Instructions for Use — ST/64A
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SYMBOLS DESCRIPTIONS

Caution - pay attention to the particular proceeding.

Perform the activity with X-Ray control.

Consult the Instructions For Use.

Proceed to the next stage.

Return to the specified stage and repeat the activity.

©oeepb

www.chm.eu
Document No ST/64A
Date of issue 07.07.2015
Review date 03.09.2015

The manufacturer reserves the right to introduce design changes.




C h M TABLE OF CONTENTS

L INTRODUGCTION ...ttt s s a e s a s n e e s s a e e n e e a e a e s an e e s e e n e s n e s an e nnnnnnas 5
L 5
HL INSTRUMENT SET ...ttt sne s sa s n e s a s n s n e a s a e s an e s e s a e s n e s annnnnnnnnas 6
IV. SURGICAL TECHNIQUE..........oo et a s n e a s a s n e n s n e s ne e 7
IV.1. SURGICAL APPROACH .......couetietietie st s s bbb bbb bR bbb bbb 7
IV.2. IMPLANT INSERTION ......o.ouitucteturetscss s s s s s ssss s s s bbb bbb bR bR bbb 7

IV.3. IMPLANT REMOVAL ...ttt as s a s a s e a e e a £ RS A e SR SRR SRR e AR SR e SRR SRR e AR SR e s R e e R e R R e e s R e bR e ae s 8







CHM IMPLANTS
CHARFIX 1,22 2

I. INTRODUCTION

The cannulated (subtalar) screw is a one-element device that is used in the treatment of pes plano-valgus (flat feet) in children
and adolescents.

Indications for use:
« fixed pes plano-valgus,

« flexible pes plano-valgus,
* pes plano-valgus with Achilles tendon contracture.
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lll. INSTRUMENT SET

Instrument set for cannulated (subtalar) screws 40.6590.000

No. Name Catalogue no. | Pcs.
1 Guide rod 2.0 40.6597.000 1
2 Trial 8 40.6592.000 1
3 Trial 9 40.6593.000 1
4 Trial 10 40.6594.000 1
5 Trial 11 40.6595.000 1
6 Trial 12 40.6596.000 1
7 - Screwdriver S4 40.6591.000 1
8 Steinmann handle 40.0987.200 1
9 Stand 40.6599.000 1

ChM sp.z 0.0, Lewickie 3b, 16-061 Juchnowiec Koscielny, POLAND, tel. + 48 85 713 13 20, fax + 48 85 713 13 19, chm@chm.eu, www.chm.eu
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IV. SURGICAL TECHNIQUE

IV.1. SURGICAL APPROACH

1 Perform an incision for 1-3 cm on the lateral aspect of the foot
~ over the sinus tarsi region.

IV.2. IMPLANT INSERTION

2 Using STEINMANN handle [40.0987.200], insert guide rod
o [40.6597] into the sinus tarsi. The end of the rod should be
perceptible on the other side of the food inferior to the medial ma-
leollus - a small bulge of the skin should be visible.

X 3 Insert in turn trials 8-12 mm until the correct position

~ of the calcaneus is achieved - inclined by 2° +4° from the neu-
tral position.

Remove the trial.
Leave guide rod in place.

The above description is not detailed instruction of conduct. The surgeon decides about choosing the operating procedure.
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4 Mount chosen implant to the screwdriver S4 [40.6591] tip
" and via guide rod [40.6597] insert it into sinus tarsi.

Remove screwdriver and guide rod.

IV.3. IMPLANT REMOVAL

X 5 Insert guide rod [40.6597] into the sinus tarsi. Using the gu-

~ide rod, insert screwdriver S4 [40.6591] tip in the socket
of the subtalar screw. Remove the implant turning the screwdriver

counterclockwise.

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




REUSABLE ORTHOPAEDIC AND SURGICAL INSTRUMENTS

® 1SO 9001/ 1SO 13485 C E cal and orthopedic devices.
STERILIZATION

Before each sterilization procedure and application, the device has to be con-

trolled. The device is to be efficient, without toxic compounds like residues after disin-

Manufacturer: ChM sp. z o.0. fection and sterilization processes, without structure damage (cracks, fractures, bend-
Lewickie 3b, 16-061 Juchnowiec K., Poland " 2 ,
tel.: +48 85 713-13-20 fax: +48 85 713-13-19 ing, peeling). R ber that sterilization is not a substitute for cleaning process!

a3 CTna Char S U CTIn6 T « Devices manufactured out of plastics (PEEK, PTFE, POM-C) may be sterilized by any oth-

er available sterilization method validated in the centre but the sterilization tempera-

ture s not to be higher than 740°C.

Sterilization of surgical instruments shall be carried out using appropriate equip-
mentand under the conditions that conform to applicable standards. It is recommend-
ed to sterilize in steam sterilizers where sterilizing agent is water vapour. Recommend-
ed parameters of the sterilization method:

-temperature: 134°C,

- pressure: 2 atm. of pressure above atmospheric (overpressure),
-minimum exposure time: 7 min,

-minimum drying time: 20 min.

Validated sterilization methods are allowed. Durability and strength of instruments

to a considerable degree depend on how they are used. Careful usage consistent with
intended use of the product protects it against damage and prolongs its life.

If this instruction appears unclear, please contact the manufacturer, who shall provide

all required explanations.

Updated INSTRUCTIONS FOR USE are available on the following website: www.chm.eu
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INSTRUCTIONS FOR USE

REUSABLE ORTHOPAEDIC AND SURGICAL INSTRUMENTS

A [ &

Instruments manufactured by ChM sp. z 0.0. are made of steel, aluminium al-
loys and plastics according to 150 standards. Each medical instrument is exposed
to occurrence of corrosion, stains and damage if not treated with special care
and according to recommendations provided below.

MATERIALS

Devices are produced of corrosion-resistant steel. The protective layer (passive layer)
against corrosion is formed on the surface of the steel due to high content of chromium.

Devices produced of aluminium are mainly stands, palettes, cuvettes and some
parts of instruments such as handles of screwdrivers, awls or wrenches, etc. The pro-
tective oxide layer, which may be dyed or stay in natural colour (silvery-grey), is formed
on the aluminium as an effect of electrochemical treatment on its surface.

Devices made of aluminium with processed layer have a good corrosion resistance.
The contact with strong alkaline cleaning and disinfecting agents, solutions containing
iodine or some metal salts, due to chemical interference on the processed aluminium
surface, shall be avoided.

Devices are mainly manufactured out of the following plastics: POM-C (Polyoxymeth-
ylene Copolymer), PEEK (Polyetheretherketone) and teflon (PTFE). The above mentioned
materials can be processed (washed, cleaned, sterilized) at temperatures not higher than
140°C, they are stable in aqueous solution of washing-disinfecting agents with pH val-
ues from 4t09.5.

« Ifthe material of the device cannot be specified, please contact ChM sp. z 0.0. company
representative.
DISINFECTION AND CLEANING

Effective cleaning is a complicated procedure depending on the following fac-
tors: the quality of water, the type and the quality of used detergent, the technique
of leaning (manual/machine), the correct rinsing and drying, the proper preparation
of theinstrument, the time, the temperature. Internal procedures of sterilization rooms,
recommendations of cleaning and disinfecting agents, as well as recommendations
for cleaning and sterilization in automatic machines shall be observed.

«Read and follow the instructions and restrictions specified by the manufacturers
of the agents used for disinfection and cleaning procedures.

1. Before the first use, the product has to be thoroughly washed in the warm wa-

ter with washing-disinfecting detergent. It is important to follow the instructions

it o B SYMBOL
and restrictions specified by the producer of those detergents. It is recommended EXPLICAGON DELOS SIWBOLDS - SYMBOLERKLARUNG.»SYNBOLY PREKLADY
to use water solutions of cleaning-disinfecting agents with a neutral pH. Donotreuse Donotesteize Donotus f adagels damaged
. . N Nie uzywat powtémie Niesteryizoac ponownie: Nie uzywacjedl opakowanie jest uszkodzone:
2. After use, for at least 10 minutes the product has to be immediately soaked oy
i . 5 i N Noreutiizar No reesteiizar Noutilzarsi el envaseesta dafiado
in an aqueous disinfectant solution of enzyme detergent with a neutral pH (with it viederveenden i 1 e
s . " . Nepoudivejte opakované Nepouiiveje resterizaci Nepouzivete, pokud je obal poskazen
disinfecting properties) normally used for reusable medical devices (remember to pre-
vent drying out of any organic remains on the product surface). Follow all the instruc-
. . Non-sterile
tions specified by the producer of those enzyme detergents. f sty
3. Carefully scrub/clean the surfaces and crevices of the product using a soft cloth with- Exezaimetaneoadin istladoun e g 'ﬁ;”%.”&;."“
/ 3 sisertmi st
out leaving threads, or brushes made of plastic, the nylon brushes are recommend- i i Neseri
ed. Do not use brushes made of metal, bristles or another damaging material as they STERILE | R | STERILE[VH202)
can cause physical or chemical corrosion. Ctamenunber Batch ade Consutstuctions or Use
. . . . . Numer ktalogowy Kod parii Zajray doinstrukcuiywania
4. Next, thoroughly rinse the instrument under the warm running water, paying partic- Howiep o kranory faa e OGpaTHTE KHACTpYKL N A
) X X g Nimero de catélogo GGdigodelote Consularinsirucciones de uso
ular attention to rinse the slots carefully. Use nylon brushes making multiple moves Katalognummer Chaygennummer Siehe die Gebrauchsanweisung
) X Katalogove dislo Cislosarie Ridke se navodem k pouiti
back and forth on the surface of the product. It is recommended to rinse under de- ToT
mineralized water, in order to avoid water stains and corrosion caused by chlorides, — oy T
found in the ordinary water, and to avoid forming the stains on the surface (e.g. an- st o o o o
odized one). During the rinsing, manually remove the adherent remains. e i Vet
5. Visually inspect the entire surface of the product to ensure that all contaminants are et Mot ""“ﬁ“"
removed. Mat: Qy:
N . P Caution
« If there are any residues of human tissue or any other contamination, repeat all stages Qe
of the cleaning process. Kierenia
6. Then, the instrument has to undergo a process of machine washing in the washer- Varovni
disinfector (use washing-disinfecting agents recommended for reusable medical de-
vices and instruments).
« Procedure of washing with the washer-disinfector shall be performed according to in- ManutactureiiChMlspizicicl
. 4 . p N g Lewickie 3b, 16-061 Juchnowiec K., Poland
ternal hospital procedures, recommendations of the washing machine manufacturer, tel.: +48 85 713-13-20 fax: +48 85 713-13-19
and instructions for use prepared by the washing-disinfecting agents manufacturer. e-mail: chm@chm.eu www.chm.eu

ATTENTION! The manufacturer does not recommend using any preservatives on surgi-
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