N USKVBL

Ustay pro statni kantrolu
veterinidmich

blapreparata o léciv

Reg. ¢./Ref. No.: 018/2022/API Stejnopis
Dne/date: 8.6.2022

CERTIFIKAT VYROBCE LECIVYCH LATEK

CERTIFICATE OF MANUFACTURER OF ACTIVE PHARMACEUTICAL INGREDIENTS (API)

Ustav pro statni kontrolu veterinarnich biopreparatt a lé¢iv se sidlem v Brné osvédcuje podle §16 odst.
2 pism. a) bod 3. zdkona ¢. 378/2007 Sb., o lé¢ivech a o zménach nékterych souvisejicich zakont, ve znéni
pozdéjSich predpisti (dale jen zdkon ¢. 378/2007 Sb., o lélivech, ve znéni pozdéjsich predpist) a ¢l. 94
Nafizeni Evropského parlamentu a Rady (EU)2019/6 ze dne 11. prosince 2018 o veterinarnich lécivych
pfipravcich, Ze firma
Institute for the State Control of Veterinary Biologicals and Medicines Brno certifies according to Section 16, paragraph
(1), letter a), item 3 of the Act No. 378/2007 Coll., on Pharmaceuticals and Amendments to Several Related Laws, in wording of its
later amendments (hereinafter referred to as "Act on Pharmaceuticals No. 378/2007 Coll., in wording of its later amendments") and
with Art. 94) of Regulation (EU) 2019/6 of veterinary medicinal products, that the company

Cayman Pharma s.r.o.
I€/INo: 264 99 258
se sidlem
place of business

ul. Prace 657
27711 Neratovice

Czech Republic

spliiuje poZzadavky spravné vyrobni praxe pro vyrobu léCivych latek, stanovené zakonem ¢&. 378/2007 Sh.,
o lécivech, ve znéni pozdéjSich predpisti, a vyhlaskou ¢. 229/2008 Sh., o vyrobé a distribuci lééiv (dale jen
vyhlaska ¢. 229/2008 Sb.), a které jsou v souladu s poZadavky spravné vyrobni praxe Svétové zdravotnické
organizace (WHO) a Evropského Spoleéenstvi pro vyrobu lécivych latek.

fulfils the requirements for Good Manufacturing Practice {(GMP) of Active Pharmaceutical Ingredients (API) defined in the Act on
Pharmaceuticals No. 378/2007 Coll., in wording of its later amendments, and in the Decree No. 229/2008 Coll., which determines
Good Manufacturing Practice, Good Distribution Practice and more detailed conditions for licensing of manufacture and
distribution of pharmaceuticals including medicated feedingstuffs and veterinary autogenous vaccines, changes in licences and
more detailed conditions for licensing of control laboratories (hereinafter referred to as "Decree No. 229/2008 Coll."), and that
are in agreement with requirements for GMP of API defined by World Health Organization (WHO) and by European Union.

Podminky:
Conditions:

Vyse uvedeny drzitel Certifikatu vyrobce IéCivych latek je opravnén, podle zdkona €. 378/2007 Sb., o lé¢ivech,

ve znéni pozdéjSich predpist, vyrabét lécivé latky pfi dodriovani poZadavkl spravné vyrobni praxe pro
vyrobu lé&ivych latek ve vyrobnich prostorech schvalenych inspektory USKVBL na adrese:

According to the Act on Pharmaceuticals No. 378/2007 Coll., in wording of its later amendments, above-mentioned holder of
Certificate of manufacturer of APl is authorized to manufacture the API at premises approved by inspectors of ISCVBM with
abidance by rules of GMP for API at the address:

ul. Prace 657, 27711 Neratovice

Drzitel certifikatu je povinen USKVBL umozZnit vykonavat tfedni dohled podle § 16 odst. 2, pism. e) zdkona

378/2007 Sh., o lécivech, ve znéni pozdéjsich predpist, a dbat uloZenych opatfeni podle § 16 odst. 2 pism.
c), zdkona 378/2007 Sb., o lé¢ivech, ve znéni pozdéjsich pfedpisi.
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Holder of the Certificate is obliged to enable performing of the controls of ISCVBM according the Section 16, Paragraph (2), letter
e) of the Act on Pharmaceuticals No0.378/2007 Coll., in wording of its later amendments, and keep to the terms laid down according
the Section 16, Paragraph (2), letter c), of the Act on Pharmaceuticals No. 378/2007 Coll., in wording of its later amendments.

Vyrobce lécivych latek a dodrzovani poZzadavk( spravné vyrobni praxe pfi vyrobé léCivych latek je pod
dohledem Ustavu pro statni kontrolu veterinarnich biopreparatd a lé&iv.v pravidelnych intervalech podle §
42 pism. c) vyhlasky ¢. 229/2008 Sh., ve znéni pozdéjsich predpisa.
Manufacturer of APIs and keeping of requirements of GMP for APIs is under the supervision of the ISCVBM at regular intervals
according to the Decree No. 229/2008 Coll., in wording of its later amendments.

Certifikat je vydan na dobu neurcitou. Jeho platnost muze byt zrusena podle § 70 odst. 2 zakona ¢. 378/2007
Sb., o léCivech, ve znéni pozdéjsich predpisa.

This Certificate remains valid. It can be withdrawn according the Section 70, Paragraph (2) of the Act on Pharmaceuticals No.
378/2007 Coll., in wording of its later amendments.

Podle § 77 odst. 5 pism. a) zdkona 378/2007 Sh., o léCivech, ve znéni pozdéjSich predpisu je vyrobce povinen
oznacovat certifikaty jakosti éCivych latek evidenénim Cislem 018/2022/API (registracni Cislo Certifikatu).

According the Section 77, Paragraph (5), letter a) of the Act on Pharmaceuticals No. 378/2007 Coll., in wording of its later
amendments, the manufacturer is obliged to indicate the evidence number 018/2022/API on the Analytical certificates for active
pharmaceutical ingredients.

Oduvodnéni:
Na zakladé:

Zddosti o vyddni certifikdtu vyrobce léCivych Idtek, doru¢ené USKVBL dne 11.2.2022, &.j.
USKVBL/2258/2022/POD, spisova znacka USKVBL/2258/2022/POD,

predloZené dokumentace dokladajici dodrzovani zdsad spravné vyrobni praxe pfi vyrobé lécivych
latek,

vysledku inspekce provedené dne 11.-12.4.2022, podle ustanoveni provadéci vyhlasky
shledal USKVBL, 7e Zadatel splnil pozadavky na vyrobu lé&ivych latek stanovené zakonem &. 378/2007 Sb., o
IéCivech, ve znéni pozdéjsSich predpisu, a jeho provadéci vyhlaskou a vydal tento Certifikat vyrobce lécivych
latek.
Rationalizations:
This Certificate was issued on the base of:

application for the Certificate of manufacturer of API, which was accepted by ISCVBM on 11/02/2022 and registered
under No. USKVBL/2258/2022/POD,

enclosed documentation manifesting keeping of requirements for GMP of API,
positive results of inspection performed on 11 -12/04/2022 at the above mentioned site.
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\ Jiri Bures
vedouci sluzebniho fifadu USKVBL
Jiri Bures, .V.M.

Chief Executive of USKVBL
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Seznam piiloh: Pfiloha ¢.1 — Manufacturing operation —active substance / vyrobni &innosti - 1é¢iva latka

Priloha ¢. 1: Cayman Pharma s.r.o., ul. Prace 657, 27711 Neratovice
|
3. MANUFACTURING OPERATIONS - ACTIVE SUBSTANCE / vyrobni Cinnosti - lécivad Idtka

[
Active Substance / Ié¢ivd ldtka: Na(z)-Cloprostenolum
|

3.1 | Manufacture of Active Substance by Chemical Synthesis / vyroba Ié¢ivé Idtky chemickou syntézou
| |

3.1.1 Manufacture of active substance intermediates / vyroba meziprodukt

3.1.2 Manufacture of crude active substance / vyroba surové LL
3.1.3 Salt formation / Purification steps: krystalizace/ crystallisation, chromatographic purification/
chromatografické cisténi

3.5 | General Finishing Steps / findini upravy

3.5.1 Physical processing steps (drying, milling) / fyzické zpracovdni (suseni, mleti)

3.5.2 Primary Packaging / primdrni baleni
| 3.5.3 Secondary Packaging / sekunddrni baleni

36 | Quality Control Testing / kontrola kvality

| 3.6.1 Physical / Chemical testing / fyzikdini / chemickd/

' Active Substance [ 1é¢iva latka: Na(+)-Cloprostenolum

31 Manufacture of Active Substance by Chemical Synthesis / vyroba Iééivé Idtky chemickou syntézou

| 3.1.1 Manufacture of active substance intermediates / vyroba meziproduktu

3.1.2 Manufacture of crude active substance / vyroba surové LL
' 3.1.3 Salt formation / Purification steps: krystalizace/ crystallisation, chromatographic purification/
. chromatografické cisténi
[ |
3.5 | General Finishing Steps / findIni tpravy
[
3.5.1 Physical processing steps (drying, milling) / fyzické zpracovdni (suseni, mleti)
3.5.2 Primary Packaging / primdrni baleni

3.5.3 Secondary Packaging / sekunddrni baleni

L1
3.6 ‘ Quality Control Testing / kontrola kvality

' i
| 3.6.1 Physical / Chemical testing / fyzikdini / chemickd/

Any restrictions or clarifying remarks related to the scope of this certificate: none
Omezeni nebo vysvétleni k rozsahu tohoto certifikatu: Zadna
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