O

Povoleni ¢islo: 522/2023/RDI

ROZHODNUTI 0 zméné povoleni k distribuci

Ustav pro statni kontrolu veterinarnich biopreparatii a léciv se sidlem v Brné (déle jen USKVBL) jako
pfisludny sprévni orgdn dle &lénku 100 nafizeni Evropského parlamentu a Rady (EU) 2019/6 o veterinarnich
léCivych pfipravcich (déle jen Nafizeni), § 16, odst. 2, pism. a), bod 2 zakona & 378/2007 Sb., o légivech a o
zméndch nékterych souvisejicich zakon(i (déle jen zakon €. 378/2007 Sb., o lé¢ivech) vydava podle ¢lanku 99
a 100 Nafizeni, § 76 zakona €. 378/2007 Sb., o lé¢ivech toto

POVOLENI

k velkoobchodni distribuci veterinarnich 1é¢ivych ptipravki

v tomto rozsahu a za téchto podminek:

1. Provozovatel: CYMED'CA, spol. S r.o.

1€:616 82 535

/

S

2. Sidlo provozovatele:

Pod Nadrazim 308/24, 268 01 Horovice

3. Povoleni k distribuci se udéluje na provozni prostory a zafizeni uzivané firmou v den inspekce na adrese:

Pod NadraZim 853/17, 268 01 Horovice
4. 4. Kvalifikovanou osobou podle ¢ldnku 101, odst. 3 Nafizeni, § 76, odst. 1, pism. b) zakona ¢. 378/2007
Sb., o lécCivech je:
MVDr. Ahmed Mohsen, Ph.D.
MVDr. Klara Dvorakova

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

Distribuce veterinarnich lécivych pfipravki ve smyslu Nafizeni, zdkona €. 378/2007 Sh., o

lécivech v rozsahu:
= veterinarni lécivé pi‘ipravky — jiné neZ vyZadujici manipulaci p¥i nizkych teplotich
* veterinarni léCivé pfipravky chladového Fetézce (vyzaduiici manipulaci pfi nizkych teplotich)

6. Distributor je povinen dodriovat pfisluind ustanoveni Nafizeni a provddéciho nafizeni Komise (EV)
2021/1248 o opatfenich pro spravnou distribuéni praxi veterinarnich lé&ivych pfipravki, zakona &.
378/2007 Sb., o léivech a vyhladky €. 229/2008 Sb., o vyrobé a distribuci lé&iv (dale jen provadéci
vyhlaska) a pokyny stanovené USKVBL dle § 77, odst. 1, pism. g) zakona &. 378/2007 Sh., o lécivech.

7. Driitel povoleni je povinen USKVBL umoznit vykondvat dfedni dohled podle ¢lanku 123 Nafizeni, § 16,
odst. 2, pism. e) zakona ¢. 378/2007 Sb., o Ié&ivech a dbat ulozenych opatieni podle § 16, odst. 2, pism.
c) a d) zdkona €. 378/2007 Sb., o lé¢ivech.
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8. Povoleni je udéleno na dobu neuréitou. MiZe byt pozastaveno nebo zrudeno podle ¢lanku 100, odst. 3
Nafizeni, § 76, odst. 3 zékona &. 378/2007 Sb., o lécivech. Pavodni Povoleni k distribuci veterinarnich léciv
vydané USKVBL dne 15.3.2016 s Povolenim C.: 390/2016/RDI pozbyvéa platnosti dnem nabyti ucinnosti
tohoto Povoleni.

9. Distributor je opravnén provozovat &innost pouze se zafizenim a v prostorach schvalenych inspekéni
skupinou pfi inspekci dne 14.7.2021, pfi trvalém dodriovani stavu, popsaném v dotazniku D1 ze dne
14.2.2023.

10.K distribuci omamnych a psychotropnich latek a veterinarnich I€Civ s jejich obsahem je nutné zvlastni
povoleni Ministerstva zdravotnictvi Ceské republiky v souladu se zdkonem ¢.167/1998 Sb., o navykovych
latkach a o zméné nékterych daldich zakon(, ve znéni pozdéjsich predpist.

Oduavodnéni:

Na zakladé Rozhodnuti o zméné povoleni k distribuci veterindrnich IéCiv vydaném USKVBL dne

315'3'2016 s povolenim €. 390/2016/RD|,

3ddosti o zménu doruéené USKVBL dne 26.1.2023, spisovd znacka USKVBL/1060/2023/POD, podané
podle ¢lanku 100 Nafizeni, § 76, odst. 3 zakona €. 378/2007 Sb., o lé&ivech a provadéci vyhldsky,

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

provedeni ndhrady vydajii podle § 112 zékona ¢. 378/2007 Sb., o lé¢ivech dne 31.1.2023,

predloZené dokumentace dokladajici dodrZovani z4sad spravné distribuéni praxe ve smyslu Nafizeni a
provadéciho nafizeni Komise (EU) 2021/1248 o opatfenich pro spravnou distribugni praxi veterindrnich légivych
ptipravki, zakona €& 378/2007 Sb., o léCivech a provadéci vyhlasky,

shledal USKVBL, e 7adatel spinil poZadavky na distribuci stanovené Nafizenim a provadécim nafizenim
Komise (EU) 2021/1248 o opatienich pro spravnou distribucni praxi veterinarnich 1&¢ivych pripravkd, zadkonem c.
378/2007 Sh., o lé¢ivech a provadéci vyhlaskou, a vydal toto povoleni k distribuci veterindrnich léCiv se
zapracovanim pozadované zmény.

Pouéeni o odvolani:

Proti tomuto rozhodnuti lze podat odvoléni do 15 dnii ode dne dorueni rozhodnuti ke Statni
veterinarni spravé CR, a to prostfednictvim USKVBL.

Digitalné podepsal
- « MVDr, )i Bures
MVDr. JiFi BureS ot m: 20230220

12:06:49 +01°00°

V Brné dne: 16. Gnora 2023 MVDr. Jifi Bures$
vedouci sluZebniho uradu
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(Certified translation from Czech)

USKVBL |
Institute for State Control
of Veterinary Biologicals and Medicines

Authorisation number: 522/2023/RDI

DECISION to amend the Distribution Authorisation

The Institute for State Control of Veterinary Biologicals and Medicines (hereinafter referred
to as the USKVBL) as the competent administrative authority pursuant to Article 100 of
Regulation (EU) 2019/6 of the European Parliament and of the Council on veterinary
medicinal products (hereinafter referred to as the Regulation), Section 16, paragraph 2,
letter a), point 2 of Act No. 378/2007 Coll., on Pharmaceuticals and on Amendments to
Certain Related Acts (hereinafter referred to as Act No. 378/2007 Coll., on Pharmaceuticals)
issues pursuant to Articles 99 and 100 of the Regulation, Section 76 of Act No. 378/2007
Coll., on Pharmaceuticals, this

AUTHORISATION
for the wholesale distribution of veterinary medicines

to the following extent and under the following conditions:

1.

Operator: CYMEDICA, spol. sr.o.

Business reg. number: 616 82 535
Operator's registered office:

Pod NadraZzim 308/24, 268 01 Horovice

The distribution authorisation has been granted for the premises and equipment
used by the company on the day of the inspection at:
Pod NadraZim 853/17, 268 01 Horovice

The qualified persons pursuant to Article 101 para 3 of the Regulation, Section 76
para 1, letter b) of Act no. 378/2007 Coll., on Pharmaceuticals, are:

MVDr. Ahmed Mohsen, Ph.D.

MVDr. Klara Dvordkova

The scope of permitted activities in the field of distribution of veterinary medicines:

Distribution of veterinary medicines within the meaning of the Regulation, Act No.
378/2007 Coll., on Pharmaceuticals, in the scope of:

L veterinary medicines - other than those requiring handling at low
temperatures
= cold chain veterinary medicines (requiring handling at low temperatures)

The distributor is obliged to comply with the relevant provisions of the Regulation
and the Commission Implementing Regulation (EU) 2021/1248 on measures for good
distribution practice for veterinary medicines, Act No. 378/2007 Coll., on
Pharmaceuticals and Decree No. 229/2008 Coll., on the manufacture and distribution
of medicines (hereinafter referred to as the Implementing Decree), and the
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(Certified translation from Czech)

instructions set by the USKVBL pursuant to Section 77, paragraph 1, letter g) of Act
No. 378/2007 Coll., on Pharmaceuticals.

7. The holder of the authorisation is obliged to enable the USKVBL to carry out official
supervision pursuant to Article 123 of the Regulation, Section 16, paragraph 2, letter
e) of Act No 378/2007 Coll., on Pharmaceuticals, and to comply with the measures
imposed pursuant to Section 16, paragraph 2, letters c) and d) of Act No. 378/2007
Coll., on Pharmaceuticals.

8. The authorisation is granted for an indefinite period. It may be suspended or revoked
pursuant to Article 100(3) of the Regulation, Section 76 para 3) of Act No. 378/2007
Coll., on Pharmaceuticals. The original Authorisation for Distribution of Veterinary
Medicines issued by USKVBL on 15 March 2016 with Authorisation No. 390/2016/RDI
shall expire on the date of entry into force of this Authorisation.

0. The distributor is authorised to operate only with the equipment and in the premises
approved by the inspection team during the inspection on 14 July 2021, with the
continued compliance with the condition described in the D1 questionnaire dated 14
February 2023.

10.  The distribution of narcotic and psychotropic substances and veterinary medicines
containing them requires a special authorisation of the Ministry of Health of the
Czech Republic in accordance with Act No. 167/1998 Coll., on Addictive Substances
and on Amendments to Certain Other Acts, as amended.

Justification:
On the basis of the Decision on the Amendment of the Authorisation for Distribution of
Veterinary Medicines issued by the USKVBL on 15 March 2016 with Authorisation No.
390/2016/RDI,

the application for amendment received by the USKVBL on 26 January 2023, file no.
USKVBL/1060/2023/POD, submitted pursuant to Article 100 of the Regulation, Section 76,
paragraph 3 of Act No. 378/2007 Coll., on Pharmaceuticals, and the Implementing Decree,

payment of the administrative fee pursuant to Act No. 634/2004 Coll.,, on
administrative fees, as amended (item 99),

the reimbursement of expenses pursuant to Section 112 of Act No. 378/2007 Coll., on
Pharmaceuticals, on 31 January 2023,

the submission of documentation demonstrating compliance with the principles of
good distribution practice within the meaning of the Regulation and the Commission
Implementing Regulation (EU) 2021/1248 on measures for good distribution practice for
veterinary medicines, Act No. 378/2007 Coll., on Pharmaceuticals, and the Implementing
Decree,

the USKVBL found that the applicant has complied with the requirements for distribution
laid down in the Regulation and Commission Implementing Regulation (EU) 2021/1248 on
measures for good distribution practice for veterinary medicines, Act No. 378/2007 Coll., on
Pharmaceuticals, and the Implementing Decree, and has issued this Authorisation for the
Distribution of Veterinary Medicines with the requested amendment.



(Certified translation from Czech)

Notice of appeal:
An appeal against this decision may be lodged with the State Veterinary Administration of
the Czech Republic within 15 days from the date of delivery of the decision, via the USKVBL.

In Brno, on 16 February 2023 Digitally signed by
MVDr. Jiti Bure$
Date: 2023.02.20
12:06:49+01'00'

MVDr. Jifi Bureg
Head of Service Office

USKVBL Hudcova 232/56a +420 541518 210 uskvbl@uskvbl.cz Date:
621 00 Brno-Medlanky  Data box: ra7aipu www.uskvbl.cz 16/02/2023

Czech Republic



PREKLADATELSKA DOLOZKA

Ja, Mgr. Véra Dvotdkova, IC: 13210645, jsem
osobné provedia tento ukon jako soudni
pfekladatelka jazyka Ceského, anglického a
ruského, zapsand v seznamu soudnich
pfekladatell vedeném Ministerstvem
spravedinosti Ceské republiky v souladu s § 44
zdkona ¢. 354/2019 Sb., o soudnich

tlumocnicich a soudnich pfekladatelich.

Stvrzuji, Ze preklad souhlasi s textem
pFipojené listiny.

V prekladu jsem neprovedla adné Gpravy.

Pfi  provadéni prekladu nebyl pfibran
konzultant.

Ukon je zapsan v Centralni evidenci Gkond

Ministerstva  spravedinosti  pod  niZe
uvedenym pofadovym &islem:

TRANSLATOR’S CLAUSE

I, Mgr. Véra Dvofdkova, business reg. number:
13210645, have performed this act personally
as a certified translator for the Czech, English
and Russian languages, registered in the list of
translators maintained by the Ministry of
Justice of the Czech Republic pursuant to
Section 44 of Act No. 354/2019 Coll., On Court
Interpreters and Court Translators, and |
confirm that the translation corresponds
verbatim to the text of the attached document.

No amendments were made in the translation.
No consultant was recruited during the

translation.

The act is recorded in the Central Register of
Acts maintained by the Ministry of Justice
under serial number:

047735_‘/,20,,23

LF L. AOLS

(V Praze, dne / In Prague, on)
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