CESKA REPUBLIKA
CZECH REPUBLIC

Veterinarni osvédéeni do EU
Veterinary certificate to EU

Cast I: Podrobnosti o odeslané zasilce
Part I: Details of dispatched consignment

I.1. Odesilatel 1.2.  Cislo jednaci osvédg&eni l.2.a.
Consignor Certificate reference No
Nazev
Name
Adresa 1.3. Prislusny ustfedni organ
Address Central competent authority
Tel. 1.4, Pfislusny mistni organ
Tel. Local competent authority
1.5.  Pfijemce 1.6. Osoba zodpovédna za zasilku v EU
Consignee Person responsible for the load in EU
Nazev
Name Jméno
Name
Adresa
Address Adresa
Address
PsC PsC
Postcode Postcode
Tel. Tel.
Tel. Tel.
I.7.  Zemé puvodu Kéd ISO  1.8. Region puvodu Kod 1.9.  Zemé urceni Kéd ISO 1.10. Region uréeni
Country of origin ISO code Region of origin Code Country of destination 1SO code Region of
destination
1.11. Misto puvodu 1.12. Misto ur¢eni
Place of origin Place of destination
Nazev Cislo schvaleni Celni sklad
Name Approval number Custom warehouse
Adresa B
Address Cislo schvaleni
Approval number
Nazev Cislo schvaleni
Name Approval number i
Adresa Nazev
Address Name
Adresa
Nazev Cislo schvaleni Address
Name Approval number .
Adresa psc
Address Postcode

1.13. Misto nakladky
Place of loading

1.14. Datum odjezdu
Date of departure

1.15. Dopravni prostfedek
Means of transport

Letadlo Plavidlo

Aeroplane D Ship I:I
Silniéni vozidlo
Road vehicle D
Identifikace
Identification
Odkaz na dokument
Documentation references

Vagon
Railway wagon I:I

Ostatni I:I

Other

1.16. Vstupni stanovisté hrani¢ni kontroly EU
Entry BIP in EU

1.17.

1.18. Popis zbozi
Description of commaodity

1.19. Kdd zboZi (Kod HS)
Commodity code (HS code)

1.20. Mnozstvi
Quantity

1.21. Teplota produktl
Temperature of product
Okolni Chlazené
Ambient I:l Chilled

Zmrazené

D Frozen

1.22. Pocet baleni
Number of packages

Ll
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1.23.

Cislo plomby/kontejneru
Seal/Container No

1.24. Druh obalu

Type of packaging

1.25.

Zbozi osvédcené pro:
Commodities certified for:

Technické vyuziti
Technical use g

1.26.

Pro tranzit pfes EU do tfeti zemé
For transit through EU to third country

Treti zemé
Third country

[

Kéd I1ISO
ISO code

1.27. Pro dovoz nebo pfijem do EU
For import or admission into EU

Ol

1.28.

Identifikace zbozi
Identification of the commodities

Druh (Védecky nazev)
Species (Scientific name)

Cislo schvaleni zafizeni

Approval number of establishments

Vyrobni zavod
Manufacturing plant

Cista hmotnost
Net weight

Cislo 8arze
Batch number
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CESKA REPUBLIKA Meziprodukty uréené pro vyrobu lécivych pfipravk, veterinarnich lécivych pripravki,
CZECH REPUBLIC zdravotnickych prostredkd pro |ékarské a veterinarni tucely, aktivnich implantabilnich
zdravotnickych prostfedki, diagnostickych zdravotnickych prostiedkt in vitro pro

|ékaFské a veterinarni ucely, laboratornich ¢inidel a kosmetickych prostiedkt

Intermediate products to be used for the manufacture of medicinal products, veterinary medicinal

products, medical devices for medical and veterinary purposes, active implantable medical

devices, in vitro diagnostics medical devices for medical and veterinary purposes, laboratory

reagents, and cosmetic products

Ceni

Cast II: Osvéd
Part I1: Certification

I Zdravotni informace Il.a. Cislo jednaci osvéd&eni 1l.b.
Health information Certificate reference No

PROHLASENI / DECLARATION

J4, nize podepsany, prohlasuji, Ze vySe uvedeny meziprodukt je uréen k dovozu do Evropské unie nebo k tranzitu pres uzemi

Evropské unie a Ze odpovida definici v pfiloze | bodé 35 nafizeni Komise (EU) &. 142/2011 (*2) a zejména Ze:

I, the undersigned, declare that the intermediate product referred to above is intended to be imported by me into or to be transited through the European
Union and satisfies the definition of an intermediate product provided for in point 35 of Annex | to Commission Regulation (EU) No 142/2011 (*3), and in
particular that:

1) je uréen pro vyrobu:
it is intended for the manufacture of:
(%) bud [- légivych pipravki,]
() either medicinal products,]
(3 a/nebo - veterinarnich IéCivych pfipravku,]
() and/or veterinary medicinal products,]
(3 a/nebo - zdravotnickych prostiedkl pro Iékafské a veterinarni ucely,]
() and/or medical devices for medical and veterinary purposes,]
(%) a/nebo - aktivnich implantabilnich zdravotnickych prostfedkd,]
(%) and/or active implantable medical devices,]
(%) a/nebo - diagnostickych zdravotnickych prostfedku in vitro pro Iékafské a veterinarni ucely,]
() and/or in vitro diagnostic medical devices for medical and veterinary purposes,]
()amebo . laboratornich ginidel]
() and/or laboratory reagents,]
(3 a/nebo [- kosmetickych prostfedk;]
() and/or cosmetic products;]

2) jeho faze navrhu, zpracovani a vyroby byly fadné dokoncéeny, a je tedy mozné pfizpisobit material pfimo nebo jako sloZzku produktu uréeného k
uvedenému UcCelu, vyzaduje vSak dalSi vyrobni nebo zpracovatelské ukony, jako je miSeni, potahovani, montovani nebo baleni, aby byl pfipraven k
uvedeni na trh nebo do provozu jako |éCivy pFipravek, veterinarni IéCivy pFipravek, zdravotnicky prostfedek pro Iékafské a veterinarni Gcely, aktivni
implantabilni zdravotnicky prostfedek, diagnosticky zdravotnicky prostfedek in vitro pro Iékafské a veterinarni ucely nebo kosmeticky prostfedek v
souladu s pravnimi predpisy Evropské unie (1), které se na tyto produkty vztahuiji, nebo jako laboratorni &inidlo;
its design, transformation and manufacturing stages have been sufficiently completed in order to qualify the material directly or as a component of a
product intended for that purpose, except for the fact that it requires further manufacturing or transformation such as mixing, coating, assembling or
packaging to make it suitable for placing on the market or putting into service as a medicinal product, veterinary medicinal product, medical device
for medical and veterinary purposes, an active implantable medical devices, an in vitro diagnostic medical device for medical and veterinary purposes
or a cosmetic product in accordance with the European Union legislation (**) applicable to those products or as a laboratory reagent;

3) byl ziskan z: / it has been derived from:

(%) bud _materidlu, jenz mize pochazet ze zvifat, kterd byla podrobena nezdkonnému o$etieni podle definice v ¢€l. 1 odst. 2 pism. d)
() either smérnice Rady 96/22/ES (*) nebo v &l. 2 pism. b) smérnice Rady 96/23/ES (?);]
material which may have originated from animals submitted to an illegal treatment as defined in Article 1 (2)(d) of Council Directive
96/22/EC (%) or in Article 2(b) of Council Directive 96/23/EC (%);]

(%) a/nebo _ téla porazenych zvifat a jejich ¢asti, nebo v pfipadé zvére téla usmrcenych zvifat nebo jejich ¢asti, které jsou podle pravnich
[
(2) and/or predpist Unie vhodné k lidské spotiebé, av§ak z obchodnich divodl nejsou k lidské spotiebé uréeny;]
carcases and parts of animals slaughtered or, in the case of game, bodies or parts of animals killed, and which are fit for human
consumption in accordance with Union legislation, but are not intended for human consumption for commercial reasons;]

() a/nebo _  jate¢né upravena téla a nize uvedené ¢asti pochazejici bud ze zvitat, ktera byla poraZzena na jatkach a po prohlidce pfed porazkou
[
() and/or byla shledana jako zpusobila k poraZce k lidské spotifebé, nebo téla a nize uvedené ¢asti zvéfe usmrcené k lidské spotiebé v
souladu s pravnimi pfedpisy Unie:
carcases and the following parts originating either from animals that have been slaughtered in a slaughterhouse and were
considered fit for slaughter for human consumption following an ante-mortem inspection or bodies and the following parts of animals
from game killed for human consumption in accordance with Union legislation:

i) jate¢né upravena téla nebo téla zvifat a jejich ¢asti, které byly v souladu s pravnimi pfedpisy Unie prohlaSeny za nevhodné
k lidské spotfebé, avSak nevykazovaly zadné pfiznaky onemocnéni pfenosného na €lovéka nebo zvirata;
carcases or bodies and parts of animals which are rejected as unfit for human consumption in accordance with Union
legislation, but which did not show any signs of disease communicable to humans or animals;

ii) hlavy dribeze;
heads of poultry;

i) kize a kozky, v€etné jejich odfezkud a platkd, rohy a koncetiny, véetné ¢lankud prsth, zapéstnich a zaprstnich kustek, nartt a
zanarti, zvifat jinych nez prezvykavcu;
hides and skins, including trimmings and splitting thereof, horns and feet, including the phalanges and the carpus and
metacarpus bones, tarsus and metatarsus bones, of animals other than ruminants;

iv) praseci Stétiny;
pig bristles;

V) pefi;]
feathers;]
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CESKA REPUBLIKA Meziprodukty uréené pro vyrobu lécivych pfipravk, veterinarnich lécivych pripravki,
CZECH REPUBLIC zdravotnickych prostredkd pro |ékarské a veterinarni tucely, aktivnich implantabilnich
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Cast II: Osvéd
Part I1: Certification

I Zdravotni informace Il.a. Cislo jednaci osvéd&eni 1l.b.
Health information Certificate reference No

(2) a/nebo - krve zvitat jinych nez prezvykavcl, kterd nevykazovala zadné pFiznaky onemocnéni pfenosného krvi na ¢lovéka nebo zvifata,
() and/or ktera byla porazena na jatkach a ktera byla po prohlidce pred porazkou shledana vhodnymi pro ucely porazky k lidské spotfebé v
souladu s pravnimi predpisy Unie;]
blood of animals which did not show any signs of disease communicable through blood to humans or animals obtained from animals
other than ruminants that have been slaughtered in a slaughterhouse after having been considered fit for slaughter for human
consumption following an ante-mortem inspection in accordance with Union legislation;]

(3) a/nebo - vedlej$i produkty ZivociSného plvodu, které vznikaji pfi vyrobé produktd uréenych k lidské spotifebé, véetné odtuénénych kosti,
(3) and/or Skvarkd nebo kalu z odstfedivky nebo separatoru ze zpracovani miléka;]
animal by-products arising from the production of products intended for human consumption, including degreased bone, greaves
and centrifuge or separator sludge from milk processing;]

(%) a/nebo - produktu Zivoc¢isného puvodu nebo potravin obsahujicich produkty Zivogisného plvodu, které z obchodnich divodd nebo z divod(
(3 and/or problém( zpusobenych vyrobnimi vadami, vadami baleni nebo jinymi zavadami, z nichZ nevznika zadné riziko pro zdravi lidi ani
zvifat, jiz nejsou urceny k lidské spotfebé;]
products of animal origin, or foodstuffs containing products of animal origin, which are no longer intended for human consumption
for commercial reasons or due to problems of manufacturing or packaging defects or other defects from which no risk to public or
animal health arise;]

a/nebo 2 rmiv pro zvifata v zdjmovém chovu a krmiv Zivoc¢isného plvodu nebo krmiv obsahujicich vedlej$i produkty Zivocisného plivodu &i
2) a/neb: [- krmi ifat; aj ém ch krmiv Zivo¢isného ptivod bo krmiv obsahujicich vedlej$i produkty Zivocisného plvodu &i
and/or ziskané produkty, které z obchodnich divodd nebo z divodu problému zpisobenych vyrobnimi vadami, vadami baleni nebo jinymi
(3 and/ iskané produkty, které z obchodnich divod( nebo z divod blém zplsobenych vyrobnimi vadami, vadami baleni nebo jinymi
zavadami, z nichz nevznika zadné riziko pro zdravi lidi ani zvifat, jiz nejsou uréeny ke krmeni;]
petfood and feedingstuffs of animal origin, or feedingstuffs containing animal by-products or derived products, which are no longer
intended for feeding for commercial reasons or due to problems of manufacturing or packaging defects or other defects from which
no risk to public or animal health arises;]

(%) a/nebo - krve, placenty, viny, pefi, srsti, rohl, odfezkd kopyt a paznehtl a syrového miéka pochazejicich ze Zivych zvirat, kterd nevykazovala
(3 and/or zadné pfiznaky onemocnéni pfenosného timto produktem na ¢lovéka nebo zvirata;]
blood, placenta, wool, feathers, hair, horns, hoof cuts and raw milk originating from live animals that did not show signs of any
disease communicable through that product to humans or animals;]

2) alnebo _vodni zivocichové a jejich ¢asti, kromé& morskych savcu, ktefi nevykazovali Zadné pfiznaky onemocnéni prenosnych na ¢lovéka
[ €] Y y! p y p Y/
(3) and/or nebo zvifata,]
aquatic animals, and parts of such animals, except sea mammals, which did not show any signs of diseases communicable to
humans or animals;]

(%) a/nebo - vedlejSich produktl Zivoc¢isného puvodu z vodnich ZivocichG pochazejicich z podnik nebo zafizeni na vyrobu produktt uréenych
(3) and/or k lidské spotfebé;]

animal by-products from aquatic animals originating from plants or establishments manufacturing products for human consumption;]
(%) a/nebo - niZze uvedeného materialu pochazejiciho ze zvifat, kterd nevykazovala Zadné priznaky onemocnéni pfenosného timto materialem
(%) and/or na ¢lovéka nebo zvifata:

the following material originating from animals which did not show any signs of disease communicable through that material to
humans or animals:
i) ulity mékkysu a kory$t s mékkymi tkdnémi nebo masem;

shells from shellfish with soft tissue or flesh;

i) tento material pochazejici ze suchozemskych zvirat:
the following originating from terrestrial animals:

- vedlej$i produkty z lihni,
hatchery by-products;

- vejce,
€ggs;

- vedlej$i produkty z vajec, v€etné vajecnych skorapek;
egg by-products, including egg shells;

iii) jednodenni kufata usmrcena z obchodnich divodi,]
day-old chicks killed for commercial reasons;]

() a/nebo [- VedlejSich produktd Zivocisného pivodu z vodnich nebo suchozemskych bezobratlych Zivogichd, kromé druhl patogennich pro
() and/or ¢Elovéka nebo zvifata;]

animal by-products from aquatic or terrestrial invertebrates other than species pathogenic to humans or animals;]
(%) a/nebo - zvifat z fadu hlodavc( (Rodentia) a zajicovcu (Lagomorpha) a jejich ¢asti, kromé materialu kategorie 1 uvedeného v €l. 8 pism. a)
() and/or bodech iii), iv) a v) a materialu kategorie 2 uvedeného v ¢l. 9 pism. a) az g) nafizeni (ES) €. 1069/2009;]

animals and parts thereof of the zoological orders of Rodentia and Lagomorpha, except Category 1 material as referred to in Article
8(a)(iii), (iv) and (v) and Category 2 material as referred to in Article 9(a) to (g) of Regulation (EC) No 1069/2009;]

() a/nebo [ Produktl ziskanych z téchto Zivogicht nebo témito ZivoCichy vytvofenych:
() and/or products derived from or generated by:
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- vodni zivogichové a jejich ¢asti, kromé mofrskych savcu, ktefi nevykazovali Zadné pfiznaky onemocnéni pfenosného
na ¢lovéka nebo zvirata,
aquatic animals, and parts of such animals, except sea mammals, which did not show any signs of disease
communicable to humans or animals,

- vodni nebo suchozeméti bezobratli Zivo¢ichové, kromé druhd patogennich pro ¢lovéka nebo zvifata,
aquatic or terrestrial invertebrates other than species pathogenic to humans or animals,

- zvifata z fadd hlodavcl (Rodentia) a zajicovcu (Lagomorpha) a jejich ¢asti, kromé materialu kategorie 1 uvedeného v
¢l. 8 pism. a) bodech iii), iv) a v) a materialu kategorie 2 uvedeného v &l. 9 pism. a) az g) nafizeni (ES) €. 1069/2009;]
animals and parts thereof of the zoological orders of Rodentia and Lagomorpha, except Category 1 material as referred
to in Article 8(a)(iii), (iv) and (v) and Category 2 material as referred to in Article 9(a) to (g) of Regulation (EC) No

1069/2009;]
(%) a/nebo - zvifat a jejich €asti, kromé zvifat a jejich ¢asti uvedenych v €lanku 8 nebo 10 (ES) €. 1069/2009:
(%) and/or animals and parts of animals, other than those referred to in Article 8 or Article 10 of Regulation (EC) No 1069/2009,
i) zvifata, ktera uhynula jinak nez porazkou nebo usmrcenim k lidské spotfebé, véetné zvifat usmrcenych za ucelem tlumeni
nakazy;
that died other than by being slaughtered or killed for human consumption, including animals killed for disease control
purposes;
ii) plody;
foetuses;

iii) oocyty, embrya a sperma, které nejsou ur¢eny k chovnym tceldm; a
oocytes, embryos and semen which are not destined for breeding purposes; and

iv) drabez odumfela ve vejci;]
dead-in-shell poultry;]

(%) a/nebo _ vedlejsich produktu Zivoc¢isného plvodu jinych nez material kategorie 1 nebo material kategorie 3;]
(2) and/or animal by-products other than Category 1 material or Category 3 material;]

4) jeho vné&jsi obal je oznagen néapisem ,POUZE PRO LECIVE PRIPRAVKY / VETERINARNI LECIVE PRIPRAVKY / ZDRAVOTNICKE PROSTREDKY
PRO LEKARSKE A VETERINARNI UCELY / AKTIVNi IMPLANTABILNi ZDRAVOTNICKE PROSTREDKY / DIAGNOSTICKE ZDRAVOTNICKE
PROSTREDKY IN VITRO PRO LEKARSKE A VETERINANI UCELY / LABORATORNI CINIDLA / KOSMETICKE PROSTREDKY* a neni v zadné
fazi ur€en k zadnému jinému vyuziti v ramci Evropské unie;
its outer packaging is labelled 'FOR MEDICINAL PRODUCTS / VETERINARY MEDICINAL PRODUCTS / MEDICAL DEVICES FOR MEDICAL AND
VETERINARY PURPOSES / ACTIVE IMPLANTABLE MEDICAL DEVICES / IN VITRO DIAGNOSTIC MEDICAL DEVICES FOR MEDICAL AND
VETERINARY PURPOSES / LABORATORY REAGENTS /COSMETIC PRODUCTS ONLY’ and itis not intended to be diverted at any stage within
the European Union for any other use;

5) zasilka bude dopravena pfimo na misto ur€eni v Evropské unii uvedené v kolonce 1.12. tohoto prohlaseni, kterym je:
the consignment will be transported directly to the place of destination in the European Union as indicated under point 1.12 of this declaration, that is:

(%) bud [zafizeni nebo podnik pro vyrobu IéCivych pfipravkd, veterinarnich lécivych pripravk(, zdravotnickych prostfedkd pro Iékarské a
(3 either veterinarni ucely, aktivnich implantabilnich zdravotnickych prostfedku, diagnostickych zdravotnickych protfedkd in vitro pro lékafské a
veterinarni Ucely, laboratornich ¢inidel nebo kosmetickych prostredku, které(y) byl(o) registrovan(o) v souladu s ¢lankem 23 natizeni
(ES) ¢. 1069/2009,]
[an establishment or plant for the production of medicinal products, veterinary medicinal products, medical devices for medical and
veterinary purposes, active implantable medical devices, in vitro diagnostic medical devices for medical and veterinary purposes,
laboratory reagents or cosmetic products, which has been registered in accordance with Article 23 of Regulation (EC) No 1069/2009],

(3 nebo [zafizeni nebo podnik, které(y) byl(o) schvalen(o) v souladu s ¢l. 24 odst. 1 pism. i) nafizeni (ES) ¢. 1069/2009, odkud smi byt odeslana
®or pouze do zafizeni nebo podniku uvedeného v pfedchozi odrazce tohoto bodu.]
[an establishment or plant which has been approved in accordance with 24(1)(i) of Regulation (EC) No 1069/2009, from where they
may only be dispatched to an establishment or plant referred to in the preceding indent of this point.]

Poznamky / Notes

—  Kolonka I.19.: Poutzijte pfislu§ny kéd harmonizovaného systému (HS) v souladu s rozhodnutim Komise 2007/275/ES ze dne 17. dubna 2007
Box reference 1.19.: o seznamech zvifat a produktu, na néz se vztahuji kontroly na stanovistich hrani¢ni kontroly podle smérnic Rady 91/496/EHS
a 97/78/ES (UF. vést. L 116, 4.5.2007, s.9).
use appropriate Harmonised Systém (HS) code in accordance with Commission Decision 2007/275/EC of 17 April 2007
concerning lists of animals and products to be subject to controls at border inspection posts in accordance with Council
Directives 91/496/EEC and 97/78/EC (OJ L 116, 4.5.2007, p.9)

—  Kolonka 1.25.: Technické vyuziti: jakékoli jiné vyuziti kromé krmeni zvitat.
Box reference 1.25.: technical use: any use other than for animal consumption.
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(*8  Ur vést. L 54, 26.2.2011, s. 1.
0J L 54, 26.2.2011, p. 1.

(*0) Smérnice Evropského Parlamentu a Rady 2001/82/ES ze dne 6. listopadu 2001 o kodexu Spole¢enstvi tykajicim se veterinarnich lécivych
pripravka (UF. vést. L 311, 28.11.2001, s. 1), smérnice Evropského parlamentu a Rady 2001/83/ES ze dne 6. listopadu 2001 o kodexu
Spole&enstvi tykajicim se humannich Iégivych pripravka (UF. vést. L 311, 28.11.2001, s. 67), smérnice Rady 93/42/EHS ze dne 14. dervna 1993 o
zdravotnickych prostrecich (UF. vést. L 169, 12.7.1993, s. 1), smérnice Evropského parlamentu a Rady 98/79/ES ze dne 27. fijna 1998 o
diagnostickych zdravotnickych prostfedcich in vitro (UF. vést. L 331, 7.12.1998, s. 1), nafizeni Evropského parlamentu a Rady (ES) &. 1223/2009
ze dne 30. listopadu 2009 o kosmetickych pFipravcich (UF. vést. L 342, 22.12.2012, s. 59), podle situace.

Directive 2001/82/EC of the European Parliament and of the Council of 6 November 2001 on the Community code relating to veterinary medicinal
products (OJ L 311, 28.11.2001, p. 1), Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the
Community code relating to medicinal products for human use (OJ L 311, 28.11.2001, p. 67), Council Directive 93/42/EEC of 14 June 1993
concerning medical devices (OJ L 169, 12.7.1993, p. 1) and Directive 98/79/EC of the European Parliament and the Council of 27 October 1998 on
in vitro diagnostic medical devices (OJ L 331, 7.12.1998, p. 1), Regulation (EC) No 1223/2009 of the European Parliament and of the Council of 30
November 2009 on cosmetic products (OJ L 342, 22.12.2009, p. 59), as appropriate.

) Nehodici se $krtnéte.
Delete as appropriate.

(?®  Ur vést. L 125, 23.5.1996, s. 3.
0J L 125, 23.5.1996, p. 3.

(®)  Ur vést. L 125, 23.5.1996, s. 10.
0J L 125, 23.5.1996, p. 10.

Dovozce

The importer

Jméno (hilkovym pismem): Adresa:
Name (in capital letters): Address:
Datum: Podpis:
Date: Signature:
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