EC PROHLASENiI SHODY
EC DECLARATION OF CONFORMITY
CiSLO (NO.): M - ZP - 05.22/R00
MEDIN, a.s.

Se sidlem (Company address):  Vlachovicka 619, 592 31 Nové Mésto na Moravé, Ceska republika
ICO (Company Registration No.): CZ43378030

Prohlasuje, Ze nasledujici vyrobky odpovidaji Evropské smérnici 93/42/EHS tykajici se zdravotnickych prostredk( ve znéni
smérnice Evropského parlamentu a Rady 2007/47/EC, a jsou opravnény
pouzivat znacku CE.

Declare that following products are conform with the EC Medical Device Directive, 93/42/EEC amended by Directive
2007/47/ES, and that the products are entitled to bear the CE marking.

Toto prohlaseni bylo vystaveno dle:  PFiloha VIl Smérnice 93/42/EHS: EC prohlaseni shody

This declaration is in accordance with: Annex VIl of Directive 93/42/EEC: EC Declaration of conformity

Chirurgické a stomatologické nastroje tfidy |
- Nadoby pro ulozeni nastroju
- Nadoby pro sterilizaci
- Nastroje pro sterilizaci

Vyrobek: Modely: | Specifikace v priloze prohlaseni

Surgical and dental instruments class |
- Containers for storing instruments
- Containers for sterilization
- Instruments for sterilization

Product: Models: Specified in Annex to this certificate

Upozornéni: Toto prohladent ztraci platnost, jestiize byly provedeny jakékoliv zmény vy$e uvedenych vyrobkt bez souhlasu MEDIN a.s.
Notice:  This declaration loses its validity if there were performed any changes with the above products without agreement of MEDIN, a.s.

Datum / Date: 1.11.2016
Misto / Place: Nové Mésto na Moravé

\/
ManazZer CE / Manager of CE Generalni feditel / General director
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Priloha EC prohlaseni shody €islo (No.): M — ZP - 05.22/R00
Annex EC declaration of conformity

MEDIN, a.s., Vlachovicka 619, 592 31 Nové Mé&sto na Moravé, Ceska republika, IGO0 : CZ43378030

Vyrobek: Chirurgicke a stomatologické nastroje tridy |
Product: Surgical and dental instruments class |

Modely / Models:

Nédoby pro uloZeni nastroju / Containers for storing instruments

ECTIND s Nézev modelu | Model name
1. Toulec Quiver

Miska Bowl

Tac Tray

Kazeta Cassette

Nadobka Bowl

Jehelnik Needle case
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Nadoby pro sterilizaci / Containers for sterilization
~ C.INo. | = Nazevmodelu i : : ‘Model name

1. Sterilizaéni buben Sterilization drum

Steriliza¢ni kontejner Containers for sterilization

Viko sterilizagniho kontejneru Lid for sterilization container
Vana steriliza¢niho kontejneru Bottom of sterilization container

Sterilizaéni sito Sterilization sieve
Krabicka steriliza¢ni Sterilization box

Nastroje pro sterilizaci / Instruments for sterilization
C./ No. ' Nazev modelu Model name
15 Spona na nastroje Safety pin




MEDIN

PFiloha EC prohlaseni shody &islo (No.): M — ZP — 05.22/R00

Annex EC declaration of conformity

Vyse uvedené vyrobky jsou ve shodé s témito harmonizovanymi normami:
The above mentioned products are. _conform to harmonized standards:

CSN EN I1SO 14937

Sterilizace prostredk( zdravotnické péce - Obecné pozadavky na charakterizaci sterilizaémho
¢inidla a vyvoj, validaci a prub&znou kontrolu postupu sterilizace zdravotnickych prostredk(
Sterilization of health care products. General requirements for characterization of a sterilizing agent
and the development, validation and routine control of a sterilization process for medical devices

CSN EN 980

Grafické znacky pro oznaovani zdravotnickych prostiedkul
Graphical symbols for use in the labelling of medical devices

CSN EN 16061

Instrumentarium pouzivané ve spojeni s neaktivnimi chirurgickymi implantaty - Obecné pozadavky
Instrumentation for use in association with non- active surgical implants — General requirements

CSNEN ISO 13485

Zdravotnickeé prostiedky — Systémy managementu jakosti - poZzadavky pro Ucéely pfedpist. Medical
devices - Quality management systems - Requirements for regulatory purposes

CSN EN 1041

Informace poskytované vyrobce zdravotnickych prostredku
Information supplied by the manufacturer of medical devices

CSN EN ISO 10993-1

Biologické hodnoceni zdravotnickych prostiedku — ¢ast 1: Hodnoceni a zkouseni v rdmci procesu
fizeni rizika.

Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk management
proces.

CSN EN ISO 10993-5

Biologické hodnoceni zdravotnickych prostfedkl — &ast 5: Zkoudky na cytotoxicitu in vitro.
Biological evaluation of medical devices — Part 5. Tests for in vitro cytotoxicity.

CSN EN ISO 10993-9

Biologické hodnoceni zdravotnickych prostfedk - ¢ast 9: Obecné zasady pro kvalitativni a
kvantitativni stanoveni potencionainich degradaénich produktu.

Biological evaluation of medical devices — Part 9. Framework for identification and quantification of
potential degradation products.

CSN EN ISO 14155-1

Klinické zkousky zdravotnickych prostfedk(l pro humanni Géely — Cast 1: Vieobecné pozadavky.
Clinical investigation of medical devices for human subjects — Part 1: General requirements

CSN EN I1SO 14155-2

Klinické zkousky zdravotnickych prostfedk( pro humanni Géely — Cast 1: Plany klinickych zkousek.
Clinical investigation of medical devices for human subjects — Part 2: Clinical investigation plans.

CSN EN ISO 27740

Chirurgické nastroje. Skalpely se snimatelnymi Cepelemi. Mezni rozméry.
Instruments for surgery, scalpeles with detachable blades, fitting dimensions.

CSNEN ISO 14971

Zdravotnické prostredky — Aplikace fizeni rizika na zdravotnické prostredky
Medical devices. Application of risk management to medical devices

CSN EN ISO 17664

Sterilizace zdravotnickych prostiedkl - Informace, které maji byt poskytnuty vyrobcem pro
zpracovani opakované sterilizovatelnych zdravotnickych prostredkd

Sterilization of medical devices. Information to be provided by the manufacturer for the processing
of resterilizable medical devices

Misto / Place: Nové Mésto na Morave

Datum / Date: 1.11.2016
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