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EC PROHLASENIi SHODY
EC DECLARATION OF CONFORMITY
CiSLO (NO.): M - ZP - 05.02/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 nasleduijici vyrobky odpovidaji Evropské smérmnici 93/42/EHS tykajici se zdravotnickych prostfedkl ve znéni
smeérnice 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 prohladeni 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
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Chirurgické a stomatologické nastroje fezné tfidy |
- Drzatka
- Jehly
Vyrobek: - Skalpely Specifikace v pfiloze prohlaseni
- Nastroje na varixy
- Noze
- Ostatni fezné nastroje

Surgical and dental instruments cutting class |
- Handles
- Needles
Product: - Scalpels Models:
- Instruments for varices
= Knives
- Others cutting instruments

Specified in Annex to this
certificate

Upozornéni: Toto prohiaseni ztraci platnost, jestlize byly provedeny jakékoliv zmény vySe uvedenych vyrobkii 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: 1.3.2016
Misto / Place: Nové Mésto na Moravé

A

Manazer CE / Manager of CE Generalni feditel / General director
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MEDIN, a.s., Vlachovicka 619, 592 31 Nové Mé&sto na Moravé, Ceska republika, 1CO : CZ43378030

Vyrobek:
Product:

Priloha EC prohlaseni shody ¢islo (No.): M - ZP - 05.02/R00

Annex EC declaration of conformity

Modely / Models:

Drzatka / Ha_ndles__

Chirurgické a stomatologické nastroje fezné tridy |
Surgical and dental instruments cutting class |

~ C.INo

_ Nézev modelu

_Model name

1.

Drzatko skalpelovych cepelek

Scalpel handle

defliliNeadias
S UNo T

__Nazev modelu

~ Model name

1

Jehla epilaéni

Depilation needle

Jehla preparaéni

Dissecting needle

Jehla parecentésni

Paracentesis needle

Jehla zavadéci

Guide needle

G I No.

Skalpely / Scalpels

~ Nazev modelu

Model name

15

Skalpel

Operating knife

2

Skalpel oéni

Eye scalpel

Nastroje na varixy / Instruments for varices

 ¢./No.

Nazev modelu

Model name

1k

Nastroj na varixy

Instrument for varices
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Priloha EC prohlaseni shody cislo (No.): M - ZP - 05.02/R00
Annex EC declaration of conformity

Nqie / _Knives )
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Tonsil knife
Nasal knife
Amputating knife
Plaster knife
Post mortem knife

0Z na meniskus Meniscus knife
Nz transplantacni Transplantation knife
Uz na dasen Gum knife
Nuz na furunkl Furuncle knife
Nuz udni Ear knife

™

o

=

o

o

=

@

©

=3
o

tatni fezné nastroje / Others cutting instruments : ;
No. |  Nazevmodelu =~ | ~ Modelname
Nastroj na protéti vazu Instrument for cutting of ligament
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Pfiloha EC prohlaseni shody ¢islo (No.): M - ZP - 05.02/R00
Annex EC declaration of conformity

VysSe uvedené vyrobky jsou ve shodé s témito harmonizovanymi normami :

CSN EN ISO 14937 Sterilizace prostiedkl zdravotnické péce - Obecné pozadavky na charakterizaci sterilizaéniho
¢inidla a vyvoj, validaci a pribéznou kontrolu postupu sterilizace zdravotnickych prostiedku
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 ISO 15223-1 Znadky pro §titky, oznacovani a informace poskytované se zdravotnickymi prostredky
Symbols to be used with medical device labels, labelling and information to be supplied

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

CSN EN ISO 13485 Zdravotnické prostfedky — Systémy managementu jakosti - pozadavky pro Ucely predpist. Medical
devices - Quality management systems - Requirements for regulatory purposes

CSN EN 1041 Informace poskytované vyrobce zdravotnickych prostfedku
Information supplied by the manufacturer of medical devices

CSN EN ISO 10993-1 Biologické hodnoceni zdravotnickych prostiedkl — ¢ast 1: Hodnoceni a zkouseni v ramci 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 prostiedki — éast 5: Zkousky na cytotoxicitu in vitro.
Biological evaluation of medical devices — Part 5. Tests for in vitro cytotoxicity.

CSN EN ISO 10993-9 Biologické hodnoceni zdravotnickych prostfedki - ¢ast 9: Obecné zasady pro kvalitativni a
kvantitativni stanoveni potencionalnich degradacnich produktl. Biological evaluation of medical
devices — Part 9. Framework for identification and guantification of potential degradation products.

CSN EN ISO 14155-1 Klinické zkousky zdravotnickych prostfedk( pro humanni uéely — Cast 1: Vieobecné pozadavky.
Clinical investigation of medical devices for human subjects — Part 1: General requirements

CSN EN ISO 14155-2 Klinické zkousky zdravotnickych prostfedkd pro humanni ugely — Cast 1: Plany klinickych zkou$ek.
Clinical investigation of medical devices for human subjects — Part 2: Clinical investigation plans.

CSN EN ISO 27740 Chirurgické nastroje. Skalpely se snimatelnymi ¢epelemi. Mezni rozméry.

Instruments for surgery, scalpeles with detachable blades, fitting dimensions.

CSN EN 1SO 14971 Zdravotnické prostfedky — Aplikace fizeni rizika na zdravotnické prostiedky
Medical devices. Application of risk management to medical devices

CSN EN ISO 17664 Sterilizace zdravotnickych prostfedku - Informace, které maji byt poskytnuty vyrobcem pro
zpracovani opakované sterilizovatelnych zdravotnickych prostredk
Sterilization of medical devices. Information to be provided by the manufacturer for the processing
of resterilizable medical devices
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Misto / Place: Nové Mésto na Moravé
Datum / Date: 1.3.2016
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