¥, TOVRheinland
EC Certificate

Directive 93/42/EEC Annex Il, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60144424 0001

Report No.: 26300273 015
Manufacturer: ChM sp. z o.0.

Lewickie 3b

16-061 Juchnowiec Koscielny

Poland

Products: (see attachment for products included)
Replaces EC Certificate, Registration No.: HD 60099942 0001
Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex I, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex I,
section 5 of the aforementioned directive. For placing on the market of class lil devices covered by

this certificate an EC design-examination certificate according to Annex Il, section 4 is required.

Notified Body
Effective Date: 2019-11-19

Date: 2019-11-19
Rafal Byczkowski

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg
TUV Rheinland LGA Product_ 5:GmbH is a Notified Body according to Directive 93/42/EEC

concerning mégicildpvices with the identification number 0197.
Digitally signed by Ceaicovschi Tudor !I
ib

a0
Date: 2021.06.28 16:49:38 EEST L lII

Reason: MoldSign Signature
Location: Moldova

10/020 h 04.08 ® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.




TUV Rheinland RO

LGA Products GmbH
TillystraBBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60144424 0001
Report No.: 26300273 015
Manufacturer: ChM sp. z 0.0.

Lewickie 3b

16-061 Juchnowiec Koscielny

Poland

Products included, Class IIb:

— Bone nails (sterile and non-sterile)

- Bone pins (sterile and non-sterile)

- Bone screws (sterile and non-sterile)
- Bone plates (sterile and non-sterile)
— Bone staples (sterile and non-sterile)

- Fixation devices, internal, wire (sterile and non-sterile)
— Fixation devices, internal, spine, construct

(sterile and non-sterile)

- Fixation devices, internal, hip, plate,
(sterile and non-sterile)

- Fixation devices, internal, washer
(sterile and non-sterile) :

- Radial bone head prosthesis (sterile)

— Dentals implants (sterile)

compression

— Abutments for dental implants (non-sterile)

- Steel surgical sutures (sterile)

- Interference polymer bone screws (sterile and non-sterile)

Date: 2019-11-19

Notified Body

b

1/2,

Rafal Byczkowski

. ®
TUVRheinland

Rev. 0

10/020 h 04.08 ® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.




TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60144424 0001
Report No.: 26300273 015
Manufacturer: ChM sp. z 0.0.

Lewickie 3b
16-061 Juchnowiec Koscielny
Poland

Products included, Class IIa:

— Bone drills (non-sterile)

— Bone cutters (non-sterile)

- Bone reamers (non-sterile)

- Bone tapes (non-sterile)

— Bone countersinks (non-sterile)

- Bone trephines (non-sterile)

— Guide wires for orthopaedic application (non-sterile)
- Trials (non-sterile)

- Cover screws (non-sterile)

- Healing caps (non-sterile)

- Drill bits (sterile)

- Medical drives (non-sterile)

— Tourniquet control units (non-sterile)

Notified Body

Date: 2019-11-19

o Bl

Rafal Byczkowski

- ®
TUVRheinland

Rev. 0

10/020 h 04.08 ® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.




Certificate

o ®
TUVRheinland

Quality Management System

EN ISO 13485:2016

Registration No.:

Organization:

Scope:

SX 1023642-1

ChM sp. zo.0.

Lewickie 3b

16-061 Juchnowiec Koscielny
Poland

Design and development, manufacture, distribution and service
of orthopaedic implants, non-active surgical instruments, medical drives
and attachments, tourniquet control units.

Sterilization of medical devices by hydrogen peroxide.

Manufacture of orthopaedic implants using Selective Laser Melting (SLM)
technology.

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a
quality management system for medical devices.

management system is subject to yearly surveillance.

Report No.:
Effective date:
Expiry date:
Issue date:

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

(( j)Akks

84952558-30
2021-04-13
2024-04-12
2021-04-08

TUV Rheinland LGA Products GmbH
TillystralRe 2 - 90431 Nirnberg - Germany

1/1

10/020h 0408 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and spplication requires prior approval.




ChM

Declaration of Conformity
Manufacturer:
ChM sp. z 0.0.
Lewickie 3b, 16-061 Juchnowiec Koscielny, Poland

We declare under our sole responsibility that

medical devices: Orthopaedic implants

models: Radial bone head prosthesis (sterile)

of class: lib, rule 8 {main) according to Annex IX of 93/42/EEC Directive

covered by: the Technical File No. CE/lIb-002

and: listed in the annex to this declaration,

and for which: production/releasing documentation (Production Order form) of them is a part of this

declaration,

meets intended for these products, all the provisions of 93/42/EEC Directive, as well as Polish Law Regulations:
the Medical Devices Act of 20'" May 2010 (Official Journal of Laws from 2017, item 211), and Regulations of the
Polish Minister of Health of 17th February 2016 concerning the essential requirements and conformity
assessment procedures for medical devices.

All applicable harmonized standards are listed in above Technical Files.

Conformity assessment procedure: Annex Il of 93/42/EEC Directive excepting section 4.

Notified Body:
TUV Rheinland LGA Products GmbH
TillystralRe 2
D-90431 Niirnberg

CEow

07.02.2018 Andrzej Sobolewski L .48

CE/IIb-002_Rev: 01_02/2018_MD Member of the Board s'ﬂ‘ghm SpF2a0,

Lewickie 3b, 16-061 Juchnowiec Koscielny, Poland e C2ZLONEHK I Andrzej
position ZARZAD U]|Sobolewski

Chv

ChMsp.zo.0., Lewickiedb, 16-061Juchnowlec Koscielny, PL
tel. +48 85 86 86 100 cChm@chm.eu
fax +48 85 86 86 101 www.chm,eauy
NIP966-11-76-018 KRS 0000187570

NIP 966-11-76-019
REGON 050561656

Sad Rejonowy w Biatymstoku
X1l Wydziat Gospodarczy: KRS 0000187570
Wysokos¢ kapitatu zaktadowego 9 050 000 zi




Annex:Radial bone heod prosthesis (sterile)

ChM.....

Annex to Declaration of Conformity
Radial bone head prosthesis (sterile)

4.3690.000 Stem of radial head prosthesis

4.3691.000 Angular stem of radial head prosthesis
4.3692.010 Modular head of radial head prosthesis 20x10
4.3652.012 Modular head of radial head prosthesis 20x12
4,3692.014 Modular head of radial head prosthesis 20x14
4.3693.010 Modular head of radial head prosthesis 22x10
4.3693.012 Modular head of radial head prosthesis 22x12
4.3693.014 Modular head of radial head prosthesis 22x14
4.3694.010 Modular head of radial head prosthesis 24x10
4.3694.012 Modular head of radial head prosthesis 24x12
4.3694.014 Modular head of radial head prosthesis 24x14
7.3696.010 Solid head of radial head prosthesis 20x10
7.3696.012 Solid head of radial head prosthesis 20x12
7.3696.014 Solid head of radial head prosthesis 20x14
7.3697.010 Solid head of radial head prosthesis 22x10
7.3697.012 Solid head of radial head prosthesis 22x12
7.3697.014 Solid head of radial head prosthesis 22x14
7.3698.010 Solid head of radial head prosthesis 24x10
7.3698.012 Solid head of radial head prosthesis 24x12
7.3698.014 Solid head of radial head prosthesis 24x14

This annex is only valid in connection with the Declaration of Conformity.

07.02.2018 Andrzej Sobolewski . PP RNl
Member of the Board Setue o L O N E K|Andrzej _
;"“‘L" Z ARZA D ulSehaolewski

Chiv

ChMsp.z0.0.,Lewickie3b, 16-061 Juchnowiec Koscielny,PL

tel. +48 85 86 86 100 chm@c:m i :t;
fax +48B58686101 |w w w . C m .,
NIP966-11-76-019 KRS 0O0D0O1B78570

C € 0197 CE/IIb-002

Rev: 01_02/2018_MD
Lewickie 3b, 16-061 Juchnowiec Koicielny, Poland
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ENDOPROTEZA GtOWY KOSCI PROMIENIOWEJ
RADIAL HEAD PROSTHESIS
DHOOMPOTE3 rONNOBKW JTYYEBOW KOCTU




ChM




® OPIS SYMBOLI
SYMBOL DESCRIPTION
OMUCAHVE CYIMBOJOB

Srednica [mm]
Diameter [mm]
OuameTp [MMm]

Dtugos¢ H [mm]
H length [mm]
OnnnHa H [mm]




The manufacturer reserves the right to structural changes.

Review: 1.03.2018 www.chm.eu




© ENDOPROTEZA GLOWY KOSCI PROMIENIOWE)J
RADIAL HEAD PROSTHESIS
SHAOMNPOTE3 FONOBKWM JTYYEBOWM KOCTI

GLOWA LITA ENDOPROTEZY GLOWY KOSCI PROMIENIOWE)J
SOLID HEAD OF RADIAL HEAD PROSTHESIS
CMJIOLWHASA TOJTOBKA SHOOMPOTE3A FOJIOBKM NTYYEBOW KOCTU

10 7.3696.010
20 12 7.3696.012
b 14 7.3696.014
10 7.3697.010
v 22 12 7.3697.012
E—— 14 7.3697.014
T 10 7.3698.010
24 12 7.3698.012
14 7.3698.014
GLOWA MODULARNA ENDOPROTEZY GEOWY KOSCI PROMIENIOWEJ
MODULAR HEAD OF RADIAL HEAD PROSTHESIS )
MOAY/IbHASA TOSTIOBKA 3HAOMPOTE3A FOSIOBKM JTYYEBOW KOCTU
10 43692.010
20 12 43692.012
14 43692.014
10 43693.010
22 12 43693.012
14 43693.014
10 43694.010
24 12 43694.012
14 43694.014
TRZPIEN ENDOPROTEZY GLOWY KOSCI PROMIENIOWEJ KATOWY TRZPIEN ENDOPROTEZY GLOWY KOS$CI PROMIENIOWE]J
STEM OF RADIAL HEAD PROSTHESIS ) ANGULAR STEM OF RADIAL HEAD PROSTHESIS )
CTEPXKEHb SHAOMPOTE3A FOIOBKM NIYYEBOW KOCTU HOMKA YITIOBAS SHAOMPOTE3A FOMIOBKM JIYYEBOW KOCTY

[4.3690.000] [4.3691.000]

8-




© INSTRUMENTARIUM DO ENDOPROTEZ GKP
INSTRUMENTS FOR RADIAL HEAD PROSTHESIS
WHCTPYMEHTDbI 4J19 SHOOMPOTE3A rO/TOBKM JTYYEBOW KOCTU

Nazwa Szt.  Nrkatalogowy
Name Pcs.  Catalogue no.
HassaHne Wr.  Neno Kat.

Raszpla kosci promieniowej
Rasp for radial bone 1 40.5232.000
Pawwnunb gna nyyeson Koctn

Pilnik wygiety prostokatny
Rectangular curved file 1 40.5233.000
HanunbHUK KOCTHBIN U30THYTbIN, MPAMOYTOMbHbI

Dopychacz trzpienia endoprotezy GKP
Rhb prosthesis stem impactor 1 40.5234.000
MmnakTop HOXKM 3HAonpoTe3a [J1K

Chwytak trzpienia endoprotezy GKP
Rhb prosthesis stem holder 1 40.5235.000
3axsart cTep)kHA sHAonpoTesa MK

Przymiar gtowy kosci promieniowej
Radial head bone trial 1 40.5236.000
TectoBas ronoeka sHgonportesa [J1K




© INSTRUMENTARIUM DO ENDOPROTEZ GKP
INSTRUMENTS FOR RADIAL HEAD PROSTHESIS
WHCTPYMEHTDbI 4J19 SHOOMPOTE3A rO/TOBKM JTYYEBOW KOCTU

Nazwa Szt.  Nrkatalogowy
Name Pcs.  Catalogue no.
HasBaHue LWr.  Neno Kar.

Przymiar gtowy endoprotezy GKP 20 H10
Rhb head prosthesis trial 20 H10 1 40.5237.010
TecToBas ronoska sHgonpotesa [JIK 20 H10

Przymiar gtowy endoprotezy GKP 20 H12

Rhb head prosthesis trial 20 H12 1 40.5237.012
TecTtoBas ronoeka sHaonpoTtesa [T1IK 20 H12

Przymiar gtowy endoprotezy GKP 20 H14

Rhb head prosthesis trial 20 H14 1 40.5237.014
TectoBas ronoska sHgonpotesa [J1IK 20 H14

Przymiar gtowy endoprotezy GKP 22 H10

Rhb head prosthesis trial 22 H10 1 40.5238.010
TecToBas ronoeka sHgonpotesa [TIK 22 H10

Przymiar gtowy endoprotezy GKP 22 H12

Rhb head prosthesis trial 22 H12 1 40.5238.012
TectoBas ronoska sHgonpotesa [NIK 22 H12

Przymiar gtowy endoprotezy GKP 22 H14

Rhb head prosthesis trial 22 H14 1 40.5238.014
TecTtoBas ronoeka sHaonpotesa [T1K 22 H14

Przymiar gtowy endoprotezy GKP 24 H10

Rhb head prosthesis trial 24 H10 1 40.5239.010
TectoBas ronoska sHgonpotesa [J1IK 24 H10

Przymiar gtowy endoprotezy GKP 24 H12

Rhb head prosthesis trial 24 H12 1 40.5239.012
TecToBas ronoeka sHaonpoTesa 71K 24 H12

Przymiar gtowy endoprotezy GKP 24 H14

Rhb head prosthesis trial 24 H14 1 40.5239.014
TectoBas ronoBska sHgonpotesa [J1K 24 H14

Podstawka przymiaréw gtéw endoprotez
Stand for head prosthesis trials 1 40.5240.000
MopcTaBka 15 06pasLoBbIX Mep rONIOBOK 3HAOMPOTE3

Prowadnica do resekcji 10
Resection guide 10 1 40.5242.010
Hanpasutens ana pesekunn 10

Prowadnica do resekgji 12
Resection guide 12 1 40.5242.012
HanpasuTenb ana pesekummn 12

Prowadnica do resekgcji 14
Resection guide 14 1 40.5242.014
HanpasuTenb ana pesekumn 14

Pokrywa aluminiowa perfor.1/2 306x272x15mm Szara
Perforated aluminum lid 1/2 306x272x15mm gray 1 12.0751.200
MNepdopup.antom.nokpbitika 1/2 306x272x15mm Cepan

Wktadka statywu do endoprotez GKP
Stand insert rhb prosthesis 1 40.5249.100
BKnagbilw AnsA NoACTaBKM ANA SHAOMNPOTE30B MK

Kontener z litym dnem 1/2 306x272x85mm
Container with solid bottom 1/2 306x272x85mm 1 12.0751.100
KoHTeliHep co cnnoLwHbIM AHOM 1/2 306x272Xx85MM




© INSTRUMENTARIUM DO ENDOPROTEZ GKP
INSTRUMENTS FOR RADIAL HEAD PROSTHESIS
WHCTPYMEHTDbI 4J19 SHOOMPOTE3A rO/TOBKM JTYYEBOW KOCTU
PRZYMIAR GLtOWY ENDOPROTEZY GKP

RHB HEAD PROSTHESIS TRIAL
TECTOBAA TOJIOBKA SHAOMPOTE3A TIK

10 40.5237.010

1 20 12 40.5237.012
14 40.5237.014

A 10 405238010
2 12 40.5238.012

14 40.5238.014

10 40.5239.010

24 12 40.5239.012

14 40.5239.014

PROWADNICA DO RESEKCJI (W PRZYPADKU UZYCIA TRZPIENIA [4.3690.000])
RESECTION GUIDE (IN THE CASE OF USING THE STEM [4.3690.000])
HATIPABUTENb A/1A PE3EKLIMW (B CNTYHAE MPUMEHEHWA HOMXKW [4.3690.000])

Gtowa lita endoprotezy gtowy
kosci promieniowe;j
Solid head of radial head
prosthesis
CnoLwHasn rofoBKa sHAONpoTe3a
TOSIOBKM Jly4eBOI KOCTU

10 40.5242.010
12 40.5242.012
14 40.5242.014

INSTRUMENTARIUM DO ENDOPROTEZ GKP INSTRUMENTS FOR RADIAL
HEAD PROSTHESES MPCTPYMEHTAPUIN 1A SHAOMPOTE3A rONTOBKN
JIYYEBOWM KOCTH

[40.5231.000]




ChM




ChM sp.zo.0.

Lewickie 3b

16-061 Juchnowiec Koscielny
POLAND

tel.: +48 85 86 86 100

fax: +48 85 86 86 101
www.chm.eu
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