MEDIN

EC PROHLASENi SHODY

EC DECLARATION OF CONFORMITY
CiSLO (NO.): M - ZP - 06 - 05 R01

MEDIN, a.s.

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

Prohlasujeme na vlastni zodpovédnost, Ze nasledujici vyrobky odpovidaji Evropské smérnici 93/42/EHS ve znéni smérnice
Evropského parlamentu a Rady 2007/47/EC a Ze byl dodrzen stanoveny postup pfi posouzeni shody.
Uvedené vyrobky jsou opravnény pouZivat zna¢ku CE2460.
Posouzeni shody se zucastnila notifikovana osoba ¢. 2460
DNV GL Presafe AS, Veritasveien 3, 1363 Hovik, Norsko

We Medin, a.s., declare under our sole responsibility, that following products are conform with the EC Medical Device Directive,
93/42/EEC amended by Directive 2007/47/ES, and that we adhered to the stipulated conformity procedures.
The products are entitled to bear the CE2460 marking.
The conformity assessment was performed with participation of the Notified Body N° 2460
DNV GL Presafe AS, Veritasveien 3, 1363 Hevik, Norway

Postup prokazani shody: PFiloha Il (s vyjimkou ¢asti 4) Smérnice rady 93/42/EHS pro zdravotnické prostredky
Conformity assessment procedure: Annex Il (excluding section 4) of Council Directive 93/42/ EEC on Medical Devices

Klasifikace: Neaktivni implantabilni zdravotnické prostredky tfidy llb podle pravidla 8
Classification: Non Active Implantable Medical devices class Ilb according to Rule 8

Nazev produktu / Product name: Systém implantatd pro humerus / Humeral Bones Implants System

Nazev modelu Model name Nazev submodelu Submodel name
B R e Ini Humeral nail Hfeb humeralni univerzalni Universal humeral nail
Hieb humeralni univerzalni Ti Universal humeral nail Ti
Accessories:
Sroub kompresni Compression screw $roub kompresni Comprassign seeaw
P P Sroub kompresni Ti Compression screw Ti
. R ; Sroub kortikalni Cortical screw
SLECbKOFGH e oo Sroub kortikalni Ti Cortical screw Ti
; Zatka End cap
gatla Ehd cap Zatka Ti End cap Ti

Prehled variant vyrobk( je uveden v pfiloze. / An overview of the product variants is given in the Annex.

Upozornéni:  Toto prohiaseni ztrdci platnost, dojde-li ke zméné.skutecnosti, za kterych bylo vydano, a pokud tyto zmény mohou oviivnit viastnosti vyse uvedenych
zdravotnickych prostiedki z hlediska zakladnich poZadavki.
Notice: This declaration loses its validity if the conditions of its issue were changed and if these changes can affect the properties of the above mentioned medical

devices, from the point of view of the fundamental requirements

Datum / Date: 01. 07. 2020
Misto / Place: Nové Mésto na Moravé

Ing. OldFfich Pospichal
Manazer regulaénich zaleZitosti / Regulatory Affairs Manag
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MEDIN

Priloha EC prohlaseni shody ¢islo (No.): M - ZP - 06 - 05 R01
Annex EC declaration of conformity

Vyse uvedené vyrobky jsou ve shodé s témito harmonizovanymi normami
The above products are in compliance with these harmonized standards

EN 1041:2008 Informace poskytované vyrobce zdravotnickych prostredki

Information supplied by the manufacturer of medical devices

Biologické hodnoceni zdravotnickych prostiedku — ¢ast 1: Hodnoceni a zkouseni v ramci procesu fizeni rizika
Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk rnanagement proces

EN ISO 10993-5:2009 Biologické hodnoceni zdravotnickych prostfedku — ¢ast 5: Zkousky na cytotoxicitu in vitro. Biological evaluation of
medical devices — Part 5. Tests for in vitro cyfotoxicity.

ENISO 10993-12:2012 Biologické hodnoceni zdravotnickych prostredky - Cast 12: Pfiprava vzork( a referenéni materialy

Biological evaluation of medical devices - Part 12: Sample preparation and reference materials

Obaly pro zavérecné sterilizované zdravotnické prostfedky - Cast 1: PoZadavky na materialy, systémy sterilni

bariéry a systémy baleni

Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier systems

and packaging systems

ENISO 11607-2:2006 Obaly pro zavérecné sterilizované zdravotnické prostiedky - Cast 2: Validace pozadavki na proces tvarovani,

utésnéni a sestaveni

Packaging for terminally sterilized medical devices -- Part 2: Validation requirements for forming, sealing and

assembly processes

Sterilizace zdravotnickych prostfedkl - Mikrobiclogické metody - Cést 1: Stanoveni populace mikroorganizmd na

vyrobcich

Sterilization of health care products - Microbiological methods - Part 1. Determination of a population of

microorganisms on producls

Sterilizace zdravotnickych prostfedku - Mikrobiologické metody - Cast 2: Zkoudky sterility provadéné pfi

definovani, validaci a udrzovani postupu sterilizace.

Stenlization of medical devices - Microbiological methods - Part 2: Tests of sterility performed in the definition,

validation and maintenance of a sterilization process

EN ISO 10993-1:2009

EN ISO 11607-1:2009

ENISO 11737-1:2006

EN ISO 11737-2:2009

EN ISO 13485:2016 Zdravotnické prostiedky — Systémy managementu kvality - poZadavky pro Uéely piedpist
Medical devices - Quality management systermns - Requirements for requlatory purposes
EN ISO 14602:2011 Neaktivni chirurgické implantaty — Implantaty pro osteosyntézu - zvladtni poZzadavky
Non-active surgical implants -- Implants for osteosynthesis -- Parlicular requirements
EN ISO 14630:2009 Neaktivni chirurgické implantaty - Obecné pozadavky.
Non-active surgical implants - General requirements.
ENISO 14971:2012 Zdravotnické prostfedky — Aplikace fizeni rizika na zdravotnické prostiedky Medical devices. Application of risk

management to medical devices
Znacky pro Stitky, oznacovani a informace poskytované se zdravotnickymi prostfedky — Cast 1. obecné

EN ISO 15223-1:2016

poZadavky
Symbols fo be used with medical device labels, labelling and information to be supplied — Part 1: General
requirements

EN ISO 17664:2017 Sterilizace zdravotnickych prostfedk( - Informace, které maji byt poskytnuty vyrobcem pro zpracovani

opakované sterilizovatelnych zdravotnickych prostiedku

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

EN ISO 17665-1:2006 St?rilizace vyrobkl pro zdravotni pééi — Sterilizace vihkym teplem — Cast 1. PoZadavky na vyvoj, validaci a
prubéznou kontrolu sterilizaéniho postupu pro zdravotnické prostredky

Sterilization of health care products -- Moist heat -- Part 1: Requirements for the development, validation and
routine control of a sterilization process for medical devices

Zdravotnické prostredky - Cast 1: Aplikace stanoveni pouzitelnosti na zdravotnické prostfedky

Medical devices -Part 1: Application of usability engineering to medical device

EN 62366:2008

EN 62366-1:2015 Zdravotnické prostfedky — Aplikace stanoveni pouzitelnosti na zdravotnické prostiedky
Medical devices. Application of usability engineering to medical devices
1SO 5832-1:2019 Chirurgické implantaty - Kovové materidly. Cast 1. Tvafené korozivzdorné oceli
Implants for surgery - Metallic materials. Part 1: Wrought stainless steel
EN ISO 5832-3:2016 Chirurgické implantaty - Kovové materialy - Cast 3: Slitina titanu, hliniku 6 a vanadu 4 pro tvafeni

Implants for surgery - Metallic materials - Part 3: Wrought titanium 6-aluminium 4-vanadium alloy.

Uvedené normy jsou aktualni k datu vydani tohoto prohlaseni. / These standards are current on the date of this Declaration.

Misto / Place: Nové Mésto na Moravé
Datum / Date: 01. 07. 2020
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Priloha EC prohlaseni shody ¢islo M-ZP-06-05 R0O1
Annex EC declaration of conformity

Submodel Cislo artiklu / REF number Varianty / Variants
397 129 77 2000 7x190 mm
3:?3&'::::;3:;:?:’:i';za'"' 397 129 77 2010 7x210 mm
397 129 77 2020 7%230 mm
397 129 77 2030 7%x250 mm
397 129 77 2040 7%x270 mm
397 129 77 2050 7%x290 mm
397 129 77 2070 8x190 mm
397 129 77 2080 8x210 mm
397 129 77 2090 8x230 mm
397129 77 2100 8x250 mm
39712977 2110 8x270 mm
39712977 2120 8x290 mm
397 129 77 2140 9%210 mm
397 129 77 2150 9x230 mm
397 129 77 2160 9x250 mm
39712977 2170 9%270 mm
397 12977 2180 9x290 mm
397 12977 2190 9x310 mm
Submodel Cislo artiklu / REF number Varianty / Variants
Hieb humeralni univerzalni Ti 397129 77 2003 7x190 mm
Universal humeral nail Ti 397129772013 7x210 mm
397 129 77 2023 7x230 mm
397129 77 2033 7%250 mm
397 129 77 2043 7x270 mm
397 129 77 2053 7x290 mm
397 129 77 2073 8x190 mm
397 129 77 2083 8x210 mm
397 129 77 2093 8x230 mm
39712977 2103 8x250 mm
39712977 2113 8x270 mm
39712977 2123 8x290 mm
397 12977 2143 9x210 mm
397 129 77 2153 9x230 mm
397129 77 2163 9x250 mm
39712977 2173 9x270 mm
39712977 2183 9%290 mm
39712977 2193 9x310 mm
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Prislusenstvi: / Accessories:

Annex EC declaration of conformity

Submodel

Cislo artiklu / REF number

Varianty / Variants

Sroub kompresni

Priloha EC prohlaseni shody ¢islo M-ZP-06-05 R0O1

. 397 129 77 2240 L18 mm

Compression screw

Sroub kon}presnl Ti ) 397 129 77 2243 L18 mm

Compression screw Ti

Submodel Cislo artiklu / REF number Varianty / Variants
397 12977 2210 LOXM6 mm, 6HR 2,5

Zatka

End cap 397129772220 D8xL5xM6 mm, 6HR2,5
397129772230 D8xL10xM6 mm, 6HR2,5
397 129 77 2213 LOXM6 mm, 6HR2,5

Zatka Ti

End cap Ti 397129772223 D8xL5xM6 mm, 6HR 2,5
39712977 2233 8xL10xM6 mm, 6HR 2,5

Submodel Cislo artiklu / REF number Varianty Variants

Sroub kortikalni
Cortical screw

397 12979 5241

samorezny, HA 3,5x16 mm

self-tapping, HA 3,5x16 mm

39712979 5251

samorezny, HA 3,5x18 mm

self-tapping, HA 3,5x18 mm

397129795261

samorezny, HA 3,5x20 mm

self-tapping, HA 3,5x20 mm

39712979 5271

samorezny, HA 3,5x22 mm

self-tapping, HA 3,5x22 mm

39712979 5281

samorezny, HA 3,5x24 mm

self-tapping, HA 3,5x24 mm

397129795291

samorezny, HA 3,5x26 mm

self-tapping, HA 3,5x26 mm

397 12979 5301

samorezny, HA 3,5x28 mm

self-tapping, HA 3,5x28 mm

39712979 5311

samorezny, HA 3,5x30 mm

self-tapping, HA 3,5x30 mm

397129795321

samorezny, HA 3,5x32 mm

self-tapping, HA 3,5x32 mm

39712979 5331

samorezny, HA 3,5x34 mm

self-tapping, HA 3,5x34 mm

397129 79 5341

samorezny, HA 3,5x36 mm

self-tapping, HA 3,5x36 mm

39712979 5351

samorezny, HA 3,5x38 mm

self-tapping, HA 3,5x38 mm

39712979 5361

samorezny, HA 3,5x40 mm

self-tapping, HA 3,5x40 mm

39712979 5371

samorezny, HA 3,5x42 mm

self-tapping, HA 3,5x42 mm

397 129 79 5441

samorezny, HA 3,5x44 mm

self-tapping, HA 3,5x44 mm

397129 79 5451

samorezny, HA 3,5x46 mm

self-tapping, HA 3,5x46 mm

397 129 79 5461

samorezny, HA 3,5x48 mm

self-tapping, HA 3,5x48 mm

39712979 5391

samorezny, HA 3,5x50 mm

self-tapping, HA 3,5x50 mm

397 129 79 5401

samorezny, HA 3,5x55 mm

self-tapping, HA 3,5x55 mm

397 129 79 5411

samorezny, HA 3,5x60 mm

self-tapping, HA 3,5x60 mm

397 129 79 5421

samorezny, HA 3,5x65 mm

self-tapping, HA 3,5x65 mm

397 12979 5431

samorezny, HA 3,5x70 mm

self-tapping, HA 3,5x70 mm
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Priloha EC prohlaseni shody ¢islo M-ZP-06-05 R0O1
Annex EC declaration of conformity

Submodel

Cislo artiklu / REF number

Varianty

Variants

Sroub kortikalni Ti
Cortical screw Ti

39712979 5244

samorezny, HA 3,5x16 mm

self-tapping, HA 3,5x16 mm

39712979 5254

samorezny, HA 3,5x18 mm

self-tapping, HA 3,5x18 mm

397 129 79 5264

samorezny, HA 3,5x20 mm

self-tapping, HA 3,5x20 mm

39712979 5274

samorezny, HA 3,5x22 mm

self-tapping, HA 3,5x22 mm

39712979 5284

samorezny, HA 3,5x24 mm

self-tapping, HA 3,5x24 mm

397 129 79 5294

samorezny, HA 3,5x26 mm

self-tapping, HA 3,5x26 mm

397129 79 5304

samorezny, HA 3,5x28 mm

self-tapping, HA 3,5x28 mm

39712979 5314

samorezny, HA 3,5x30 mm

self-tapping, HA 3,5x30 mm

397 12979 5324

samorezny, HA 3,5x32 mm

self-tapping, HA 3,5x32 mm

397129795334

samorezny, HA 3,5x34 mm

self-tapping, HA 3,5x34 mm

397 129 79 5344

samorezny, HA 3,5x36 mm

self-tapping, HA 3,5x36 mm

397 12979 5354

samorezny, HA 3,5x38 mm

self-tapping, HA 3,5x38 mm

397 129 79 5364

samorezny, HA 3,5x40 mm

self-tapping, HA 3,5x40 mm

397 12979 5374

samorezny, HA 3,5x42 mm

self-tapping, HA 3,5x42 mm

397 129 79 5444

samorezny, HA 3,5x44 mm

self-tapping, HA 3,5x44 mm

397 129 79 5454

samorezny, HA 3,5x46 mm

self-tapping, HA 3,5x46 mm

397 129 79 5464

samorezny, HA 3,5x48 mm

self-tapping, HA 3,5x48 mm

397 12979 5394

samorezny, HA 3,5x50 mm

self-tapping, HA 3,5x50 mm

397 129 79 5404

samorezny, HA 3,5x55 mm

self-tapping, HA 3,5x55 mm

39712979 5414

samorezny, HA 3,5x60 mm

self-tapping, HA 3,5x60 mm

397 129 79 5424

samorezny, HA 3,5x65 mm

self-tapping, HA 3,5x65 mm

397 129 79 5434

samorezny, HA 3,5x70 mm

self-tapping, HA 3,5x70 mm

Misto / Place: Nové Mésto na Moravé

Datum / Date: 01. 07. 2020
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