ¢. 378/2007 Sh., o lécivech a o zménach
nékterych souvisejicich zakonl (zakon o |écivech), ve znéni pozdéjsich predpisti (dale jen ,zdkon o lécivech”),
na zakladé 74dosti spole¢nosti CZ Pharma s.r.o. se sidlem namésti Smitickych 42, 281 63 Kostelec nad Cernymi
Lesy, IC 281 77 738,

méni rozhodnuti o povoleni k distribuci lécivych pFipravki vydané pod
sp.zn. sukls52146/2013 ze dne 10. 5. 2013 nasledovné:

1. Schvaluji se dalsi skladové prostory na adrese Phoenix lékarensky velkoobchod, s.r.0., K pérovné 945/7,
102 00 Praha 10 - Hostivar, na zakladé povoleni k distribuci ¢.j. 12719/6/INS/00 ze dne 1. 8. 2000.

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

3. Inspekce, na zakladé které bylo rozhodnuti o zméné povoleni k distribuci vydano, byla provedena dne:
7.9.2017.

Udaje uvedené v tomto rozhodnuti a jeho pfilohach odpovidaji dokumentu Soubor postup(i Spoleéenstvi pro
inspekce a vyménu informaci (Compilation of Community Procedures on Inspection and Exchange
of Information) ve znéni platném od 2.1.2013.

Oduvodnéni

Dne 29. 6. 2017 spole¢nost CZ Pharma s.r.o. se sidlem namésti Smifickych 42, 281 63 Kostelec nad Cernymi Lesy,
IC 281 77 738, podala zddost o zménu povoleni k distribuci [é¢ivych piipravk(. Podanim zadosti bylo zahajeno
spravni fizeni vedené pod sp. zn. sukls165269/2017.
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C.j. sukl252123/2017 Sp.zn. sukls165269/2017 dne 6. 10. 2017 str. 2

V jeho ramci a na zakladé vysledkd kontroly provedené na misté dne 7. 9. 2017 Stétni Ustav pro kontrolu IécCiv
(dale jen ,Ustav”) posuzoval, zda jsou v uvedeném pfipadé splnény poZadavky stanovené zdkonem o lécivech,
jeho provadécimi predpisy a zvlastnimi predpisy. Ustav po provedeném fizeni konstatuje, 7e je moiné adosti
vyhovét, a proto rozhodl o zméné v povoleni k distribuci lécivych ptipravk(, jak je uvedeno ve vyroku tohoto
rozhodnuti.

Povoleni k distribuci 1éCivych pripravkd vydané spolecnosti CZ Pharma s.r.o. se sidlem V Zatisi 157, 281 66
Jevany, IC 281 77 738, pod sp.zn.: sukls52146/2013 dne 10. 5. 2013, zmé&néné na zakladé rozhodnuti o zméné
sp.zn.: sukls133519/2013 ze dne 25. 9. 2013, sp.zn.: sukls216518/2013 ze dne 6. 1. 2014, sp.zn.
sukls58391/2014 ze dne 23. 5. 2014, sp.zn.: sukls145043/2016 ze dne 6. 6. 2016 a sp.zn.: sukls13436/2017 ze
dne 6. 2. 2017, je po nabyti pravni moci tohoto rozhodnuti o zméné v povoleni k distribuci IéCivych pripravk(
platné v nasledujicim rozsahu:

Jméno a pfijmeni u fyzické |CZ Pharma s.r.o.
osoby / obchodni firma
nebo nazev u pravnické
osoby
Misto podnikani/sidlo namésti Smifickych 42, 281 63 Kostelec nad Cernymi Lesy
IC 28177738
Rozsah Cinnosti Distribuce lécivych pfipravki
Adresy skladovacich 1. namésti Smifickych 42, 281 63 Kostelec nad Cernymi Lesy
prostor a jména (2 mistnosti v prizemi budovy o celkové plose 43 m?)
kvalifikovanych osob 2. Lukaveckd 1732, objekt L4, sklad ¢. 7, 193 00 Praha 9 - Horni
Pocernice (1 ptizemni hala o plose 96 m?)

Mgr. Alice Polakova
Adresy smluvnich mist 1. Phoenix lékarensky velkoobchod, s.r.o., K pérovné 945/7, 102 00
distribuce a jména Praha 10 - Hostivaf, na zdkladé povoleni k distribuci ¢.j.
kvalifikovanych osob 12719/6/INS/00 ze dne 1. 8. 2000

Mgr. Alice Polakova

Pouceni o odvolani

Proti tomuto rozhodnuti je moZzno podat podle ustanoveni § 81 a nasl. zdkona ¢. 500/2004 Sb., spravni rad, ve
znéni pozdéjsich predpisli, u Statniho Ustavu pro kontrolu léciv odvolani, a to ve lhaté 15 dnd ode dne jeho
doruceni. O odvoldni rozhoduje Ministerstvo zdravotnictvi CR.

otisk uredniho razitka

PharmDr. lvan Buzek
feditel odboru lékarenstvi a distribuce

Pfiloha €. 1 — Rozsah povoleni k distribuci IéCiv (3 strany)
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C.j. sukl252123/2017 Sp.zn. sukls165269/2017 dne 6. 10. 2017 str. 3

Ptiloha €. 1/1 k rozhodnuti sp.zn. sukls165269/2017 ze dne 6. 10. 2017

ROZSAH POVOLENI K DISTRIBUCI LECIV

Néazev a adresa mista distribuce: CZ Pharma s.r.o., namésti Smifickych 42, 281 63 Kostelec nad Cernymi Lesy

1. LECIVE PRiIPRAVKY

1.1 |E 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 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 [X] P¥ipravky podle &l. 83 smérnice 2001/83/ESt
3.1.1 [X] Létivé pripravky pochazejici z krve
3.1.2 [X] Imunologické 1é¢ivé pripravky
3.1.3 [ ] Radiofarmaka (véetné radionuklidovych kit1)
3.2 [ ] Lécivé plyny
3.3 [X] P¥ipravky chladového fetézce (vyzadujici manipulaci pfi nizkych teplotach)

3.4[ ] Daldi pFipravky: ---

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

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

otisk uredniho razitka

PharmDr. lvan Buzek
reditel odboru Iékarenstvi a distribuce

1 Pro distribuci léCivych ptipravk( 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 latkdch a o zméné nékterych dalsich zakond, ve znéni
pozdéjsich predpist
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C.j. sukl252123/2017 Sp.zn. sukls165269/2017 dne 6. 10. 2017 str. 4
Ptiloha €. 1/2 k rozhodnuti sp.zn. sukls165269/2017 ze dne 6. 10. 2017

ROZSAH POVOLENI K DISTRIBUCI LECIV

Ndzev a adresa mista distribuce: CZ Pharma s.r.o., Lukavecka 1732, objekt L4, sklad ¢. 7, 193 00 Praha 9 - Horni
Pocernice

1. LECIVE PRiIPRAVKY

1.1 |E 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 DISTRIBUCNI CINNOSTI

2.1 |E Nakup/Obstaravani
2.2 [X] Skladovani

2.3 [X] Dodavani
2.4 [X] Vyvoz

2.5 [ ] Daldi ¢innosti: ---

3. LECIVE PRIPRAVKY S DODATECNYMI POZADAVKY

3.1 [X] P¥ipravky podle &l. 83 smérnice 2001/83/ES?
3.1.1 [X] Létivé pripravky pochazejici z krve
3.1.2 |E Imunologické Iécivé pripravky
3.1.3 |:| Radiofarmaka (vcetné radionuklidovych kit()
3.2 [ ] Lécivé plyny
3.3 |E Pripravky chladového rfetézce (vyZadujici manipulaci pfi nizkych teplotach)
3.4 [ | Dal3i pripravky: ---

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

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

otisk Uredniho razitka

PharmDr. lvan Buzek
reditel odboru Iékarenstvi a distribuce

2 Pro distribuci lé€ivych pfipravkd 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 latkdch a o zméné nékterych dalsich zakond, ve znéni
pozdéjsich predpist
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C.j. sukl252123/2017 Sp.zn. sukls165269/2017 dne 6. 10. 2017 str. 5
Ptiloha €. 1/3 k rozhodnuti sp.zn. sukls165269/2017 ze dne 6. 10. 2017

ROZSAH POVOLENI K DISTRIBUCI LECIV

Nazev a adresa mista distribuce: Phoenix |ékarensky velkoobchod, s.r.o., K pérovné 945/7, 102 00 Praha 10 -
Hostivar

1. LECIVE PRiIPRAVKY

1.1 |E 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 DISTRIBUCNI CINNOSTI

2.1 |E Nakup/Obstaravani
2.2 [X] Skladovani

2.3 [X] Dodavani
2.4 [X] Vyvoz

2.5 [ ] Daldi ¢innosti: ---

3. LECIVE PRIPRAVKY S DODATECNYMI POZADAVKY

3.1 [X] P¥ipravky podle &l. 83 smérnice 2001/83/ES?
3.1.1 [X] Létivé pripravky pochazejici z krve
3.1.2 |E Imunologické Iécivé pripravky
3.1.3 |:| Radiofarmaka (vcetné radionuklidovych kit()
3.2 [ ] Lécivé plyny
3.3 |E Pripravky chladového rfetézce (vyZadujici manipulaci pfi nizkych teplotach)
3.4 [ | Dal3i pripravky: ---

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

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

otisk Uredniho razitka

PharmDr. lvan Buzek
reditel odboru Iékarenstvi a distribuce

3 Pro distribuci lé€ivych pfipravkd 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 latkdch a o zméné nékterych dalsich zakond, ve znéni
pozdéjsich predpist
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Translation from the Czech Language

STATE INSTITUTE Srobarova 48 Tel.: +420 272 185 111 e-mail: posta@sukl.cz
FOR DRUG CONTROL 100 41 Prague 10 Fax: +420 271 732 377 web: www.sukl.cz

ADDRESSEE ADDRESS FOR SERVICE

CZ Pharma s.r.o. nam. Smiftickych 42
Kostelec nad Cernymi Lesy
28163

File No.: sukls13436/2017 Responsible Person/ Line Date

Ref. No.sukl119230/2017 Mgr. Ivona Pénic¢kova /403 6" October, 2017

Dispatched on the date when handed over to the postal transportation service provider with the date being stated
on the envelope by the postal service provider; or on the date of sending a data message from the data box of the
State Institute for Drug Control, or in case of personal service, the date of dispatch is the date of the delivery to
the addressee.

DECISION

The State Institute for Drug Control, based in Prague 10, Srobarova 48 as the authority competent to make a
decision pursuant to S.13, (2)(a)(2) of the Act No. 378/2007 of Coll. on Pharmaceuticals and on Amendments to
Some Related Acts (the Act on Pharmaceuticals) as amended, has decided, in accordance with S. 67 of the Act
No. 500/2004 of Coll., the Rules of Administrative Procedure, as amended (hereinafter as the “Rules of
Administrative Procedure”)

as follows:

Based on the letter of application of CZ Pharma s.r.o. with the registered office at ndm. Smifickych 42, 281 63
Kostelec nad Cernymi Lesy, ID No. 281 77 738, the State Institute for Drug Control, pursuant to S.76 and S. 63
(1) of the Act No. 378/2007 of Coll. on Pharmaceuticals and on Amendments to Some Related Acts (the Act on
Pharmaceuticals) as amended (hereinafter as the “Act on Pharmaceuticals™),

has changed the authorization to distribute medicinal products issued under
file No. sukls52146/2013 as of 10™ May 2013, as follows:

1. Additional storage sites at the address of Phoenix 1ékarensky velkoobchod, s.r.o0., K pérovné 945/7, 102
00 Praha 10 — Hostivar (Prague10) have been approved pursuant to the authorization to distribute
medicinal products ref. No. 12719/6/INS/00 as of 1% August 2000.

2. The individual distribution points (approved storage sites) including the scope of distribution activities
are listed in Annex No. 1 hereto.

3. The inspection on the basis of which the authorization to distribute medicinal products has been given

was carried out on the 7™ September 2017.

The data stated in this Decision and annexes thereto are in compliance with the Compilation of Community
Procedures on Inspection and Exchange of Information as amended on 2™ January 2013.

Reasoning
On 29" June 2017, CZ Pharma s.r.0. company with the registered office at nAm. Smifickych 42, 281 63 Kostelec
nad Cernymi Lesy, ID No. 281 77 738, filed an application for a change of the authorization to distribute

medicinal products. Upon filing the application, administrative proceedings have been commenced under the file
No. sukls165269/2017.
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Ref. No.sukl252123/2017 File No.: sukls165269/2017 on 6" October 2017 Pg.2

Within the scope of the proceedings and on the basis of the results of the inspection carried out on site on 7"
September 2017, the State Institute for Drug Control (hereinafter as the “Institute”) assessed whether the
requirements stipulated by the Act on Pharmaceuticals, its implementing regulations and special regulations have
been met in this case. After the completed proceedings, the Institute states that the application can be granted
and, therefore, it has decided to change the authorization to distribute medicinal products as specified above in
the decision.

After this decision to change the authorization to distribute medicinal products becomes final and conclusive, the
authorization to distribute medicinal products issued to CZ Pharma s.r.o. with the registered office at V Zatisi
157, 281 66 Jevany, ID No. 281 77 738, under file No. sukls52146/2013 as of 10™ May 2013, changed on the
basis of the decision on a change file No. sukls133519/2013 as of 25" September 2013, file No.
sukls216518/2013 as of 6™ January 2014, file No. sukls58391/2014 as of 23™ May 2014, file No.
sukls145043/2016 as of 6™ June 2016, and file No. sukls13436/2017 as of 6™ February 2017, will be valid in the
following scope:

Name and surname of | CZ Pharma s.r.o.
a natural person

/ business name or
name of a legal person

Place of business / namésti Smitickych 42, 281 63 Kostelec nad Cernymi Lesy
registered office

Identification number 281 77 738

Scope of activities Distribution of medicinal products

Addresses of storage 1. nam. Smitickych 42, 281 63 Kostelec nad Cernymi Lesy (2 rooms on the

sites (warehouses) building ground floor, total area of 43 m?)

and names of qualified | 2. Lukavecka 1732, objekt L4, sklad ¢. 7 (premises L4, storeroom No. 7), 193 00
persons Prague 9 — Horni Pocernice

(1 ground floor hall, area of 96 m?)
Mgr. Alice Polédkova

Addresses of 1. Phoenix Iékarensky velkoobchod, s.r.0., K pérovné 945/7, 102 00 Prague 10 —
contractual distribution Hostivaf, pursuant to the authorization to distribute medicinal products ref.
points and names of No. 12719/6/INS/00 as of 1st August 2000
qualified persons Mgr. Alice Polakova

Warning of Appeal

Pursuant to S. 81 et seq of the Act No. 500/2004, the Rules of Administrative Procedure, as amended, it is
possible to lodge an appeal against this Decision with the State Institute for Drug Control within a 15-day period
from the day of the Decision delivery. The Ministry of Health of the Czech Republic shall decide on the appeal.

Official stamp impression

PharmDr. Ivan Buzek
Head of Pharmacy and Distribution Department

Annex No. 1 - The scope of authorization to distribute pharmaceuticals (3 pages)

F-LEK-009-10/29.01. 2016 Page 2 of 5




Ref. No.sukl252123/2017 File No.: sukls165269/2017 on 6" October 2017 Pg. 3

Annex No. 1/1 to the Decision file No. sukls165269/2017 as of 6™ October 2017
SCOPE OF AUTHORIZATION TO DISTRIBUTE PHARMACEUTICALS

Name and address of the distribution point: nAm. Smifickych 42, 281 63 Kostelec nad Cernymi Lesy

1. MEDICINAL PRODUCTS
1.1. With a decision on registration in an EEA country / EEA countries
1.2. [ Without a decision on registration in EEA and designated for the EEA market*

1.3. [ Without a decision on registration in EEA and designated for export

2. AUTHORIZED DISTRIBUTION ACTIVITIES
2.1. Purchase / Procurement

2.2. Storage

2.3. Supply

24. Export

2.5. [ Other activities: ---

3. MEDICINAL PRODUCTS WITH ADDITIONAL REQUIREMENTS
3.1. Medicinal products according to Art. 83 of Dir. 2001/83/EC'
3.1.1. X Medicinal products derived from human blood
3.1.2. X Immunological medicinal products
3.1.3. J Radio-pharmaceuticals (including radionuclide kits)
3.2. [ Medicinal gases
3.3. Cold chain medicinal products (requiring handling at low temperatures)

3.4. U Other medicinal products: ---

Any limitations or explanatory notes or stipulation of conditions relating to the scope of distribution activities:
*Art. 5 of Dir. 2001/83/EC or No. 83 of Regulation EC/726/2004.

Official stamp impression

PharmDr. Ivan Buzek
Head of Pharmacy and Distribution Department

To distribute medicinal products containing narcotic and psychotropic substances it is necessary to obtain not only this authorization, but
also the authorization for handling which is issued by the Ministry of Health of CR under the Act No. 167/1998 on Addictive Substances and
on Amendments to Certain Other Acts as amended

F-LEK-009-10/29.01. 2016 Page 3 of 5




Ref. No.sukl252123/2017 File No.: sukls165269/2017 on 6" October 2017 Pg. 4

Annex No. 1/2 to the Decision file No. sukls165269/2017 as of 6™ October 2017
SCOPE OF AUTHORIZATION TO DISTRIBUTE PHARMACEUTICALS

Name and address of the distribution point: Lukavecka 1732, objekt L4, sklad ¢. 7 (premises L4, storeroom No.
7), 193 00 Prague 9 — Horni Pocernice

1. MEDICINAL PRODUCTS

1.4. With a decision on registration in an EEA country / EEA countries
1.5. [J Without a decision on registration in EEA and designated for the EEA market™*

1.6. [ Without a decision on registration in EEA and designated for export

2. AUTHORIZED DISTRIBUTION ACTIVITIES
2.1. Purchase / Procurement

2.2. Storage

2.3. Supply

24. Export

2.5. [ Other activities: ---

3. MEDICINAL PRODUCTS WITH ADDITIONAL REQUIREMENTS
3.1. Medicinal products according to Art. 83 of Dir. 2001/83/EC?

3.1.1. X Medicinal products derived from human blood

3.1.2. X Immunological medicinal products

3.1.3. J Radio-pharmaceuticals (including radionuclide kits)
3.2. [ Medicinal gases

3.3. Cold chain medicinal products (requiring handling at low temperatures)

34. L] Other medicinal products: ---

Any limitations or explanatory notes or stipulation of conditions relating to the scope of distribution activities:
*Art. 5 of Dir. 2001/83/EC or No. 83 of Regulation EC/726/2004.

Official stamp impression

PharmDr. Ivan Buzek
Head of Pharmacy and Distribution Department

To distribute medicinal products containing narcotic and psychotropic substances it is necessary to obtain not only this authorization, but

also the authorization for handling which is issued by the Ministry of Health of CR under the Act No. 167/1998 on Addictive Substances and
on Amendments to Certain Other Acts as amended

F-LEK-009-10/29.01. 2016 Page 4 of 5




Ref. No.sukl252123/2017 File No.: sukls165269/2017 on 6" October 2017 Pg. 5

Annex No. 1/3 to the Decision file No. sukls165269/2017 as of 6™ October 2017
SCOPE OF AUTHORIZATION TO DISTRIBUTE PHARMACEUTICALS

Name and address of the distribution point: Phoenix Iékarensky velkoobchod, s.r.o0., K pérovné 945/7, 102 00
Prague 10 — Hostivar

4. MEDICINAL PRODUCTS

1.7. With a decision on registration in an EEA country / EEA countries
1.8. [J Without a decision on registration in EEA and designated for the EEA market*

1.9. [ Without a decision on registration in EEA and designated for export

5. AUTHORIZED DISTRIBUTION ACTIVITIES
5.1. Purchase / Procurement

5.2. Storage

5.3. Supply

5.4. Export

5.5. O Other activities: ---

6. MEDICINAL PRODUCTS WITH ADDITIONAL REQUIREMENTS
6.1. Medicinal products according to Art. 83 of Dir. 2001/83/EC?

6.1.1. X Medicinal products derived from human blood

6.1.2. X Immunological medicinal products

6.1.3. [1 Radio-pharmaceuticals (including radionuclide kits)
6.2. [J Medicinal gases

6.3. Cold chain medicinal products (requiring handling at low temperatures)

6.4. L] Other medicinal products: ---

Any limitations or explanatory notes or stipulation of conditions relating to the scope of distribution activities:
*Art. 5 of Dir. 2001/83/EC or No. 83 of Regulation EC/726/2004.

Official stamp impression

PharmDr. Ivan Buzek
Head of Pharmacy and Distribution Department

To distribute medicinal products containing narcotic and psychotropic substances it is necessary to obtain not only this authorization, but
also the authorization for handling which is issued by the Ministry of Health of CR under the Act No. 167/1998 on Addictive Substances and
on Amendments to Certain Other Acts as amended

F-LEK-009-10/29.01. 2016 Page 5 of 5




N USKVBL

Ustav pro statni kontrolu
veterindrnich
biopreparatu a 1éciv

Povoleni ¢islo: 429/2018/RDI Vytisk &. 1

ROZHODNUTI o povoleni k distribuci

Ustav pro statni kontrolu veterindrnich biopreparata a lé¢iv se sidlem v Brné (dale jen USKVBL) jako
pfislusny spravni organ dle § 16, odst. 2, pism. a), bod 2 zédkona ¢. 378/2007 Sb., o 1élivech a 0 zménach
nékterych souvisejicich zakonu (déle jen zakon ¢. 378/2007 Sb., o lééivech) vydava podle § 76 zdkona ¢.
378/2007 Sb., o |éCivech toto

POVOLENI

k distribuci veterinarnich lécivych pripravkl

v tomto rozsahu a za téchto podminek:

1. Provozovatel: Cz Pharma S.r.o.
1&: 281 77 738

2. Sidlo provozovatele:

namésti Smirickych 42, 281 63 Kostelec nad Cernymi Lesy
3. Povoleni k distribuci se udéluje na provozni prostory a zafizeni uzivané firmou v den inspekce na adrese:
namésti Smitickych 42, 281 63 Kostelec nad Cernymi Lesy

4. Kvalifikovanou osobou podle § 76, odst. 1, pism. b) zdkona &. 378/2007 Sb., o |écivech je:
Megr. Alice Polakova

5. Rozsah povolené ¢innosti v oblasti distribuce veterinarnich Iéciv:

Distribuce veterinarnich léCivych pripravkli ve smyslu zakona €. 378/2007 Sb., o lé¢ivech
a 0 zménach nékterych souvisejicich zakont v rozsahu:

= veterinarni lécivé pi’ipravky = jiné nei vyZadujici manipulaci pf¥i nizkych teplotach

» veterinarni léCivé pripravky chladového retézce (vyzadujici manipulaci pfi nizkych teplotéch)

6. Distributor je povinen dodrzovat pfislusna ustanoveni zakona ¢. 378/2007 Sb., o lécivech a vyhlasky
¢.229/2008 Sb., o vyrobé a distribuci lé¢iv (ddle jen provadéci vyhlaska), ,Doporucené postupy
uplatiiovani spravné distribuéni praxe”, a pokyny stanovené USKVBL dle § 77, odst. 1, pism. g) zékona €.
378/2007 Sb., o lé€ivech.

~ & I Hudcova 56a I +420 541 518 210 I uskvbl@uskvbl (zl Datum: 23.01.2018
‘ v USKVBL 621 00 Brno-Medlanky  Datova schranka: ra7aipu  www.uskvbl.cz Podpis: "'
Ceska republika Ve
|
f

r
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~~ USKVBL

Ustav pro stitni kontrolu
veterinarnich
biopreparatii a léciv

7. Driitel povoleni je povinen USKVBL umoznit vykonavat Gfedni dohled podle § 16, odst. 2, pism. e)
zakona €. 378/2007 Sb., o lé¢ivech a dbat uloZenych opatfeni podle § 16, odst. 2, pism. c) a d) zakona
¢. 378/2007 Sb., o lécivech.

8. Povoleni je udéleno na dobu neuréitou. MuZe byt pozastaveno nebo zruseno podle § 76, odst. 3 zakona
¢. 378/2007 Sb., o lécivech.

9. Distributor je opravnén provozovat ¢innost pouze se zafizenim a v prostorach schvalenych inspekéni
skupinou pfi inspekci dne: 16.1.2018 pfi trvalém dodrzovani stavu, popsaném v dotazniku D1 ze dne
31.10.2017.

10.K distribuci omamnych a psychotropnich latek a veterindrnich 1éciv s jejich obsahem je nutné zvlastni
povoleni Ministerstva zdravotnictvi Ceské republiky vsouladu se zédkonem ¢&.167/1998 Sb.,
o navykovych latkach a o zméné nékterych dalsich zakond, ve znéni pozdéjsich pfedpisu.

Oduvodnéni:

Na zakladé Zddosti o povoleni k distribuci veterindrnich lééiv doru¢ené USKVBL dne 13.11.2017 pod
¢.j. 11682/2017/POD, podané podle § 76, odst. 2 zakona ¢. 378/2007 Sb., o léCivech a provadéci vyhlasky,

zaplaceni spravniho poplatku podle zakona ¢. 634/2004 Sb., o spravnich poplatcich, ve znéni
pozdéjsich zmén (polozka 99),

provedeni ndhrady vydaju podle § 112 zakona ¢. 378/2007 Sb., o lé¢ivech dne 10.11.2017,

pfedloZené dokumentace dokladajici dodriovani zasad spravné distribu¢ni praxe ve smyslu zakona
¢. 378/2007 Sh., o lécivech a provadéci vyhlasky,

vysledku inspekce provedené dne 16.1.2018, podle ustanoveni provadéci vyhlasky a zakona ¢.
378/2007 Sb., o lécivech,

shledal USKVBL, e 7adatel splnil poZadavky na distribuci stanovené zdkonem ¢&.378/2007 Sb.,
o lécivech a provadéci vyhlaskou, a vydal toto povoleni k distribuci veterinarnich léciv.

Pouceni o odvolani:

Proti tomuto rozhodnuti Ize podat odvolani do 15-ti dni ode dne doruceni rozhodnuti ke Statni
veterinarni spravé CR a to prostiednictvim USKVBL.

V Brné dne: 23. ledna 2018 MVDr. JiF Bufes

veé niho ufadu

Vytisk €.1: CZ Pharma s.r.o. — driitel povoleni k distribuci veterindrnich lé¢ivych pfipravkd
Vytisk €.2: USKVBL — Slozka distributora

l Hudcova 56a I +420 541 518 210 [ uskvl)l(ﬂ‘uskvbi.(zl Datum: 23.01':.&18

. A, A
‘ v USKVBL 621 00 Brno-Medlanky Datova schranka: ra7aipu  www.uskvbl.cz Podpis:
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USKVBL

Institute for State Control of Veterinary Biologicals and Medicines

Authorisation no.: 429/2018/RDI Copy no. 1
DECISION on distribution authorisation

Institute for State Control of Veterinary Biologicals and Medicines with registered
office in Brno (hereinafter as USKVBL), as a competent administrative authority according to
Art. 16, par. 2, letter a), point 2 of Act no. 378/2007 Coll., on Pharmaceuticals and on
Amendments to Some Related Acts (hereinafter as Act no. 378/2007 Coll.,, on

Pharmaceuticals), issues according to Art. 76 of Act no. 378/2007 Coll., on Pharmaceuticals,
this

AUTHORISATION

for distribution of veterinary medicinal products

in the following scope and under the following conditions:

1. Operator: CZ Pharma s.r.o.
Company ID: 281 77 738
2. Operator’s registered office:
namésti Smifickych 42, 281 63 Kostelec nad Cernymi Lesy

3. The distribution authorisation is granted for the premises and equipment used by the
company on the inspection day at the following address:

namésti Smifickych 42, 281 63 Kostelec nad Cernymi Lesy

4. The qualified person according to Art. 76, par. 1, letter b) of Act no. 378/2007 Coll., on
Pharmaceuticals, is:

Mgr. Alice Polakova
5. The scope of authorised activity in the area of distribution of veterinary medicinal products:

Distribution of veterinary medicinal products within the meaning of Act no. 378/2007
Coll., on Pharmaceuticals and on Amendments to Some Related Acts, in the scope:

* veterinary medicinal products — other than requiring handling at low ambient temperatures

* cold-chain veterinary medicinal products (requiring handling at low ambient temperatures)

6. The Distributor is obliged to comply with the relevant provisions of Act no. 378/2007 Coll.,
on Pharmaceuticals, and Decree no. 229/2008 Coll., on the Manufacture and Distribution of
Pharmaceuticals (hereinafter as Implementing decree), to follow “Recommended procedures
for the application of good distribution practices”, and to comply with guidelines laid down by
USKVBL according to Art. 77, par. 1, letter g) of Act no. 378/2007 Coll., on Pharmaceuticals.

USKVBL
Hudcova 56a +420 541 518 210 uskvbl@uskvbl.cz Date: 23.01.2018

621 00 Brno-Medlanky Data box: ra7aipu www.uskvbl.cz Signature:
Czech Republic



USKVBL

Institute for State Control of Veterinary Biologicals and Medicines

7. The authorisation holder is obliged to enable USKVBL to perform official supervision
according to Art. 16, par. 2, letter e) of Act no. 378/2007 Coll., on Pharmaceuticals, and to
ensure compliance with imposed measures according to Art. 16, par. 2, letter c) and letter d)
of Act no. 378/2007 Coll., on Pharmaceuticals.

8. The authorisation is granted for an indefinite period. It can be suspended or withdrawn
according to Art. 76, par. 3 of Act no. 378/2007 Coll., on Pharmaceuticals.

9. The distributor is authorised to carry out the activity using only the equipment and on the
premises approved by an inspection group at the time of inspection on: 16.1.2018 with
continuous maintenance of the condition described in questionnaire D1 of 31.10.2017.

10. Distribution of narcotic drugs and psychotropic substances and of veterinary medicinal
products containing such substances requires a separate authorisation of the Ministry of
Health of the Czech Republic according to Act no. 167/1998 Coll., on Dependency
Producing Substances and on the Amendments of Some Other Acts, as amended.

Reasoning:

Following receipt of the application for authorisation for distribution of veterinary
medicinal products by USKVBL on 13.11.2017 with ref. no. 11682/2017/POD, submitted in
accordance with Art. 76, par. 2 of Act no. 378/2007 Coll., on Pharmaceuticals, and the
Implementing decree,

payment of the administrative fee in accordance with Act no. 634/2004 Coll., on
Administrative Fees, as amended (item 99),

reimbursement of costs in accordance with Art. 112 of Act no. 378/2007 Coll., on
Pharmaceuticals, on 10.11.2017,

submission of documents in support of application of good distribution practices in
accordance with Act no. 378/2007 Coll., on Pharmaceuticals, and the Implementing decree,

USKVBL found that the applicant met the requirements for distribution laid down by
Act no. 378/2007 Coll., on Pharmaceuticals, and the Implementing decree, and issued this
authorisation for distribution of veterinary medicinal products.

Guidance on the appeal procedure:

An appeal can be filed against this decision within 15 days from the date of receipt of
the decision with the State Veterinary Administration through USKVBL.

Stamp of the Institute for State Control of Veterinary Biologicals and Medicines in Brno

In Brno, January 23" 2018
MVDr. Jifi Bure$
Head of the Civil Service Office

Copy no. 1: CZ Pharma s.r.o. — holder of the authorisation for distribution of veterinary medicinal products
Copy no. 2: USKVBL - Distributor’s file

USKVBL
Hudcova 56a +420 541 518 210 uskvbl@uskvbl.cz Date: 23.01.2018

621 00 Brno-Medlanky Data box: ra7aipu www.uskvbl.cz Signature:
Czech Republic



MINISTERSTVO ZDRAVOTNICTViI C.j.: 3517/2018-5/01S-OPL ze dne 12.1.2018

STEJNOPIS 1

Dne: 27.2.2018
P.0. BOX 81, Palackého nam. 4, 128 01 Praha 2 Pocet stran celkem: — b\ -
Tel.  +420-736 776 001, +420-
Fax: +420-

e-mail: opl@mazcr.cz

v i manlatal e & S 4 hx.
Spréavni poplatek byl uhrazen v plné VySsi.

Ministerstvo zdravotnictvi jako spravni organ piislusny k rozhodnuti o vydani
povoleni k zachazeni s navykovymi latkami a ptipravky podle § 8 zdkona ¢. 167/1998 Sb.,
o navykovych latkach a o zméné nékterych dalsich zakont, ve znéni pozd&jsich piedpisi, vydava toto

ROZHODNUTI

o povoleni k zachazeni

cislo 25/2018.

Na zakladé komplexniho posouzeni zadosti ze dne 12.01.2018 se vydava pro

CZ Pharma s.r.o. se sidlem
Namésti Smirickych 42, 281 63 Kostelec nad Cernyml lesy, 1CO 28177738,
povoleni k zachézeni podle § 4 zdkona ¢. 167/1998 Sb.,
o navykovych latkach a o zméné nékterych dalSich zakonu, ve znéni pozdéjsich predpisu,
v dale stanoveném rozsahu.

— g
: 73 m 201

( //“fa( }J‘? w  (hef

Toto rozhodnuti nabylo pravni moci 9nem:

Rozdélovnik: stejnopis 1 U&astnik Fizeni: pro: CZ Pharma s.r.o. se sidlem
original Ministerstvo zdravotnictvi 'Namésti Smifickych 42, 281 63 Kostelec nad Cernymi lesy, ICO 28177738,
Strana: 1 Rozhodnuti €.: 25 /2018



MINISTERSTVO ZDRAVOTNICTVi C.j.: 3517/2018-5/01S-OPL ze dne 12.1.2018
STEJNOPIS 1

P.0O. BOX 81, Palackého nam. 4, 128 01 Praha 2 Dne: 27.2.2018

PRIJEM (napf. pfi ndkupu)

PRIPRAVKY S OBSAHEM OMAMNYCH LATEK UVEDENYCH V PRILOZE &. 1
NARIZENI VLADY &. 463/2013 Sb.

PRIPRAVKY S OBSAHEM PSYCHOTROPNICH LATEK UVEDENYCH V PRILOZE ¢. 5
NARIZENI VLADY &. 463/2013 Sb.

PRIPRAVKY S OBSAHEM PSYCHOTROPNICH LATEK UVEDENYCH V PRILOZE ¢&. 7
NARIZENI VLADY ¢. 463/2013 Sb.

Rozdélovnik: stejnopis 1 U&astnik Fizeni: pro: CZ Pharma s.r.o. se sidlem
original Ministerstvo zdravotnictvi Namésti Smifickych 42, 281 63 Kostelec nad Cernymi lesy, ICO 28177738,
Strana: 2 Rozhodnuti €.: 25/2018



MINISTERSTVO ZDRAVOTNICTVi &.j.: 3517/2018-5/01S-OPL ze dne 12.1.2018
STEJNOPIS 1

P.O. BOX 81, Palackého nam. 4, 128 01 Praha 2 Dne: 27.2.2018

SKLADOVANI

PRIPRAVKY S OBSAHEM OMAMNYCH LATEK UVEDENYCH V PRILOZE ¢. |
NARIZENI VLADY &. 463/2013 Sb.

PRIPRAVKY S OBSAHEM PSYCHOTROPNICH LATEK UVEDENYCH V PRILOZE &. 5
NARIZENI VLADY ¢&. 463/2013 Sb.

PRiPRAVKY S OBSAHEM PSYCHOTROPNICH LATEK UVEDENYCH V PRILOZE ¢&. 7
NARIZENI VLADY ¢&. 463/2013 Sb.
SEZNAM SKLADU, VE KTERYCH SE SKLADOVANI POVOLUJE:

281 63 Kostelec nad Cernymi lesy, Namésti SmiFickych 42
102 00 Praha, K Pérovné 945/7

Rozdélovnik: stejnopis 1 Ug&astnik Fizeni: pro: CZ Pharma s.r.o. se sidlem
original Ministerstvo zdravotnictvi Namésti Smifickych 42, 281 63 Kostelec nad Cernymi lesy, 160 28177738,

Strana: 3 Rozhodnuti ¢.: 25 /2018



MINISTERSTVO ZDRAVOTNICTVi &.j.: 3517/2018-5/01S-OPL ze dne 12.1.2018
STEJNOPIS 1

P.O. BOX 81, Palackého nam. 4, 128 01 Praha 2 Dne: 27.2.2018

VYDEJ (napf. pFi prodeji)

PRIPRAVKY S OBSAHEM OMAMNYCH LATEK UVEDENYCH V PRILOZE ¢. 1
NARIZENI VLADY &. 463/2013 Sb.

PRIPRAVKY S OBSAHEM PSYCHOTROPNICH LATEK UVEDENYCH V PRILOZE ¢. 5
NARIZENI VLADY ¢&. 463/2013 Sb.

PRIPRAVKY S OBSAHEM PSYCHOTROPNICH LATEK UVEDENYCH V PRILOZE &. 7
NARIZENI VLADY &. 463/2013 Sb.

“méno, prijmeni a funkce odpovédné osoby:

Mgr. Alice Polakova - farmaceut

Doba platnosti:  Toto rozhodnuti ma platnost 5 let od nabyti jeho pravni moci.

Poud&eni:  Proti tomuto rozhodnuti Ize podat podle § 152 zakona ¢&. 500/2004 Sb., spravni fad, do 15 dhli ode dne oznameny dnuti rozklad
ministru zdravotnictvi prostiednictvim oddéleni Inspektorat omamnych a psychotropnich latek.

/>

Razitko:
Ing. Petr Novak
vedouci oddéleni
Inspektorat omamnych a psychotropnich latek
4
Rozdé&lovnik: stejnopis 1 U&astnik Fizeni: pro: CZ Pharma s.r.o. se sidlem
original Ministerstvo zdravotnictvi Namésti Smifickych 42, 281 63 Kostelec nad Cernymi lesy, ICO 28177738,

Strana: 4 Rozhodnuti ¢.: 25 /2018



MINISTRY OF HEALTH

P.O. BOX 81, Palackého nam. 4, 128 01 Prague 2 Ref. No. :36117/2014-5/OPL of 25
June 2014

Tel.: +420-224 972 705, +420-224 916 020 ORIGINAL COUNTERPART 1
Fax: +420-224 915 979 Date: 29 August 2014

e-mail: opl@mzcr.cz Total No. of pages: 4

Duty stamps: 5 x 1000 CZK

The Ministry of Health, as the administrative body competent to make the resolution about the
issuance of a license to handle addictive substances and preparations under Section (§) 8 of the Act
No. 167/1998 Coll., on additive substances and changes in some other acts, as amended, hereby issues

this
RESOLUTION
about a license for handling
number 48/2014

Based on a comprehensive consideration of the application of 25 June 2014, the license for handling is
hereby issued for

CZ Pharma s.r.o.
Namésti SmiFickych 42, 281 63 Kostelec nad Cernymi lesy,
Company Registration Number (ICO) 28177738,

under the Section ( §) 4 of the Act No. 167/1998 Coll.,
on additive substances and changes in some other acts, as amended,

in the scope indicated below.

The legal/physical person took over this resolution on and hereby waives the right to appeal

SIMON Jan This resolution came into legal force on
Stamp: Ministry of Health signature illegible

Taken over on 9 September 2014

Distribution list: Counterpart 1: party to the proceedings for: CZ Pharma s.r.o.

Original : Ministry of Health Namésti Smifickych 42, 281 63 Kostelec nad Cernymi lesy,
Company Registration Number (ICO) 28177738,

Page : 1 Resolution No. : 48/2014



MINISTRY OF HEALTH

P.O. BOX 81, Palackého nam. 4, 128 01 Prague 2 Ref. No. :36117/2014-5/OPL of 25 June
2014

ORIGINAL COUNTERPART 1

Date: 29 August 2014

RECEIVING (e.g. when purchasing)

PREPARATIONS OF PSYCHOTROPIC SUBSTANCES INDICATED IN ANNEX No. 6 TO THE
GOVERNMENT ORDER NO. 463/2013 Coll.

Fortral por tbl nob 100x50mg

PREPARATIONS CONTAINING NARCOTIC SUBSTANCES INDICATED IN ANNEX No. 1 TO
THE GOVERNMENT ORDER No. 463/2013 Coll.

PREPARATIONS OF PSYCHOTROPIC SUBSTANCES INDICATED IN ANNEX No. 5 TO THE
GOVERNMENT ORDER No. 463/2013 Coll.

PREPARATIONS OF PSYCHOTROPIC SUBSTANCES INDICATED IN ANNEX No. 7 TO THE
GOVERNMENT ORDER No. 463/2013 Coll.

Distribution list: Counterpart 1: party to the proceedings for: CZ Pharma s.r.o.

Original : Ministry of Health Namésti Smirickych 42, 281 63 Kostelec nad Cernymi lesy,
Company Registration Number (ICO) 28177738,

Page : 2 Resolution No. : 48/2014



MINISTRY OF HEALTH

P.O. BOX 81, Palackého nam. 4, 128 01 Prague 2 Ref. No. :36117/2014-5/OPL of 25 June

2014
ORIGINAL COUNTERPART 1
Date: 29 August 2014

STORAGE

PREPARATIONS OF PSYCHOTROPIC SUBSTANCES INDICATED IN ANNEX No. 6 TO THE
GOVERNMENT ORDER NO. 463/2013 Coll.

Fortral por tbl nob 100x50mg

PREPARATIONS CONTAINING NARCOTIC SUBSTANCES INDICATED IN ANNEX No. 1 TO
THE GOVERNMENT ORDER No. 463/2013 Coll.

PREPARATIONS OF PSYCHOTROPIC SUBSTANCES INDICATED IN ANNEX No. 5 TO THE
GOVERNMENT ORDER No. 463/2013 Coll.

PREPARATIONS OF PSYCHOTROPIC SUBSTANCES INDICATED IN ANNEX No. 7 TO THE
GOVERNMENT ORDER No. 463/2013 Coll.

LIST F WAREHOUSES IN WHICH THE STORAGE IS PERMITTED:
281 63 Kostelec nad Cernymi lesy, Namésti SmiFickych 42

Distribution list: Counterpart 1: party to the proceedings for: CZ Pharma s.r.o.

Original : Ministry of Health Namésti SmiFickych 42, 281 63 Kostelec nad Cernymi lesy,
Company Registration Number (ICO) 28177738,

Page: 3 Resolution No. : 48/2014



MINISTRY OF HEALTH

P.O. BOX 81, Palackého ndm. 4, 128 01 Prague 2 Ref. No. :36117/2014-5/OPL of 25 June
2014

ORIGINAL COUNTERPART 1

Date: 29 August 2014

DISPENSATION (e.g. when selling)

PREPARATIONS OF PSYCHOTROPIC SUBSTANCES INDICATED IN ANNEX No. 6 TO THE
GOVERNMENT ORDER NO. 463/2013 Coll.

Fortral por tbl nob 100x50mg

PREPARATIONS CONTAINING NARCOTIC SUBSTANCES INDICATED IN ANNEX No. 1 TO
THE GOVERNMENT ORDER No. 463/2013 Coll.

PREPARATIONS OF PSYCHOTROPIC SUBSTANCES INDICATED IN ANNEX No. 5 TO THE
GOVERNMENT ORDER No. 463/2013 Coll.

PREPARATIONS OF PSYCHOTROPIC SUBSTANCES INDICATED IN ANNEX No. 7 TO THE
GOVERNMENT ORDER No. 463/2013 Coll.

Name , surname and position of the responsible person:

Mgr. Alice Polikova - pharmacist

Validity : This resolution shall be valid for 5 years after it comes into the legal force

Instruction : A remonstrance may be filed against this resolution under Section (§) 152 of the
Act No. 500/2004 Coll., Code of Administrative Procedure , within 15 Days after this
resolution is notified, to the Minister of Health through the independent department
Inspectorate of narcotic and psychotropic substances.

Stamp: Ministry of Health of the Czech Republic Signature illegible
Ing. Alena Ondrouskova

Head of the independent
department Inspectorate of
narcotic and psychotropic

substances.
Distribution list: Counterpart 1: party to the proceedings for: CZ Pharma s.r.o.
Original : Ministry of Health Namésti SmiFickych 42, 281 63 Kostelec nad Cernymi lesy,

Company Registration Number (ICO) 28177738,
Page: 4 Resolution No. : 48/2014



CERTIFICATE OF TRANSLATION

| hereby certify that | have translated the authentication clause on the last but one
page of the attached document from Czech to English to the best of my knowledge
and ability.

Barbora ToSnerova, English language certified translator-interpreter, authorized by
the Regional Court (Krajsky soud) in Ceské Budg&jovice 25 November, 1992 under
the Ref. No. Spr. 2061/92, T-186.

The translation is recorded in the Book of Translations under the No. / 756

= V PN A
Date: Aq. M. zo 1

Jako soudni tlumoénik z jazyka anglického, jmenovany Krajskym soudem v Ceskych
Budéjovicich dne 25. listopadu 1992 pod €. jedn. Spr. 2061/92, T-186 osvédEuiji, Zze
tento dokument je doslovnym piekladem anglického textu v pfipojeném
dokumentu.

Pfeklad je zaznamena v tlumoénickém deniku pod pof. &islem /7 Je

Dne: 9 M 20/ )
/ S Barbora Tosnerova [//)/14(27 77




STATNI USTAV
PRO KONTROLU LECIV

e, SUKL

Srobérova 48
100 41 Praha 10

Telefon: +420 272 185 111
Fax: +420 271 732 377

E-mail: posta@sukl.cz
Web: www.sukl.cz

/Certifikat spisova zn.: /
Certificate Ref. No: sukls163221/2018

CERTIFIKAT SDP PRO DISTRIBUTORA LECIV

Vydany po inspekci v souladu s ¢lankem 111
Smérnice 2001/83/EC, v platném znéni

a ustanovenim §13 odst. 2 pism. a) bod 3 zdkona
¢. 378/2007 Sh., o |é¢ivech a 0 zménach nékterych
souvisejicich zakonU (zakon o IéCivech), ve znéni
pozdéjsich predpisu.

Pfislugny organ Ceské republiky — Statni Ustav pro
kontrolu lé¢iv, Srobarova 48, Praha 10, potvrzuje
nasleduijici:

Distributor [éCiv:

CZ Pharma s.r.o.

ndmésti Smifickych 42

281 63 Kostelec nad Cernymi Lesy

Adresa mista distribuce:
Lukavecka 1732, objekt L4, sklad ¢. 7
193 00 Praha 9 - Horni Pocernice

Byl inspektovdn v souladu s planem inspekci

v souvislosti s povolenim k distribuci IéCivych
pripravkd sp.zn.: sukls52146/2013

v souladu s élankem 77 (1) Smérnice 2001/83/EC,
v platném znéni, transponovanym do pravniho
Fadu Ceské republiky jako:

§ 75 zdkona ¢. 378/2007 Sb., o lé¢ivech a o
zménach nékterych souvisejicich zakon( (zdkon o
|éCivech), ve znéni pozdéjsich predpisu.

Na zakladé znalosti ziskanych béhem inspekci
tohoto distributora |éciv, z nichZ posledni byla
provedena dne 10. 5. 2018, je tento distributor
povazovan za subjekt spliujici pozadavky spravné
distribucni praxe stanovené v ¢lanku 84 smérnice
2001/83/EC, v platném znéni,

a

v § 77 odst. 1 pism. g) zdkona ¢. 378/2007 Sb.,

o léCivech a o0 zménach nékterych souvisejicich
zakon( (zakon o léCivech), ve znéni pozdéjsich
CERTIFIKAT SDP

Strana 1/2

Jméno:

PharmDr. Gabriela Vaculova

telefon: +420 272 185 405 Podpis
F-LEK-008-14 / 02.04.2014

Sp. zn.: sukls163221/2018

CERTIFICATE OF GDP COMPLIANCE OF A
WHOLESALE DISTRIBUTOR

Issued following an inspection in accordance with
Art. 111 of Directive 2001/83/EC as amended
and Section 13, paragraph 2, letter a, point 3 of the
Act No. 378/2007 Coll., on Pharmaceuticals and on
Amendments to Some Related Acts (Act on
Pharmaceuticals), as amended.

The competent authority of the Czech Republic —
State Institute for Drug Control, Srobarova 48,
Prague 10 confirms the following:

The wholesale distributor:

CZ Pharma s.r.o.

ndmeésti Smifickych 42

281 63 Kostelec nad Cernymi Lesy

Site address:
Lukavecka 1732, objekt L4, sklad ¢. 7
193 00 Praha 9 - Horni Pocernice

Has been inspected under the national inspection
programme in connection with authorisation
number sukls52146/2013

in accordance with Art. 77 (1) of Directive
2001/83/EC, as amended, transposed in the
following national legislation as:

Section 75 of the Act No. 378/2007 Coll., on
Pharmaceuticals and on Amendments to Some
Related Acts (Act on Pharmaceuticals), as
amended.

From the knowledge gained during inspection of
this wholesale distributor, the latest of which was
conducted on 10/05/2018, it is considered that it
complies with the Good Distribution Practice
requirements laid down in Article 84 of Directive
2001/83/EC, as amended

and

in Section 77, paragraph 1, letter g) of the Act No.
378/2007 Coll., on Pharmaceuticals and on
Amendments to Some Related Acts (Act on

GDP CERTIFICATE
Page 1/2
Name: PharmDr. Gabriela Vaculova  Signature of the authorised person

Ref.No.: sukls163221/2018

phone: +420 272 185 405 of the competent authority



STATNI USTAV
PRO KONTROLU LECIV

e, SUKL

Srobérova 48
100 41 Praha 10

Telefon: +420 272 185 111
Fax: +420 271 732 377

E-mail: posta@sukl.cz
Web: www.sukl.cz

predpisa.

Tento certifikat odrazi stav prostor v dobé vyse
uvedené inspekce a nelze se spoléhat na to, Ze
bude odrazet stav shody po uplynuti vice nez péti
let od data inspekce.

Obdobi platnosti certifikatu vSak mlze byt
zkraceno na zakladé regulatornich zasad fizeni rizik,
jak je uvedeno v poli omezeni nebo vysvétlujici
poznamky.

Tento certifikat je platny pouze pokud se predklada
se vsemi jeho stranami.

Pravost tohoto certifikatu lze ovéfit v databazi
Evropské unie. Pokud v ni neni uveden, obratte se
na Statni Ustav pro kontrolu lé¢iv, Srobarova 48,
100 41 Praha 10, ktery certifikat vydal.

Jakékoli omezeni nebo vysvétlujici pozndmky
vztahujici se k rozsahu tohoto certifikatu:

Datum: 3. 7. 2018

Jméno a podpis opravnéné osoby pfislusSného
organu Ceské republiky

PharmDr. Gabriela Vaculova

Statni Ustav pro kontrolu |éciv
Srobérova 48

100 41 Praha 10

Ceska republika

e-mail: posta@sukl.cz
telefon: +420 272 185 405
fax: +420 271 732 377

Podrobné udaje k povoleni k distribuci |éCivych
pripravkd Ize nalézt v databazi Evropské unie.

Pharmaceuticals), as amended.

This certificate reflects the status of the premises
at the time of the inspection noted above and
should not be relied upon to reflect the compliance
status if more than five years have elapsed since
the date of that inspection.

However, this period of validity may be reduced
using regulatory risk management principles, by an
entry in the Restrictions or Clarifying Remarks field.
This certificate is valid only when presented with
all pages.

The authenticity of this certificate may be verified
in the Union database. If it does not appear please
contact the issuing authority — State Institute for
Drug Control, Srobdrova 48, 100 41 Prague 10.
Any restrictions or clarifying remarks related to the
scope of this certificate:

Date: 3. 7. 2018

Name and signature of the authorised person of
the Competent Authority of the Czech Republic

PharmDr. Gabriela Vaculova

State Institute for Drug Control
Srobérova 48

100 41 Prague 10

Czech Republic

e-mail: posta@sukl.cz

phone: +420 272 185 405

fax: +420 271 732 377

Details of the authorisation can be found in the
Union Database.

Otisk uredniho razitka

CERTIFIKAT SDP

Strana 2/2

Jméno:

PharmDr. Gabriela Vaculova

telefon: +420 272 185 405 Podpis
F-LEK-008-14 / 02.04.2014

Sp. zn.: sukls163221/2018

GDP CERTIFICATE
Page 2/2
Name: PharmDr. Gabriela Vaculova

Ref.No.: sukls163221/2018
Signature of the authorised person

phone: +420 272 185 405 of the competent authority



STATNI USTAV
PRO KONTROLU LECIV

e, SUKL

Srobérova 48
100 41 Praha 10

Telefon: +420 272 185 111
Fax: +420 271 732 377

E-mail: posta@sukl.cz
Web: www.sukl.cz

/Certifikat spisova zn.: /
Certificate Ref. No.:sukls155114/2017

CERTIFIKAT SDP PRO DISTRIBUTORA LECIV

Vydany po inspekci v souladu s ¢lankem 111
Smérnice 2001/83/EC, v platném znéni

a ustanovenim §13 odst. 2 pism. a) bod 3 zdkona
¢. 378/2007 Sb., o |é¢ivech a 0 zménach nékterych
souvisejicich zakonU (zakon o IéCivech), ve znéni
pozdéjsich predpisu.

Pfislugny organ Ceské republiky — Statni Ustav pro
kontrolu lé¢iv, Srobarova 48, Praha 10, potvrzuje
nasleduijici:

Distributor [éCiv:

CZ Pharma s.r.o.

ndmésti Smifickych 42

281 63 Kostelec nad Cernymi Lesy

Adresa mista distribuce:
nameésti Smirickych 42
281 63 Kostelec nad Cernymi Lesy

Byl inspektovdn v souladu s planem inspekci

v souvislosti s povolenim k distribuci IéCivych
ptipravkd sp.zn. sukls52146/2013

v souladu s élankem 77 (1) Smérnice 2001/83/EC,
v platném znéni, transponovanym do pravniho
Fadu Ceské republiky jako:

§ 75 zdkona ¢. 378/2007 Sb., o lé¢ivech a o
zménach nékterych souvisejicich zakon( (zdkon o
|éCivech), ve znéni pozdéjsich predpisu.

Na zakladé znalosti ziskanych béhem inspekci
tohoto distributora |éciv, z nichZ posledni byla
provedena dne 22. 8. 2017, je tento distributor
povazovan za subjekt spliujici pozadavky spravné
distribucni praxe stanovené v ¢lanku 84 smérnice
2001/83/EC, v platném znéni,

a

v § 77 odst. 1 pism. g) zdkona ¢. 378/2007 Sb.,

o léCivech a o0 zménach nékterych souvisejicich
zakon( (zakon o léivech), ve znéni pozdéjsich
CERTIFIKAT SDP

Strana 1/2

Jméno:

PharmDr. Gabriela Vaculova

telefon: +420 272 185 405 Podpis
F-LEK-008-14 / 02.04.2014

sp. zn.: sukls155114/2017

CERTIFICATE OF GDP COMPLIANCE OF A
WHOLESALE DISTRIBUTOR

Issued following an inspection in accordance with
Art. 111 of Directive 2001/83/EC as amended
and Section 13, paragraph 2, letter a, point 3 of the
Act No. 378/2007 Coll., on Pharmaceuticals and on
Amendments to Some Related Acts (Act on
Pharmaceuticals), as amended.

The competent authority of the Czech Republic —
State Institute for Drug Control, Srobarova 48,
Prague 10 confirms the following:

The wholesale distributor:

CZ Pharma s.r.o.

ndmeésti Smifickych 42

281 63 Kostelec nad Cernymi Lesy

Site address:
nameésti Smirickych 42
281 63 Kostelec nad Cernymi Lesy

Has been inspected under the national inspection
programme in connection with authorisation
number sukls52146/2013

in accordance with Art. 77 (1) of Directive
2001/83/EC, as amended, transposed in the
following national legislation as:

Section 75 of the Act No. 378/2007 Coll., on
Pharmaceuticals and on Amendments to Some
Related Acts (Act on Pharmaceuticals), as
amended.

From the knowledge gained during inspection of
this wholesale distributor, the latest of which was
conducted on 22/08/2017, it is considered that it
complies with the Good Distribution Practice
requirements laid down in Article 84 of Directive
2001/83/EC, as amended

and

in Section 77, paragraph 1, letter g) of the Act No.
378/2007 Coll., on Pharmaceuticals and on
Amendments to Some Related Acts (Act on

GDP CERTIFICATE
Page 1/2
Name: PharmDr. Gabriela Vaculovéa  Signature of the authorised person

Ref.No.: sukls155114/2017

phone: +420 272 185 405 of the competent authority



STATNI USTAV
PRO KONTROLU LECIV

e, SUKL

Srobérova 48
100 41 Praha 10

Telefon: +420 272 185 111
Fax: +420 271 732 377

E-mail: posta@sukl.cz
Web: www.sukl.cz

predpisa.

Tento certifikat odrazi stav prostor v dobé vyse
uvedené inspekce a nelze se spoléhat na to, Ze
bude odrazet stav shody po uplynuti vice nez péti
let od data inspekce.

Obdobi platnosti certifikatu vSak mlze byt
zkraceno na zakladé regulatornich zasad fizeni rizik,
jak je uvedeno v poli omezeni nebo vysvétlujici
poznamky.

Tento certifikat je platny pouze pokud se predklada
se vsemi jeho stranami.

Pravost tohoto certifikatu lze ovéfit v databazi
Evropské unie. Pokud v ni neni uveden, obratte se
na Statni Ustav pro kontrolu lé¢iv, Srobarova 48,
100 41 Praha 10, ktery certifikat vydal.

Jakékoli omezeni nebo vysvétlujici pozndmky
vztahujici se k rozsahu tohoto certifikatu:

Platnost certifikatu se omezuje do 10. 1. 2020.

Datum: 10. 1. 2018

Jméno a podpis opravnéné osoby pfislusSného
organu Ceské republiky

PharmDr. Gabriela Vaculova

Statni Ustav pro kontrolu |éciv
Srobérova 48

100 41 Praha 10

Ceska republika

e-mail: posta@sukl.cz
telefon: +420 272 185 405
fax: +420 271 732 377

Podrobné udaje k povoleni k distribuci |éCivych
pripravkd lIze nalézt v databazi Evropské unie.

Pharmaceuticals), as amended.

This certificate reflects the status of the premises
at the time of the inspection noted above and
should not be relied upon to reflect the compliance
status if more than five years have elapsed since
the date of that inspection.

However, this period of validity may be reduced
using regulatory risk management principles, by an
entry in the Restrictions or Clarifying Remarks field.
This certificate is valid only when presented with
all pages.

The authenticity of this certificate may be verified
in the Union database. If it does not appear please
contact the issuing authority — State Institute for
Drug Control, Srobdrova 48, 100 41 Prague 10.
Any restrictions or clarifying remarks related to the
scope of this certificate:

The certificate is valid until 10th January 2020.

Date: 10. 1. 2018

Name and signature of the authorised person of
the Competent Authority of the Czech Republic

PharmDr. Gabriela Vaculova

State Institute for Drug Control
Srobérova 48

100 41 Prague 10

Czech Republic

e-mail: posta@sukl.cz

phone: +420 272 185 405

fax: +420 271 732 377

Details of the authorisation can be found in the
Union Database.

Otisk uredniho razitka

CERTIFIKAT SDP

Strana 2/2

Jméno:

PharmDr. Gabriela Vaculova

telefon: +420 272 185 405 Podpis
F-LEK-008-14 / 02.04.2014

sp. zn.: sukls155114/2017

GDP CERTIFICATE
Page 2/2
Name: PharmDr. Gabriela Vaculova

Ref.No.: sukls155114/2017
Signature of the authorised person

phone: +420 272 185 405 of the competent authority



STATNI USTAV
PRO KONTROLU LECIV

e, SUKL

Srobérova 48
100 41 Praha 10

Telefon: +420 272 185 111
Fax: +420 271 732 377

E-mail: posta@sukl.cz
Web: www.sukl.cz

/Certifikat spisova zn.: /
Certificate Ref. No: sukls230098/2018

CERTIFIKAT SDP PRO DISTRIBUTORA LECIV

Vydany po inspekci v souladu s ¢lankem 111
Smérnice 2001/83/EC, v platném znéni

a ustanovenim §13 odst. 2 pism. a) bod 3 zdkona
¢. 378/2007 Sh., o |é¢ivech a 0 zménach nékterych
souvisejicich zakonU (zakon o IéCivech), ve znéni
pozdéjsich predpisu.

Pfislugny organ Ceské republiky — Statni Ustav pro
kontrolu lé¢iv, Srobarova 48, Praha 10, potvrzuje
nasleduijici:

Distributor [éCiv:

CZ Pharma s.r.o.

ndmésti Smifickych 42

281 63 Kostelec nad Cernymi Lesy

Adresa mista distribuce:
Phoenix |ékarensky velkoobchod, s.r.o.
K pérovné 945/7, 102 00 Praha 10 - Hostivaf

Byl inspektovdn v souladu s planem inspekci

v souvislosti s povolenim k distribuci IéCivych
pripravkd sp.zn.: sukls52146/2013

v souladu s élankem 77 (1) Smérnice 2001/83/EC,
v platném znéni, transponovanym do pravniho
Fadu Ceské republiky jako:

§ 75 zdkona ¢. 378/2007 Sb., o lé¢ivech a o
zménach nékterych souvisejicich zakon( (zdkon o
|éCivech), ve znéni pozdéjsich predpisu.

Na zakladé znalosti ziskanych béhem inspekci
tohoto distributora |éciv, z nichZ posledni byla
provedena dne 13. 11. 2018, je tento distributor
povazovan za subjekt spliujici pozadavky spravné
distribucni praxe stanovené v ¢lanku 84 smérnice
2001/83/EC, v platném znéni,

a

v § 77 odst. 1 pism. g) zdkona ¢. 378/2007 Sb.,

o léCivech a o0 zménach nékterych souvisejicich
zakon( (zakon o léCivech), ve znéni pozdéjsich
CERTIFIKAT SDP

Strana 1/2

Jméno:

PharmDr. Gabriela Vaculova

telefon: +420 272 185 405 Podpis
F-LEK-008-14 / 02.04.2014

sp. zn.: sukls230098/2018

CERTIFICATE OF GDP COMPLIANCE OF A
WHOLESALE DISTRIBUTOR

Issued following an inspection in accordance with
Art. 111 of Directive 2001/83/EC as amended
and Section 13, paragraph 2, letter a, point 3 of the
Act No. 378/2007 Coll., on Pharmaceuticals and on
Amendments to Some Related Acts (Act on
Pharmaceuticals), as amended.

The competent authority of the Czech Republic —
State Institute for Drug Control, Srobarova 48,
Prague 10 confirms the following:

The wholesale distributor:

CZ Pharma s.r.o.

ndmeésti Smifickych 42

281 63 Kostelec nad Cernymi Lesy

Site address:
Phoenix lékarensky velkoobchod, s.r.o.
K pérovné 945/7, 102 00 Praha 10 - Hostivaf

Has been inspected under the national inspection
programme in connection with authorisation
number sukls52146/2013

in accordance with Art. 77 (1) of Directive
2001/83/EC, as amended, transposed in the
following national legislation as:

Section 75 of the Act No. 378/2007 Coll., on
Pharmaceuticals and on Amendments to Some
Related Acts (Act on Pharmaceuticals), as
amended.

From the knowledge gained during inspection of
this wholesale distributor, the latest of which was
conducted on 13/11/2018, it is considered that it
complies with the Good Distribution Practice
requirements laid down in Article 84 of Directive
2001/83/EC, as amended

and

in Section 77, paragraph 1, letter g) of the Act No.
378/2007 Coll., on Pharmaceuticals and on
Amendments to Some Related Acts (Act on

GDP CERTIFICATE
Page 1/2
Name: PharmDr. Gabriela Vaculova  Signature of the authorised person

Ref.No.: sukls230098/2018

phone: +420 272 185 405 of the competent authority



STATNI USTAV
PRO KONTROLU LECIV

e, SUKL

Srobérova 48
100 41 Praha 10

Telefon: +420 272 185 111
Fax: +420 271 732 377

E-mail: posta@sukl.cz
Web: www.sukl.cz

predpisa.

Tento certifikat odrazi stav prostor v dobé vyse
uvedené inspekce a nelze se spoléhat na to, Ze
bude odrazet stav shody po uplynuti vice nez péti
let od data inspekce.

Obdobi platnosti certifikatu vSak mlze byt
zkraceno na zakladé regulatornich zasad fizeni rizik,
jak je uvedeno v poli omezeni nebo vysvétlujici
poznamky.

Tento certifikat je platny pouze pokud se predklada
se vsemi jeho stranami.

Pravost tohoto certifikatu lze ovéfit v databazi
Evropské unie. Pokud v ni neni uveden, obratte se
na Statni Ustav pro kontrolu lé¢iv, Srobarova 48,
100 41 Praha 10, ktery certifikat vydal.

Jakékoli omezeni nebo vysvétlujici pozndmky
vztahujici se k rozsahu tohoto certifikatu:

Datum: 9. 1. 2019

Jméno a podpis opravnéné osoby pfislusSného
organu Ceské republiky

PharmDr. Gabriela Vaculova

Statni Ustav pro kontrolu |éciv
Srobérova 48

100 41 Praha 10

Ceska republika

e-mail: posta@sukl.cz
telefon: +420 272 185 405
fax: +420 271 732 377

Podrobné udaje k povoleni k distribuci |éCivych
pripravkd Ize nalézt v databazi Evropské unie.

Pharmaceuticals), as amended.

This certificate reflects the status of the premises
at the time of the inspection noted above and
should not be relied upon to reflect the compliance
status if more than five years have elapsed since
the date of that inspection.

However, this period of validity may be reduced
using regulatory risk management principles, by an
entry in the Restrictions or Clarifying Remarks field.
This certificate is valid only when presented with
all pages.

The authenticity of this certificate may be verified
in the Union database. If it does not appear please
contact the issuing authority — State Institute for
Drug Control, Srobdrova 48, 100 41 Prague 10.
Any restrictions or clarifying remarks related to the
scope of this certificate:

Date: 9. 1. 2019

Name and signature of the authorised person of
the Competent Authority of the Czech Republic

PharmDr. Gabriela Vaculova

State Institute for Drug Control
Srobérova 48

100 41 Prague 10

Czech Republic

e-mail: posta@sukl.cz

phone: +420 272 185 405

fax: +420 271 732 377

Details of the authorisation can be found in the
Union Database.

Otisk uredniho razitka

CERTIFIKAT SDP

Strana 2/2

Jméno:

PharmDr. Gabriela Vaculova

telefon: +420 272 185 405 Podpis
F-LEK-008-14 / 02.04.2014

sp. zn.: sukls230098/2018

GDP CERTIFICATE
Page 2/2
Name: PharmDr. Gabriela Vaculova

Ref.No.: sukls230098/2018
Signature of the authorised person

phone: +420 272 185 405 of the competent authority
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