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Certificate

The Certification Body of
TUV ﬁtheinland LGA Products GmbH

hereby certifies that the orgaﬁizat’ton
ChM sp. z o.0.

Lewickie 3b
1 Juchnowiec Kosc:elny

Poland

TUVRhe;nla}f’d

has establlghed and |applies a quality management system for fnedlcal devices

Proof has llpeen furnished that the requirements spedfaed in

(sae ‘attachment for scope)

for the following scope

%N ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date:

Certificate Registration No.:

An audit was perfon‘npd Report No.:

This Certificate is valid until:

&

((avks

Ak kredmau ng;ssteliei
D-ZM-14169-01-02 |

Date 2018-04-13 |

2021-04-12

2018-04-13
$X 60128456 0001
26300273 009

Certification Body

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel.: +49 221 806-1371 Fax: +49 221 speaoss e-mail.cert-vaiidity @de. tuv.com hiip:/Mww.tuv.comysafety
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; TUVRheinland
Tﬁv Rheinland Doc. 1/1, Rev. o0
LGA Products GmbH
Tl!lystraE.e 2, 90431 Nurnberg
Attachment to ]
Certificate ' f !
Registration No.: 88X 60128456 0001
Report No.: 26300273 009
Organization: Chm sﬂ). z 0.0.
i ewickie 3b
6-061 Juchnowiec Koscielny ;
oland 1 |
Scope: Diiesign and development, manufacture anci distribution of
- Orthopaedic implants
-  Dental implants with accessories
- |Steel purgical sutures
- Non-active surgical instruments
- |Medicall drives and attachments
- Tourniguet control units
'Stlerilizlhtion of medical devices by hydrocgen peroxide
|
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. ®
TUVRheinland

3 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 0.0.
Lewickie 3b
16-061 Juchnowiec Koscielny

! Poland

|
Products: (see attachment for products included) |
| Replaces EC Certificate, Registration No.: HD 60099942 0001
! |
| |
If ‘

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 II,
section 5 of the aforementioned directive. For placing on the market of class il devices covered by

this certificate an EC design-examination certificate according to Annex I, 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 Nlrnberg I
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC ]
concerning medical devices with the identification number 0197.

TR a0 B YUV, TUEVand YU ara repratansd wedererta Uilleion ardl ARPLCTGON gued i FROITVE
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TUVRheinland

TUV Rheinland Ppes IR ey O
I.GA Products GmbH
TillystraBe 2, 90431 Niarnberg

Attachment to

Certificate

Registration No.: HD 50144424 0001

Report No.: 26300273 015

Manufacturer: ChM sp. z o.0.
Lewickie 3b
16-061 Juchnowiec Koscielny
Poland

[ Products included, Class Ilb:

- Bone
— Bone
- Bone
— Bone
— Bone

nails (sterile and non—-sterile)
Pins (sterile and non-sterile)
screws (sterile and non-stexile)
plates (sterile and non-—-sterile)
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, compression
(sterile and non-sterile)
- Fixation devices, internal, washer
(sterile and non-sterile) "
- Radial bone head prosthesis (sterile)
— Dentals implants (sterile)
- Abutments for dental implants (non-sterile)

| - Steel surgical sutures (sterile)
| - Interference polymer bone screws (sterile and non-sterile)

Date: 2019-11-19

v TUY G Tagiaterma iraduima ks UHleaiion wid Sppecamen iwaimes o apmiaal

Notified Body




s ®
TUVRheinland

TUV Rheinland S, KR, M. 0
I.GA Products GmbH
TillystraBe 2, 90431 Niarnberg

Attachment to

| Certificate
! Registration No.: HD 60144424 0001
Report No.: 26300273 015
Manufacturer: ChM sp. z o.0.
Lewickie 3b
16-061 Juchnowiec Koscielny
Poland

FProducts included, Class Ila:

— Bone drills (non—-sterile)

~ Bone cutters (non—-sterile)

| - Bone reamers (non-—-sterile)

— Bone tapes (non-sterila)

- 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)

—~ Tourniguet contreol units (non—-sterile)

Notified Body

| e

| e

| Date: 2019-11-19 vé’
|

Rafal Byczkowski
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IMPLANTS

Charfix_Fe: ail
TG o . . P T~y Y
4 " )4 L %
‘ 6 180 3.4876.180
£ a0
130° 11 T80 34877 18O
200 3.4677.200
12 180 34878180
200 3.4878.200

1307  Recommended

AT 1 e

31938 00 1 7a-120 R
L] 3.2104.003
31935000 3 6.5 70120

<3N 3 1657.x%x ; i 50 3060
R 3.1654.x%x / 4.5 30:60
[Emey 4 3.2106.008 ¢
.
il 3.2104.6xx 0:1%

®)eor[]

Chid sp. z 0.0, Lewickie 3, 16-061 Juchnowiee Koscielny, POLAND, tel + 48 85 84 86 100, fax + 42 85 B6 Bo 107, chmachrn ou, wiww chm.eu




Cht B — IMPLANTS

Chartix Famoral MNail

i
|
g
" : G-’
10 180 B 3.4864. 180
200 3.4864.200
ya5¢ gy 18O 3.4865.80
; 200 3.4865.200
12 180 3.4866.° 80
) 200 3.4866..100
0 180 3.4888.' 80
200 34888100
135 1 180 3.4889.1 80
- 200 3.4889.200
13 180 3.4890.180
200 3.4890.2100
=, =) Y nm T2 ey 1 A
availabis g mrch
%“‘gg L TEO mm £ 240 mim 5 mm

with o bow without imn:

b ehmechrew, wew phmeeo

ChM sp. 2 0.0, Lewickie 3b, 16061 Juchnowiec Kodcieiny, POLAN
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3 TO93Hxux

3.2104.003 A
3 1935 xoux w
31657 xxx

31654 00
3.2106.008

3 2104 6xx

ChM sp. z 0.0, Levickie 3b,

340

360
10 380
400
420
340
360
380
400
420
340
360
iB0
AT

130° 11

a20

13¢°

Recommendoed

avafabie

1 70:120 [l
65 70:120 []
50 3080 M
4.5 3v-80 @
.

115 @

153067 Juchnowied Kodcielny, POLAND. tef. + 48 85 86 56 100, fax +

IMPLANTS

ME Famoral Nail

3.4951.340 50,340
34951 360 3.4950.360
3.4951.380 3.4950 380
3.4951.400 3.4950.400
34951420 34950420
3.4953.340 3.4952.340
3.4953.360 34952 360
3.4953.380 34952380
3.49532.400 3.4952.400
3.4953.420 3.4952.420
3.4955.340
3.4955 360
3.4955 380

34955

34

3 45954 340
3.4954. 360
3.4954 3BO

g1

3.4955.420 34954420

12mm

2BG ram 4 48U mnp

A HE BB B6 101, chmiachm




Chv .. — __ SR A — IMPLANTS

Chacfin Plail

} () (Len)
AN DN .
340 34927340 34926340
360 3.4927.300 _ 3.4926.360
10 380 34927380 3.4926.380
400 3.4927.4C0 3.4926.400
420 3.4927.420 3.4926.420
340 3.4939.340 3.4528.340
360 34929360 3.4928.360
125 11 380 3.4920 380 3.4925.380
400 3.4929.400 . 3.4928.400
420 34929420  3.4928.420
340 34931340  3.4930340
360 3.4931.360 3.4930.360
12 380 3.4931.38) 3.4930 380
400 3.4931.400 3.4930.400
420 3.4931 420 3.4930.420
340 34975340 3.4974 340
T30 34975360 13.4974 360
10 180 3.4975.380 © 3.4974 380
400 34975400 3.4974 400
420 3.4975.420 3.4974.420
340 3.4977.340 3.4976.340
360 3.4977.360 3.4976.360
135° 1 380 3.4977.380 3.4976.380
400 3.4977.400 3.4976.400
420 2.4977.42C 34976420
340 3.4979.340 3.4978.340
360 3.4979.360 3.4978 360
12 380 34979380 3.4978.380
400 | 3.4979.400 3.4978.400
420 3.4979.420  3.4978.420
o %] T Lmm iPEa
availatse 5 et

o L 2BD oy <830 mm Bmm

ChM sp. z 0.0, Lewickie 35, 16-061 Juchnowiec Koscielny, FULAND, tel. + 43 BS 86 86 100, fax + 48 835 86 86 101, chim schim eu. wowew chnr ey




CHARFIX DISTAL SCREW 4.5

AT

-
35
40
45
50
55
60
65
70
75
80

ChFN JOIN CANNULATED TROCHANTERIC SCREW WITH

COLLAR 6.5

35

a0
95
100
105
110
15
120

3.1654.030
3.1654.035
3.1654.040
3.1654.04%
3.1654.050
3.1654.055

3.1654.060

3.1654.065
3.1654.070
3.1654.075
3.1654.080

3.1935.070

3.1935.075
3.1835.080
3.1935.085

31935.090

3.1935.095
3.1935.100

3.1935.105

31935110
3.1935.115
3.1935 120

CHARFIX DISTAL SCREW 5.0

e R 13

30
35
40
45
50
55
&0
[
70
75
20

i

e
75
a0

90

100
105
110
115
12G

€hM ip. 2 0.0, Lewickie 3h, | G-061 Jurhachwec Koscrelny, POLANL, tel. + 48 85 56 85 100, fax

31657.030
1657 035
16574040
16857 [}4‘_";
1657 050

w

w

1657055
1657 060
1657 065
1657 070
1657.075
1657 080

W W W

3.1938.070
313238075
3.1338.080
3.1'33H.085
3.193B.090
3.1938.095
31938 100
3.1938.105
3,1035! 110
3.1638.115
310938120

IMPLANTS

Chactix Farmoral it

(HAHHX depilen

ChFN JOIN CANNULATED TROCHANTERIC SCREW WITH COLLAR N

43 85 BO 846 107, chimaochirm e, w

LhimLou



ChFN END CAP M12X1.75

0 32104600
+5 3.2104.605
10 3.2104.610
15 32104615
ChFN END CAP M8X1.25
3.2104.003

ChFN COMPRESSION SCREW M8X1.25

3.2106.008

ChM sp,. 7 0.0, Lewickie 3, 16-061 Juchnawiec Kodcieing, POLA)

M, tei. + 48 BS 85 86 10U, Fax + 45 85 86 56

1, chivigag

ML, e chiteu

IMPLANTS

Chartfis_Femoral i

CHARFIX.., e



Ch

40.5520.600 i |

—— mr— i ]

ChM sp. 2 0.0. Lewick:

B, 15061 Juchnowiec

Targetar arm

Targeter 120/130

Targeter 125/135

Distal targeter D

Drill guide 14/12

Protective guide 12/2.8

Connecting screw M12x1.75 L-34

Drill guide 9.0/7.0

Protective guide 7.0/2.8

Drill with scale 3.5/350

Drill guide 7/3.5

Protective guide 9/7

Comprassion wrench

Screwdriver 53.5

Cannulated screwdriver S4

Drill 6.5

Gradual drill 11/6.5

+ 48 B5 B 36 100

i

i 10T, e

Charfix Ferncral Nail

Catalogue no.

40 55471 0040

40,5542, 100

AL15543 100

40.5546.00C

40.5544.10C
40, 5545 100

40

547000

10.5537.100

40.5538.100

SUU

A
Q
(5]
W
'

40.5525.100

40,5524 300

40.5529.000

40,55 28.000




ChMsp. 7 oo, Lewickie 3k, 16061 Juchnowiee Koiciel

PO

ANDL ted +

A8 B BERG !

20, Fax

s ag

Name {I :

Screwdriver 510

Mallet

Wrench 510

Impactor-extractor

Curved awl 8.0

Protective guide 20.0/17.0

Guide 17.0/2.8
Set block 9/4.5

Cannulated drill 17.0

Connector of extractor M12x1.75

Trocar 2.8

Trocar 6.5

Screw length measure

Cannulated screw length measure

Nail length measure

Teflon pipe guide

Guide rod 3.0/580

Guide rod 2,8/385

M

INSTRUMENTS

W

Catalogue no.
4{3.5521.00(

40.3667.000

A0.5526.10C
A0 5507 000

40.5523.000

AA711.000

40.4712.100
441.5533.000

40.4715.000

40.4731.000

40.5534 000

40.5530.000

40.4724.000

A0 A THE 500

40 1348.000

40.3925.580




Ch

INSTRUMENTS

W
t =

Name | | Pcs. Catalogue no.
Steinmann handle i 40.0987.200
Wrench for self-aligning joint S4 1 40.5540.00C
Perforated aluminumcover 1 12.0750.200
1/1 595x275x15mm gray
Stand f/instr.set of ChFN trochanteric nails 1 40.5549.600
Container with solid bottom 1/1
595x275x185mm 1 120750103
ChM sp. 2 o.0. Lewrickia 3h, 16001 Juchnowanc Koscrehry, POLA |+ ABBS B6 HE 100, fax = A3 85 BO 85 101, chrmachy 1wy b o




		2020-04-15T15:51:18+0300




