Prevodni tabulka (CZ)

PROVADECI NARIZENI KOMISE(EU) 2025/2091 ze dne 17. fijna 2025, kterym se stanovi spravnd vyrobni praxe
pro veterinarni |éCivé pripravky v souladu s nafizenim Evropského parlamentu a Rady (EU) 2019/6

KAPITOLA | OBECNA USTANOVENI

Clanek 1 PFedmét a oblast plisobnosti

e EudralLex Volume 4, Introduction

Clanek 2 Definice

¢ Eudralex Volume 4, Glossary

e Eudralex Volume 4, Part |, Chapter 1: 1.12
¢ Eudralex Volume 4, Annex 1: Glossary

¢ Eudralex Volume 4, Annex 15: Glossary

e EudraLex Volume 4, Annex 19: 2.1

Clanek 3 Uloha drizitele rozhodnuti o registraci, pokud jde o spravnou vyrobni praxi
* New, based on

o Eudralex Volume 4, Part |, Chapter 1: 1.11

o Eudralex Volume 4, Part |, Chapter 5: 5.71

KAPITOLA Il FARMACEUTICKY SYSTEM JAKOSTI

Clanek 4 Zavedeni farmaceutického systému jakosti

¢ Directive 91/412/EEC, Article 6

e Eudralex Volume 4, Part |, Chapter 1: Principle, 1.1
Clanek 5 Pozadavky na farmaceuticky systém jakosti

¢ Eudralex Volume 4, Part |, Chapter 1: Principle, 1.3-1.5, 1.7-1.8, 1.11, 1.13
e Eudralex Volume 4, Part |, Chapter 2: 2.4

e Eudralex Volume 4, Part |, Chapter 3: 3.6

¢ Eudralex Volume 4, Part |, Chapter 4: Principle, 4.32

e EudraLex Volume 4, Part |, 5: 5.1, 5.27, 5.60

e Eudralex Volume 4, Annex 1: 3.

Clanek 6 Pfezkoumani jakosti pFipravku

e Eudralex Volume 4, Part |, Chapter 1: 1.4(xi), 1.10-1.11
¢ Eudralex Volume 4, Part |, Chapter 6: 6.35

Clanek 7 Vnitfni inspekce

e Directive 91/412/EEC, Article 14

¢ Eudralex Volume 4, Part |, Chapter 9



Clanek 8 Pfezkoumani vedenim

¢ Eudralex Volume 4, Part |, Chapter 1: 1.6

KAPITOLA Il PRACOVNICI

Clanek 9 Obecné pozadavky na pracovniky

* Directive 91/412/EEC, Article 7(1)-(3), Article 11(1)

¢ Eudralex Volume 4, Part |, Chapter 2: Principle, 2.1-2.3, 2.5, 2.9, 2.11, 2.23
¢ Eudralex Volume 4, Part |, Chapter 5: 5.1

e Eudralex Volume 4, Annex 11: 2.

Clanek 10 Skoleni

* Directive 91/412/EEC, Article 7(4)

¢ Eudralex Volume 4, Part |, Chapter 2: 2.10-2.12, 2.14
e Eudralex Volume 4, Annex 11: 2.

Clanek 11 Hygiena

¢ Directive 91/412/EEC, Article 7(5)

¢ Eudralex Volume 4, Part |, Chapter 2: 2.13, 2.15-2.20

KAPITOLA IV PROSTORY A ZARIZENI

Clanek 12 Obecné pozadavky na prostory

* Directive 91/412/EEC, Article 8(1)-(2)

¢ Eudralex Volume 4, Part |, Chapter 3: Principle, 3.1-3.2, 3.4-3.5, 3.15
e Eudralex Volume 4, Part |, Chapter 5: 5.10, 5.16, 5.19
Clanek 13 Vyrobni prostory

¢ Eudralex Volume 4, Part |, Chapter 3: 3.6-3.12, 3.14
¢ Eudralex Volume 4, Part |, Chapter 5: 5.11

Clanek 14 Prostory kontroly jakosti

e Eudralex Volume 4, Part |, Chapter 3: 3.17, 3.26-3.29
¢ Eudralex Volume 4, Part |, Chapter 5: 5.43

¢ Eudralex Volume 4, Part |, Chapter 6: 6.5

Clanek 15 Skladové prostory

e Eudralex Volume 4, Part |, Chapter 3: 3.18-3.25

¢ Eudralex Volume 4, Part |, Chapter 5: 5.16, 5.17, 5.20
Clanek 16 Pomocné prostory

e Eudralex Volume 4, Part |, Chapter 3: 3.30-3.33



Clanek 17 Kontroly teploty a prostiedi

¢ Eudralex Volume 4, Part |, Chapter 3: 3.3, 3.16, 3.19
¢ Eudralex Volume 4, Part |, Chapter 5: 5.43

¢ Eudralex Volume 4, Part |, Chapter 6: 6.7

Clanek 18 Zafizeni

e Directive 91/412/EEC, Article 8(3)

¢ Eudralex Volume 4, Part |, Chapter 3: Principle, 3.3, 3.34-3.44
e Eudralex Volume 4, Part |, Chapter 5: 5.14, 5.22

¢ Eudralex Volume 4, Part |, Chapter 6: 6.5, 6.29

¢ Eudralex Volume 4, Annex 11: 1.8

¢ Eudralex Volume 4, Annex 15: Principle 4.1-4.2
Clanek 19 Kvalifikace prostor a zafizeni

e Directive 91/412/EEC, Article 8(3),10

¢ Eudralex Volume 4, Part |, Chapter 1: 1.4(xii)

e EudraLex Volume 4, Annex 15: General, 4.1, 11.2, 11.4

KAPITOLA V DOKUMENTACE

Clanek 20 Systém dokumentace

¢ Directive 91/412/EEC, Article 9

¢ Eudralex Volume 4, Part |, Chapter 1: 1.7

¢ Eudralex Volume 4, Part | Chapter 4: Principle, 4.1-4.3, 4.5, 4.32
Clanek 21 Specifikace a pokyny

¢ Eudralex Volume 4, Part |, Chapter 1: 1.8(i), (iv)

¢ EudralLex Volume 4, Part |, Chapter 4: Required GMP documentation (by type): Instructions (directions or
requirements) type: Specifications, Manufacturing Formulae, Processing, Packaging and Testing Instructions,
Procedures; Protocols, 4.2-4.4, 4.9, 4.13- 4.19, 4.24-4.26

¢ Eudralex Volume 4, Part |, Chapter 5: 5.2, 5.5-5.8, 5.13, 5.14
Clanek 22 Zaznamy
e Eudralex Volume 4, Part |, Chapter 3: 3.25

¢ Eudralex Volume 4, Part |, Chapter 4: Required GMP documentation (by type): Record/Report type: Records, 4.8,
4.20-4.23,4.27,4.31

¢ Eudralex Volume 4, Part |, Chapter 5: 5.2, 5.15, 5.37-5.39, 5.44, 5.47, 5.60
¢ Eudralex Volume 4, Part |, Chapter 6: 6.8
Clanek 23 Dalsi dokumentace

¢ Eudralex Volume 4, Part |, Chapter 4: Principle, Required GMP documentation (by type): Site master file, 4.27,
4.29-4.30



¢ Eudralex Volume 4, Part |, Chapter 5: 5.44

Clanek 24 Doba uchovavani

e Directive 91/412/EEC, Article 9(1)

e Eudralex Volume 4, Part |, Chapter 4: 4.11, 4.12

¢ Eudralex Volume 4, Part |, Chapter 6: 6.10

Clanek 25 Integrita dat

e Directive 91/412/EEC, Article 9(2)

¢ Eudralex Volume 4, Part |, Chapter 1: 1.13(ii)

¢ Eudralex Volume 4, Part |, Chapter 4: Principle, 4.1, 4.7, 4.9, 4.10

e Eudralex Volume 4, Annex 11:7.1-7.2,9, 12.1-12.2

KAPITOLA VI VYROBA

Clanek 26 Obecné pozadavky na vyrobu

¢ Directive 91/412/EEC, Article 10

¢ Eudralex Volume 4, Part |, Chapter 1: 1.4(x)-(xii), 1.8(vii)

¢ Eudralex Volume 4, Part |, Chapter 5: Principle, 5.15, 5.23-5.26, 5.42-5.43, 5.71
Clanek 27 Manipulace s materidly a ptipravky

¢ Eudralex Volume 4, Part |, Chapter 5: 5.2-5.5, 5.7, 5.11-5.14, 5.30-5.32, 5.41, 5.46, 5.52, 5.65
Clanek 28 Kvalifikace dodavateli a soulad se specifikacemi

¢ Eudralex Volume 4, Part I, Chapter 5: 5.27-5.29, 5.33, 5.35-5.36, 5.45

e EudraLex Volume 4, Annex 15:5.12

Clanek 29 Prevence kiizové kontaminace

¢ Directive 91/412/EEC, Article 10

¢ Eudralex Volume 4, Part |, Chapter 3: 3.6

¢ Eudralex Volume 4, Part |, Chapter 5: 5.9-5.11, 5.17-5.22, 5.40, 5.49-5.50
Clanek 30 Balici operace

e Eudralex Volume 4, Part |, Chapter 5: 5.46, 5.48, 5.51, 5.53-5.59, 5.61-5.62
Clanek 31 Zamitnuté, obnovené a vracené materialy

¢ Eudralex Volume 4, Part |, Chapter 5: 5.66-5.70

Clanek 32 Pouzivani ionizujiciho zareni

New

e Legal basis for Annex VIl which transposes Annex 12 of EudraLex Volume 4



KAPITOLA VIl KONTROLA JAKOSTI

Clanek 33 Obecné pozadavky na kontrolu jakosti

* Directive 91/412/EEC, Article 11(2)-(3)

¢ Eudralex Volume 4, Part |, Chapter 1: 1.9

e Eudralex Volume 4, Part |, Chapter 2: 2.8

¢ Eudralex Volume 4, Part |, Chapter 5: 5.8, 5.34,5.71
¢ Eudralex Volume 4, Part |, Chapter 6: 6.1-6.4, 6.6-6.7, 6.9, 6.16, 6.18, 6.33, 6.35
e Eudralex Volume 4, Annex 5: 64.

Clanek 34 Vzorkovani

e Directive 91/412/EEC, Article 11(4)

e Eudralex Volume 4, Part |, Chapter 2: 2.11

¢ Eudralex Volume 4, Part |, Chapter 6: 6.11-6.14

¢ Eudralex Volume 4, Annex 4: 8.-9.

e EudraLex Volume 4, Annex 8: 1., 5.

e Eudralex Volume 4, Annex 19: 2.1, 3.1-3.2,4.1,6.1
Clanek 35 Zkouseni

¢ Eudralex Volume 4, Part |, Chapter 5: 5.63

¢ Eudralex Volume 4 Part |, Chapter 6: Principle, 6.15-6.25
Clanek 36 Pribézny program stability

¢ Eudralex Volume 4, Part |, Chapter 6: 6.26-6.34, 6.36
Clanek 37 Technicky transfer zku$ebnich metod

¢ Eudralex Volume 4, Part |, Chapter 6: 6.37- 6.41

KAPITOLA VIIl CERTIFIKACE A PROPOUSTENI SARZI

Clanek 38 Kvalifikovana osoba

¢ Regulation (EU) 2019/6, Article 97(1)

¢ Eudralex Volume 4, Chapter 2: 2.6

¢ Eudralex Volume 4, Annex 16: General principles, 1.2,1.4,1.4.1-1.4.3,1.7,1.7.1-1.7.21, 2, 2.1-2.2
Clanek 39 Certifikace a propousténi sarzi

* Regulation (EU) 2019/6, Article 97(6)

e Eudralex Volume 4, Part |, Chapter 5: 5.65

¢ Eudralex Volume 4, Annex 16: General principles, 1.1, 1.3, 1.4.1-1.4.2,1.5.2,1.5.7, 1.6, 1.10, 4.1-4.3
Clanek 40 Dalsi pozadavky na dovoz veterinarnich lé¢ivych pripravki

e EudralLex Volume 4, Annex 16: 1.5, 1.5.1-1.5.6



e EudraLex Volume 4, Annex 21:5.1.3,5.3-5.5,6.1
Clanek 41 Prebalovaci operace

¢ Eudralex Volume 4, Annex 16: 1.9

Clanek 42 Zachazeni s neplanovanymi odchylkami

e Eudralex Volume 4, Annex 16: section 3

KAPITOLA IX EXTERNE ZAJISTOVANE CINNOSTI
Clanek 43 Pozadavky na externé zajistované €innosti
¢ Directive 91/412/EEC, Article 12

¢ Eudralex Volume 4, Part |, Chapter 2: 2.23

e Eudralex Volume 4, Part |, Chapter 7: 7.1, 7.5-7.8, 7.11, 7.13, 7.14, 7.16, 7.17

KAPITOLA X ZAVADY V JAKOSTI A STAHOVANI PRIPRAVKU
Clanek 44 Zavady v jakosti

e Directive 91/412/EEC, Article 13

¢ Eudralex Volume 4, Part |, Chapter 8: Principle, 8.1-8.19
Clanek 45 Stahovani pripravk(

e Directive 91/412/EEC, Article 13

¢ Eudralex Volume 4, Part |, Chapter 8: Principle, 8.20-8.31

KAPITOLA X1 ZAVERECNA USTANOVENI
Clanek 46 Vstup v platnost a pouzitelnost

New

PRILOHA I STERILNi PRIPRAVKY A ASEPTICKA VYROBA
Eudralex Volume 4, Annex 1 Manufacture of Sterile Medicinal Products
ODDIL | OBLAST PUSOBNOSTI

e EudraLex Volume 4, Annex 1: 1

ODDIL Il OBECNE ZASADY

e Eudralex Volume 4, Annex 1: 2.1-2.7, 3.1.vi, 3.2

ODDIL Ill PROSTORY

111.1. Obecné pozadavky



e EudraLex Volume 4, Annex 1: 4.1-4.9, 4.14-4.17

111.2. Pfenaseni zafizeni a materialti a pohyb pracovnikd

¢ Eudralex Volume 4, Annex 1: 4.10-4.13

111.3. Bariérové technologie

e Eudralex Volume 4, Annex 1: 4.18-4.22

111.4. Kvalifikace Cistych mistnosti a zafizeni s ¢istym vzduchem
¢ Eudralex Volume 4, Annex 1: 4.23-4.28, 4.30-4.32

lII.5. Dezinfekce

¢ Eudralex Volume 4, Annex 1: 4.33-4.36

ODDIL IV ZARIZENI

e EudralLex Volume 4, Annex 1: 5.1-5.9

ODDIL V MEDIA

V.1. Obecné pozadavky

¢ Eudralex Volume 4, Annex 1: 6.1-6.6

V.2. Vodni systémy

e EudraLex Volume 4, Annex 1: 6.7-6.15

V.3. Para pouzivana jako pfimé sterilizacni médium
e EudraLex Volume 4, Annex 1: 6.16-6.17

V.4. Rozvody plyni a vakua

e EudraLex Volume 4, Annex 1: 6.18-6.20

V.5. Vyhtivaci, chladici a hydraulické systémy

¢ Eudralex Volume 4, Annex 1: 6.21-6.22

ODDIL VI PRACOVNICI

e Eudralex Volume 4, Annex 1: 7.1-7.18

ODDIL VII VYROBA A SPECIFICKE TECHNOLOGIE
VII.1. Termindlné sterilizované pfFipravky

e EudraLex Volume 4, Annex 1: 8.1-8.6

¢ Eudralex Volume 4, Annex 4: point 10

VII.2. Asepticka pfiprava a zpracovani

e EudraLex Volume 4, Annex 1: 8.7-8.19



VII.3. Zavérecné operace

¢ Eudralex Volume 4, Annex 1: 8.20-8.33
VIl.4. Sterilizace

e Eudralex Volume 4, Annex 1: 8.34-8.95
VIl.4.1 Obecné poZadavky

VII.4.2 Sterilizace teplem

VII.4.3 Sterilizace vihkym teplem

VII.4.4 Sterilizace suchym teplem

VIl.4.5 Sterilizace zafenim

VII.4.6 Sterilizace ethylenoxidem

VII.4.7 Sterilizace filtraci u pFipravki, které nelze sterilizovat v konecném obalu
VII.5. Form-Fill-Seal

¢ Eudralex Volume 4, Annex 1: 8.96-8.104
VII.6. Blow-Fill-Seal

e EudraLex Volume 4, Annex 1: 8.105-8.120
VII.7. Lyofilizace

¢ Eudralex Volume 4, Annex 1: 8.121-8.126
VII.8. Uzaviené systémy

e EudraLex Volume 4, Annex 1: 8.127-8.130
VIIL.9. Systémy na jedno pouZziti

e EudraLex Volume 4, Annex 1: 8.131-8.139

ODDIL VIIl MONITOROVANi PROSTREDI A PROCESU

VIII.1. Obecné pozadavky

e Eudralex Volume 4, Annex 1: 9.1-9.3

VIIl.2. Monitorovani prostiedi a procesu

¢ Eudralex Volume 4, Annex 1: 9.4-9.13

VIII.3. Monitoring prostiedi — celkova koncentrace castic

e Eudralex Volume 4, Annex 1: 9.14-9.21

VIll.4. Monitorovani prostiedi a pracovnikii — koncentrace Zivotaschopnych ¢astic
e Eudralex Volume 4, Annex 1: 9.22-9.31

VIIL.5. Aseptic process simulation (also known as media fill)

e EudralLex Volume 4, Annex 1: 9.32-9.49



ODDIL IX KONTROLA JAKOSTI (QC)

e EudraLex Volume 4, Annex 1: 10.1-10.11

PRILOHA 11 BIOLOGICKE A IMUNOLOGICKE PRiIPRAVKY
¢ Eudralex Volume 4, Annex 2 Manufacture of Biological active substances and Medicinal Products for Human Use

¢ Eudralex Volume 4, Annex 5 Manufacture of Immunological Veterinary Medicinal Products

I. OBLAST PUSOBNOSTI
¢ Eudralex Volume 4, Annex 2: Scope, Table 1., Principle

¢ Eudralex Volume 4, Annex 5: Principle

Il. PRACOVNICI
¢ EudraLex Volume 4, Annex 2: General Guidance, 1-4

e EudraLex Volume 4, Annex 5: 1-5

I1l. PROSTORY A ZARIZENI

lIl.1. Prostory

e Eudralex Volume 4, Annex 2: 5-12, 16-17

e EudraLex Volume 4, Annex 5: 6-17, 19, 32, 56

lzolace

Soubéznd vyroba riiznych pfipravkii ve stejném prostoru
11l.2. Zafizeni

e Eudralex Volume 4, Annex 2: 13-15

¢ Eudralex Volume 4, Annex 5: 21-27, 48, 52

IV. ZVIRATA
e EudraLex Volume 4, Annex 2: 20-25, B1. ANIMAL SOURCED PRODUCTS, B7 TRANSGENIC ANIMALS

e Eudralex Volume 4, Annex 5: 18, 29- 31

V. VYCHOZi MATERIALY A SUROVINY
e Eudralex Volume 4, Annex 2: 31- 36, 65

e Eudralex Volume 4, Annex 5: 34- 37



VI. SYSTEM JEDNOTNE INOKULACE A BUNECNYCH BANK
¢ Eudralex Volume 4, Annex 2: 39-47

¢ Eudralex Volume 4, Annex 5: 40-45

VIl. VYROBA
¢ Eudralex Volume 4, Annex 2: Principle, 7, 18, 29-33, 48-62, 64, B.4. VACCINES 3.

¢ Eudralex Volume 4, Annex 5: 25, 33, 38-39, 46-47, 49, 51- 55, 57-63, 67-68

VIIl. KONTROLA JAKOSTI
¢ EudraLex Volume 4, Annex 2: 66-67, 69-70

e EudraLex Volume 4, Annex 5: 65- 68

IX. ZVLASTNi POZADAVKY PRO VYBRANE TYPY PRIPRAVKU

IX.1. Alergenové pripravky

e EudraLex Volume 4, Annex 2: B2. ALLERGEN PRODUCTS

IX.2. Pfipravky z imunosér Zivocisného plavodu

¢ Eudralex Volume 4, Annex 2: B3. ANIMAL IMMUNOSERA PRODUCTS
IX.3. Vakciny

e EudraLex Volume 4, Annex 2: B4. VACCINES 1.-2., 4.-5.

IX.4. Rekombinantni pFipravky

e Eudralex Volume 4, Annex 2: B5. RECOMBINANT PRODUCTS

IX.5. PFipravky z monoklonalnich protilatek

¢ Eudralex Volume 4, Annex 2: B6. MONOCLONAL ANTIBODY PRODUCTS
IX.6. Veterinarni lé€ivé pripravky z geneticky modifikovanych / genomové editovanych zvirat
e EudraLex Volume 4, Annex 2: B7. TRANSGENIC ANIMAL PRODUCTS

IX.7. Veterinarni léc¢ivé pripravky z geneticky modifikovanych / genomové editovanych rostlin

e EudralLex Volume 4, Annex 2: B8. TRANSGENIC PLANT PRODUCTS

PRILOHA 111 ZVLASTNi POZADAVKY NA URCITE VETERINARNI LECIVE PRIPRAVKY
e EudraLex Volume 4,

Annex 4: Manufacture of veterinary medicinal products other than immunological veterinary medicinal products,
Annex 6: Manufacture of Medicinal Gases,

Annex 7: Manufacture of Herbal Medicinal Products,

Annex 9: Manufacture of Liquids, Creams and Ointments,

Annex 10: Manufacture of pressurised metered dose aerosol preparations for inhalation



I. ROSTLINNE VETERINARNI LECIVE PRIPRAVKY

¢ EudraLex Volume 4, Annex 7

Il. VETERINARNI LECIVE PRIPRAVKY URCENE K ZAPRACOVANI DO MEDIKOVANYCH KRMIV
¢ Eudralex Volume 4, Annex 4 - Manufacture of premixes for medicated feedingstuffs
I1l. VETERINARNI LECIVE PRIPRAVKY PROTI EKTOPARAZITUM

¢ Eudralex Volume 4, Annex 4 - Manufacture of ectoparasiticides

IV. TEKUTE LEKOVE FORMY, KREMY A MASTI

e EudraLex Volume 4, Annex 9

V. MEDICINALNi PLYNY

¢ Eudralex Volume 4, Annex 6

V.1 Oblast plisobnosti

V.2 Pracovnici

V.3 Prostory

V.5 Dokumentace

V.6 Vyroba

V.7 Kontrola jakosti

VI. AEROSOLOVE PRIPRAVKY PRO INHALACNI POUZITI

¢ EudraLex Volume 4, Annex 10

V1.1 Obecné

V1.2 Prostory a zafizeni

V1.3 Vyroba a kontrola jakosti

PRILOHA IV SYSTEMY RiZENE POCITACEM

Eudralex Volume 4, Annex 11 Computerised Systems
I. OBLAST PUSOBNOSTI

¢ Eudralex Volume 4, Annex 11: Principle

Il. OBECNE POZADAVKY

¢ Eudralex Volume 4, Annex 11: Principle, 1., 3.1-3.4
IIl. FAZE PROJEKTU

e EudraLex Volume 4, Annex 11: 4.1-4.2,4.4-4.8

IV. OPERACNI FAZE

e EudralLex Volume 4, Annex 11: 4.3, 5-17

PRILOHA V KVALIFIKACE A VALIDACE



e EudraLex Volume 4, Annex 15 Qualification and Validation

I. OBLAST PUSOBNOSTI

¢ Eudralex Volume 4, Annex 15: Principle, 1st and 4th sentence

1. OBECNE POZADAVKY

¢ Eudralex Volume 4, Annex 15: General, Principle, 2nd and 3rd sentence, 1.1.-1.8., 11.1-11.7
11l. DOKUMENTACE

¢ Eudralex Volume 4, Annex 15: 2.1.-2.10.

IV. FAZE KVALIFIKACE PRO ZARIZENI, PROSTORY, MEDIA A SYSTEMY
¢ Eudralex Volume 4, Annex 15: 3.1.-3.14, 7.2, 8.1-8.3, GLOSSARY

V. REKVALIFIKACE

e EudraLex Volume 4, Annex 15: 4.1-4.2

V1. VALIDACE PROCESU

e Eudralex Volume 4, Annex 15: 5.1-5.11, 5.13-5-14, 5.16-5.32, 11.4, GLOSSARY
V1.1 Obecné pozadavky

VI.2 Tradicni validace procest

V1.3 Kontinualni ovéfovani procesti

V1.4 Hybridni pFistup

V1.5 PriibéZné ovérovani procest béhem Zivotniho cyklu

V1.6 Soubézna (konkurentni) validace

VII.VALIDACE ZKUSEBNICH METOD

e EudraLex Volume 4, Annex 15:9.1-9.3

VIII.VALIDACE CISTENI

e EudralLex Volume 4, Annex 15: 10.1-10.15, GLOSSARY

PRILOHA VI Sablona zakladniho dokumentu o misté vyroby

¢ Eudralex Volume 4, Part lll, Explanatory Notes on the preparation of a Site Master File
Template for the site master file

e Eudralex Volume 4, Part lll, Explanatory Notes on the preparation of a Site Master File: 1.1-1.4
1.VSEOBECNE INFORMACE O VYROBCI

e Eudralex Volume 4, Part lll, Explanatory Notes on the preparation of a Site Master File: Annex: Content of Site
Master File, 1.1-1.3

1.1. Kontaktni informace vyrobce
1.2. Povolené farmaceutické vyrobni cinnosti v misté vyroby

1.3. Veskeré jiné vyrobni ¢innosti provadéné v misté vyroby



2. SYSTEM RiZENi JAKOSTI VYROBCE

¢ Eudralex Volume 4, Part lll, Explanatory Notes on the preparation of a Site Master File, Annex: Content of Site
Master File, 2.1-2.5

2.1. Systém fizeni jakosti vyrobce

2.2. Postup propousténi konecnych pfipravk
2.3. Rizeni dodavatel(i a smluvnich partnert
2.4. Rizeni rizik pro jakost

2.5. Pfezkoumani jakosti pfipravku

3. PRACOVNICI

¢ Eudralex Volume 4, Part Ill, Explanatory Notes on the preparation of a Site Master File, Annex: Content of Site
Master File, 3.

4. PROSTORY A ZARIZENi

¢ Eudralex Volume 4, Part Ill, Explanatory Notes on the preparation of a Site Master File, Annex: Content of Site
Master File, 4.1-4.2.3

4.1. Prostory
4.2. Zarizeni
5. DOKUMENTACE

¢ Eudralex Volume 4, Part Ill, Explanatory Notes on the preparation of a Site Master File, Annex: Content of Site
Master File, 5.

6. VYROBA

¢ Eudralex Volume 4, Part Ill, Explanatory Notes on the preparation of a Site Master File, Annex: Content of Site
Master File, 6.1-6.3

6.1.Typ pripravk{

6.2. Validace procesti

6.3. Zachazeni s materialy a jejich skladovani
7. KONTROLA JAKOSTI (QC)

¢ Eudralex Volume 4, Part lll, Explanatory Notes on the preparation of a Site Master File, Annex: Content of Site
Master File, 7.

8. PREPRAVA, REKLAMACE, ZAVADY A STAHOVANI PRiPRAVKU

¢ Eudralex Volume 4, Part Ill, Explanatory Notes on the preparation of a Site Master File, Annex: Content of Site
Master File, 8.1-8.2

8.1. Pfepravni opatfeni (v rozsahu odpovédnosti vyrobce)
8.2. Reklamace, zavady a stahovani ptipravki
9. VNITRNI INSPEKCE

¢ Eudralex Volume 4, Part lll, Explanatory Notes on the preparation of a Site Master File, Annex: Content of Site
Master File, 9.



Dodatky

¢ Eudralex Volume 4, Part lll, Explanatory Notes on the preparation of a Site Master File, Annex: Content of Site
Master File, Appendix 1-8

— Dodatek 1: Kopie platného povoleni k vyrobé.

— Dodatek 2: Seznam vyrabénych Iékovych forem véetné nazvli INN nebo bézného nazvu (existuje-li) pouzivanych
farmakologicky ucinnych latek (API).

— Dodatek 3: Kopie platného certifikatu SVP.

— Dodatek 4: Seznam smluvnich vyrobct a laboratofi, véetné adres a kontaktnich informaci, a diagramy
dodavatelskych fetézch pro tyto externé zajistované ¢innosti.

— Dodatek 5: Organizacni schémata.

— Dodatek 6: Usporadani vyrobnich prostor, véetné toku materialu a pohybu pracovnikii a obecnych diagramti
vyrobnich procest vSech typu pripravku (Iékovych forem), a usporadani skladl a skladovacich
prostor.

— Dodatek 7: Schematické vykresy vodnich systéma.

— Dodatek 8: Seznam hlavniho vyrobniho a laboratorniho zaftizeni.

PRILOHA VII POUZIVANI IONIZUJICIHO ZARENI PRI VYROBE VETERINARNICH LECIVYCH PRIPRAVKU
¢ Eudralex Volume 4, Annex 12 Use of ionising radiation in the manufacture of medicinal products
I. OBECNA USTANOVENI

e EudraLex Volume 4, Annex 12: 1.-3.

Il. PROSTORY

e Eudralex Volume 4, Annex 12: 28.

1. ZARIZENI

e EudraLex Volume 4, Annex 12: 5.-8., 12.-27.

11l.1 Dozimetry

11l.2 Ozafovaci zafizeni

111.2.1 Kvalifikace

111.2.2 Ozarovaci zafizeni pracujici s gama paprskem

111.2.3 Ozarovaci zafizeni pracujici s elektronovym paprskem

IV. DOKUMENTACE

e Eudralex Volume 4, Annex 12: 42-45

V. ZPRACOVANI

e Eudralex Volume 4, Annex 12: Introduction, 29.-41.

V.1 Obecna ustanoveni

V.2 Ozarovaci zafizeni pracujici s gama paprskem

V.3 Ozafovaci zafizeni pracujici s elektronovym paprskem



VI.VALIDACE PROCESU

e EudralLex Volume 4, Annex 12:9.-11.
VII. MIKROBIOLOGICKY MONITORING
e Eudralex Volume 4, Annex 12: 46.
VIIl. ZADANi SUBDODAVATELI

¢ Eudralex Volume 4, Annex 12: 1.-2.

PRILOHA VIII

EudralLex Volume 4, Annex 16: Certification by a Qualified Person and Batch Release
I. Vzor konfirmace ¢astecné vyroby

¢ Eudralex Volume 4, Annex 16: Appendix |,

Il. Vzor certifikatu o propusténi Sarze

¢ Eudralex Volume 4, Annex 16: Appendix Il

PRILOHA IX ZKOUSKY PROPOUSTENI V REALNEM CASE A PARAMETRICKE PROPOUSTENI
EudralLex Volume 4, Annex 17: Real Time Release Testing and Parametric Release

I. ZKOUSKY PROPOUSTENI V REALNEM CASE

e EudraLex Volume 4, Annex 17: 3.1-3.11

Il. PARAMETRICKE PROPOUSTENI

e Eudralex Volume 4, Annex 17: 4.1-4.18



