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Clean and sterilize before use. * MouncTBalite u crepunuanpaite npean ynotpeba. ¢ Pred pouzitim
vycistéte a sterilizujte. * Renses og steriliseres inden anvendelse. ¢ Vor der Verwendung reinigen und
sterilisieren. * KaBapiete kal amooTelpwvete TpIv amé Tn Xpron. ¢ Limpiar y esterilizar antes de su uso.
* Puhdistettava ja steriloitava ennen kayttoa. » Nettoyer et stériliser avant utilisation. * O€istite i sterilizirajte
prije uporabe. ¢ Hasznélat elétt tisztitani és sterilizalni kell azokat. « Pulire e sterilizzare prima dell'uso. ¢ Prie§
naudojant iSvalyti ir sterilizuoti. « Pirms lietoSanas notirit un sterilizét. « Voor gebruik reinigen en steriliseren.
* Rengjer og steriliser for bruk. « Przed uzyciem podda¢ czyszczeniu i sterylizacji. * Limpe e esterilize antes de
utilizar. « Limpe e esterilize antes de usar. * A se curata si steriliza inainte de utilizare. * Pred pouzitim vyGistite
a vysterilizujte. « Pred uporabo o€istite in sterilizirajte. » Rengdr och sterilisera fére anvandning. ¢ Kullanmadan
dnce temizleyin ve sterilize edin.
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prior to use. Failure to do so may

result in severe patient injury or death. * MpoyeteTe BCUYKM NpeaynpexAeHNs, NpeanasHn Mepkn
MHCTPYKUMM Npeau ynoTpeda. B npoTueeH cnyyait Moxe Aa 6bAaT NPUUYUHEHN CEPUO3HU HApaHABAHUS
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Mnu CMBPT Ha naumeHTa. * Pied pouzitim prostudujte veskera varovani, upozornéni a pokyny v pfibalovych
iinformacich. Opomenuti tohoto kroku mize mit za nasledek tézké zranéni ¢i smrt pacienta. « Lees alle advarsler,
forholdsregler og instruktioner i indlaegssedlen inden brug. Forssmmelse pa dette punkt kan resultere i
:alvorlig patientskade eller ded. ¢ Vor dem Gebrauch alle Warnungen, VorsichtsmaBnahmen und Anweisungen
lesen. Andernfalls kann es zu schweren Verletzungen oder zum Tod des Patienten kommen. ¢ AiaBdoTe
‘6AEG TIG TTPOEIBOTIOINTEIG, TIG TTPOQUAALEIS Kal TIG 0dnyieg ou TrepiAapBavovial aTo évBeTo ouokeuaaiag
TIPIV XPNOIUOTIOIRTETE TO TPOIOV. Xe avTiBeT TepiTTwan, Popei va mpokAnBei copapdg TpaupaTiouog i

‘Bavartog Tou aoBevolg. ¢ Lea todas las advertencias, precauciones e instrucciones del prospecto antes de
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wtilizar el dispositivo. El no hacerlo puede ocasionar lesiones graves o la muerte del paciente. * Lue kaikki
tuoteselosteen varoitukset, varotoimet ja ohjeet ennen kayttda. Jos néin ei tehdd, se saattaa johtaa potilaan
‘vakavaan vammaan tai kuolemaan. * Lire I'ensemble des avertissements, mises en garde et instructions de la
‘notice avant utilisation. Le non-respect de cette consigne peut provoquer des lésions graves ou le décés du
‘patient. « Prije uporabe procitajte sva upozorenja, mjere opreza i upute umetnute u pakiranje. Ako to ne ucinite,
‘posliedica mogu biti ozbiljna ozljeda ili smrt pacijenta. « Hasznalat el6tt olvassa el a hasznalati utasitasban
talalhato osszes ,vigyazat” szintii figyelmeztetést, ovintézkedést és utasitast. Ennek elmulasztasa a beteg
'slyos sériilését vagy halalat okozhatja. « Prima dell'uso, leggere interamente le avvertenze, le precauzioni e
le istruzioni riportate sul foglio illustrativo. La mancata osservanza di tali avvertenze, precauzioni e istruzioni

‘potrebbe comportare gravi lesioni al paziente, e persino provocarne la morte. ¢ Prie§ naudojant batina
‘perskaityti visus jspéjimus, atsargumo priemones ir nurodymus. Nesilaikant $iy perspéjimy, galima sukelti
'sunky paciento suzalojima arba mirtj. « Pirms lieto8anas izlasiet visus bridinajumus, piesardzibas pasakumus
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un instrukcijas. Pretéja gadijuma pacientam var rasties nopietni ievainojumi vai iestaties nave. ¢ Lees voor
‘gebruik alle waarschuwingen, voorzorgsmaatregelen en instructies in de bijsluiter. Dit nalaten kan ernstig
letsel of overlijden van de patiént tot gevolg hebben. « Les alle advarsler, forholdsregler og instruksjoner i
‘pakningsvedlegget far bruk. Hvis du unnlater & gjere dette, kan resultatet bli alvorlig pasientskade eller ded.
 Przed uzyciem nalezy przeczyta¢ wszystkie ostrzezenia, przestrogi i instrukcje zamieszczone w dotaczonej
‘do opakowania ulotce. Niespetnienie tego zalecenia moze spowodowac ciezkie obrazenia lub zgon pacjenta.
* Ler todas adverténcias, precaugdes e instrugdes do folheto informativo antes da utilizagdo. N&o fazé-lo
‘podera provocar lesdes graves ou mesmo a morte do doente. * Antes de utilizar, leia o folheto informativo
ina integra relativamente a avisos, adverténcias e instrugdes. O ndo cumprimento pode resultar em leséo
‘grave ou morte do paciente. « Inainte de utilizare, cititi toate avertismentele, atentionarile si instructiunile din
iprospect. Nerespectarea acestei indicatii poate cauza vatamarea grava a pacientului sau decesul acestuia.
* Pred pouzitim si precitajte vSetky varovania, bezpe¢nostné opatrenia a pokyny v pribalovom letaku.
\V opacnom pripade moze dojst k zavaznému poraneniu alebo smrti pacienta. * Pred uporabo preberite vsa
iprilozena obvestila, previdnostne ukrepe in navodila. Ce tega ne storite, lahko pride do resnih poskodb ali smrti

bolnika. * Lés alla varningar, forsiktighetsatgarder och anvisningar i forpackningsinlagan fore anvandning.
‘Underlatenhet att lasa dem kan resultera i allvarlig patientskada eller dodsfall. « Kullanmadan once tiim
iprospektiisteki uyarilari, onlemleri ve talimatini okuyun. Aksi halde hastanin ciddi sekilde zarar gérmesine

‘veya 6liimiine neden olunabilir.
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Store this booklet in a safe place!  CtxpaHsBaiiTe Tasn Gpoluypa Ha HaaexAHO
mscto! » Tuto pfirucku ulozte na bezpeéném misté! « Opbevar denne vejledning
et sikkert sted! « Diese Broschiire ist sicher aufzubewahren! » uhacaere auté 1o
(QUAAGSI0 ot aopahég pépog! » Guarde este folleto en un lugar seguro. « Sailyta tama
esite turvallisessa paikassa. * Conserver ce livret dans un endroit sdr !  Ovu broSuru
spremite na sigurno mjesto! * Ezt a fiizetet biztonsagos helyen tarolja! » Conservare
questo opuscolo in un luogo sicuro. * Sj leidinj laikykite saugioje vietoje! « Uzglabajiet
$0 bukletu drosa vieta! » Bewaar dit boekje op een veilige plaats!  Oppbevar dette
heftet pa et sikkert sted! « Przechowywa¢ te instrukcje w bezpiecznym miejscu!
* Guarde este folheto num local seguro! * Guarde este folheto em um local seguro!
« Pastrati acest prospect in siguranta! « Tuto brozuru uchovavajte na bezpecnom
mieste! * To knjizico hranite na varnem mestu! » Forvara detta hafte pa en saker plats.
* Bu kitapgigi giivenli bir yerde muhafaza edin!
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WECK® en Temperature Description | “Celsius | ‘Fahrenheit
Cold <22C <72°F
Hem-o-lo Lukewarm 22-43°C per AAMITIR 12:2010 72-110°F per AAMITIR 12:2010
Hot >43C > 10°F
i Automatic Processing Instructions for Use Manual Processing Instructions for Use with
Take Apart Endoscopic omatle rocessing nstuctons foruse | cessing ntructi
Ligating Clip Appliers and Removers Pre-Cleaning

Device Description

Weck® Hem-o-lok® Ligating Clips are single-use, non-absorbable, non-active implantable devices
designed for use in general surgical procedures that require vessel or tissue ligation. The clips are
manufactured from a non-absorbable polymer material. Clip cartridge adhesive backing allows
convenient placement of the carlndt};e to any sterile area. Weck Hem-o-lok Take Apart Endoscopic
Ligating Clip Appliers are designed for use as delivery devices for Hem-o-lok Ligating Clips. Take Apart
Endoscopic clip appliers are reusable instruments that manually load and deliver one clip at a time.
Weck Hem-o-lok Take Apart Endoscopic Ligating Clip Removers are designed as removal devices for
Hem-o-lok Ligating Clips. The appliers and removers are not designed for compatibility with any other
type of ligating clip.

For product sizing and compatibility, see Table 1.

Take Apart | Applier
Color | Endoscopic | Cannula
Appliers Size

Take Apart | Remover
Endoscopic | Cannula
Removers Size

: VessellTissue
Clip Size Range

Clip Size

Medium | 544220 | 2mm-7mm Blue 5449457 5mm 5441217 Smm
Med-Large %ggg 3mm-10mm | Green 54523692%0 %Tn'pn 441217 5mm
544217 5mm

544240 544995T 10mm
Large 5mm-13mm | Purple 5441307 10mm
544243 544995720 | 12mm 544130720 15mm
S4U1T 5mm

544250 544990T 10mm
Extra-Large 544253 7mm-16mm | Gold 544990720 15mm 5452411; 8%0 1gm

Indications

Hem-o-lok Ligation Clips are intended for use in procedures involving ligation of vessels or tissue
structures. Surgeons should apply the appropriate size clip for the size of the vessel or tissue structure
to be ligated such that the clip completely encompasses the vessel or tissue structure.

Hem-o-lok Take Apart Endoscopic Ligating Clip Appliers are indicated for use as delivery devices

for Hem-o-lok Non-absorbable Polymer Ligating Clips through specific sized trocar cannulas.
Hem-o-lok Take Apart Endoscopic Ligating Clip Removers are designed for the removal of Hem-o-
lok Non-absorbable Polymer Ligating Clips.

Contraindications

Hem-o-lok Ligating Clips are not intended for use as a fallopian contraceptive tubal occlusion device.
Hem-o-lok Ligating Clips are contraindicated for use in ligating the renal artery during laparoscopic
donor nephrectomies.

Patient Tar%et Groug
The Hem-o-lok Ligation System is intended for use in patients requiring ligation of vessels or
other structures.

Clinical Benefits
* Reduce post-op complications compared to altemative therapies
+ Reduce mean operative time versus altemative therapies

Potential Side Effects

+ Vesselltissue trauma

* Internal bleeding

« Surgical intervention

« Clip erosion
Implantable Clip Material
Non-absorbable Acetal Homopolymer

WARNING
Hem-o-lok Ligating Clips

« Single use: Do not reuse, reprocess or re-sterilize. Reuse of device creates a potential risk of serious
injury and/or infection which may lead to death. Reprocessing of medical devices intended for single
use only may result in degraded performance or a loss of functionality.

+ Hem-o-lok clips are intended for permanent ligation of vessels and/or tissue structures. Should clip
removal be necessary, the Take Apart Endoscopic Remover may allow removal of the clip. Should
breakage of the clip occur during the removal process, the surgeon should remove the broken clip
from the surgical site.

NOTE: Hem-o-lok ligating clips are supplied sterile. Hem-o-lok ligating clip cartridges contain
barium and are radiopaque.
Hem-o-lok Take Apart Endoscopic Ligating Clip Appliers and Removers

* Misuse and improper handling may result in damage, potentially resulting in user or patient injury.

* Instruments which are used consciously on patients with a prion-based disease (transmissible
spongiform encephalopathy disease, CJD, BSE, etc.) or on patients suspected of having one
of these diseases are not safe to be reused and must be disposed of as per approved
hospital procedures.

* Do not clean and/or sterilize instruments suspected of prion contamination prior to disposal,
as introducing these instruments to the reprocessing facility may lead to contamination of
other instruments and/or the reprocessing facility equipment.

CAUTION
Hem-o-lok Ligating Clips

« In procedures other than laparoscopic donor nephrectomy, Teleflex Medical recommends ligation
of the renal artery with more than one clip on the patient side with a minimum distal renal artery
cuff of 2-3mm beyond the distal clip.
The clip must be latched to ensure proper ligation of the vessel or tissue. Inspect the ligation site
after application to ensure proper closure of the clip. Security of the closure should be confirmed after
ligation to avoid leakage from ligated blood vessels or hollow viscus.
Application of a second clip on all other vessels (other than the renal artery) should be dictated
by the surgeon’s judgment.
The Hem-o-lok Polymer Ligating Clip is not designed for use as a tissue marker.
Teleflex Medical recommends a Hem-o-lok endoscopic clip remover be readily available during
endoscopic surgery involving the use of Hem-o-lok clips.
Before applying a clip, verify the structural size and condition of the vessel or structure and use the
proper size clip. Ligating clip systems differ in closure characteristics according to clip design and
other variables. It is the responsibility of the user to select structures for the application of clips and
confirm clip security after placement and after the use of other surgical devices in the immediate area
of the application.
Hem-o-lok Take Apart Endoscopic Ligating Clip Appliers and Removers

ALIGNED |

MISALIGNED

+ Always check the alignment of the applier
and remover jaws before use.

+ When closed, jaw tips should be directly
aligned and not offset.

+ Alignment of the jaw is critical for safe
application of the clip. If this is not done,
patient injury may occur.

+ Alignment of the remover jaw is critical for
safe removal of the clip. If this is not done,
the ligating clip legs may not disengage.

+ Proper maintenance, care and cleaning are
necessary to ensure proper functionality.

« This applier is NOT designed for use with an operative cannula for the purposes of maintaining
pneumoperitoneum.

* Proceed carefully when inserting the instrument through a cannula. DO NOT apply lateral pressure
on the applier as damage to the working tip may occur.

« Before use, examine the instrument for bent, broken, cracked or womn parts.

« In order to avoid unnecessary gas loss, ensure the cleaning port cap fits tightly on the Luer-Lock
flush port. A spare cap is provided for your convenience.

« Always confirm that the clip remains in the applier after insertion of the applier and clip through a
cannula. Do not attempt to close the jaws on a vessel or anatomic structure without a clip properly
loaded into the jaws. Closure of empty jaws on a vessel or anatomic structure may result in
patient injury.

+ Rotation knob should only be activated with jaws in open position. Failure to do this may result in
damage to the applier and remover damage.

+ Use of cleaning and sterilization methods other than those provided by Teleflex must be validated by
the healthcare facility using appropriate validated laboratory methods.

« Itis the responsibility of the user to determine adequate opening of the ligating clip for safe removal
of the clip from the vessel or anatomic structure.

NOTE: Once a clip has been removed from a vessel, do not attempt to reapply the used clip.
A new clip should be used.

Clip APL)Iication Instructions for Use
Hem-o-lok ligating clips are generally suited to vessel and tissue structure sizes indicated in Table 1.
Surgeon judgment should dictate clip selection for specific applications.

Loading clips and inserting the applier down the cannula

1.To load the applier, grasp the applier and carefully insert the jaws of the applier into the cartridge slot,
making sure the jaws are perpendicular to the base of the cartridge. Gently press the applier over the
clip until there is an audible double click. Do not force the applier into the cartridge or onto the clip.
The applier should enter and withdraw from the cartridge easily.

2.Remove the applier from the cartridge ensuring the clip is held securely in the applier jaws. The clip
bosses should seat in the notches of the applier jaws (illustration 1). It may be necessary to hold
the cartridge to allow the clip to be removed.

3.Compress the applier handles and insert the applier jaws and shaft down the cannula. Maintain
compression on the applier handles until the jaws clear the cannula.

Clip positioning and closure

4.Sufficiently skeletonize the structure to be ligated to allow the locking mechanism of the clip to be
clear of tissue. Do not use the clip or applier as a dissecting instrument.

5. During application, orient the single tooth of the clip as shown (illustration 1). This allows the user to
visually confirm encapsulation of the structure being Iifqaled. Position the clip around the tissue to be
ligated in @ manner that provides clear visualization of the locking mechanism (illustration 2). NOTE:
Avoid excess tissue in the locking mechanism of the clip. Apply sufficient force to the applier handles
so the jaws close and the clip locks shut (illustration 3;). Releasing pressure on the applier handles
allows the a;ﬁ)lier to return to a fully open position.

NOTE: Leave a distal cuff of tissue approximatel£2-3mm from the ligating clip if the vessel is
divided (illustration 4), i.e. DO NOT USE THE SIDE OF THE CLIP AS A CUTTING GUIDE.

INSTRUCTIONS FOR INTRAOPERATIVE CHOLANGIOGRAM UTILIZING HEM-O-
LOK ML CLIPS AND TAUT LAPAROSCOPIC CHOLANGIOGRAM CATHETERS
The Hem-o-lok ML clip is a locking clip and is only recommended for use in intraoperative
chglﬁrgggrams with Taut, Inc., NON-bulbous (non-shouldered) tipped catheters, Catalog #s 18305
an .
NOTE: Only Medium-Large Hem-o-lok Ligating Clips should be used for intraoperative cholangiograms
using Taut Laparoscopic Cholangiogram Catheters. Use of these catheters permit catheter removal
without having to remove a locked Hem-o-lok ML clip.
1.An optional Hem-o-lok ML clip (#1) may be secured on the cystic duct to prevent egress of bile from
the gallbladder ductotomy (illustration 5).
2.ATaut Intraoperative Cholangiogram Catheter, Catalog #18305 or #18400 is placed through a
standard ductotomy in the cystic duct and the cannulated duct is ligated around the catheter with a
Hem-o-lok ML clip (#2) (illustration 5).
3. After completion of the cholangiogram, the Taut catheter is removed leaving the secure Hem-o-lok
ML clip closed on the cystic duct (illustration 6).
4. A third Hem-o-lok ML clip (#3) is secured in place on the cystic duct (illustration 7).
5.The cystic duct is now divided using the security of the third clip for secure ligation (ill ion 8).

+ Soak the instruments in lukewarm tap water for five (5) minutes (minimum).
« Using soft bristle brushes (Spectrum M16 or similar), brush the submerged instruments under
lukewarm tap water for a minimum of thirty (30) seconds or until all visible residue is removed.
* Rinse instrument and flush lumens with a syringe with lukewarm tap water for one (1)
minute (minimum).

Enzymatic or Alkaline Automatic Cleanin% Enzymatic Manual Cleaning
Place the opened instrument in a wire basket on |+ Place the instrument in a lukewarm ultrasonic
the slide-in tray and start the cleaning process. water bath with 0.8% enzymatic cleaner.
Pre-rinse for two (2) minutes with cold tap water. |+ Sonicate for fifteen (15) minutes (minimum).
* Remove instruments from ultrasonic bath.
« Using a soft bristle brush (Spectrum M16
or similar for exterior cleaning), brush the
instrument under running lukewarm tap water
for one (1) minute (minimum) or until all visible
residue Is removed.
* Rinse instruments and flush lumens with
running lukewarm tap water for one (1)
minute (minimum).
Note: The preparation of concentration,
© 3 temperature and application time of the cleaning
minutes according to washer parameters. agent must be according to the instructions for
Note: The preparation of concentration, use provided by the detergent manufacturer.
temperature and application time of the cleaning Detergents must be approved for use with metal
agent must be according to the instructions for reusable general surgical instruments. Examples
use provided by the detergent manufacturer. of detergents used during validations: Enzymatic
Detergents must be approved for use with metal | detergent: Cidezyme/Enzol.
reusable general surgical instruments. Examples
of detergents used during validations: Enzymatic
detergent: Cidezyme/Enzol; Alkaline detergent:
Neodisher Mediclean.

Empty.

Wash for five (5) minutes in hot tap water with
a 0.8% enzymatic cleaner or a 0.5% alkaline
cleaner. See note below.

Empty.
Neutralize with cold tap water for three (3) minutes.

mpty. ) .
Rinse for fifteen (15) minutes in cold, filtered
tap water.
Empty.
Perform automated dry cycle for fifteen (15)

Thermal Disinfection

Thermal rinse cycle for one (1) minute at a temperature of 90°C with purified water.

Visual Inspection

Visually inspect the instrument in a well-iit area to ensure all surfaces are clean. If it is determined that
the instrument is not clean, repeat the cleaning steps.

Drying
Wipe dry with a clean, lint-free cloth (Kimwipe or equivalent). Filtered, compressed air may be used.

Lubrication
Lubricate joints using a non-silicone, water-based surgical-grade Iubricant as per
manufacturer’s instructions.

NOTE: Itis the responsibility of the healthcare facility to ensure adequate cleaning of the brushes
k each use. R ble the appliers, lete functional check and sterilize assembled.
Functional Check
+ Itis mandatory to inspect the instrument prior to use as it may be damaged during transit to the
customer, at the customer’s site during receiving, during use in a previous procedure or during the
cleaning or sterilization process.
+ All moving parts must be inspected for wear and confirmed to be functional.
+ Confirm smooth operation during opening and closing of instrument handle and that tips align properly.
+ As screws may become loose during normal operation of an instrument, inspect before and after use
in order to ensure proper function.
+ Inspect instruments for readability of device markings, as applicable, rust, pitting, cracking or burrs,
staining or discoloration and wom or broken parts.
+ Repair or replace any instrument found not to be acceptable.
Maintenance, Handling and Operation of Surgical Instruments
+ The assembly and disassembly of the instrument must only be performed by personnel trained to
the institution's training requirements.
+ The instrument must be cleaned, lubricated, functionally checked and sterilized prior to each use.
Packaging
+ After cleaning and inspection as outlined above, place the instrument in a sterilization container or
packaging which will protect the instrument from the environment as well as permit sterilization.
+ After sterilization the instrument should remain in the sterilization container or packaging for
protection from the environment and to maintain steriity.
Sterilization
To avoid electrochemical reactions, separate instruments fabricated from different materials.
The instruments are approved to be sterilized according to the following parameters:

Sterilization Instrument Temperature Exposure Time Drying Time
Method Configurati (minimum) (minimum)
PreVac Wrapped 270°F (132°C) 4 min 30 min
PreVac Wrapped 275°F (135°C) 3min 30 min
Gravity Wrapped 275°F (135°C) 10 min 30 min

NOTE: The following methods of sterilization are NOT recommended as they could damage the
instrument: flash sterilization, ethylene oxide sterilization, dry heat sterilization, liquid chemical
sterilants, chemical sterilant gases.

Storage
Instrument must be stored in a dry, clean, chemical-free and dust-free environment. Instrument must
remain wrapped or within the sterllization container to maintain sterility.

Environmental Conditions

MR Safe
Weck Hem-o-lok clips are constructed of a non-absorbable polymer material and are
considered MR Safe according to the current criteria and labeling terminology (MR safe is an

item that poses no known hazards in all MRI environments. Using the terminology, “MR Safe”
items are non-conducting, nonmetallic and nonmagnetic).

PRODUCT INFORMATION DISCLOSURE

Teleflex excludes all warranties, except Teleflex's applicable Standard Warranty whether expressed or
implied, including but not limited to, any implied warranties of merchantability or fitness for a particular
purpose. Teleflex shall not be liable for any incidental or consequential loss, damage, or expense, directly
or indirectly arising from use of this product except for the intended use specified. Teleflex does not
assume nor authorizes any person to assume for them any other or additional liability or responsibility in
connection with these products.

LIGATING CLIP APPLIER WARRANTY

Weck take-apart manual load endoscopic appliers are covered by a three-year warranty on defects
in materials and workmanship and a three-year repair service on tip alignment and refurbishment as
long as the applier is used as intended for application of Weck clips and has not been repaired by
unauthorized personnel.

LIFE EXPECTANCY
+ The instruments should be inspected for readability of device markings, as applicable, signs of rust,
cracking, pitting, breaking, staining and/or discoloration, burrs, sharp edges or protrusion as well as
any other signs of defects.
+ Instruments found with any signs of the aforementioned defects are not safe for use with patients
and should be immediately discarded.
Disposal
This device should be handled and disposed of in accordance with all applicable regulations including,
without limitation, those pertaining to human health and safety and the environment.

LIGATING SYSTEM COMPATIBILITY

+ There are a number of ligating clips on the market today in addition to Hem-o-lok ligating clips from
Teleflex Medical.

+ Your Weck Hem-o-lok appliers and removers have been designed for use exclusively with Hem-o-
lok Ligating Clips.

+ Applier color coding matches the color of the ligating clip cartridge with which it is to be used.

+ Teleflex Medical does not assume responsibility for unsatisfactory results caused by the use of any
equipment or clips not specifically identified by Teleflex Medical as an integral part of this
specific system.

+ For additional information, contact your Teleflex Sales Representative or Teleflex Customer Service.

'Gill and Shellock, Journal of Cardiovascular Magnetic Resonance, 2012, 14:3.

After launch of European Database on Medical DevicesEUDAMED, the summary of safety and clinical
performance (SSCP) will be made available to the public at https:/ec.europa.eu/tools/eudamed.

For a patient/user/third party in the European Union and in countries with identical regulatory regime
(Regulation 2017/745/EU on Medical Devices); if, during the use of this device or as a resulit of its use,
a serious incident has occurred, please report it to the manufacturer and/or its authorized representative
and to your national authority.

The contacts of national competent authorities (Vigilance Contact Points) and further information can

be found on the following European Commission website: https://ec.europa.eu/growth/sectors/medical-
devices/contacts_en.

An electronic version of the IFU can be found at www.teleflex.com/IFU.

Hém-olok *

Pa3rnobsieMy eHAOCKONCKM NUTMpaLLy KNUnc-aniukaTopu
U eKCTPaKTopK

OnucaHue Ha usgenueto

Turvpawure knuncn Weck® Hem-0-lok® ca HeaBeopbupyemm, HeaKTvBHY U3aenus 3a eaHokparHa
yrotpe6a, NpeBnaeHY 3a M3non3saxe npu oBLLM XMPYPrAYecky NPOLIGYPH, KOUTO M3UCKBAT NUTvipaHe
Ha KPBBOHOCHY Ch/I0BE UM Thkau. KnuncuTe ca npou3seaery oT Heabcopbupyem nonumepeH
marepuan. JlensijaTa nonoxKka Ha repba Ha KaceTata no3gonsea yiobHO pasnonaraHe Ha kacetarta

B CTEPUNHOTO nore. PaarnobsiemuTe erpockoncky knunc-anmukatopu Weck Hem-o-lok ca npoextupatin
3a ynoTpeba KaTo YCTPOiCTBa 3a NOCTaBsHe Ha nurvpaLuy knuncu Hem-o-lok. Pasrnobsemute
€H/OCKOMCKI KIMC-annKkaTopy Ca MHCTPYMEHTI 3 MHOTOKpaTHa yroTpe6a, KouTo ce 3apexaar pbyHo
V¥ 1I0AaBaT o eAvH Knunc. Paarmobsiemute engockoncki nurvpalum knvunc-ekctpaktopu Weck Hem-o-lok
Ca NPOEKTUpaHy KaTo YCTPOVCTBA 3a OTCTpaHsBaHe Ha nurupaLuv knuncu Hem-o-lok. 3a annukatopute
1 eKCTPaKTOpUTE He € NPpeABUAEHO Aa GbaT CbBMECTUMM C KaKbBTO M Aid € APYT TUM NMIVpaLLM KITCK.
3a paamepy 1 CbBMECTUMOCT Ha MpojiykTa BibkTe Tabnuua 1.

Tabnuua 1: Pa3vepy 1 CbLBMECTUMOCT Ha NpoayKTa

Pa3mep Pasmep

Ha KaHto- | Pasrnobsiemm | Ha KaHio-

nava Ha | €HAOCKONCKX | NaTa Ha

annuKa- | eKCTPaKTopM | eKcTpak-
Topa

Pa3rno6s-
€eMM eHaoc-
Komncku
annukaropu

[vanasoH Ha

Pa3mep Ha pa3smepuTe Ha
imnca | KM | oy moHocHws
Cb/TbKaHTa

In the circumstance where a cholangiogram is performed using any other type of 4.5 French Taut
catheter, and the stabilization of the catheter is established by securing the catheter with a Hem-
o-lok ML clip, the clip must be removed before attempting to remove the catheter. The clip may be
removed with a compatible endoscopic remover.

Clip Remover Instructions for Use

1. Insert the Hem-o-lok Take Apart endoscopic clip remover down the cannula. The clip must be
approached from the hinge side, not the locking mechanism side.

2. Approach the clip and using the turn knob, rotate the jaws of the remover so the jaws are directly
over and aligned with the legs of the clip.

3.Advance the remover until the user visualizes the hinge of the clip resting at the back of the remover
jaws as shown (illustration 9). NOTE: The hinge of the clip MUST rest at the back of the remover
Jaws to ensure disengagement of the clip legs (illustration 10).

4.0nce the clip is properly positioned in the jaws as shown, apply steady pressure to the remover
handles until a slight click is felt. This indicates the clip legs have disengaged. Opening the remover
handles will allow the clip to open on the vessel. Visually confirm the clip has opened sufficiently and
the tooth of the clip is clear of any tissue.

5.The remover may be used as a grasper after opening the clip (illustration 11). Use the remover
jaws to grasp the clip by the hinge. NOTE: The opened clip must be grasped by the hinge for
withdrawal from the ligation site and up through the cannula. Hold the cannula and withdraw the
clip up the cannula, maintaining grasping force on the clip.

CARE, CLEANING AND STERILIZATION

+ Manual applier and remover jaws are delicate and can easily become damaged as can some other
applier/remover components.
Mishandling of appliers may result in improper load and/or closure of the jaws.
Appropriate care, cleaning, lubrication and maintenance are important to ensure proper function.
Please examine the applierremover before each surgery for potential damage.
Pay particular attention to the jaws. Damaged or misaligned applier jaws may not allow clips to close
acceptably for occlusion of intended structure. Damaged remover jaws may not allow for
clip removal.

« |f repair is required, clean, sterilize and return damaged instrument to Teleflex Medical.
N(();‘I; E;ISVhen lubricating the instrument, do not use mineral oil, petroleum or silicon-based
products.
NOTE: During cleaning of lumina, drill holes or blind holes. Special attention will be required.

Preparation at Point of Use

Directly after use, remove coarse contamination from the instruments and keep the instruments moist for
transit to the processing site. Prior to cleaning and sterilization do not use any fixing agents or hot water
since this may lead to the fixation of residue and can have a negative influence on the cleaning process.
Some Weck Hem-o-lok Take Apart Endoscopic Clip Appliers and Removers are provided with a cleaning
port which permits access to the interior channels and cavities. Uncap the cleaning port, as necessary,
but do not remove the cap tether oompletelr from the instrument. Flush with warm distilled or filtered
water for approximately two minutes or until the visible gross debris is removed from the device.
Transportation

During the transportation of the instrument to the processing site, store contaminated instrument securely
in a closed container to avoid damage to the instrument and/or contamination of the environment.
Preparation for Reprocessing

Where applicable, the instrument must be disassembled and/or opened for cleaning.

Failure to clean the instrument could lead to inadequate sterilization.

Cleaning, Disinfection And Drying Instructions

Hem-o-lok Take Apart Endoscopic Ligating Clip Appliers and Removers should be cleaned independently
according to the instructions listed below. The instruments are approved to be cleaned according to each
of the following options:

Cpemed | 544220 | 2mm-7mm 5449451 5mm 5441217 5mm
544230 544965T 5mm

CpenHoronsim 544233 3mm-10mm | 3ene 544965720 | 10 mm 5441217 5mm

5441217 5mm

Tonam 315% 5mm-13mm | Buonetos 5452382%0 }g mm 5441307 10 mm

544130720 | 15mm

441217 5mm

Moro ronsm ﬁggg 7mm-16mm | 3namwcr 5452388%0 12 mm 5441307 10 mm

544130720 | 15mm

IMokasaHus

Jivrwpalymre knuncy Hem-o-lok ca npeaHasHayer 3a ynotpeba npy npoLieaypw, B KOWUTO Ce Hanara
TUrMpaHe Ha KPbBOHOCHY ChIOBE WM ThKaHHM CTPYKTYpU. X pypauTe TpsibBa Aa M3nom3sar Kiurck

C MoAXOAsILL pa3Mep 3a pa3Mepa Ha KpbBOHOCHS! Ch/l U ThkaHHaTa CTPYKTYpa, KOWTO Ce furvpar,
TaKa Ye KIMNChT M3LsNo Aa 0bXBalLia KbBOHOCHWS CbJl UM ThkaHHaTa CTPYKTypa.

Pa3rnobsiemuTe eHROCKONCKY NUrvipaLLy knunc-annvkatopu Hem-o-lok ca npeaHasHayenm 3a ynotpeba
KaTo yCTPOVCTBa 3a NOCTaBsiHe Ha HeabcopBypyemy nonuMepHYM NurMpaLLy knuncy Hem-o-lok npea
CriewyarnHo opa3vepeHy KaHioni Ha Tpoakapy.

Pas3rnofsiemuTe eHRoCKonCky nurMpaLLy knunc-exctpaktopu Hem-o-lok ca npeaHasHadenm 3a
npemaxeaHe Ha HeabcopBrpyemu nonvMepHy nurvpaLy knunci Hem-o-lok.

[MpoTtnBonokasaxus

Jinrvpatymre knuncy Hem-o-lok He ca npeaHasHaqeri 3a ynoTpeba Kato OkyaviBHO 3nenue Ha
MaTo4HuTe TPBGU KaTo CPEACTBO 3 KOHTpaLIENLS.

Jiurvpatymre knuncu Hem-o-lok ca npoTvsonokasku 3a ynotpeGa npy nurvipaxe Ha GupeyHaTa
apTepus No Bpeme Ha NarnapocKONCky JOHOPCKY HEPPEKTOMIM.

LieneBa rpyna nauueHTi

Cucremarta 3a nurvpate Hem-o-lok e npeaHasHadeHa 3a ynotpeba npu nauyeHT!, npu kouTo ce
M31CKBA NUrMpaHe Ha KPbBOHOCHM CbJ0BE UM APYrA CTPYKTYPU.

KnuHnyHm nonan
+ HamansBaHe Ha NocTonepaT1BHUTE YCNOXHEHNA B CDABHEHUE C anTepHaTUBHUTE Tepanin
+ Hamansizaxe Ha 06LL0TO OnepaTUBHO BPEME B CPABHEHIE C anTepHaTUBHITE Tepanin

MoTeHumanHu cTpaHU4HM edekTi
+ TpaBMma Ha Cbjy/TbKaH
+ BbTpeluHo KbpeeHe
+ XupypriiHa MHTEpBEHLIS
+ Epo3ws Ha knunca

Martepuan Ha UMNNaHTUpyeM KIunc
Heabcopbupyem aLigTan xomononumep

NPEOYNPEXOEHUE
Turvpaww knuncy Hem-o-lok

+ EnHokpatHa ynotpeba: [la He ce u3nonasa, 06paboTea uni cTepunuaipa noBTopHO. MoBTOPHOTO
U3NOMN3BaHe Ha yCTPOVCTBOTO € NMPEANOCTaBKa 3a PUCK OT CEPUO3HO HapaHsiBaHe Wi
MHeKTUpaHe, KOeTo MoXe Aa AoBeae 0 CMbPT. [NoBTopHaTa 06paboTka Ha MeaNLMHCKY
ycrpoﬁcma, npefHasHa4YeHn eanHCTBEHO 3a eaHOKpaTHa yn0Tpe6a, MOXe Aia AoBeAe A0 YacTUiHa
W MMbiHa 3aryba Ha echeKTUBHOCT.
Knuncure Hem-o-lok ca npeaHasHayYeHu 3a NepMaHeHTHO NMpaHe Ha KPbBOHOCHW Cb0BE winn
TbKaHHW CTPYKTYpU. Akoe H806XOLMMO OTCTpaHsABaHe Ha Knunc, paﬁl’l‘lOﬁReMMﬂT €HA0CKOMCKN
EKCTPaKTOp MOXe Aa Ce U3Mor3ea 3a Tasu uen. AKO KIUNCbT ce C4ynu1 no Bpeme Ha npoueca
Ha OTCTpaHsiBaHe, XMpYpruT TpsibBa Aa OTCTPaHY CHYMEHWS KIWMC OT MSICTOTO Ha XVpypruyHaTa
orepauvs.
SABENEXKA: Nurvpawure knuncu H lok ce pI
knmncy Hem-o-lok chabpxar 6apuii U ca peHTTeHOKOHTPACTHU.
Pasrnobsiemu €HAO0CKOMNCKU NnUrpaluy Knunc-annkatopu U eKCTpakTopu
Hem-o-lok

+ HenpasunHo uanonasane v HenpaginHo GopaBeHe C MHCTPYMEHTUTE Moxe fia AoBeze 0
MOTEHLMAIHN YBPeXaaHs Ha NoTpebUTens i 10 HapaHsiBaHe Ha naLyeHTa.

* VIHCTpYMEHTW, KOUTO Ce W3NOM3BaT Cb3HATENHO NPU NaLVMEHT C NPUOHOBO 3aBonsiBaHe
(TpaHCcMuCHBHa CrioHMMchopMHa eHLedbarnionaris, Gonect Ha Kpoiudena-Akob — CJD,
CroHrMdpopMHa eHLedhanonaTis o roseaara — BSE (CEN) u T.H.) unu npu nauyeHTy, CycriekTH!
3 HsIKoe OT Teav 3abonABaHus, He ca Be3onacki 3a NOBTOPHO U3NonasaHe 1 TpstBa aa Gbaat
W3XBbPIIEHN CbIMaCHO onoGpeHMTe GONHUYHY npoueaypu.

* He nouvcrgaitre uinnm He CTepI/IJ'II/ISMpaI?ITe WHCTPYMEHTH, CyCNeKTHN 3a KOHTaMWUHALWA C NPUOHK,

Kacertute ¢ nurvpaiuym



