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SYMBOLS DESCRIPTIONS

Caution - pay attention to the particular proceeding.

Perform the activity with X-Ray control.

Information about the next stages of the proceeding.

Proceed to the next stage.

Return to the specified stage and repeat the activity.

Before using the product, carefully read the Instructions for Use supplied with the product. It contains, among others, indications, contraindications, side effects,
recommendations and warnings related to the use of the product.

The above description is not a detailed instruction of conduct. The surgeon decides about choosing the operating procedure.
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C h M INTRODUCTION

|. SELECTION AND CONTOURING OF PLATES

Wide size range of plates enables proper plate selection.

Locking plate contouring is not recommended due to possibility of damaging the threaded holes.

Bottom surface of the plate does not have to be in contact with a bone if locking screws are used. There is no necessity of accurate plates contouring. In most cases,
initially contoured plates do not require any additional bending.

If the plate bending is necessary, remember not to deform threaded holes excessively. Plate holes may be slightly deformed; however, it can reduce their locking
effectiveness and cause problems in subsequent insertion of a locking screw.

If it is necessary to bend the plate:
- perform bending between locking holes;
« do not bend the plate more than 20° - 25%
« do not bend the plate back and forth;
« before bending, insert the locking screws in the bending area, as it decreases the threaded holes deformation degree.




IMPLANTS C h M

[I. IMPLANTS

ChARPEL reconstruction plate 3.5mm straight

Catalogue No.
o) L [mm] Steel
5 66 1.7052.005
6 78 1.7052.006
7 %0 1.7052.007
8 102 1.7052.008
9 114 1.7052.009
10 126 17052010
12 150 1.7052.012
14 174 17052014
16 198 17052.016
18 222 17052018 Steel
20 246 1.7052.020 1.5200.016-095
2 270 17052.022 @35 W

O - threaded holes number in the plate
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C hM IMPLANTS

ChARPEL reconstruction plate 3.5 straight

Catalogue No.

(o] L [mm] Steel

5 66 1.3118.005

6 78 1.3118.006

7 90 1.3118.007

8 102 1.3118.008

9 114 1.3118.009

10 126 1.3118.010

12 150 1.3118.012

14 174 1.3118.014

16 198 1.3118.016

18 222 1.3118.018

20 246 1.3118.020 Steel
22 270 1.3118.022 1.1306.014-110

O - holes number in the plate

225 et
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IMPLANTS C h M

ChARPEL reconstruction plate 4.5 straight

A
Catalogue No.
(o] L [mm] Steel
3 52 1.3119.003
4 68 1.3119.004
5 84 1.3119.005
6 100 1.3119.006
7 116 1.3119.007
8 132 1.3119.008
9 148 1.3119.009
10 164 1.3119.010
n 180 1.3119.01 Steel
12 19 13119.012 By 11471.016-100
13 212 13119013 4.5 RREAREARRERS i*ﬁ
14 228 1.3119.014
15 244 1.3119.015
16 260 1.3119.016
O - holes number in the plate
i A
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C h M IMPLANTS

ChARPEL reconstruction plate R108 4.5mm

Catalogue No.

(o] L [mm] Steel

4 72 1.3037.004
6 102 1.3037.006
8 129 1.3037.008
10 154 1.3037.010
12 175 1.3037.012
14 193 1.3037.014
16 208 1.3037.016

O - holes number in the plate

Steel
1.1471.016-100
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IMPLANTS C h M

ChARPEL reconstruction plate 3.5mm R100

A
Catalogue No.
o L [mm] Steel
4 59 1.7053.004
6 82 1.7053.006
8 104 1.7053.008
10 124 1.7053.010
12 143 1.7053.012
14 159 1.7053.014
16 173 1.7053.016
18 185 1.7053.018
O - threaded holes number in the plate
. Steel
1.5200.016-095
73 LT
\ 4
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C hM IMPLANTS

ChARPEL reconstruction plate R100 3.5mm

Catalogue No. L)

o L [mm] Steel

4 59 1.3117.004
6 82 1.3117.006
8 104 1.3117.008
10 124 1.3117.010
12 143 1.3117.012
14 159 1.3117.014
16 173 1.3117.016
18 185 1.3117.018

O - holes number in the plate

Steel
1.1306.014-110

035 cameeeeeeeeety
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IMPLANTS C h M

ChARPEL reconstruction J plate

Left
Catalogue No.
o L [mm] Steel
10 123 1.7013.010
12 143 1.7013.012
14 163 1.7013.014
16 181 1.7013.016
Right
Catalogue No.
(o] L [mm] Steel
10 123 1.7012.010
12 143 1.7012.012 Steel
1.5200.016-095
14 163 1.7012.014
16 181 17012016 o3 UL,

O - threaded holes number in the plate
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C hM IMPLANTS

ChARPEL reconstruction J plate

Left 4

Catalogue No.

(o] L [mm] Steel
10 123 1.3036.010
12 143 1.3036.012
14 163 1.3036.014
16 181 1.3036.016
Right

Catalogue No.

[o} L [mm] Steel
10 123 1.3035.010

Steel
12 143 1.3035.012

8/ L 11306.014-110
14 163 13035014 -
— AL : @35
16 181 13035016 - =

O - holes number in the plate
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IMPLANTS C h M

5.0ChLP symphysic plate
Left
Catalogue No.
o] L [mm] Steel
4 56.5 1.7046.104
6 83 1.7046.106

O - holes number in the plate

Steel
1.5200.012-095

035 LUK
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C hM IMPLANTS

Reconstruction plate

Left

Catalogue No.

[o] L [mm] Steel
16 44.5x134.6 1.7152.016

O - holes number in the plate

Right
Catalogue No.
[o] L [mm] Steel
16 44.5x134.6 1.7151.016

O -holes number in the plate

Steel
1.1306.010-110

035 emuereeereeeed

'LI/[R]
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IMPLANTS C h M

5.0ChLP reconstruction plate

Left

Catalogue No.

o L [mm] Steel
16 44.5x134.6 1.7252.016

O - holes number in the plate

Right

Catalogue No.

(o] L [mm] Steel
16 44.5x134.6 1.7251.016

O - holes number in the plate

Steel
1.5200.012-095

035 B
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C hM IMPLANTS

Reconstruction elastic plate 3.5

Catalogue No.

[0} L [mm] Steel

1 185 1.3120.001
2 315 1.3120.002
3 445 1.3120.003

O - holes number in the plate

<

Steel
1.1306.010-110

035 emuereeereeeed
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IMPLANTS C h M

115
5.0ChLP self-tapping screw 3.5
@5.0 <
= A Catalogue No.
i L [mm] Steel
= 12 1.5200.012
::.-_ 14 1.5200.014
g — 16 1.5200.016
= 18 1.5200.018
-
= 20 1.5200.020
= 2 1.5200.022
= 24 15200.024
= 26 1.5200.026
’ A 28 15200028
30 1.5200.030
32 1.5200.032
34 1.5200.034
36 1.5200.036
self-tapping 38 1.5200.038
40 1.5200.040
45 1.5200.045
50 1.5200.050
55 1.5200.055
60 1.5200.060
65 1.5200.065
70 1.5200.070
75 1.5200.075
80 1.5200.080
85 1.5200.085
90 1.5200.090
95 1.5200.095
25 T
Cortical self-tapping screw 4.5 Cortical self-tapping screw 3.5
28.0 6.0
Y /
A A
| Catalogue No. . Catalogue No.
A L [mm] Steel L [mm] Steel
ﬁ 16 1.1471.016 10 1.1306.010
18 1.1471.018 12 1.1306.012
20 1.1471.020 n 14 1.1306.014
22 1.1471.022 16 1.1306.016
. 24 1.1471.024 18 1.1306.018
26 1.1471.026 20 1.1306.020
28 1.1471.028 22 1.1306.022
30 1.1471.030 24 1.1306.024
32 1.1471.032 1% 26 1.1306.026
34 1.1471.034 235 28 1.1306.028
17 36 1.1471.036 <— 30 1.1306.030
@45 < 38 1.1471.038 32 1.1306.032
40 1.1471.040 34 1.1306.034
45 1.1471.044 36 1.1306.036
% elFtapping 50 11471050 % <elFtapping 38 11306.038
55 1.1471.055 40 1.1306.040
60 1.1471.060 45 1.1306.045
65 1.1471.065 50 1.1306.050
70 1.1471.070 55 1.1306.055
75 1.1471.075 60 1.1306.060
80 1.1471.080 65 1.1306.065
85 1.1471.085 70 1.1306.070
90 1.1471.090 75 1.1306.075
95 1.1471.095 80 1.1306.080
100 1.1471.100 85 1.1306.085
90 1.1306.090
95 1.1306.095
100 1.1306.100
105 1.1306.105
110 1.1306.110
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C h M IMPLANTS

Stand for screws
No. Name Catalogue No. Pcs.
1 Stand for screws 40.6030.100 1 o
S
2 Container solid bottom 1/2 306x272x184mm 12.0751.103 1 §
ot
=]
3 Perforated aluminum lid 1/2 306x272x15mm Gray 12.0751.200 1 <

implants not included

Locking Screws @3,5 Cortical Screws 23,5
i) QR

38 40

40 45

45 50

50 ; 55

55 60

] 65

65 70

70 75

75 80

80 85

90

90 95

95 100
Cortical Screws 4,5 105
A 110

16 18 20 22 24 26 28 30 32 34 36 38 40 45 50 55 60 65 70 75 80 85 %0

95 100 105 110 115 120 125 130 135 140

ChM Pelvie System

[(TTTTTP ™ chu 40.6030

BEIZIRIZISIFIBIRIZIRISIRIRIS

40.6030.100

40.6030.000
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INSTRUMENTS C h M

Palette for implants
No. Name Catalogue No. Pcs.

1 Stand for implants 40.6018.300 1 g
\n
=

2 Container solid bottom 1/1 595x275x86mm 12.0750.100 1 8
°
=]

3 Perforated aluminum lid 1/1 595x275x15mm Gray MokpbiLKa anioM1HVieBas neppopriposaHHan 1/1 595x275x15mm Cepas 12.0750.200 1 <

40.6000.540
Plate trials
No. Catalogue no. Name

1 40.6019.000 Plate 1.3035 trial
2 40.6020.000 Plate 1.3036 trial
3 40.6021.000 Plate 1.3117 trial
4 40.6022.000 Plate 1..3118 trial
5 40.6023.000 Plate 1..3119 trial
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C h M INSTRUMENTS

.T. INSTRUMENT SET FOR PELVIC FIXATION 40.6000.500
No. Name Catalogue No. Pcs.
1 Reduction long forceps 1x1 40.6007.000 1
2 Reduction long forceps 2x1 40.6008.000 1
3 Reduction ratchet pliers with sharp tips 40.6009.000 1
4 Compression forceps 40.6016.000 1
5 Reduction asymetric pliers 40.6017.000 1
6 STEINMANN handle 40.0987.200 1
7 Stand for instrument set for pelvic fixation 40.6018.100 1
8 Retractor for bone straight 40.6001.000 1

9 ﬂ Temporary persuader 40.6002.000 2

10 Retractor for bone with handle 40.6003.000 1
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INSTRUMENTS C h M

No. Name Catalogue No.

Pcs.
11 Angular reduction curved forceps long 40.6004.000 1
12 Angular reduction curved forceps short 40.6005.000 1
13 Angular reduction straight forceps 40.6006.000 1
14 9 Latch swinging round 40.6028.000 2
15 g Latch swinging rectangular 40.6029.000 2
16 Reduction regulating forceps 40.6015.000 1
17 : Elevator 24 40.2199.001 1
18 LANGE-HOHMANN elevator modif. 30 40.2190.001 1
19 Stand for instrument set for pelvic fixation 40.6018.150 1
20 Drill 2.5/250 40.2049.251 2
21 Drill 3.2/250 40.2053.251 2
22 Drill 3.5/250 40.1363.251 2
23 Drill 4.5/250 40.1387.251 2
24 - Kirschner wire 2.0/220 40.4815.220 4
25 Drill with scale 2.8/250 40.5653.251 2
26 A e e e et ("o MPIESSION PIN 63200 40.6035.200 2
27 —te—==—— Setting-compressing screw 2.8/180 40.5674.128 2
28 ———————== Guidesleeve 50/28 40.5673.028 4

29 Torque limiting ratchet handle 2Nm 40.6652.000 1

ChM sp.z 0.0, Lewickie 3b, 16-061 Juchnowiec Koscielny, POLAND, tel. + 48 85 86 86 100, fax + 48 85 86 86 101, chm@chm.eu, www.chm.eu




C hM INSTRUMENTS

Name Catalogue No.

No. Pcs.

30 Screwdriver tip T15 40.5677.150 1
—_—

31 Screwdriver tip T 25-3/16 40.5684.150 1

32 Compression guide 2.5 40.4804.025 1

33 H l Holder for screws 4.5 40.6027.000 1

34 Holder for screws 3.5 40.6026.000 1
35 Cortical tap HA3.5 40.5926.000 1
— =
36 Cortical tap HA34.5 40.5647.100 1
37 Bender for reconstruction plates straight 40.6013.000 2
38 Multiplane bender for reconstruction plates 40.6014.000 1
39 Hole depth measure L-150mm 40.2667.100 1
40 Stand for instrument set for pelvic fixation 40.6018.200 1
41 Container with solid bottom 1/1 595x275x135mm 12.0750.102 2
42 Perforated aluminum lid 1/1 595x275x15mm Gray 12.0750.200 2
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INSTRUMENTS C h M

I1.2. INSTRUMENT SET FOR PELVIC FIXATION 40.6000.600

Name Catalogue No.

No. Pcs.
1 Reduction long forceps 1x1 40.6007.000 1
2 Reduction long forceps 2x1 40.6008.000 1
3 Reduction ratchet pliers with sharp tips 40.6009.000 1
4 Compression forceps 40.6016.000 1
5 Reduction asymetric pliers 40.6017.000 1
6 STEINMANN handle 40.0987.200 1
7 Stand for instrument set for pelvic fixation 40.6018.100 1
8 Retractor for bone straight 40.6001.000 1

Temporary persuader 40.6002.000 2

Retractor for bone with handle 40.6003.000 1

11 W Angular reduction curved forceps long 40.6004.000 1
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Ch

INSTRUMENTS
No. Name Catalogue No. Pcs.
v W Angular reduction curved forceps short 40.6005.000 1
13 w Angular reduction straight forceps 40.6006.000 1
14 9 Latch swinging round 40.6028.000 2
15 g Latch swinging rectangular 40.6029.000 2
16 Reduction regulating forceps 40.6015.000 1
17 Elevator 24 40.2199.001 1
18 LANGE-HOHMANN elevator modif. 30 40.2190.001 1
19 Stand for instrument set for pelvic fixation 40.6018.150 1
20 Drill 2.5/250 40.2049.251 2
21 Drill 3.2/250 40.2053.251 2
22 Drill 3.5/250 40.1363.251 2
23 Drill 4.5/250 40.1387.251 2
24 - S Kirschner wire 2.0/220 40.4815.220 4
25 e ————_COMmpression pin 6x200 40.6035.200 2
26 M Torque limiting ratchet handle 2Nm 40.6652.000 1
27 Screwdriver tip T15 40.5677.150 1
—_——— e —
28 Screwdriver tip T 25-3/16 40.5684.150 1
29 Compression guide 2.5 40.4804.025 1
30 , 1 Holderforscrews 4.5 40.6027.000 1
31 H i Holder for screws 3.5 40.6026.000 1
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INSTRUMENTS C h M
No. Name Catalogue No. Pes.
32 Cortical tap HA3.5 40.5926.000 1
33 Cortical tap HA34.5 40.5647.100 1
34 e e—)  {{5]e depth measure L-150mm 40.2667.100 1
35 m Bender for reconstruction plates straight 40.6013.000 2
36 Multiplane bender for reconstruction plates 40.6014.000 1
37 Stand for instrument set for pelvic fixation 40.6018.200 1
38 Container with solid bottom 1/1 595x275x135mm 12.0750.102 2
39 Perforated aluminum lid 1/1 595x275x15mm Gray 12.0750.200 2
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C h M INSTRUMENTS

I11.3. INSTRUMENT SET FOR PELVIC FIXATION — REPOSITIONING 40.6000.700

No. Name Catalogue No. Pcs.
1 Reduction long forceps 1x1 40.6007.000 1
2 Reduction long forceps 2x1 40.6008.000 1
3 Reduction ratchet pliers with sharp tips 40.6009.000 1
4 Compression forceps 40.6016.000 1
5 Reduction asymetric pliers 40.6017.000 1
6 STEINMANN handle 40.0987.200 1
7 Stand for instrument set for pelvic fixation 40.6018.100 1
8 Retractor for bone straight 40.6001.000 1
9 Temporary persuader 40.6002.000 2
10 Retractor for bone with handle 40.6003.000 1
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INSTRUMENTS C h M

Name Catalogue No.

No. Pcs.
11 Angular reduction curved forceps long 40.6004.000 1
12 Angular reduction curved forceps short 40.6005.000 1
13 Angular reduction straight forceps 40.6006.000 1
14 9 Latch swinging round 40.6028.000 2
15 g Latch swinging rectangular 40.6029.000 2
16 Reduction regulating forceps 40.6015.000 1
17 : Elevator 24 40.2199.001 1
18 LANGE-HOHMANN elevator modif. 30 40.2190.001 1
19 Stand for instrument set for pelvic fixation 40.6018.150 1
20 Container with solid bottom 1/1 595x275x135mm 120750102 1
21 Perforated aluminum lid 1/1 595x275x15mm gray 12.0750.200 1
28/38
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CHM SURGICAL TECHNIQUE

IV. SURGICAL TECHNIQUE
IV.1. TEMPORARY PLATE ATTACHMENT

When fracture is reduced and the plate position is confirmed, determine its tem-
porary location using Kirschner wires 2.0 [40.4815.220]. Wires can be inserted
in proximal holes of the plate and the most distal one.

A Confirm the plate position is correct by taking X-Ray image.

NOTE:The Setting-compressing screw 2.8/180 [40.5674.128] can be used to stabilize and tighten the plate up to the bone for temporary purposes.
The screw is to be inserted via the guide sleeve 5.0/2.8 [40.5673.028]

Locking screw @3.5 can be inserted in the hole after removal of the setting-compressing screw 2.8/180.

Tightening the sleeve, pull the plate
to the bone.

Insert self-drilling pin of setting-compressing
screw.

The above description is not detailed instruction of conduct. The surgeon decides about choosing the operating procedure.




SURGICAL TECHNIQUE ChM

IV.2. LOCKING SCREW INSERTION

IV.2.1. Guide sleeve screwing
Insert the guide sleeve 5.0/2.8 [40.5673.028] into the plate.

IV.2.2. Drilling the hole

Ream the hole using the drill with scale 2.8/250 [40.5653.251] until the desired
depth is reached.

IV.2.3. Hole depth measurement

OPTION I: Read the value on the drill with scale [40.5653.251].

The above description is not detailed instruction of conduct. The surgeon decides about choosing the operating procedure.




CHM SURGICAL TECHNIQUE

OPTION II: After removal of the guide sleeve 5.0/2.8 [40.5673.028],
the screw length may be defined with the use of the depth measure
[40.2667.100].

IV.2.4. Screw insertion
Remove the guide sleeve 5.0/2.8 [40.5673.028].

Insert the locking screw using the torque limiting ratchet handle 2Nm [40.6652]
and proper screwdriver tip.

The above description is not detailed instruction of conduct. The surgeon decides about choosing the operating procedure.




SURGICAL TECHNIQUE

IV.3. CORTICAL SCREW INSERTION

IV.3.1. Compression guide setting

Set the compression guide 2.5 [40.4804.025] in a desired position:

OPTION I: Neutral position

Press the guide to the plate to achieve the neutral
position for screw insertion.

OPTION II: Compressive position

Move the guide without pressure to the edge
of a compression hole to achieve the compression
position for screw insertion.

OPTION IiI: Angular position
Angular positioning of the guide is also available.

The above description is not detailed instruction of conduct. The surgeon decides about choosing the operating procedure.



CHM SURGICAL TECHNIQUE

IV.3.2. Drilling

Drill the hole through both cortices in a desired position for the cortical screw @3.5
insertion using the drill @2.5/250 [40.2049.251].

IV.3.3. Hole depth measurement

Insert the depth measure [40.2667.100] into the drilled hole until its hook reaches
the outer surface of the other cortex.

IV.3.4. Screw insertion

Insert cortical screw.

The above description is not detailed instruction of conduct. The surgeon decides about choosing the operating procedure.




SURGICAL TECHNIQUE ChM

V. INSTRUMENTS FOR REDUCTION OF BONE FRAGMENTS

Forceps and other instruments used for fracture reduction are intended for irregular,
large, flat and bony surface of the pelvic area.

Angles and the length of instruments are designed to accommodate
spontaneous bone from crest to pelvic bridge and provide flexibility for a variety
of surgical approaches.

Compression forceps [40.6016.000] are a universal instrument which can be
used to grasp and manipulate iliac wing, or may function as reduction forceps
to reduce fractures with temporary cortical screws @3.5mm and @4.5mm.

Reduction ratchet pliers with sharp tips [40.6009.000] may be used directly
or after drilling shallow holes into the surface of the bone.

Angular reduction straight forceps [40.6006.000], Angular reduction
curved forceps long [40.6004.000] and Angular reduction curved forceps
short [40.6005.000] are designed so that the angle of the handle is away from
both the surgeon line and the nominal soft tissue structures. Sharp tips provide
a secure grip on the surface of the pelvis, while balls prevent their penetration
into the bone with a thin cortex.

The above description is not detailed instruction of conduct. The surgeon decides about choosing the operating procedure.




CHM SURGICAL TECHNIQUE

Reduction regulating forceps [40.6015.000] are intended for use with
temporary cortical screws @3.5mm and @4.5mm. Screws inserted in the opposite
side of the fracture allow for the creation of significant reduction forces
and manipulation in all three planes.

Reduction long forceps 2x1 [40.6008.000].

These forceps with three support points in the shape of balls allow for the reduction
of perpendicular (vertical) fractures. The long handle provides increased lever
system for difficult fractures.

Reduction long forceps are also available in 1x1 version [40.6007.000].

Latch swinging round [40.6028.000].

Latch swinging rectangular [40.6029.000].

These instruments are used as controllers for forceps with round tips to reduce
the fractured bone. The latch can be attached to the round tips to spread
the reduction forces on the increased surface.

Elevator 24 [40.2199.001] can be used to improve the soft tissue widening.

The above description is not detailed instruction of conduct. The surgeon decides about choosing the operating procedure.
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INSTRUCTIONS FOR USE
REUSABLE ORTHOPAEDIC
AND SURGICAL INSTRUMENTS

1 INDI(ATIONS
15 |
arefam\harwwth their use and application.

2 DESCRIPTION

1.The unit package contains one piece uf\he pmdu(i |n non-¢ s&enle (omimun (\ear plasn( bags are a typ\(al
packaging material. The products may al:
specially designed sterilization containers). This. \nsuumans For Use is ana(hed be(h to the unit packages and

2.The package is equipped with the product label. The label (as a primary label) contains, among others:
1) Logo ChM and the address of the manufacturer.
2) Catalogue number (REF), e.g.: 40.XXXX XXX, and device name and size.
3) Production batch number (LOT), e.g. XXXXXXX.
4) NON-STERILE sign - md\(ales non- -sterile pmd\m
5) Information symb of i Use).
6) CE conformity mark,
3.Depending on the size or type of the product, the following information may be marked on its surface: manu-
facturerslogo, production batch no. (LOT), catalogue no. (REF), type of material and device size.

3 MATERIALS

1.For the produ(non of instruments, ChM. 5p-200.USeS mam\y steel, aluminum alloys and plastics, approved for
usein indin licable procedures.

2Instruments are produced of corrosion-resistant steel. The protective layer (passive layer) against corrosion is
fnvmed onthe surface nﬂhe device due to high content of chromium.

palettes, cuvett

handles. The protective oxide layer which may be dyed or stays in natural (olouv(xm/ery -grey) is formed on the
aluminium as an effect of electrochemical treatment of its surface.

4.Devices made of aluminium with processed layer have good corrosion resistance. However, the contact with

e o " vt o e W

calinterference with the processed aluminium surface, shall be avoided.

5.Devices produced of plastics are mainly stands, palettes, cuvettes and some parts of instruments such as e.g.
handles. Plastics used in the manufacture of instruments are mainly: PPSU (Polyphenylsulfone), PEEK (Poly-

teflon (PTFE- and silicone. The ab tioned materials can be

processed (washed, cleaned sterilzed) at higher than 140°C. in aqueous sol
tion of washing-disinfecting agents with a pH value from 4 to 10.8.

6.Steel surgical instruments with a hardened insert are more durable than steel products. The advantage of the
productis the sintered carbide insert placed in the working part of the instrument. This insert is characterized
by great hardness and abrasion resistance.

7.If the material of the devi be specified, pl

4 WARNINGS AND PRECAUTIONS
1.Instruments are intended for use only by skilled and trained medical professionals who are familiar with their
use and application.
2Improper, careless and inconsistent wi handling of th
lead to their chemical, electrochemical or mechanical damage which can adversely aﬂen corrosion resistance
and shorten the service ife of the devices.
3.Instruments are intended only for specific procedures and must be used strictly according to their intended pur-
pose. Use of instruments not in accordance with their intended purpose may lead to malfunction, accelerated
‘wear and, in consequences, damage to the instrument.
4.The surgeon should be familiar with all components of the device before use and should personally verify if all
components and instruments are present before the surgery begins.
5.Before the procedure begins, all instruments should be carefully inspected for their condition and proper func-
tioning. They should be undamaged and without any signs of corrosion. Blades and cutting edges should be
sharp and undamaged. Damaged or corroded instruments should be immediately replaced. The use of bent,
damaged or corroded instrumentsis not allowed.
6.Tissue structures close to the operative site must be protected.
7.Collision of the instrument with metal operating equipment, retractor or other device may cause damage that
necessitates intraoperative replacement of that instrument.
8.Do not apply excessive force when using the instrument — it may lead to its permanent damage and, in conse-
quences, to mal-function of the device.
9.Instruments are subject to constant wear processes. While rare, intraoperative fracture or breakage of the instru-
ment can occur. Instruments which have been subjected to prolonged use or excessive forces are more suscep-
tible to fractures, depending on care taken during surgery and the number of procedures performed. Should
breakage occur, the instrument parts must be removed and disposed of immediately in accordance with valid
medical facility procedures.
10.In order to confirm the removal of all undesired metal fragments from the surgical field, intraoperative X-Ray
examination is recommended.
11.Inthe case of suspected or documented allergy or mmleran(e tometallic matenals suvgean shall find out if the
patient develops reaction rial by ordering
12.Itis extremely important to follow librati line which is p
ments (see CALIBRATION). Use of a torquei i
injury, implant or device damage, or loss of correction. If thereappear
due to heavy usage, prior to next calibration date, th ldbei iately sent
turer for s re-calibration.
13 Instrument which had contact with tissues or body fluids of another patient cannot be re-used prior to its repro-
cessing duetoa pulen\lal risk of (mss |nfe(||0n (aused by viruses, bacteria and pnons
14.Middl i
Improper or mconswslem W|th the m(ended purpose usage of the product may lead to damage of the working
part e.g.damage to the inserts.

5 CLEANING, DISINFECTION, STERILIZATION

1. Pnano use of a non-sterile device, the following rules apply:
d feaning, disinfection and steril

ChMsp.zo.0.

mavkcu on the torque instru-

d eg

2 Eﬁectwe cleaning is a comph(ated procedure depending on the following factors: the quality of water, the
type and the quantity of used detergent, the technique of cleaning (manual, automated), the proper rinsing
and drying, the proper preparation of the device, the time, the temperature and carefulness of the person
mndumng this process, ete.

3) Theuo pital

offe

f the conducted cleaning, packaging and ster-
with the use of quip! materials trained personnel.
2.Preparation at the place of use.

1) Immediately after use, remove from instrument blood and other contaminants with disposable doth or pa-
per towels. Additionally, it is recommended to rinse the instrument under running water or to place itin the
aqueous disinfectant solution. Do not et blood, tissues, body fluids or other biological impurities dry out on
the surface of the device.

2) Inorderto prevent blood and debris from drying out on the instrument surface, transport the product to the

processing area n a closed container or covered with a damp dloth.
3) In order to avoid contamination during transportation, the dirty instruments should be separated from the
clean ones.
3.Preparation for washing and dlslnfec\mn (fmal/ ‘methods).
1 The used i

can be di itmust be done bef
3) Rinse under running water disposable cloth, paper towel or plastic brushes
(nylon brushes are rewmmended) Pamcular anemmn should be pald to openings and places difficult to be
cleaned. Very dirty fa detergent or a washing-disinfecting
agent, e.g.neodisher” MediClean forte, at tempeva\uve of 40+/- 2°Cand pH of 10.4-10.8 (follow the infor-
‘of the agent, in respect of temperature, con-

centration, expostre time and water quﬂ/lry)

4) CAUTION: Itisforbidden I, bristles or materials which could d he product.

4(leaning and disinfection process.

1) This Instructions for Use describes two ChM-approved leaning and disinfection methods: manual with ul-
trasound cleaning and automated method. It is recommended to use automated cleaning and disinfection
procedures (in a washer-disinfector).

2) The chosen washing and disinfecting be suitable and for dical devices. It
isimportant to follow the i |nstmc\mns and resm(lmns speuﬁed by the pmdu{ev of those cleaning aqents It

104and

9« P
10.8. ChM used the process of the described
cleaning and disinfection. Itis allowed to use other materials (han those listed below which may also give a
comparable effect:

a) detergent - Dr.Weigert (producer) neodisher® MediClean forte (name of the detergent);

b) disinfectant - Dr.Weigert (pmduw) neodlsher“ Sepm Active (name oldlsmleﬂant)

3) Toprevent product: donot
saline solutions and unsuitable (Ieanmg agents.

4) Where possible, it is recommended to use demineralized water to avoid the formation of spots and stains
caused by chlorides and other compounds present in ordinary water.

5) Manual with ultrasound cleaning.

a) Equipment and materials: a device for ultrasound cleaning, soft, lint-free cloths, plastic brushes, syringes,

aqueous solutions nf deamnq agent. -
b) Manual deaning: leaning mu I d
) Rinse under running water until the pmdun is wsual\y dean. Use p\asnc brushes to remove heavy orlarge

ts (NaOH, Na0Cl),

debris.

d) Soak the product for at least fa detergent at f 2°C
andpHof10.4-10.8 i i inedir i 1
agent, in respect of temperature, i i quality).

€) Rinsethe product under cold water for at least 2 minutes, payi ticular attention holesand pl
difficult to be deaned.

f) Prepare fresh washing solution. Clean the surfaces and gaps of the product, carefully. Use suitable brushes
to clean the holes. Clean the product immersed in the solution.

) Rinse the product thoroughly under warm running water for at least 2 minutes, paying special attention
tothe gaps, blind holes, hinges and joints. When cleaning, use brushes and perform multiple reciprocating
movements on the: suriace of the product.

h) Visuallyinspect ‘the product for debris and i Repeat b-
sections ¢-h umll Ihe product s visually clean.

i) Ultrasound q i p f 2°CandpHof 104-
1084 P Ao ofthedean
in respect of water quality). Immerse fully the product in the

qUeoL i ion and have it washed i 15 minutes.

) t inerali cular attention
difficult to be deaned.

) Visually inspect the enti the productfor debris and i Repeatthe steps d b

sections ¢-k until the product s visually clean.
1) Use demineralized water for final rinsing of the device.
m) Dry the device thoroughly using disposable, soft, lint-free cloth or compressed air.
n) Prepare an aqueous solution of disinfecting agent at a temperature of 20+/-2 °C using 20g of the agent
perl \ller of water. Immerse the product in the solution, exposure time — 15min (follow the information
ofthe agent, in respect of temperature, concentra-

tion, exposure time and water quality).
After the exposure time, rinse the product thoroughly under demineralized water, paying particular atten-
tion to the holes and places difficult to be cleaned.
p) The cannulated instruments should be treated using a compressed air or air supplied from the syringe.
q) Drythe device thoroughly. It is recommended to dry the product in a dryer at a temperature ranging from
90°Cto 110°C.
1) Visually inspect the entire surface of the device.
s) (AUTION If me obstruction in the cannula cannot be removed asi md\(aled in Ihe Instructions for Use, the
hould be considered at the end of its useful life with facility
procedures and guidelines.
6) The automated method using a washer - disinfector.
a) Equipment and materials: a washer - disinfector, aqueous solutions of cleaning agent.
b) Cleaning in the washer-disinfector must be preceded by a manual and ultrasound cleaning, following the
procedure described in suhsmlons chof pavagvaph 5.
CAUTION: The equipment use hould me f 150 15883. Pro-
cedure of washmg inthe washer dlsmfe(ter shall be performed ac(ardmg tointernal hospital procedures,
f the washer-disinfectt andinstructions for the wash-
ing-disinfecting agent manufacturer.
‘The device should undergo the process of machine washing in the washer-disinfector using the following
cycle parameters: (1) - pre-washing in cold tap water, duration — 2min; (2) - washing in an aqueous solu-
tion of cleaning agent at 55+/-2°Cand pH of 10.4 - 10.8, duration — 10min; (3) - rinsing under demineral-
ized water, duration — 2min; (4) - thermal disinfection in demineralised water at 90°C, minimal duration
— Smin; (3) - drying at the temperature ranging from 90°C to 110°C, duration - 40min.
5.Inspection
1) Each time before d re-sterilization, all medical be mspetted
2) All partsof the product dirtand ion. Particular id to:
b) Holes, grooves and gaps the debris could have been pressed into during use.
) Places where dirt can be fuund su(h asjoints, latches, etc.

3) chmuy unr good light conditions is sufficient.

4) E d re-sterilization, the product: performed, consist-
ingof:

a) \levifymg h ions in th uch s tips, shafts and quick coupling devi

b) Verifying the correct functioning of mechanisms, e.g. screw, ratchet, h ), etc.

9 Ver i s imply i latsurface)

d) Verifying cutting edges for sharpness.

€) Verifyinginstruments for damage to material structure (cracks, dents, pees, etc.).
5) Damaged or defective product cannot be approved for further use.

6) an to slnrage, theinstrument must be checked for dryness.

ahigh level of safety and accuracy of operation of a torque instrument, it is necessary to follow the calibration
deadline which is marked on the device.

2Instrument calibration turer. Any attempt ofu i ificati n-
struction or factory stting of the torque devices can lead to.a jury or damage to the product and is
prohibited.

8 COMPATIBILITY
1.ChM spedialist i instrument sets are des\gned fori msemun of ChM implants. A speific,illustrated operating tech-

nique that proper use of inthe et thatis designed for particular
implant system, is provided (ogemer with such instrument set Itis not allowed to combine ChM instruments
with products from other manufacturers. The physician bears all responsibility for the use of the ChM instru-
ments together with implants and instruments from other manufacturers.

Ifthis instructions appears unclear, please contact the manufacturer, who shall provide all required ex-

planations.

Jod TIONS FOR USE ilab ing website: www.chm.eu
IFU-I-001/06.18; Date of verification: June 2018
SYMBOL EXPLICACION
Y PREKLADY «
Donot ¢powt ht

wiederverwenden - Nepouzivejte opakované « Non riutilizzare

7 @ : :
a) The (hM 5p.20.0. does not define the maximum number of uses iate for re-usable medical instru- restriseren- Nepouieeresteriza Non iterzre
ments. The usefllfe of th thod and dt feach
use, and Careful use reduces the risk 1] and @ i
extends ts serviceable lfe. beschidigtist-
b) The manufacturer does not recommend using any preservatives on medical devices. ;
6.Packaging EE
1 (if possible) in suitabl in special steril
o f - lization. Ster- ‘ Non-tel " Noestérl-UnstrlNesteri
ilizati iners, i i itselfhave tomeet fIS0 ‘@‘

standards. The packaging procedure must be performed in controlled pumy (undmnns The devw(e must be
packed so that during its from when used,
7 Sterilization
1) Washed, disinfected, and dried device shal\ underqn the sterilization process. The recommended method of
sterilization is vacuum- water vapor under
a) temperature: 134°C,
b) minimum exposure time: 7 min,
) minimum drying time: 20 min.

STERILE[VH202] somop: d i Sterlizovénos

za)) CAuTON: be f [REF] Katdogoé o Mu i 5
ENISO176651 Batch ode  Kod parti- g ot Ciigodel ‘oarde-Codice el
b) S be di fthe EN 556-1 standard h
requlredlevel afguavanteed stenl\tySAl 105{whereSALsrﬂndshrSiel/lrtyAs:umnreLevel) Material - Materiat - Marepnan - Material - Material - Materi] - Material
) Devicemustnot inwhichit except d steriliza-
tion containers. Qty: ot dad - Meng
d) The method of sterilization using elhy\ene uxlde , 625 plasma and dry heal shou\d not be used, unless the
Instructions for Use for the product met E Use by« Uzyc do- e U de- Verwenden bis - Poutite d
€)  Thesterilization temperature for plastic products (PPSU, PEEK, PTFE, silicone) annotbe hlghenhan 140°C
6 STORAGE
1 The devices should be properly stored. When nunng suvql(al mslmmems, it is recommended that \hey never
[tmay lead to damag dull) and/or initiation of 1 ChM sp. z 0.0.
Inslmmems should be stored ina tlean and dry room, at room temneratureand offthe dwe(( snnllqht If| pos- Lewickie 3b, 16-061 Juchnowiec K., Poland

containers.

7 CALIBRATION

1.Regular calibration s required in case of torque wmnches, handles and connectors. Tarque mstmmems arefac-
tory-calibrated, the nominal f ismarked on the d 4Nm).Tomaintain

tel.: +48 85 86 86 100 fax: +48 85 86 86 101
e-mail: chm@chm.eu www.chm.eu
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