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PRODUCT: Handle S with torque limitation, 3.5 Nm, coupling A0
en | English
LANGUAGE:

The only version applicable to users in the U.S. is the version intended especially for the United States.

Read all instructions carefully. Failure to follow instructions, warnings and precautionary measures
may have severe consequences or result in patient injury.

Take into careful consideration all product materials before clinical use.
The required product jall d as overall doc ion of the system are: system related

instructions for use, surgical technique and, if applicable, supp y y
instructions as well as “Pi ing manual implants and i " UH 1100.
GENERAL INFORMATION

The user has to ensure that the most current versions of the complete product materials provided as overall documentation of the system are
on hand and considered.
These are also available at: www.ifu.ulrichmedical.com. A printed copy may be delivered within 7 days, upon request.

INFORMATION ON HANDLES WITH TORQUE LIMITATION

During use, please take note of the following additional information:

General

If these handles with torque limitation are not used as intended, this can lead to damage and may pose a risk to the patient or user as a result.
Ensure that the products are only used by appropriately qualified or trained personnel. These products are handled and used without the direct
control of the manufacturer and thus remain the responsibility of the user. If any damage occurs due to improper use, the user alone shall bear
the responsibility. These instruments are not measuring devices.

Intended use

The handles with torque limitation serve to limit the torque to a factory-set non-adjustable value. The deviation of the actual torque from the
nominal torque at delivery is +10%. The specified torque is only valid for a clockwise rotation. Counter-clockwise, the torque is much higher
and not determined. Use with class lla active or motorized drive systems (e.g. drilling machines) is not permitted. Only manual operation is
permitted. The permissible operation temperature of the handles with torque limitation is between 10°C and 40°C.

Use

The handles with torque limitation cannot be disassembled and are delivered non-sterile. After the handles with torque limitation have been
cleaned and sterilized, it is recommended to check that they are functioning correctly prior to surgical use. In particular, the torque should be
checked. The handles with torque limitation must only be used with the tool provided for this purpose. As soon as the torque limit is reached
by rotating clockwise, the mechanism disengages with an audible “click”. The maximum permitted axial load is 100 N.

Calibration

If the product is used as intended, the nominal torque is guaranteed for three years after delivery. In order to ensure safe and proper use, the
operator must promptly return the handle with torque limitation to the manufacturer for calibration upon expiration of this term.

CLEANING, DISINFECTION AND STERILIZATION

For cleaning, disinfection and sterilization of non-sterile implants and instruments the “Processing manual implants and instruments” UH 1100
that was provided in the overall documentation of the system must be used. For individual instruments which are correspondingly marked
in the surgical technique, the “Assembly and disassembly instructions with special cleaning instructions” that was provided in the overall
documentation of the system have to be considered.

These are also available at: www.ifu.ulrichmedical.com.
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VYROBEK: Rukojet'S s omezenim tocivého momentu, 3,5 Nm, spojka A0
¢s | Cestina
JAZYK:

Pro uZivatele v USA plati pouze specialni verze pro zemi USA.

Prectéte si pozorné vse(hny pokyny Nedodrzeni pokynii, vystrah a preventivnich opatfeni miiZe mit
vainé nasledky nebo miiZe zpii posk i pacienta.

Pred klinickym pouZitim je nutno peclivé posoudit vsechny materialy k vyrobku.

Nezbytné materialy k vyrobku, které jsou poskytovany jako celkova dokumentace k systému, zahrnuji:
Navod k pouziti souvisejici s danym systémem, chirurgicka technika a popiipadé dopliiky, navody

k montazi a demontazi, stejné jako,,Pfirucka pro zpracovani implantatii a nastroji” UH 1100.

VSEOBECNE INFORMACE

UzZivatel musi zajistit, aby byly k dispozici a respektovany aktualni verze kompletnich materidlii k vyrobku poskytovanych jako celkova
dokumentace k systému.

Ty jsou k dispozici také na adrese: www.ifu.ulrichmedical.com. Na pozadéni Ize do 7 dnii dodat vytisténou kopii.

INFORMACE PRO RUKOJETI S OMEZENIM TOCIVEHO MOMENTU

Pfi poutZiti je tfeba dodrZovat tyto dodatecné pokyny:

Obecné informace

Pouziti téchto rukojeti s omezenim tocivého momentu pro jiny nez urceny ticel pouziti mize vést k poskozeni a miize nasledné predstavovat
nebezpedi pro pacienta nebo uzivatele. Zajistéte, aby vyrobky pouzival jen prislusné kvalifikovany nebo vyskoleny persondl. Manipulace
s témito vyrobky a jejich pouzivani se uskuteciiuji bez piimé kontroly vyrobce a ziistavaji odpovédnosti uZivatele. Pokud dojde k poskozeni
v diisledku jiného nez urceného tcelu poutiti, odpovédnost ponese vyhradné uZivatel. Stavajici néstroje nejsou méficimi zafizenimi.

Urceny ucel poutziti

Rukojeti s omezenim tocivého momentu slouzi k omezeni to¢ivého momentu na hodnotu pevné nastavenou z vyroby. Odchylka
skutecného tocivého odj itého tocivého Cini pfi expedici £10 %. Uvedeny tocivy moment plati jen pro otaceni
ve sméru hodinovych rucicek. Proti sméru hodinovych rucicek je otacivj moment mnohem vyssi a neni stanoven. PouZiti s aktivnimi nebo
motorizovanymi pohonnymi systémy tfidy Il (napf. vrtackami) neni povoleno. Povolen je vyhradné rucni provoz. Pfipustnd provozni teplota
rukojeti s omezenim tocivého momentu je mezi 10 a 40 °C.

Poutiti

Rukojeti s omezenim tocivého momentu nelze rozebrat a expeduji se nesterilni. Po ¢isténi a sterilizaci a pfed operacnim pouzitim doporucujeme
zkontrolovat funkénost rukojeti s omezenim tocivého momentu. Pfi tom by se mél zkontrolovat zejména tocivy moment. Rukojeti s omezenim
tocivého momentu se sméji pouzivat jen s piislusnym nastrojem. Jakmile je pfi otaceni ve sméru hodinovych rucicek dosazeno meze tocivého
momentu, mechanismus se rozpoji se slysitelnym,cvaknutim”. Maximalni pfipustné axialni zatizeni je 100 N.

Kalibrovani

Po expedovéni je jmenovity tocivy moment, pfi poutiti k uréenému tcelu, zarucen na tfi roky. Aby bylo zajisténo bezpecné a fédné pouzivani,
musi provozovatel po uplynuti této Ihiity vcas poslat rukojet s omezenim tocivého momentu zpét vyrobci ke kalibraci.

CISTEN, DEZINFEKCE A STERILIZACE

Pro Gisténi, dezinfekci a sterilizaci nesterilnich implantatd a nastroji je tieba pouzivat,, Prirucku pro zpracovani implantati a nastroji” UH 1100
posky v celkové dok aci k systému. U jednotlivych ndstrojl, které jsou v chirurgické technice souvisejici s danym systémem
odpovidajicim zplisobem oznacené, se musi dodrZovat,Navody k montazi a demontazi se specidlnimi pokyny k cisténi poskytnuté v celkové
dokumentaci k systému.

Ty jsou k dispozici také na adrese: www.ifu.ulrichmedical.com.
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