C1° TECHNOLOGY GUIDE
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C1°DEVICE - DESCRIPTION

Each sterile package contains one (1) SINGLE PATIENT USE C7© suturing device available with an angled (FIG. 1) shaft or with a straight (Fig. 2) shaft.

The C7® DEVICE is used for the placement of surgical suture as supplied in an appropriate COR-SUTURE® or LS-5™ ePTFE QUICK LOAD® surgical suture.
A short length of modified surgical stainless steel tubing, called a needle cap @), is attached to each end of the suture @). The needle cap is loaded into
the needle cap compartment in the distal end of the device tip @). Suture Placement and Suture Rearm (FIG. 6) are each achieved by sequentially
squeezing and releasing the blue lever (7). During Suture Placement, the initial squeeze of the blue lever advances the retracted needle (@) forward through
the selected tissue placed in jaw of the device tip; the full squeeze advances the needle into the needle cap attached to its suture held in the device tip’s
distal end. Release of the blue lever retracts the needle, which pulls the now engaged needle cap and suture back through the tissue. Next, with the
device tip oriented for Suture Rearm, a second squeeze of the blue lever advances the needle with its now engaged needle cap and suture forward through
the empty jaw into the device tip’s distal end, where a latch feature retains the needle cap and suture. Release of the blue lever returns the needle alone
back to its retracted position in the distal shaft ready for repeat suture placement. The orientation of the device tip is set by rotating the rotational knob @),
which has six distinct positions, and an indicator fin @ with an integrated suture management channel.

INDICATIONS

The C1°® DEVICE is indicated for use in the approximation of soft tissue and prosthetic materials.

SISOLUTIONS®

The C71® DEVICE is available with a 5mm shaft in either an angled or straight configuration.




LOADING SUTURE 50 norsacors iver during sutre loacing.
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out of tray.

Straighten Tube

2 INSERT Suture Into Suture Track

4 FIRE & REARM
Orient Suture As Shown,
Squeeze And Release Lever
To Ensure Suture Is Ready In
Distal End Of Device Tip

1 REMOVE Suture Tube From Tray
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CAUTION: USE ONLY LSI SOLUTIONS COR-SUTURE® OR
LS-5™ ePTFE QUICK LOAD® SURGICAL SUTURE WITH C1® DEVICE.

REMOVE suture tube from tray by grasping suture tube at
suture release feature and pulling suture tube completely

INSERT one suture end into the suture track as shown;
may require pulling needle cap and suture further
out of suture tube.

3 PULL Needle Cap Into Compartment

PULL suture to seat needle cap into needle cap
compartment in the distal end of the device tip.
Make sure needle cap is fully seated in front of
latch.

)
FIRE & REARM to ensure suture is loaded properly. To avoid jamming the
needle cap into the needle cap compartment, orient the suture directly away
from the jaw as shown. Squeeze the lever to advance the needle through
the jaw and into the newly loaded needle cap. Release the lever to pick up
and retract the needle cap with attached suture back on the needle into the
shaft. While continuing to orient the suture as shown, squeeze the lever to

advance the needle, needle cap, and suture forward through the jaw to
rearm the needle cap into its compartment. Release the lever again and
retract back the now-empty needle, leaving the needle cap and suture ready
for patient use.

OPTIONAL SUTURE MANAGEMENT CHANNEL

The opposite end of the 4 N\ Alternatively, the suture tube
suture tube can be passed can be removed and the
through the fin’s suture opposite end of the suture
management channel and can be passed directly
subsequently removed to through the suture
have the suture captured in management channel.
the fin.
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COR-SUTURE" AND LS-5" ePTFE QUICK LOAD"
SURGICAL SUTURE
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COR-SUTURE® AND LS-5™ ePTFE QUICK LOAD®
SURGICAL SUTURE

(1) SUTURE TRAY
(2) SUTURE RELEASE FEATURE
(@) NEEDLE CAP

4) sutuRE

(B) SUTURE TUBE

DESCRIPTION

Each LS| SOLUTIONS® COR-SUTURE® and LS-5™ ePTFE QUICK LOAD® surgical suture is held in a customized tray @ with suture release feature @
designed to enable the rapid, easy and reliable loading of suture into C7© devices. COR-SUTURE® QUICK LOAD® surgical suture is available as a
non-absorbable monofilament and braided polyester surgical suture (FIG. 70). LS-5™ ePTFE QUICK LOAD® surgical suture is a non-absorbable
monofilament expanded polytetrafluoroethylene (ePTFE) suture. A short length of modified surgical stainless steel tubing, called a “needle cap” @ is
attached to each end of the suture @ The COR-SUTURE ® and LS-5 ™ ePTFE QUICK LOAD® surgical suture also include a detachable clear suture

tube @ to keep the suture from tangling. Each sterile COR-SUTURE ® and LS-5™ ePTFE QUICK LOAD® surgical suture is individually packaged for single
patient use.

ﬁ CAUTION:
To avoid accidental needle exposure, DO NOT squeeze lever during suture loading.




UNLOADING C1° DEVICE

UNLOADING NEEDLE CAP AND REMAINING SUTURE FROM C1¢ DEVICE

There is a simple and convenient method for removal of needle caps from the needles prior to reloading the C7© DEVICE. The AUTO-RELEASE Technique
is illustrated below. This technique automatically removes the sutures and needle caps from the needle by simply pulling the lever fully forward.

AUTO-RELEASE Technique Retract Suture Back. Pull Lever Fully Forward. Remove Suture With Needle Cap.

-

RETRACT

NEEDLE, NEEDLE CAFR, SUTURE
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REMOVE SUTURE, INSPECT

) U PULL LEVER FULLY FORWARD )

~
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This unloading technique requires that the needle with its engaged needle cap and suture must first be retracted back into the distal end of the device shaft.

If they are not, simply squeeze and release the blue lever to pick up and retract the needle cap, suture, and needle. Once the needle cap, suture, and needle
are retracted into the shaft, pull the lever fully forward to automatically remove the needle cap and suture off of the needle. Inspect and discard the used needle
cap and suture.
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C1° DEVICE FUNCTION

1

SUTURE PLACEMENT | l SUTURE REARM

SQUEEZE
Advance Needle
Forward Through Tissue

dd

RELEASE SQUEEZE RELEASE
Pull Suture Reinsert Suture Retract Needle
Back Through Tissue Into Distal End For Repeat Use




ACTIONS

To facilitate the placement of multiple stitches of the same suture (i.e., “running” the suture), the needle cap rearming mechanism of the C7® DEVICE enables the
remote return and rearming of the needle cap back into the needle cap compartment. The operator selects the desired device tip orientation by turning the rotational
knob and presents an appropriate tissue structure into the gap of the metal jaw in the device tip of the C7® DEVICE. During suture placement, the blue lever is
squeezed to advance the retracted needle from the shaft of the device through the tissue in the jaw and into the needle cap. The distal end of the C7® DEVICE needle
engages and captures the needle cap with its attached suture. Releasing the blue lever retracts the needle with attached needle cap and suture back through the
tissue. For Suture Rearm, the device tip is then moved away from any tissue structures to clear the jaw for needle cap rearming. The blue lever is again fully squeezed
to advance the needle, needle cap and suture forward through the empty jaw toward the needle cap compartment at the most distal end of the device tip. Care must
be taken to ensure the suture crimped to the distal end of the needle cap is oriented to permit the suture to freely pass through the suture track opening in the needle
cap compartment. Jamming misoriented suture into the needle cap compartment can damage suture and device. With the blue lever fully squeezed and the needle
with its attached needle cap and suture completely forward, the now rotated needle will permit the needle cap rearm latch to engage the face of the needle cap and
cause its release from the needle. With the first tissue suture placement complete, the needle cap rearmed into the needle cap compartment, and the blue lever back
in its starting location, the C7® DEVICE is ready for another tissue bite. This sequence can be repeated for up to 24 bites (or 24 complete functional cycles) with up to
4 sutures per device.

CONTRAINDICATIONS

e Minimally invasive surgical procedures should only be performed by physicians having adequate training and familiarity with minimally invasive techniques. In
addition, medical literature should be consulted relative to techniques, complications and hazards prior to the performance of minimally invasive procedures.

e The C7® DEVICE is not intended to be used with any suture other than a COR-SUTURE® or LS-5™ QUICK LOAD® surgical suture.

e Do not use this suture under conditions in which excessive suture tension can lead to tissue damage.

WARNINGS

Federal (U.S.A.) law restricts this device to sale, distribution and use by, or on, the order of a physician.

Do not resterilize. The performance of the C7® DEVICE after cleaning or other reprocessing has not been verified and is not supported by LSI SOLUTIONS®.

Discard open (unsealed), unused, expired or damaged devices or devices in damaged primary packaging.

The C7® DEVICE will not fit through standard laparoscopic cannulas with seals.

As with any foreign body, prolonged contact of any suture with salt solutions, such as those found in the urinary or biliary tracts, may result in calculus formation.

Users should be familiar with surgical procedures and techniques involving suture before employing the C7® DEVICE for wound closure, as the risk of wound

dehiscence may vary with the site of application.

Acceptable surgical practice and good surgical judgement must be followed with respect to drainage and closure of infected or contaminated wounds.

e Redundant, cut-away suture remnants, used needle caps, and C7® DEVICES, along with packaging, must be inspected, handled and disposed of consistent with
standard, accepted medical device disposal procedures.

e The C7® DEVICE is not for use in neurological procedures.

e Applications other than for soft tissue closure, or to anchor prosthetic materials, can result in failure to pick up suture or in damage to the device making it
unsuitable for continued use.

e Never drive the needle into suture, bone, dense ligamentous tissue, severely calcific tissue or other instruments.

e Do not leave any foreign material (e.g. suture remnant, needle cap, etc.) unattached in areas potentially exposed to circulating blood.

e [f securing the COR-SUTURE® or LS-5™ QUICK LOAD® surgical suture with any LS| SOLUTIONS® COR-KNOT ® DEVICE (COR-KNOT ® MIS DEVICE, COR-KNOT MINI®
DEVICE), or Mi-KNOT ™ DEVICE ensure any needle caps are removed from the suture ends being loaded, prior to loading the suture through the COR-KNOT ®
DEVICE.

PRECAUTIONS

e Check for hemostasis or leakage where appropriate.

Always assure device tip is viewed under direct visualization before advancing the needle.

Ensure obstructions do not interfere with the movement of the needle of C7©.

Do not squeeze the blue lever of the C7® DEVICE while loading a surgical suture; squeezing the blue lever may expose the sharp needle and/or damage the

needle.

In handling the C7® DEVICE, care should be taken to avoid jamming the suture into the needle cap compartment and damage to the needle.

e Avoid damage to the needle, suture or needle caps due to direct application of surgical instruments, like forceps, needle holders, clamps, etc.

e Adequate knot security requires accurate completion of accepted surgical techniques for constructing surgically tied knots or the use of the COR-KNOT © MIS
DEVICE, COR-KNOT MINI'® DEVICE, and COR-KNOT ® QUICK LOAD ® UNIT or INTRA-KNOT ® QUICK LOAD ® UNIT or Mi-KNOT ™ DEVICE as warranted by surgical
circumstances and the experience of the surgeon.

e Before instruments and accessories from different manufacturers are employed together in a procedure, verify compatibility and ensure that mechanical function
and electrical isolation and grounding are not compromised.

e Before loading the C7® DEVICE with another surgical suture, assure the remaining suture tail and needle cap from the previous load has been removed from the
needle and needle cap compartment. Failure to appropriately remove used needle caps from the needle can result in damage to the device, including
intracorporeal or extracorporeal fracturing off of the tip of the needle, making it unsuitable for continued use.

e After each loading and re-loading of a new suture into this device, squeeze the blue lever to drive the needle forward into the new needle cap loaded into the
needle cap compartment. If the needle cap is picked-up by the needle, then squeeze the lever again to rearm the needle cap and suture. If the needle rotation is
oriented to rearm the needle cap, then the needle will retract back without the needle cap and suture attached. This “cycling” (FIG. 4, Step 5) of the needle helps
ensure that the previous needle cap was properly removed, the new needle cap is installed properly, and the operator receives the device with its needle oriented
to pick-up the needle cap on its first needle advancement. [f the previous needle cap was not properly removed from the needle prior to reloading the device, the
needle will not fully advance into the new needle cap in the needle cap compartment. Failure to avoid driving a needle with a needle cap into another needle cap
can lead to the breaking off of the tip of the needle.

e Do not use the C7® DEVICE to dissect or aggressively manipulate tissue structures.

e \Verify that the needle cap is still retained within the needle cap compartment and the device has not been damaged or deformed before attempting to place a
stitch.

e Do not manipulate the device at any time with the blue lever partially actuated. This may expose sharp surfaces that can cause trauma to the patient, the device
operator or other staff, or damage the device.

e To avoid inadvertent suture damage, ensure the needle cap always enters the needle cap compartment with its suture oriented to freely pass through the needle
cap compartment’s suture track. Do not use damaged suture or expired suture.

e Ensure the advancing needle targets and enters the needle cap compartment. For example, during the suture placement, avoid using an extended needle to
manipulate or lift tissue because such an action can cause the needle to deviate from its targeted course toward the needle cap compartment. A needle tip, not
entering the needle cap compartment properly, can strike the distal tip of the device and lead to undesired outcomes, including needle tip fracture. For another
example, during suture rearm, avoid applying tension to the suture from the needle cap on the needle. Tension on the suture can cause the needle to deviate off
target and lead to the needle cap possibly striking the distal tip, which can cause needle tip fracture.

e Turning the rotational knob while squeezing the blue lever may damage tissue, and/or the C71® DEVICE and suture.

ADVERSE REACTIONS

Adverse effects associated with the use of suture include wound dehiscence, failure of adequate wound support in closure sites where expansion, stretching

or distension occur, enhanced bacterial infectivity, minimal acute inflammatory tissue reaction, localized irritation when skin sutures are left in place for greater

than 7 days, calculi formation in urinary and biliary tracts when prolonged contact with salt solutions such as urine and bile occurs, and pain, edema and erythema.
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C1° TECHNIQUE PEARLS

DO NOT NO OBSTRUCTIONS COMPLETE SQUEEZE, )
HOLD SUTURE COMPLETE RELEASE
-
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During Suture Pickup Avoid Hitting Suture, No Click, _J

Instruments, Bone, Etc. No Change

=)

Pull Suture Tail Suture Behind Tip If Needed
To Relieve Excess Prevents Locking To Stay Ahead

L SUTURE PLACEMENT

J

PAUSE & ALWAYS REARM

SUTURE REARM

After Bite, Protect Suture
Keep Suture Short During Rearming

L

If device fails to place a stitch, then under direct visualization and away from tissue, fire and rearm once or twice per
Fig. 4, Step 4, then continue if appropriate. If suture placement is ineffective, try reloading with a new suture. If the
device is still ineffective, replace device.

FIG. 10 C1° PRODUCT ORDERING SUPPLIED: STERILE

022000 C1°SUTURING DEVICE (ANGLED SHAFT) Box of 6 Devices

022600 C1°SUTURING DEVICE (STRAIGHT SHAFT) Box of 6 Devices
Box of 1 Device
(Non-Sterile)

LS-5" ePTFE QUICK LOAD® SURGICAL SUTURE Box of 12 Sutures
Monofilament, Non-Absorbable, 38” (1 SUTURE per Pouch)

022012 C1°DEPTH LIMITER

022295

COR-SUTURE® QUICK LOAD® SURGICAL SUTURE Box of 12 sutures
3-0 Polyproylene, Non-Absorbable, 53” (1 SUTURE per Pouch)

021860

COR-SUTURE® QUICK LOAD®SURGICAL SUTURE Box of 12 sutures

021861 2-0 Polyester, White, Non-Absorbable, 38” (1 SUTURE per Pouch)

P/N 021828C 05.23.18

COR-SUTURE ® QUICK LOAD® SURGICAL SUTURE Box of 12 sutures

021862 2-0 Polyester, Green, Non-Absorbable, 38” (1 SUTURE per Pouch)

S\SOLUTIONS®

Patents: www.lIsisolutions.com/patents
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C1® TEXHONIOrM4YECKOE PYKOBOACTBO

MEPEL UCMONb3OBAHNEM BHUMATENBHO MPOYTUTE HACTOALLYIO NHCTPYKLIMIO K M3OENNIO

T MonoXeHws! BpaLLatoLLEercs pyyKki 7

(co cTopoHbI xupypra)
@ A @ KOHUMK YCTPOMCTBA (@)  CHWV PHIYAT

TUNB3A UMb WAST BPALLAIOLLAACAH PYYKA
HUTb PYYKA KiMb-MHOWNKATOP

C1® YCTPOUCTBO - ONMUCAHUE

Kaxpnas cTepunbHast ynakoBka ConepxuT ofHo (1) ofHOpa3oBoe YCTPoICTBO Ans Hanoxerus Wweos C1®, noctaBnsemoe ¢ yrnoBbIM (puc. 1) unu npsiMbim %pmc. 2
wadTom. YcTpoiictBo C1® ncnonb3yeTcs Ans HaNoKeHUst XMPYPrMYecKoro LwBa, NOCTaBsSeMOro ¢ COOTBETCTBYHOLLEN Xupyprinveckoit HUTbo COR-SUTURE
unn LS-5™ eP%FE QUICK LOAD®. KOpOTKMﬁ 0TPEe30K MOANULIMPOBAHHON XMPYPrudeckol TpyOKM 13 HepxasetoLLel CTani, HasblBaemblil runb3a ANs Urbl 2,
NPUKPENNAETCS K KXKLOMY KOHLY HUTW 3. MMnb3a ANs UMbl 3arpyaeTcs B OTCEK rmnb3bl ANS UMbl B AUCTANbHOM KOHLE KOHYMKa yCTpoicTBa 4. HanoxeHue
HUTEN 1 cHatue HuTen (PUC. 6) focturaloTes nyTem NocnenoBaTeNbHOO CKUMaHWEM W OTMYCKaHWEM CUHErO pbivara 7. [1pu ycTaHOBKe HUTU NepBOHaYarbHoe
HaXaTie Ha CUHUIA pblyar MPOABUraeT BTAHYTYIO Wy 1 BNepef Yepes TkaHb, HaXOAALLYIOCA B 3aKMMe HaKOHEYHWKa YCTPOUCTBA; NOTHOE CxaTve NpoasuraeT
WMy B MUIb3Y WIMbl, NPUKPENMEHYI0 K STOW HUTM, KOTOPasA HAXOAMTCA Ha AMCTANbHOM KOHLE KOHYMKa yCTpoicTsa. [lpu oTmyckaHum CUHEro pblyara urna
BTAMMBAETCS, B Pe3ynbTaTe Yero 3axBayeHHas rnb3a Wrmbl 1 HUTb POHMKAOT 06paTHO B TkaHK. 3aTeMm, Korfa KOHUMK YCTPOWCTBA OPUEHTUPOBAH /NS HANOXKeHNs!
HWUTW, BTOPOE HaXaTue Ha CUHUIA pblvar NPOABUIAET UMy C 3aXBAYEHHON MMIb30M 1 HUTBIO BNEPEA Yepes NyCTON 3aXMM B ANCTarbHbIN KOHEL, KOHYMKa YCTPOMCTBA,
rfie 3allenka yaepXuBaeT b3y UMbl U HNTb. [1pK OTMYCKaHUWM CUHETO pblyara Urna caMmoCTOSTENBHO BO3BPALLAETCS B CBOE BTSHYTOE NOMOXEHNE B AUCTaNbHON
yacTu wadra, rotoBas k MOBTOPHOMY HanoxeHuto HUTU. OpueHTaLmMs KOHYMKA YCTPOCTBA 3aaeTcs BpalleHWeM BpaLLaloLLeics pydki 8, UMeloLLment LWecTb
Pa3nNYHbIX MOMOXEHUIA, U KUNb- MHAUKATOP 9 CO BCTPOEHHBIM KaHANOM HanpaBfeHnst HUTU.

NOKA3AHUA

Yerpoiicteo C1® npefHasHaueHo ANs annpoKCUMALWMIM MATKUX TKaHEW 1 MPOTe3HbIX MaTepuarnos.

PUC. 2

YetpoiictBo C1 ®nocTynHo ¢ wadtom ArnameTpom 5 MM B YTIOBOI UNK NPSIMOI KOHAMrypaumum




SAIPY3KA HUTU HE CRANGHTE ot B0 BPOMA OATYIRH HTH,
—

BHUMAHME: UCMOMNb3YITE TONBKO LSI SOLUTIONS COR- SUTURE® UK
A LS-5 ™ ePTFE QUICK LOAD® XUPYPIMYECKAA HUTb C YCTPOUCTBOM C1®.

1

LHOCTAHBTE mpy6ky 0ns1 Humu u3 nomka
[OCTAHBTE Tpybky ANns HUTU 13 NOTKa, B3SIBLUKCH B NPOpE3u
ANS N3BMNEYEHNS HUTU U NONHOCTbIO BbITAHUTE TPYOKY ANS HUTU
13 N0TKA.

Beinpsmume mpybky =

BCTABbB TE Humb 6 Hanpasnstouyro Orist Humu

KaK Noka3aHo Ha PUCYHKe; MOXeET I'IOTpeGOBaTbCﬂ BbITAHYTb

BCTABBTE 0oauH KOHeL, HUTU B HanpaBNsItoLLYH Ans HUTK,
f TUNb3Y UMbl N HUTb W3 TPYOKW ANs HUTK.

BTAHUTE aunssy uenbi 6 omcek

TTOTAHUTE HuTb, YTOObI rMMb3a UrMbl MOMECTUNCS B OTCEK
NS MNb3bl UMbl HA AUCTANbHOM KOHLUE YCTPOWCTBA.
Y6eauTech, YTO rnb3a Urfbl MONHOCTbLI0 YCTAHOBNEH Neper
3aLLenKon.

CLUNBAHME N ITEPE3ATPY3KA ' .
Pacnonoxume HUmb, Kak
nokKasaHo, coxxmume u
omnycmume pbi4ae, Ymobbi
y660UMBCS, YMO HUMb Ha CLUMBAHUE U MEPE3ATPY3KA Y6eautech, YTO HUTb YCTaHOBMNEHA NPaBUbHO.

Y06k 130exaTb 3aCTPEeBaHMS MMb3bl UMbl B OTCEKE ANS MMMb3bl UMb,
OPUEHTUPYITE HUTb NPSIMO OT 3aXWMa, kaK MokasaHo Ha pucyHke. CoxmMuTe pblyar,
4TO6bI NPOABMHYTL UMY Yepe3 3aXMM YCTPOCTBA W TOMBKO 3arpy)KeHHYIO MMb3y.
OtnycTuTe pbiyar, Y4To6bl NOAHATL W BTSHYTh MUMb3Y UMbl C NPUKPENNEHHON K urne
HUTbI0 0BpaTHO B WadT. Mpogomkas OpUeHTPOBATb HITb, Kak NOKa3aHo Ha
PUCYHKE, HAXXMUTE Ha pblyar, 4Tobbl NPOABUHYTB UMY, TUMb3Y UMbl U HUTb BNEpes
yepe3 3aXVUM M BEPHYTb M1Mb3y UMbl B ero otcek. CHoBa OTMyCTUTE pblyar 1
BTSHWUTE 06pATHO MyCTYI0 My, OCTABUB IUMb3Y UMbl U HUTb FOTOBBIMM K
CNOMb30BaHMIO Ha NaLeHTe.

oucmarnbHOM KOHUe
ycmpoticmea 2omosa.

JIONONMHUTENBHbIA KAHAN YNIPAB/EHUS HUTBIO

MpoTMBOMONOXHBIN KOHEL| - _ B kauecTBe anbTepHaTBbI
TPYBKI ANst HUTU MOXET BbITb / MOXHO yAanuTb TpyGKy Anst
MponyLLeH Yepes kaHan HUTI W NPONYCTUTL
YNpaBMeHns HATBIO KNSt 1 4 MPOTUBONOMOXHBIA KOHEL, HUTU
3aTem yaarneH, 4tobl HUTb / HENocpeaCTBEHHO Yepes kaHan
Bbina ycTaHoBMeHa B kure. YNpaBneHust HUTbHO.




COR-SUTURE" U LS-5" ePTFE QUICK LOAD"
XWUPYPITMYECKHUE HUTH
- CRET

COR-SUTURE® U LS-5™ ePTFE QUICK LOAD®
XUPYPTMYECKUE HUTK

JIOTOK [N HUTEN
PUCTIOCOBNIEHVE L7151 OCBOBOXLEH;
TWIb3A UMbl

HUTB

TPYBKA 1151 HUTEN

OMUCAHUKE

Kaxpas xupyprdeckass HuTb LSI SOLUTIONS® COR-SUTURE® u LS-5™ ePTFE QUICK LOAD® Haxogutcsi B MHAMBMOYanbHOM NoTke 1 ¢
Npopesbio /151 U3BNEYEHNS HUTK 2, NpefHa3HaYeHHOI Ans ObICTPOiA, NPOCTON W HAAEKHON 3arpy3ki HUTK B ycTponcTea C1®. Xupyprudeckast HUTb
COR-SUTURE® QUICK LOAD® pocTynHa B BiAe He paccachIBatoLLEencsl MOHOBOMOKOHHOM 1 XMPYPrityeckor nneTeHon nonuacupHomn Hutu (PUC.
10). Xupypruyeckas HuTb LS-5™ ePTFE QUICK LOAD® npegncraensiet coboii He paccachiBaloLLytocst MOHOBOMOKOHHYHK) HUTb W3 PacLUMPEHHOrO
nonutetpadTopatuneHa (ePTFE). KopoTkuit 0Tpe3ok MoauthuLmMpoBaHHOM XMPYPrindeckon TpYOKM U3 HepKaBetoLLEr CTanm, HasbiBaeMblii «r1b3oN
bl 3, MPUKPENMSETCS K kaxaomy koHuy Huth 4. Xupyprdeckine Hntu COR-SUTURE® v LS-5 ™ ePTFE QUICK LOAD® Tarcke BknroyatoT B cebs
CbEMHYI0 Npo3payHyto Tpybky Ans HUTEN 5, NpeoTBpaLLalolLyto 3anyTbiBaHWe HUTW. Kaxaas ctepunbHas xupyprudeckast HuTb COR-SUTURE® u
LS-5 ™ ePTFE QUICK LOAD® uHauBmuoyansHo ynakoBaHa Ans UCronb30BaHUs 4115 OGHOMO NauueHTa.

BHUMAHUE:
Bo n3GexaHue cnyyaitHoro BbicBo6oxaeHs Urnbl, HE cxumaliTe pblyar Bo Bpemst 3arpyski HUTH.




OCBOBOXOEHWE YCTPOUCTBA C1°

OCBOB OXX[OEHHME runb3bl Urfbl U OCTATKOB HATU U3 YCTPOUCTBA C1°

CyLLecTByeT NpocToil 1 yaobHbI METOA 0CBOBOXAEHNS (yAaneHs) runb3 Ans Ui ¢ U nepes nepesarpyskoi B ycTpoiictea C1®.TexHuka ABTO-
OCBOBOX[IEHWA nokasaHa Huxe. OTa TeXHUKa aBTOMATUYECKM CHUMAET HUTb W MAMb3Y UTITbI C UIMbl, NPOCTO NOTSHYB pblyar MONHOCTLIO Briepes.

BTAHUTE

YOAJIIUTE HATb, OCMOTPUTE
urny, runb3y A uriibl, HATb

ITOTAHUTE PbIYAT OJIHOCTbBIO BITEPEA]

OT10T MeTo 0cBObOXAEHNS TPebyeT, 4ToObl UrMa ¢ MPUKPENMEHHON K Helt T30 M HUTBIO cHavana bbina BTaHyTa 06paTHO B ANCTambHBIN KOHEL, LadTa yCTpOonCTBa.
Ecnu 310 He TaK, NpoCTO COXMMTE 1 OTMYCTUTE CUHWIA pblyar, YToObl MOAHSTL U BTSHYTh TMNb3Y WIMbl, HUTb W UrMY. Kak TOMbKO r1nb3a Wriibl, HUTb W UrMa BTSHYTHI B LadT,
MOTSIHWTE Pblyar NOMHOCTLIO BNEPeL, YTOBbI aBBTOMATUYECKM CHSITb TUIb3Y UMbl M CHATb HUTb C UMbl OCMOTPUTE U BbIGPOCLTE UCMONB30BAHHYHO Mb3Y UMbl U HUTb.

®YHKLUA YCTPOUCTBA CI*

L PASMELLEHVE HUTY J L MEPE3ATPY3KA HUTH J

PUC. 6




JEUCTBUA

Yrobbl 0bnerynTb HanoxeHne HECKOMbKUX CTEXKOB OFHON 11 TO Xe HUTBHO (T. €. «MPOBELEHNEN HUTH), MeXaHaM NMOBTOPHOrO Nofbema rnb3bl urmbl yeTpoiictea C1® obecneunBaeT ANCTaHLMOHHbIA
BO3BPAT 1 MOBTOPHOE BTSArMBaHME MNb3bl UMbl 0BPaTHO B OTCEK MMnb3bl UMbl Onepatop BbIGMpaeT xenaemylo OpUEHTALMI0 KOHUMKA YCTPOVCTBA, NOBOPaYMBas BPALLAIOLLYIOCS PY4Ky, ¥ NOMeLLaeT
COOTBETCTBYHLLYIO CTPYKTYPY TKaHM B 3330p METANMMYECKOrO 3axvMa Ha KoHuuke yetporictea C1®. Bo BpeMs HanoXeHUs HUTU CUHUIA pbldar CKUMaeTes, YTobbl NpoaBMraTh BTSHYTYIO Uy OT Wwadta
YCTPOIICTBA Yepes TkaHb YEMOCTI B rumb3y Urbl. ucTanbHblin KoHew, urnbl C1® BXOAWT B 3aLienneHne v 3aXBaTbiBaeT MUMb3y UMbl C NPUKPENNEHHON HUTbIO. Mpu OTMyCKaHU CUHEro pblyara urna ¢
MPUKPENEHHbIM K Hel TANb30i BTSTMBAETCS W CHOBA MPOLUMBAETCA Yepe3 TKaHb. [N NOBTOPHOTO HANOXEHWS LWBA KOHYMK YCTPOMCTBA 3aTeM OTOABMraeTCA OT Mobbix TKaHEBLIX CTPYKTYP, YTOObI
0cBODOANTb YEMCTY NS NOBTOPHOTO HaeBaHus rnb3bl Mrmbl. CUHMIA Pblyar CHOBA MOMHOCTLI0 CXUMAETCS, YTOObI NPOABIMHYTH UMY, TMNb3Y UMbl U HATL BrEPEZ Yepes NyCToi 3aXM K OTCEKY Mnb3bl
UMbl Ha CaMOM [MCTarNbHOM KOHLIE KOHuMKa YCTpoiAcTBa. Heobxoanmo no3aboTuTbest 0 ToM, YToObl HUTb, NpuKaTast K AUCTanbHOMY KOHLY rvmb3bl UMbl Gbina OpUEHTMPOBaHa TaK, YTobbI MO3BOMUTL HUTK
cBOBOAHO NPOXOAWTL Yepes OTBEPCTUE 1S HUTU B OTCEK M1Mb3bl UMMbl. 3aCTpeBaHIE HENPABUNbHO OPUEHTUPOBAHHOM HUTW B OTCEKE ANA MMMb3bl UMbl MOXET NPUBECTM K NOBPEXAEHMIO HATU W YCTPORCTBA.
Korzia CiHMIA pbiyar NOAHOCTBIO CXKaT, @ Urna ¢ NPUKPENEHHbIM K HEM rnb30iA 1 HUTBIO NOMHOCTBIO BbIABUHYTA BNEPES, NOBEPHYTas Tenepb Urna no3BONWT 3aLLienke NOBTOPHOO 3axXBaTa b3kl 3aLenuTbes
33 NULEBYI0 YaCTb Nb3bl UMbl 1 0cBOBOAMTECS OT MrMbl. Koraa HanoxeHue NepBOro WBa Ha TkaHb 3aBEPLUEHO, MMMb3a UMbl CHOBA BCTaBMeHa B OTCEK ANS MUMb3bl UMb, @ CUHUIA pblyar BEpHYNCS B
vexoaHoe nonoxerve, YCTPOUCTBO C ® roToso k crieayloliiemy NpoKory TkaHu. 3Ty NOCNe/i0BaTeNbHOCTb MOKHO NOBTOPATb 10 24 NPOKONOB (MM 24 NOMHLIX (yHKLMOHAMbHBIX LIMKTIOB) C HAMOXEHVEM
10 4 HUTEN Ha yCTPONCTBO.

MPOTUBOMNOKA3AHUA

» M1HMManbHO MHBA3MBHbIE XMPYPrAYeCcK1e NPpoLeaypbl AOMKHbI BIMOMHATLCS TOMbKO BpayaMm, MEIOLLMIA COOTBETCTBYHOLLYIO NOATOTOBKY ¥ 3HAKOMbIMU C MUHUMANbHO MHBA3WBHBIMM MeTogamu. Kpome
TOrO, Nepes BbINOMHEHNEM MAHMAINbHO MHBA3NBHBIX NPOLIEAYP CreayeT 03HaKOMUTLCS C MEANLIMHCKOM NTEPATYPOi OTHOCUTENBHO METOAOB, OCNIOXHEHNI! 1 ONacHOCTEN.

+ YCTPOWMCTBO C1® He npeaHasHayeHo Ans UCTIONb30BaHHS C KakiM-NMEO LIOBHLIM MaTEPUarnoM, KpOMe XMpyprieckoro LoHoro Matepuana COR-SUTURE® unm LS-5™ QUICK LOAD®.

* He 1cnonbayiiTe 3TOT LWOBHbII MaTepuan B YCOBUSIX, KOrAa YPE3MEPHOE HATSKEHME LLIOBHOTO MaTepuana MOXET MPUBECTY K NOBPEXAEHNIO TKaHEN.

NMPEAYNPEXAEHUA

» GeaepanbHbiit 3akoH (CLLA) orpaHriMBaeT Npogaxy, pacnpocTpaHeHne 1 MCnons30BaHue 3TOro YCTPOMCTBA BPa4OM M NO €ro ykasaHmio.

+ He nopepraitte nosTopHoii cTepunusatin. PabotocnocobHocTs YCTPOVCTBA C1® nocne ouncTki nnm Apyroi 06paboTky He nposepsnacs 1 He nopaepxueaetcs LS| SOLUTIONS®.

¢ BeiBpacbiBaiiTe OTKpbITbIE (He3aneyaTaHHbIe), Hencnonb3oBaHHbIE, POCPOYEHHbIE MW MOBPEXAEHHbIE YCTPOIICTBA MMM YCTPOICTBA B NOBPEXAEHHOM NEPBUYHOM YNaKOBKE.

+ YCTPOWMCTBO C1® He NpoXoavT Yepes CTaHaapTHbIe NanapocKOMIECkie Kariomh ¢ YINOTHEHUSMA.

¢ Kak 1 B cnyyae ¢ mobbiM MHOPOLHbIM TENOM, ANUTENbHbII KOHTAKT LIOBHOTO MaTtepuana ¢ CONeBbIMM PacTBOpaMy, HanpuMep, B MOYEBBIBOASLLMX UM XENYEBbIBOAALYX MyTSX, MOXET MPUBECTU K
06pa3oBaHvio KOHKPEMEHTOB.

+ Monb30BaTENY OMKHbI BbITh 3HAKOMI C XUPYPIUYECKAMM NPOLIEAYPaMM 1 METOMAMI HarloKeHis: LLIBOB, NPexe YeM 1cronb3osatb YCTPOVICTBO C1® ans 3akpbITvs paHbl, MOCKOMbKY PUCK PACXOXEHHS
PaHbl MOXET BapbUPOBATLCS B 3aBICHMOCTY OT MECTA NPUMEHEHNS.

+ [p1 APEHMPOBAHIM M 3aKPBITUN MHAULMPOBAHHBIX UK KOHTAMHUPOBAHHBIX PaH HeobXoaUMo cobMoaaTb MPUEMNEMYHO XVPYPTUYECKYHO NPaKTUKY M XOPOLLEE XMPYPIAYECKOE PeLLEHE.

+ VI3MutLuHve, OTpe3aHHble OCTaTKM LLOBHOTO MaTepuana, VCronb3oBaHHble rnb3bl Ans urn u YCTPOWCTB C1@ BMecTe ¢ ynakosKoi AOMKHbI GbiTb MpoBEpeHbl, 06paboTaHbl 1 YTUNMMPOBaHbI B
COOTBETCTBIM CO CTaHAAPTHBIMYU MPUHATLIMY NPOLIEAYPaMI YTUAN3ALIN MEAULIMHCKUX YCTPOACTB.

+ YCTPOWMCTBO C1® He npeaHasHayeHo Ans UCToNb3oBaHKs B HEBPOMOTMUECKVX MPOLEaypaX.

¢ [IpMeHeHIe, OTNYHOE OT 3aKPBITUS MATKUX TKaHed uni rKcaLui NPOTE3HbIX MaTepuanos, MOXET NMPUBECTM K HEBO3MOXHOCTM HanoXuUTb LLIOBHBI MaTepuan Ui K NOBPEXAEHWI0 YCTPOICTB, 4TO
CAenaeT ero HenpuroHbIM AN [arbHENLLEro UCNonb3oBaHKs.

¢ Hukoraa He BBOAUTE WMy B LIOBHBIA MaTepuan, KOCTHYIO Tkakb, MAIOTHYI0 CBA304HYI0 TKaHb, CUIbHO KambLMHUPOBAHHYH) TkaHb WM APYrie MHCTPYMEHTI.

¢ He ocTaBnaitTe NOCTOPOHHWE Matepuanbl (HanpuMep, OCTaTky LIOBHOMO MaTepuana, rnb3bl UMbl U T. fi.) HEe3aKpEenmeHHbIMI B MeCTax, MoTeHLManbHO NOABEPKEHHbIX BO3AEACTBIIO LMPKYIMpytoLLed
KpoBM.

+ Tpu 3akpenneHn xvpyprveckix Hueit COR-SUTURE® nnm LS-5™ QUICK LOAD® ¢ nomousto nioBoro YCTPOWCTBA LS| SOLUTIONS® COR-KNOT® (YCTPOWCTBA COR-KNOT® MIS 1 COR-
KNOT MINI ®) urm Mi-KNOT™ YCTPOWCTBO. Mepen nposeneH1em HiTv yepes yerpoiicteo COR-KNOT® yBeautecs, 4To C 3arpyaeMbIx KOHLOB HUTY CHATbI TUMb3bl UM,

MEPbI NPEOOCTOPOXHOCTH

» [pv HeOOXOAMMOCTY NPOBEPLTE HAaNMYME FEMOCTa3a Ui NOATEKAHNS.

+ lMepef NPOABVKEHVEM UMbl BCETAa NPOBEPSITE, YTOObI KOHYMK YCTPOIACTBA ObIN BUAEH NOZ MPSMbIM BU3YaNbHbIM KOHTPONEM.

» YBeauTech, YTO NPENSTCTBUS He MeLUatoT fBvxeHmto bl C1@.

* He HaxmmaiiTe cuhmit puiuar YCTPOVICTBA C1® Bo BpeMst HanokeHst XVpypriyeckoro LWOBHOTO MaTepuana; HakaT1e CUHEO pblara MOXET OBHaKUTb OCTPYHO Uy WM NOBPEMUTS ee.

+ Moy obpatueHun ¢ YCTPOUCTBOM C1® cniesyeT cobnioaaTh 0CTOPOXHOCTb, YTOBbI HE JONYCTUTL 3aCTPEBAHIS HITY B OTCEKE ANA TWMb3bl Wbl M MOBPEXAEHUS UMMbI,

+ /3BeraifTe NoBpexXaeHNS UMb, LIOBHOrO MaTepuana Uim runb3a urfbl B pesynbTare NPSMOro MPUMEHEHNS XUPYPrUYECKIAX MHCTPYMEHTOB, TaKX Kak LLMNLb!, UrNOAepXaTent, 3axumbl 1 T. 4.

+ AfiekBaTHas 630NacHOCTb Y3108 TPEBYET TOYHOTO BLITONHEHS MPUHSTBIX XVPYPIUYECKIX TEXHUK NS CO3AaHIS XMPYPTUECKY 3aBA3aHHbIX y3noB N ucnonk3osans COR- KNOT ® MIS YCTPOMCTBO,
COR-KNOT MINI® YCTPOMCTBO 1 COR-KNOT® QUICK LOAD® UNIT urm INTRA-KNOT® QUICK. LOAD® UNIT wrm ycTpoitctea Mi-KNOT™ B 3asicymocTy oT Xupyprideckix noTpeBHocTeid 1 onbiTa
Xxupypra.

+ lMpexae YeM 1enonb3oBaTh B NPOLIEAYPE BMECTE MHCTPYMEHTbI 1 akCecCyapbl PasHblX MPOM3BOAMTENEN, NPOBEPLTE COBMECTAMOCTb 11 YBEANTECH, UTO MeXaHNJeckast (DYHKLVS, ANeKTpUYecKas U3onsuus
1 3a3eMMEHNE He HapYLLEHbI.

+ Mpexge yem arpyxarb 8 YCTPOUCTBO C1® apyroit Xupyprteckuit LOBHbII MaTepuan, YBeauTech, Yo OCTABLUMICA KOHEL| HITV 1 TMb3a Wbl OT NperblAyLLeit 3arpy3ki yaarneHs! U3 0Tceka Urflbl
rMnb3bl Urbl. Hecobniofexne Haanexallero CHATUS MCMONb30BaHHBIX MUMb3 C UMbl MOXET NPUBECTY K NOBPEXAEHMIO YCTPOICTBA, B TOM YMCNE K MHTPaKOpNopanbHOMY Wil 3KCTPaKopropanbHoMy OTROMY
KOHYMK UMb, YTO CAENAET €ro HENPUrOAHbIM ANS fanbHELLEro MCNOnb3oBaHMS.

+ lMocne Kaxoi 3arpy3ku 1 NOBTOPHOI 3arpy3ky HOBOTO LLIOBHOTO MaTepuana B 3T0 YCTPOACTBO HaXMMaTe CUHWIA pbiyar, YTobbl BBECTV UMY BNEPeS B HOBYIO WNb3y UMbl 3arpy)eHHblil B OTCEK ANS Mb3bl
urnbl. Ecrv rnb3a vrmbl 3axBaTbIBaeTCs, CHOBA HAXMWTE Ha pbiyar, 4ToBbl CHOBa YCTAHOBNTH MANb3Y UMbl 1 3alumTb. EC BpalLieHve Uribl HanpaBneHo Ha NOBTOPHOE B3BEAEHUE MUMb3bl UMbl, TO MMa
BTSIHETCS Ha3ay 63 NPUCOSMHEHHS! TUNb3bl UTTIbI 1 LWOBHOTO MaTepuana. Takoe «Lkmieckoe Agiwkerne» urmbl (PUC. 4, war 5) nomoraet rapaHTupoBaTb, YTo NpedblAyLLas Mib3bl Ubl 6bin NpaBinbHO
CHSAT, HOBAS MMNb3a Wbl YCTAHOBMEH NPaBUNbHO, 11 ONepaTop NOMy4aeT YCTPOICTBO C UMNOM, OPUEHTUPOBAHHOI HA 3aXBAT UMbl Nb3a NPY NepBOM MPOABWKEHMM UTMbl. ECn npefbinyLas rmnb3a He
BbIn LOMKHBIM 06Pa3OM CHST C UMbl Nepez NOBTOPHOM 3arpy3Koit YCTPONCTBA, UrMa He CMOXET MOMHOCTHH BOWTI B HOBYIO MUMb3y B OTCEK ANs rvmb3bl urmbl. HecobniodeHue npasun BBEAEHUS UMbl C
TMNb301 B APYTYH0 TNb3y ANS UFNbl MOXET NPUBECTM K 0B1I0MY KOHYMKa UMbl

+ He vcnonbayire YCTPOWCTBO C1® Ang pacceneHinst Uit arpecciBHOr MaHUMypOBaHIS TKAHEBBIMM CTPYKTYpaMy.

¢ [pexae Yem NbiTatbCsa HaNOXMTb CTEXOK, YOeanTeCh, YTO rUNb3a UMbl BCE eLLe HaXOAUTCA B OTCEKe 471K Mib3bl UMbl @ YCTPOMCTBO He NOBPEXAEHO U He edopMIPOBaHO.

¢ HuKorga He MaHMnynupyiiTe YCTPOCTBOM C YaCTUYHO HAaXATbIM CUHAM PblYaroM. STO MOXET MPUBECTU K 0BHaXEHMIO OCTPbIX NOBEPXHOCTEN, KOTOPbIE MOTYT HAHECTM TPaBMY MaLMEHTY, onepaTopy
YCTPOIACTBA WM APYroMy NepcoHany Ui NoBPEAMTb YCTPOICTBO.

+ Bo u3bexaHue cny4aitHoro noBpexaeHIst LIOBHOMO MaTepuana CleaTe 3a TeM, YTobbl rnb3a bl BCEra BXOAW B OTCEK MANb3bl 4715 Urflbl TaK, YTOObI LLOBHbIA MaTepuan Obin OpUeHTMpOBaH Tak, YToObl
cB060AHO MPOXOANTL Yepe3 HanpaBsHoLLYIo ANS LWOBHOTO MaTtepuana B OTCEKe Mnb3bl AN Urmbl. He UCnonb3yiiTe NOBPEXAEHHbI LLOBHbIA MaTepuan Unu WOBHbIA MaTepuan C MCTEKWMM CPOKOM
FOAHOCTH.

¢ YbequTech, YTo NPoABMraloLLancs Urna AOCTUraeT Lieny W BXOOWT B OTCEK A7 Mb3bl UrMbl. HanpuMep, BO BpeMs HanoxeHws WBoB 13beraiiTe MCnons308aHNs YANMHEHHON UMbl AN MaHWMynupoBaHs
TKaHbH0 UMK €€ NOLBEMA, MOCKONbKY TaKOe [ENCTBUE MOXET MPUBECTY K OTKNOHEHMIO WTTTbI OT 3a[3aHHOTO Kypca B CTOPOHY OTCeKa ANst MNb3bl Mbl. KOHUMK UMMbl, HE BXOAALLMIA SOMKHbIM 06pa3oM B OTCek
ANA TWIb3bl UTTTbl, MOXET YAAPUTB O AMCTaNbHbINA KOHYMK YCTPOMCTBA M MPUBECT K HEXenaTemnbHbIM NOCNEACTBIAAM, BKITH04as NEPENoM KOHUMKa Wrfbl. [Ipyroit npumep: BO BPEMS MOBTOPHOTO pa3MarbiBaHms
HUTY n3DeraitTe HaTSHKEHNS HUTK M3-3a MMMb3bl UMMbl. HaTSHKEHNE HUTM MOXET NPUBECTY K OTKIIOHEHMIO Wbl OT LIEAM W K TOMY, YTO MAMb3a UMbl MOXET YAAPUTLCA O AUCTAMbHBIA KOHYMK, YTO MOXET
MPUBECTM K NEPENoMy KOHYMKA Ufbl.

+ MoBOPOT BpaLLAIOLLEVICS Py|KM NP1 OFHOBPEMEHHOM HaXaTii CUHErO pbliara MOXeT MoBpeauTb TkaHb Winn YCTPOVCTBO C1@ 1 woBHblit MaTepuarn.

NOBOYHbIE PEAKLIMK

Mo60ouHble 3heKTbl, CBA3AHHbIE C HAMOKEHNEM LUIBOB, BKITHOYAIOT PACXOXIEHIUE PaHbl, OTCYTCTBIE afieKkBATHOM MOAAEPKKY PaHbl B MECTAX 3aKPbITUS, TAe PACLUMPEHUE, UM PACTSHKEHUE, MOBbILLIEHHASR
BakTepuanbHas MHEKLMOHHOCTb, MUHIMANbHAs OCTPast BOCAnUTENbHas peakuvs TkaHel, Nokanv3oBaHHoe pasapaxerie, KOra KoXHbIe LUBbI OCTatoTcsl Ha MecTe Gonee 7 AHeid, 0bpa3oBaHue kamHel
B MOYEBBIX M KENYHbIX MYTSX NPU AAUTENbHOM KOHTaKTE C CONEBbIMM PacTBOPaMy, TakVMM Kak Mo4a 1 endb, 1 60nb, OTex 1 apuTema.




C1"MNO-LLArOBAA TEXHOJIOMA

PUC. 7

OBILIAS

PUC. 8

ANONOXFHUF HATIA

PUC. 9

MNEPE3APSOKA HATU

Ecrm ychOVICTBO NPOLUKUTb, TO NOZ BU3yanbHbIM HabntofeHVeM 1 BOanW OT TKaHel, OANH UMK ABa pasa HaXmMUTE Ha pblvar 1 nepesapaguTe B COOTBETCTBUAN C

Puc. 4, war 4, a 3atem npogomxute pabory, ecnu 310 Heobxopumo. Ecnv HanoxeHue HUTU HeathdhekTBHO, monpobyiite nepesapsianTb YCTPONCTBO HOBOW
HUTBI0. ECTIN YCTPOICTBO MO-MpEXHEMy He3(deKTUBHO, 3aMeHuTe ero.

PUC. 10 MH®OPMALUA O 3AKA3E lPOAYKTOB C1°
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LS| norotun, LSI SOLUTIONS, C1, Cor-Suture, Quick Load, LS-5, Cor-Knot,

Cor-Knot Mini, Mi-Knot, Intra-Knot u Perfect Performance Policy siBnsitoTcsi ToBapHbIMY 3Hakamm 1

3aperucTpupoBaHHbIMK ToBapHbIMK 3Hakamu LS| SOLUTIONS, Inc.
Astopckue npaea © 2014, LS| SOLUTIONS®. Bce npaBa 3alLyLLeHbl.
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Symbol Glossary- \ananasloicalitinne aamlcumhbale

NMOCTABNAETCA: CTEPUIIbHBIM

C1® CILMBAIOLLIEE YCTPOWCTBO (wadpr yrnosoii)

C1@ CLUMBAIOLLIEE YCTPOWCTBO (wadht npsimoid)

C1® OrPAHUYUTENb MMYBUHbI

LS-5" ePTFE QUICK LOAD® XUPYPIMYECKAA HUTb
MoHOBOOKOHHas, HepaccachIBatoLasics, 38 AHiMOB.

COR-SUTURE ® QUICK LOAD ® XUPYPITMHECKAA HUTb
TMonunponuneH 3-0, HepaccackIBatowmiics, 53 aroriMa

COR-SUTURE ® QUICK LOAD ® XUPYPTMYECKAA HUTb

2-0 nonuactep, Genas, HepaccachiBatoLascs, 38 AONMOB.

COR-SUTURE ® QUICK LOAD ® XUPYPTMYECKAA HUTb

TMonuactep 2-0, 3eneHas, HepaccacbIBatoLAscs, 38 AOMMOB.

ad

LSI SOLUTIONS ©

7796 Victor-Mendon Road Victor,
New York 14564 U.S.A. Phone:
585.869.6600

Customer Service: 866.575.3493
Technical Support: 866.428.9092
Fax: 585.742.8086

www.Isisolutions.com

Kopobka u3 6 yempoticme

Kopobka u3 6 ycmpoticme

Kopobka u3 1 yempoticmea
(He cmepurbHo)

Kopobka uz 12 Humeti
(1 Humb 8 fIomKe)

Kopobka u3 12 Humeli
(1 Humb 8 IomKe)

Kopobka u3 12 Humel
(1 HUMb 8 IomKe)

Kopobka u3 12 Humet
(1 Hums 6 Iomke)

|[MADE IN THE USA|

This Product Comes
with aur LSI SOLUTIONS®
Per:feet ﬂ:jarman ce B_rliq!*

Call us at §66,575.3493 any time.
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COR-KNOT MICRO® TECHNOLOGY GUIDE

EE] READ PRODUCT INSERT THOROUGHLY BEFORE USE

COR-KNOT MICRO® FASTENER
WHITE TARGET

WIRE SNARE

SNARE PULLER

SUTURE SLOT (NOT SHOWN)
DEVICE SHAFT

PULLER RETAINER

PURPLE KNOB

INDICATOR FIN

WHITE HANDLE

LEVER STOP

PURPLE LEVER
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COR-KNOT MICRO® DEVICE DESCRIPTION

Each sterile COR-KNOT MICRO® DEVICE package contains one single-patient-use COR-KNOT MICRO® DEVICE preloaded with a single COR-KNOT
MICRO® FASTENER @ Made from medical-grade titanium, the COR-KNOT MICRO® FASTENER is a hollow sleeve with a rounded base. A white target @
(shown removed above) holds the loop shape of a wire snare @ The wire snare passes through the COR-KNOT MICRO® FASTENER and is attached to a
snare puIIer@ knob. A suture slot @ (not shown) in the device shaft @ lies under the opening in the snare puller. The ends of a polypropylene
suture (USP 6-0, 7-0, or 8-0) are passed through the wire snare and subsequently threaded into the titanium fastener. The snare puller is pulled up or
retracted along the device shaft until it snaps onto the puller retainer@ feature of the purple knob , which also has an integrated indicator fin @
The suture slot and the indicator fin are located on the same side of the device shaft. The subsequently crimped fastener and remnant trimmed suture
tails bend slightly in the direction away from or opposite the suture slot and indicator fin. By rotating the purple knob and the device’s white handle ,
the surgeon can ergonomically orient the direction of the suture tails, if desired. A yellow lever stop @ is located behind the purple lever @ to restrict
inadvertent squeezing of the lever during device handling before crimping. The lever stop is removed by pinching its sides together and pulling it out of
the handle. By squeezing the purple lever, the COR-KNOT MICRO® DEVICE crimps the COR-KNOT MICRO® FASTENER to fasten together segments of
suture and trims away excess suture.

INDICATIONS
The COR-KNOT MICRO® DEVICE with COR-KNOT MICRO® FASTENER when used in conjunction with USP 6-0, 7-0, or 8-0 polypropylene surgical suture,
is indicated for use in the approximation of soft tissue.

S\ COR-KNOT
| MICRO

" COR-KNOT MICRO® DEVICE
3mm Diameter, 14cm Length Shaft

COR-KNOT MICRO® TITANIUM FASTENER s
Enlarged and Actual Size S1SOLUTIONS®

_




PREPARATION
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PREPARING A COR-KNOT MICRO® DEVICE TO RECEIVE SUTURE

NOTE: The COR-KNOT MICRO® DEVICE does NOT require intraoperative loading of a titanium fastener.
It is provided preloaded with a titanium fastener already positioned in the distal tip of the device.

Use proper operating room technique to pass the sterile COR-KNOT MICRO® DEVICE from its packaging.
While maintaining appropriate sterile technique, follow the steps indicated in the illustrations. Apply
appropriate hospital policy and practices to dispose of the components of this product.

1. ENSURE that both ends of the suture are approximately of equal length and attachments on the
suture ends (e.g., needles, needle caps or ferrules, etc.) are cut away and/or removed, and no knots
are in the sutures to be snared.

2. ROTATE the shaft’s purple knob so that its indicator fin and suture slot are oriented approximately
opposite the preferred direction of the trimmed suture tails.

3. PUSH-OUT and remove the white target from the wire snare by pressing against the target button.

4. UNLOCK the COR-KNOT MICRO® DEVICE by pinching the sides of the yellow lever stop and pulling it
away from the handle.

5. INSPECT to ensure that the COR-KNOT MICRO® FASTENER is fully seated. If the fastener is not loaded
properly, discard the COR-KNOT MICRO® DEVICE and obtain a new device.

4 Fcs N
IMPORTANT : PULL KNOB ONLY AFTER SUTURE IS SNARED

é DO NOT MOVE N ( NEVER ROTATE )

7
00|

NO
Do not move snare puller knob Direct rotation of snare puller
before pushing-out the white knob can break the wire snare.
target or passing suture.
\\ /L //
& I




NEAR SURGICAL SITE

-
1 LOWER

~1in (2-3cm)

/

J

N

L

-
3 RETRACT/
SNAP

4 )
4 GRASP

J
g )
5 INSPECT

THREADING SUTURE IN PRELOADED COR-KNOT MICRO® FASTENER

NOTE: Adjacent to the wound: Surgeons can use their dominant hand to hold the device’s white handle and
their nondominant hand to complete the suture threading technique.
. LOWER the COR-KNOT MICRO® DEVICE tip near a sterile surface adjacent to the surgical site to avoid

1

2

W

suture falling out of the wire snare.

. PASS approximately 1in (2-3cm) of both ends of the suture through the open wire snare using fingers
or forceps to draw suture through. Avoid tensioning suture at the closure site.

. RETRACT the snare puller knob up the shaft while slightly lowering the device tip to thread the suture
through the COR-KNOT MICRO® DEVICE and out of the suture slot. If desired, move snare puller knob
slightly back down the shaft to free suture away from the shaft. SNAP the snare puller knob securely on
the snare puller retainer. When fully engaged, the snare puller knob will not slide down the shaft.

. GRASP both suture strands and assure both ends have exited the suture slot. If both suture ends are not
threaded through the suture slot, do not use the COR-KNOT MICRO® DEVICE.

2 strands of suture segments. If fastener is not fully seated, discard device and replace.

INSPECT to ensure that the COR-KNOT MICRO® FASTENER is fully seated in the distal device tip and retains

SLIDE the COR-KNOT MICRO® DEVICE distal tip gently over lightly tensioned suture down to the targeted

site. If desired, rotate the white handle to ORIENT the indicator fin and suture slot in a direction
opposite subsequently trimmed suture tails.
NOTE: The orientation of the resultant angled crimped COR-KNOT MICRO® fastener is opposite
the side of the indicator fin and the suture slot.

NOTE: Use one
continuous motion when
sliding the device to the
targeted site. Failure to
do so, or sliding with an
in and out motion, could
dislodge and unseat the
fastener.

NOTE: The device tip and
fastener should be
stabilized and flush
against the targeted
tissue. Avoid over-
compression of the tissue.

Trimmed
Suture Tails
Direction

~

g

Suture Slot

J

(AT CLOSURE SITE N
6 \(7 \
SLIDE & ORIENT SQUEEZE (lever) &
HOLD (1 second)
Fully squeeze ONCE.

<y

TUG (suture) &
RELEASE (lever)

Without moving the device
tip, tug suture to trim.
Provide full lever return.

.

9
REMOVE (device)

Carefully and slowly

45°in both directions about
the shaft.

.

PAUSE (1 second) &

withdraw device. If necessary,
for easy release, gently rotate

i
]

purple lever.

the device tip’s position; HOLD lever for 1 second.

DO NOT RELEASE or squeeze lever again. Fastener is

now crimped. While the lever is being held, any

additional tension will not be transferred to the tissue.
8. TUG the suture gently, without moving the device tip,

to cut free both suture ends; fully RELEASE the

9. PAUSE for 1 second; REMOVE device by slowly
and carefully lifting up. If the crimped fastener does not
readily release from the distal tip, ensure that purple
lever is released, then gently rotate the white handle 45°
in either direction about the shaft. If still necessary, turn
the white handle back, then rotate 45° in the opposite
direction. If the COR-KNOT MICRO® FASTENER still will
not release, cut suture and ensure that fastener and any
associated suture remnants are removed from patient.

10. INSPECT to ensure that the COR-KNOT MICRO®
FASTENER and suture tails are complete and in an

\_ appropriate location.

SQUEEZE & HOLD / TUG & RELEASE / PAUSE & REMOVE / INSPECT
With the distal tip on the targeted site, apply appropriate suture tension and:
7. SQUEEZE the purple lever once until it stops, maintain

( U Suture )
10
INSPECT
Trimmed
The COR-KNOT Suture
MICRO® FASTENER Tails
and trimmed
suture tails.
| J




COR-KNOT MICRO® DEVICE MISCELLANEOUS

IMPORTANT: “ONLY THE SURGEON TOUCHES THE PURPLE LEVER”

4 _rc.+ R
DO NOT SQUEEZE BEFORE THE SNARE PULLER KNOB IS SNAPPED

. S ‘ S COR-KNOT
| \ Pr— - it MICRO

( DO NOT SQUEEZE ) ( DO NOT SQUEEZE )
111 1 \
p—— ' | |
_ VAN ~. Y,
L SQUEEZE THE PURPLE LEVER ONLY ONCE! )

FIG. 4 Snapping the snare puller knob onto the snare puller retainer ensures that the wire snare and suture are completely through
the titanium fastener and device tip. If the snare puller with its wire snare is not retracted fully up the device shaft and snapped on the
snare puller retainer, the wire snare can remain inside of the titanium fastener and device tip, potentially leading to suture, titanium
fastener, and cutting blade damage. When ready to use, squeeze the purple lever once only, hold during suture trimming, and then
release the purple lever. After releasing the lever, pause for 1 second before removing the device.

(G A4 _rc.c ) N

N AN
FIG. 5 Front and side enlarged views of a correctly FIG. 6 For comparison, front and side enlarged views of
crimped fastener an incorrectly crimped fastener that was not fully seated
in the device tip 4




CONTRAINDICATIONS

The COR-KNOT MICRO® DEVICE is contraindicated for use in ophthalmic and neurologic surgery.

e The COR-KNOT MICRO® DEVICE is not intended to be used with any fastener other than the preloaded COR-KNOT MICRO® FASTENER.

e The COR-KNOT MICRO® DEVICE is not intended to be fired more than one (1) time.

e The COR-KNOT MICRO® FASTENER is not marketed for placement into circulating blood.

WARNINGS

e Federal law restricts this device to sale, distribution, and use by, or on, the order of a physician.

e Users should be familiar with standard procedures and techniques involving surgical suture and titanium usage before employing the
COR-KNOT MICRO® DEVICE for fastening and trimming suture.

e Each COR-KNOT MICRO® DEVICE is intended to place a single COR-KNOT MICRO® FASTENER.

e If the yellow lever stop is not in place when removing the COR-KNOT MICRO® DEVICE from the package, discard the device.

e Do not resterilize. The COR-KNOT MICRO® DEVICE is designed and intended for single-patient use only. Do not reuse, reload, reprocess, or
resterilize this product. The performance of the COR-KNOT MICRO® DEVICE after cleaning or other reprocessing has not been validated and is
not supported by LSI SOLUTIONS®. Reuse, reprocessing, or resterilization may compromise the integrity of the device and/or create a risk
of contamination of the device, which could result in patient injury, illness, or death.

e Discard any open (unsealed), unused, expired, or damaged COR-KNOT MICRO® DEVICE.

e Applications other than for soft tissue approximation can result in damage to the COR-KNOT MICRO® DEVICE, rendering it unsuitable for
continued use.

e Do not leave any foreign material (e.g., suture fragment or fastener) unattached in areas potentially exposed to circulating blood.

e When securing suture with a COR-KNOT MICRO® DEVICE, ensure that attachments on the suture ends (e.g., needles, needle caps or ferrules,
etc.) are removed prior to loading the suture through the COR-KNOT MICRO® DEVICE.

¢ Do not squeeze the lever of the COR-KNOT MICRO® DEVICE until the COR-KNOT MICRO® FASTENER has been appropriately positioned and the
suture accurately tensioned at the closure site.

e Excessive suture tensioning can cause suture breakage or tissue deformation or necrosis.

¢ Direct contact between sensitive tissue structures and foreign materials can lead to tissue injury or damage, such as tissue erosion. Always
orient COR-KNOT MICRO® FASTENERS and remnant suture tails to avoid direct contact with delicate tissue.

e As with any foreign body, prolonged contact of any suture with salt solutions, such as those found in the urinary or biliary tracts, may result
in calculus formation.

e Ensure that the purple lever is squeezed until it stops when actuating the COR-KNOT MICRO® DEVICE. Failing to complete a full squeeze on a
COR-KNOT MICRO® DEVICE can result in a partial crimp in the titanium fastener, which could lead to a reduced holding strength. Holding the
lever squeezed for a second ensures full actuation.

e Adequate COR-KNOT MICRO® FASTENER security requires reasonable clinical judgment and appropriate surgical techniques as warranted by
individual anatomy, surgical circumstances, and the experience of the surgeon.

e Each COR-KNOT MICRO® DEVICE, along with packaging, must be inspected, handled, and disposed of consistent with standard, accepted
medical device disposal procedures.

e While the titanium of the COR-KNOT MICRO® FASTENER is physiologically very inert, routine surgical precautions must be employed whenever
foreign materials are left in a patient.

PRECAUTIONS

¢  When handling the COR-KNOT MICRO® DEVICE, care should be taken to avoid damage.

e Surgical procedures should only be performed by physicians having adequate training and familiarity with such techniques. In addition,
medical literature should be consulted relative to techniques, complications, and hazards prior to the performance of surgical procedures.
Inappropriate actions or use can lead to patient harm or death.

¢ Avoid damage to the COR-KNOT MICRO® DEVICE due to inappropriate squeezing of the purple lever and/or due to application of surgical
instruments like forceps, needle holders, clamps, etc.

e Do not use the COR-KNOT MICRO® DEVICE to aggressively manipulate tissue structures.

e Before instruments and accessories from different manufacturers are employed together in a procedure, verify compatibility and ensure that
electrical isolation or grounding are not compromised.

e Ensure that inappropriate obstructions do not interfere with the firing of the COR-KNOT MICRO® DEVICE; obstructions may cause damage or
breakage.

e If the COR-KNOT MICRO® FASTENER falls out of the device tip or is not properly loaded or seated, discard the COR-KNOT MICRO® DEVICE and
COR-KNOT MICRO® FASTENER.

e Irreparable damage to the COR-KNOT MICRO® DEVICE and fastener can occur if the purple lever is squeezed while the wire snare is in place
at the tip of the device.

¢ Do not squeeze the purple lever on the same COR-KNOT MICRO® DEVICE more than once.

e If the purple lever of the COR-KNOT MICRO® DEVICE does not return completely forward on its own (i.e., without assistance), manually push
the purple lever forward all the way until it stops to provide full lever release.

e Trim suture ends with scissors if the COR-KNOT MICRO® DEVICE makes a successful crimp but does not cut suture.

e If COR-KNOT MICRO® DEVICE makes an unsuccessful crimp, manually cut suture to remove fastener and suture.

e Check for hemostasis or leakage where appropriate.

e Avoid crushing or crimping damage to the COR-KNOT MICRO® FASTENER due to inappropriate squeezing of the COR-KNOT MICRO® DEVICE

purple lever and/or due to application of surgical instruments like forceps, needle holders, clamps, etc.
Inspect each COR-KNOT MICRO® FASTENER and its suture tails.




When the COR-KNOT MICRO® DEVICE preloaded with a COR-KNOT Knot Strength Relative to USP
MICRO® FASTENER is appropriately positioned at a suture closure site,

; . : COR-KNOT MICRO®
squeezing the purple lever can instantly secure the fastener and trim USP Avg. USP Knot Pull FASTENER
the suture. LS| SOLUTIONS® has demonstrated that the COR-KNOT USP Size  Diameter Range p..qjje Strength  Knot Pull Tensile
MICRO® DEVICE and COR-KNOT MICRO® FASTENER meet USP minimum for Polypropylene  yinimum) Strength Relative
values for tensile strength when used within the average range of USP to USP Standard
diameters for 6-0, 7-0, and 8-0 polypropylene suture that complies with
USP standards for surgical suture. The surgical titanium used in a - - ! >100%
COR-KNOT MICRO® FASTENER is not absorbed by the body; surgical

titanium is generally not associated with significant inflammatory 0.11kgf ~100%

reactions. 0.0020-0.0027in
0.040-0.049mm 0.06kgf >100%
0.0016-0.0019in

ADVERSE REACTIONS

Adverse effects associated with the use of surgical suture and titanium can include, but are not limited to: wound dehiscence, thrombus
formation, embolism, calculi formation in urinary and biliary tracts when prolonged contact with salt solutions such as urine and bile occurs,
infected wounds, minimal acute inflammatory tissue reaction, bleeding, and transitory local irritation. Surgical titanium is not absorbed by the
body and is generally not associated with significant inflammatory reactions. Direct contact between sensitive tissue structures and foreign
materials can lead to tissue injury or damage, such as tissue erosion.

MRI Testing

Based on MR testing information, a titanium COR-KNOT MICRO® FASTENER will not present an additional hazard or risk to a patient undergoing
an MRI procedure using a scanner operating with a static magnetic field of 3 Tesla or less and under the MRI-related heating conditions (MRI
for 15 minutes at an MR system reported whole body averaged specific absorption rate (SAR) value of 2W/kg).

NOTE: The average weight of COR-KNOT MICRO® FASTENER is 0.002g; 1/6 the weight of a COR-KNOT® FASTENER.

MRI Safety Information - MR Conditional Nonclinical testing demonstrated that the titanium COR-KNOT MICRO® FASTENER is MR
Conditional. A patient with this device can be scanned safely in an MR system under the following conditions: static magnetic field of 1.5 Tesla
and 3 Tesla only; maximum spatial gradient magnetic field of 4,000 Gauss/cm (40T/m); and maximum MR system reported whole body
averaged specific absorption rate (SAR) of 2W/kg for 15 minutes of scanning (i.e., per pulse sequence) in the Normal Operating Mode. Under
the scan conditions defined, the titanium COR-KNOT MICRO® FASTENER is expected to produce a maximum temperature rise of 1.5°C after 15
minutes of continuous scanning (i.e., per pulse sequence). In nonclinical testing, the image artifact caused by the titanium COR-KNOT MICRO®
FASTENER extends approximately 2mm from this implant when imaged using a gradient echo pulse sequence and a 3 Tesla MR system.
Reference: ASTM 2508, Standard Practice for Marking Medical Devices and Other Items for Safety in the Magnetic Resonance Environment

COR-KNOT MICRO® PRODUCT ORDERING SUPPLIED: STERILE

032500 COR-KNOT MICRO®DEVICE Box of 6 Kits
Pre-Loaded with (1) titanium (1 Device per Kit)
COR-KNOT MICRO® FASTENER
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COR-KNOT MICRO ® TEXHONOI MYECKOE PYKOBOACTBO

E@ MEPEZ CMONb3OBAHWEM BHUMATENBHO MPOYUTAUTE MHCTPYKLIMIO K U3OENVIO

@ COR-KNOT MICRO ® KITUIICA
@ BEJIAA SALNTA
[1POBO/IOYHAA NETIIA

@ BbITAJIKUBATE/Ib METIIN
@ CIOT 471d HNTU (HE MOKA3AHO)

(6) wAoT yCTPONCTBA
() BEPKATENb BbITATKVBATENS
@ PYYKA BbITATIKUBATENS

(9) Kunb-uHEMKATOP

10) BEnAs PyuKA

(L) OrPAHUYTEND PbIYATA
@2 MYPrIYPHbI PHIYAT

.

OIMUCAHUE YCTPOACTBA COR-KNOT MICRO ®

Kaxpas crepunbHas ynakoska YCTPOVMCTBA COR-KNOT MICRO® copepxut ogHo YCTPOMCTBO COR-KNOT MICRO®, npeHa3HaueHHOe Ans OQHOO nauyeHTa, ¢ npeasapuTensHo
3arpyxeHHoe ogHoit knuncoit COR-KNOT MICRO® 1. U3sroToBneHHast U3 MeauuuHckoro TutaHa, knunca COR-KNOT MICRO® npenctaBnsieT coboit nonyto BTYNKY C 3aKpyrieHHbIM
ocHoBaHveM. benas 3awwTa 2 ( nokasaHa yganeHHoi Bbille) umeeT dopMy npoBornoyHon netnum 3. MposonoyHas netns npoxoaut Yepes kmmncy COR-KNOT MICRO® u npukpennsetcs
K pyyke BbiTankvsatens netnu 4. Crot Ans HUTM 5 (He nokasaH) B WwadTe 6 YCTPONCTBA HAXOAUTCS NOJ, OTBEPCTUEM BbiTankmeatens netnu. KoHwsl nonunponuneHosoit Huth (USP 6-0,
7-0 unm 8-0) nponyckatoT Yepes NPOBOMOYHYI0 NETNHO 1 3aTeM NPOAEBAIOT B TUTAHOBYIO KNMCY. BbiTankueatens neTnn noAHAMAETC U OnyckaeTes BAOMb WwadTa YCTPoiCTBa A0 Tex
nop, Noka OH He 3allenkHeTCs Ha AepxkaTene BblTankueaTens 7, pacnonoxeHHoM Ha (honeToBow pyyke 8, KoTopas Takke MMeeT BCTPOEHHBIN Kunb-nHAnKkaTop 9. CnoT Ans HATK 1 Knnb-
MHAMKaTOP PacronoXeHb! Ha OfHON CTOPOHE LWadhTa yeTpoitcTa. Obxatas BNOCneACTBAN KUNCa 1 0CTaTki 0Bpe3aHHbIX KOHLIOB HUTK crierka CrubatoTcs B HanpaBneHum oT Uk NpoTue
npopesai ANs HATU W kuns-uHavkaTopa. Bpalyas duoneTosyto pyyky 1 6enyto pyyky 10 ycTponcTaa, Xvpypr npu XenaHuin MOXeT 3proHOMUYHO COPUEHTMPOBATbL HaMpPaBMeHNe KOHLOB HUTK.
YenThiit orpaHunTensb pbidara 11 pacnonoxeH nosaau GuroneTosoro pelvara 12 v npeaHasHayeH Ans NpeaoTBpaLLeHNs HenpeJHaMEepPEeHHOro CkaTus pblvara BO BPEMS MaHUMyNALmiA ¢
YCTPOICTBOM Nnepef obxatinem. OrpaHniuTens pblyara CHUIMAETCS, OJHOBPEMEHHbIM CXaTUEeM ero CTOPOH W BbITArMBAHMEM 13 PyKOSITKM. [Tpu HaxaTim Ha proneToBbIN pblyar yCTPOCTBO
COR-KNOT MICRO® o6xumaet knuncy COR-KNOT MICRO®, ckpennsist BMECTe CerMeHTbl HUTH, 1 06pe3aeT U3MULLKIA HUTK.

TMOKA3AHUA
YerpoitctBo COR-KNOT MICRO® ¢ knuncoit COR-KNOT MICRO® npu ncnonb3oBaHuy B CoYeTaHUM C NONMMPONUNIEH0BOI Xxupyprideckoil Hutbto USP 6-0, 7-0 unm 8-0 nokasaHo ans
1CMOMb30BaHMS NPU anmpoKCUMaLi MSTKWX TKaHei.

= 1oL, ComKNoOT g

YCTPOUCTBO COR-KNOT MICRO *
[vametp 3 MM, arvHa wadta 14 cm

TUTAHOBAA KITUINCA COR-KNOT MICRO ®
YBENUYEHHbIN U peanbHblit pasvep




MogroTOBKA
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1 YBEOUTECH
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2 [MOBEPHUTE
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3 MOTAHUTE

KHonka 3awwuTbl

A passnokupyitTe

5 ocmorpure

104rOTOBKA YCTPOACTBA COR-KNOT MICRO® K 3AXBATY HUTU

MPUMEYAHUE: YCTPOUCTBO COR-KNOT MICRO® HE TpebyeT MHTpaonepayUyoHHOM 3arpy3kit THTaHOBOW
KNMCbI. O nocTaensieTca ¢ NpedBapmTeNbHO 3arpyKeHHON TUTAHOBOW KIMMCOM, Y)Ke YCTaHOBMEHHOM B
[VCTamnbHOM KOHYMKE YCTPOICTBA.

Vicnonb3yiite Haanexatwyto TeXHUKy paboTbl B onepaLyioHHoi, 4Tobbl n3Bneyb ctepunbHoe yetpoicto COR-

KNOT MICRO® w3 ynakosku. Cobniofas Hagnexalwyto CTepUnbHY0 TEXHWKY, BbIMONHUTE LENCTBUS,

yKa3aHHble Ha unncTpaumsx. MpuMeHsiTe COOTBETCTBYIOLLYIO MONUTUKY M NPAKTHKY BOMbHULbI AN

YTUIN3aLMW KOMMOHEHTOB JaHHOTO N3AENNS.

1. YBEUTECH, YTO o6a KoHL@ HUTW MPUMEPHO OAMHAKOBOM AMHbI, @ KPEMMEHNS Ha KOHLaX HUTH
(Hanpumep, WrMbl, KOMNAYKW U HAKOHEYHUKM W T.7.) Oblni 0Tpe3aHs! W/MnKM yaaneHsl, U B HUTSIX,
MoANexaLynx COeanHeHNHo, He BbIno y3nos.

2. [TOBEPHUTE duoneTosyto pyyKy adTa Takum 06pasom, YTobbl €ro Kunb-MHAMKATOP W NPOpesb AMNs HATK
ObInV OPUEHTUPOBAHBI NPUONM3NTENBHO NPOTUB NPEANOYTUTENBHOMO HanpaBneHns 06pe3aHHbIX XBOCTHKOB
HUTH.

3. [IOTAHUTE v cHumuTe Benyto 3aLuTy C MPOBONOYHON NETNN, HaXaB Ha KHOMKY 3aLLyThl.

4. PA3BJIOKUPYUTE YCTPOCTBOCOR-KNOT MICRO® 3axaB kpas enToro orpaHuiuTens puivara u
MOTSIHYB €0 B CTOPOHY OT PYYKY.

5. OCMOTPUTE, utobbl yoeauTbes, uto knunca COR-KNOT MICRO® nonHocTbto ycTaHoBneHa. Ecnu knunca

yCTaHOBMeHa HenpasurbHo, samennte YCTPOWUCTBO COR-KNOT MICRO® Ha HoBOe YCTPOWACTRO.

BAXHO: TAHUTE PYYKY TOJIbKO MOC/E KAK HUTb HAXOQUTCA B METIE

HE OBUTAUTE HUKOrgA HE BPALL{AﬂTE
He nepemeLwaiite pyyky TofkaTtens netnm o MpsiMoe BpaLLEHE Pyykn TONKATENS NETMN
CHATUA BEnoN 3aLnTbl NN MPOXOKAEHNS HUTW. MOXET NMpUBECTU K NONIOMKE NPOBOJIOYHO NETIM.

\




BE/IU3N O”EPAL’MOHHOI-O nons 3ArPY3KA HATW B MPEABAPUTEBHO YCTAHOB/TEHHYIO KITAMCY COR-KNOT MICRO®

TMPUMEYAHME: MonoxeHne psgoM C paHoi: XUpyprit MOryT UCMONb30BaTh AOMUHUPYIOLLYIO PYKY, 4ToObI AepxaTb 6enyio pyyky

e YCTPOICTBA 1 HEAOMUHMPYIOLLYIO PYKY, YTOObI 3aBEPLLMTL TEXHMKY HANOKEHNS HUTA.

1. OMYCTUTE konuuk ycTporictBa COR-KNOT MICRO® Ha cTepurnbHyto MOBEPXHOCTb PSAOM C MECTOM NPOBEAEHMS OnepaLim,
1 OnyCTUTE 4T06bI M36EXKaTb BbINAAEHINS HUTW U3 POBOMOYHON NETM.

2. NIPOTAHWTE npumepHo 1 ftoiim (2-3 cm) 0601X KOHLIOB HUTU Yepe3 OTKPbITY0 MPOBOMOYHYI NETIH0, MCMONb3yS NanbLibl i
NUHLET ANS NPOTArMBaHNSA HUTW. V13beraliTe HaTSKEHNS HUTI B MECTE 3aKpbITHS.

3. TIOTAHUTE pyuky BbITank1eatens neTnv BBEpX Mo WadTy, crierka onyckas KOH4MK yCTPOACTBA, 4TobbI NPOAETL HUTL Yepes
YCTPOWCTBO COR-KNOT MICRO® 1 BbiitTit 3 nasa Ans Wy, Tpu XenaHuv crierka nepemMecTuTe pyyKy BbiTankusatens
NeTnN Hasaz BHU3 NO WadTy, YToBbl 0CBOBOANTL HUTL OT WadTa. HagexHo SAGVKCUPYWTE pyuky BbiTankusatens Ha
Aepxatene BbiTankvsatens. Mpy NONHOM 3aLienneHnn pyJka BblTankueatens He GyfeT ckonbauTh Nno WwadTy.

4. 3AXBATUTE obe Hutv 1 ybeanTech, YTo 06a KOHLA BbILLNM U3 MPopean Ans HUTW. Ecnn 0b6a KoHLa HUTY He NPOnyLLEHb! Yepe3
npopesb ANd HKTK, He ncnonbayiite YCTPOMCTBO COR-KNOT MICRO®.

5. YBEOWTECH, uto knunca COR-KNOT MICRO® nonHoCTbI0 yCTaHOBMEHA B AMCTANbHOM KOHUMKE YCTPOWCTBA U YAEPKUBAET 2
HUTW. ECnn KNunca He MOMHOCTbI0 YCTAHOBEH, 3aMEeHIUTE YCTPOICTBO.

6. AxkypatHo MPOJIBUTAVTE auctansHblit koHuuk YCTPOUCTBA COR-KNOT MICRO® nio cnierka HaTsHyTO HUTH BHIA3 K HYXHOMY
yyacTky. Mpu xenaHum noseprute benyto pyuky, 4tobsl OPUEHTUPOBATD kunb-MHAMKATOP 1 NPOPE3b NS HUTK B HANPaBeHum,

> J} NPOTMBOMNONOXHOM O6pe3aHHbIM XBOCTMKAM HUTW.

MPUMEYAHUE: OpueHTauus nony4eHHoi corHyTol obxatoi knuncel COR-KNOT MICRO® npoTvBononoxHa CTOPOHE Kums-
WHOMKaTOpa 1 CroTy 1S HATK.

T
2 [POTSHATE B MECTE 3AKPbITUA M
: 7
MMPOABUIAUTE & COXMMUTE (pbiyaz)&
OPUEHTUPYWTE MOJEPXHTE (1 cekyndy)
MPUMEYAHME: Mpu Monxocmeto coxmume OUH PA3.
nepemeLLEHnY YCTPOIICTBA K MecTy
YCTaHOBKY UCMOMb3YIATE OAHO
HenpepbIBHOE ABWKeHve. B
\4\ —/ MPOTUBHOM Cryyae Wi npu
4 [IBWKEHVM "Tya-Clofa" BO3MOXHO -
3 MOTSIHUTE! %;ﬁ?ﬁf 1 0TCOEANHEHINE
SALENKHUATE ' 8
MPUMEYAHME: KoHunk [OTAHUTE (Hums) &
CTPOWCTBA W KIUMChI AOIKHbI
%bl'lpb cra6mnw3mpoaaui| " OTNYCTUTE (peryae)
HaXxoamuTbCs BPOBEHb C He nepemewasi KOHYMK ycmpoticrjsa,
LieneBoil TkaHbto. Maberaiite nodmsHume HATb, ymobbl 06pesais ee.
Ype3MepHOro HanpskeHus Ha Obecnedbme noHbIli 803gpam pbl“aaa.
TKaHb A_—
N\ J
—
( !? ( 9 UN
N HanpasneHue
N~ —/ 06pe3aHHbIX
X80Cmos HUmu
4 R MAY3A (1 cek.) &
OcmopoxHo U MedrneHHo ussekume
yempoticmso. [Npu Heobxodumocmu Ons
\ 06n1e24eHus 0c8060X0EHUS OCMOPOXHO
N0BEPHUME 8 060X HANPABMEHUSIX
80Kpye wahma Ha 45°.
R J \Q J
COXMMTE & YOEPXWUBAUTE | NOTSHUTE&OTNYCTUTE | AY3A & U3BJIEKUTE | TPOBEPBTE
MpuUnoxuTe AMCTanbHbIA KOHYMK K LieneBoMy y4acTky, CO3AalTe COOTBETCTBYIOLIEE HATSKEHUE HUTH U
7. HaxmuTe Ha hMoneToBbIV pbluar 0AnH pa3 Ao ynopa,
COXpaHsist MOTIOXKEHE KOH4MKA YCTPOCTBa; YAepKuBaiiTe - N
pbiyar B TeyeHme 1 cekyHapl. HE OTIMYCKAVTE u He cxumaiite Criom
pbivar cHoea. Knunca Tenepb obxarta. Moka pbiuar Humu
\ -/ yAepxuBaeTcs, noboe JONONHNTEmNbHOE HaTskeHue He ByaeT \
( \ nepeaaBaThbCs Ha TKaHb.
8. OCTOPOXHO MOTSHNTE HUTb, HE MepeMeLLas KOHYMK YCTPOCTBA,
5 IPOBEPbTE 4T06bI 0cBOGOANTL 062 KOHLA HUTK; B nonHoi mepe OTMYCTUTE
(hroneToBbIN pblvar.
9. Taysa 1 cekyHaa; U3Bnek1Te YCTPONCTBO, MEAEHHO 1 OCTOPOXHO
noaHsB ero Beepx. Ecrnn obxaras kmmnca He BbIXOANT U3
AUCTaNbHOTO KOHYMKa, Y6eanTech, YTo (homneToBbIi pbiyar O6pesaHHbIe KOHUb!
OTMYyLLEH, 3aTEM OCTOPOXHO MOBEPHUTE GEenyto pyuKky Ha 45° B COR-KNOT Humu
nobom Hanpasnexnn 0THOCUTENbHO WwadTa. Ecnn 310 BCe elye MICRO ® Knunca
Heobxoaumo, nosepHuTe Benyto pykosTky 06paTHO, a 3aTem U 06pe3aHHbIe KOHUb! Ul
noBepHUTE Ha 45° B NPOTUBOMOMOXHOM HanpasneHuu. Ecrv knunca
COR-KNOT MICRO® Bce elue He 0cBOGOXAAETCS, paspexbTe
HUTb M ybeauMTeCh, YTO KIUMCa W BCe CBA3aHHbIE C Hel 0CTaTku
HUTW yfaneHbl U3 naupeHTa.
10. MpoBepbTe, 4T0bbI YoeauTLCs, Yo knunca COR-KNOT MICRO®
11 XBOCTbI HUTW NONHOCTbHO B NOPSIAKE W HAXOAATCS B \_ )
Y Hafnexallem mecTe. ,)




YCTPOMCTBO COR-KNOT MICRO ® MPOYEE

BAXHO: "TONbKO XUPYPI' MIPUKACAETCA K ®NOJNIETOBOMY PbIYAIY"

("W - o MANTE O TOFO, KAK PYYKA BbITAIIKUBATENS HE 3ALYENKHETCS A
el = — ‘ S connor

-

4 HE C)XUMAMUTE HE CXMMAWTE

N JAN - y
. HAXMWATE HA ®MO/IETOBBIA PbIYAI TOJIbKO OfUH PA3! )

PUC. 4 3auwenk1BaHue pyyki BbITankuaTens Ha (ukcaTope BhiTankveaTtesns 06ecneynBaeT NosiHOE MPOXOXAEHNE NPOBOMIOYHON NETKM U HUTU Yepes TUTaHoBas
KnmMnca W KOHYMK ycTpoiicTBa. Ecnu BbiTankvBatenb ¢ MPOBOMOYHOW MeTnen He ByfeT NOMHOCTbIO BTSHYT B WadhT YCTPOUCTBA U 3alenkHyT Ha hukcaTope
BbITA/KWBATENS!, MPOBONIOYHAS NETIIS MOXET OCTAaThCS BHYTPU TUTAHOBI KIUMChI M Ha KOHYMKE YCTPOWCTBA, YTO MOKET MPUBECTY K NOBPEXAEHNIO HUTU, TUTAHOBOIA
KIMNCbl 1 pexxyLLero neasus. Koraa yCTPOHCTBO roTOBO K UCMOMb30BaHMIO, HAXMIUTE Ha (DMOMNETOBbIIA pbiyar TONbKO OfMH pas, YAepKuBaiTe ero Bo Bpems 06peskm
HUTW, @ 3aTeM OTMYCTUTE UONETOBbIA pbivar. Mocne OTMycKaHUs pblyara caenaite nay3y B 1 cekyHAy, NPEXAe YeM U3BMeYb YCTPONCTBO.

4 rvcs) A _~c.o ) A

N /L

PWUC. 5 YBenuueHHble Buabl cnepeay 1 cboky
NpaBuUIbHO 0BXaToi KIUMChI.

PWUC. 6 nsi cpaBHEHMs! yBeNMIEHHbIE BUALI Criepeay 1 cBoky HempaBunbHO
06aToil Knunchl, KoTopast He [0 KOHLA BOLLIA B HAKOHEYHUK YCTPOICTBA

4



NPOTUBOMOKA3AHUA

Yerpoiicteo COR-KNOT MICRO® npotuBonokasaHo 4515 MCnonb3oBaHns B 0TanbMOOMMYECKON 1 HEBPOIOMNYECKO XUPYPruu.

YcrpoitctBo COR-KNOT MICRO® He npefHa3sHadeHo Ans UCnonb3oBaHms ¢ nobolt KNuncoii, kpome npeasaputensHo ycTaHoBnenHom knuncsl COR- KNOT MICRO®.
YcrpoitctBo COR-KNOT MICRO® He npepgHasHayeHo ans ncnonb3osaHus 6onee ogHoro (1) pasa.

Knnca COR-KNOT MICRO® He npoaaeTcst Anst BBEAEHWS B LIMPKYIMPYHOLLYHO KPOBb.

I'IPEHYI'IPE)KHEHVI?I

®epepanbHbIi 3aKOH OrpaHU4MBaET NPOAAXY, PACTIPOCTPAHEHWE W NCMONb30BAHME 3TOMO YCTPOCTBA BPA4OM MW MO €10 YKa3aHwIo.

[Monb3oBaTen fOMKHbI ObITb 3HAKOMbI CO CTAHAAPTHBIMW NPOLELyPaMU U TEXHUKAMM, CBA3AHHBIMW C XMPYPrYECKUMI HUTSMM 1

MCTIONb30BAHUEM TUTaHa, Npexae YeM ucnonb3osats YCTPONCTBO COR-KNOT MICRO® fnst 3akpenneHus i 06pesku HUTH.

Kaxpoe yctpoiictBo COR-KNOT MICRO® npegHasHaueHo 4ns yctaHoBku ogHom knmncel COR-KNOT MICRO® .

Ecrnm npu nseneyennm yctpoiictea COR-KNOT MICRO® 13 ynakoBkw XenTblid OrpaHnimuTenb pbluara He YCTaHOBMEH Ha MECTO, BbIGpockTe npubop.

He noasepraiite nosTopHoii cTepunmsaumn. YCTPOMCTBO COR-KNOT MICRO® paspaboTaHo 11 npeHasHaueHo TOMbKO ANS UCMOMb30BaHNS OAHUM naLyeHToM. He
MCTIoNb3yliTe NOBTOPHO, He NepesarpyxaiiTe, He nepepabaTbiBaiiTe U He CTepUnMayitTe 3TOT NpoaykT. PaBotocnocobHocts YCTPOMCTBA COR-KNOT MICRO® nocrie
ounCTKY Unu apyroit obpaboTky He Obina noaTBepxaeHa v He nopaepxusaetcs LSI SOLUTIONS ®. MosTopHoe ucnonb3oBaHue, 06paboTka unv noBTopHas CTepunmnsams
MOryT NOCTaBUTb MOZ YrPO3y LIeMOCTHOCTb YCTPOCTBA W/WMK CO3AaTb PUCK 3arpsA3HEHNst YCTPOCTBA, YTO MOXET NOCTaBUTb MOL, Yrpo3y LIENOCTHOCTb YCTPONCTBa W/nnu
€O3[aTb PUCK 3arpSI3HEHNS YCTPOCTBA, YTO MOXET NPUBECTY K TpaBMe, 3aB0NeBaHnIo U CMepTH NaLpeHTa.

BribpocbTe nioboe 0TKpbITOE (3aneyaTaHHoe), HEUCNOMb30BaHHOE, MPOCPOYEHHOe Uk nospesxaeHHoe ycTpoictBo COR-KNOT MICRO® .

[TprMeHeHne, OTNIYHOE OT annPOKCKMAaLIMK MATKWUX TKaHer, MoXeT npueecTy k nospexaeruio yetporictea COR-KNOT MICRO®, yto caenaet ero HenpurogHsImM Ans
JarnbHemLwero ucnonb3oBaHus.

He ocTtaBnsitTe NOCTOpPOHHWE MaTepuarnbl (HanpuMep, dhparmMeHTsI LOBHOMO MaTepuana unu 3acTexku) He3akpenneHHbIMY B MECTaX, NOTEHLMANBHO NOLBEPKEHHBIX
BO3EMCTBMIO LMPKYNMPYHOLLEN KPOBM.

Mpn 3akpenneHun HTK ¢ nomolibio YCTPOUCTBA COR-KNOT MICRO® ybeauTech, U4To Hacaaky Ha KOHLAX HUTI (HanpumMep, UMbl, KONMaYKki UFN UK HaKOHEYHUKA 1 T. 11.)
yaaneHsl, Npexe Yem sarpyxartb HuTb yepes YCTPOUCTBO COR-KNOT MICRO®.

He Haxumalite Ha pbidar YCTPONCTBA COR-KNOT MICRO® fo Tex nop, noka knunca COR-KNOT MICRO® He 6yaieT npasinbHO pacrnonokeH 1 HUTb He ByaeT TOUHO
HaTsHyTa B MECTe 3aKpbITUs.

Upe3mMepHOe HaTsHKeHNe LLIOBHOrO MaTepuana MOXeT MPUBECTM K €70 pa3pbiBy, AeOpMaLu UM HEKPO3Y TKaHEI.

MMpsIMOI KOHTAKT MEXaY YyBCTBUTENbHbBIMI TKAHEBLIMW CTPYKTYPAMM U MHOPOZHBIMU MaTepuanami MOXeT NPUBECTY K TpPaBMe UNu NOBPEXAEHMIO TKaHel, Hanpyumep, K
apoaun TkaHei. Beerpa opuentupyiite knuncy COR-KNOT MICRO® v ocTaTkm LWOBHOTO MaTepuana Tak, Ytobbl n3bexarb NpsMOro KOHTaKTa ¢ AeNnKaTHbIMI TKaHSMW.

Kak n B cnyyae ¢ ntobbIM MHOPOAHBIM TENOM, ANMTENbHbIA KOHTAKT LUOBHOTO MaTepuana ¢ ConeBbIMW pacTBOPamul, HanpyuMep, B MOYEBbIBOASILLMX UMW XKENYEBLIBOASALLMX
nyTsX, MOXET NMPUBECTN K 06pa30BaHNI0 KOHKPEMEHTOB.

Y6eauTech, 4To (hMONeToBbIN phiyar 3axart [0 ynopa npy BkniodeHn YCTPONUCTBA COR-KNOT MICRO®. HeBbinonHeHue nonHoro cxatus yctpoiictea COR-KNOT
MICRO® MOXeT NMpMBECTM K 4aCTU4HOMY 06XXaTuIio TUTAHOBOTO Kpenexa, YTo MOXeET NPUBECTY K CHUKEHMIO MPOYHOCTY yAepKaHUs. YAepKaHue pbluara B HaxaToM COCTOSHIM
Ha cekyHzy obecneyunBaeT nonHoe cpabaTbiBaHue.

AnexsaTHas HagexHocTb kpennerus knuncsl COR-KNOT MICRO® TpebyeT pasyMHOi KITMHUYECKO OLEHKM N COOTBETCTBYIOLLIMX XUPYPIUYECKIX TEXHUK, YTO 0BYCMOBNEHO
VHAMBULYaNbHOM aHaTOMMEN, XPYpruyeckiMm 06CTOSTENLCTBAMU 1 OMbITOM XUpYpra.

Kapoe YCTPOMCTBO COR-KNOT MICRO® BMecTe ¢ ynakoBKoi Heo6X0auMo NpoBepsTh, 06palliaThesa ¢ HAM 11 YTUNM3MPOBATL B COOTBETCTBUM CO CTaHAAPTHBIMM
NPUHSTLIMW NPOLEAYPaMM YTUNN3ALIMN MELVLMHCKUX YCTPOVCTB.

Xots TuTaH knuncel COR-KNOT MICRO® dhuanonornyecku o4eHb MHepTeH, 0BblYHbIe XUpyprudeckve Mepbl NPesoCTOPOXHOCTY LOMKHbI

NPUMEHATLCA BO BCEX CNy4vadx, Koraa B opraHu3mMe nauneHTa oCTaloTca MHOPOAHbIE MaTepuanbl

MEPbI NPEAOCTOPOXHOCTHU
I'Ipw obpatuerimn ¢ YCTPOMCTBOM COR-KNOT MICRO® crieayeT cobniofaTh 0CTOPOXHOCTb, YTOBbI HE MOBPEAUTS ero.

Xupyprudeckvie npoLeaypbl OMKHbI BbIMOMHATLCS TOMBKO Bpadyamil, MMEIOLLMI COOTBETCTBYIOLLYIO MOATOTOBKY M 3HaKOMbIMM C Takumi MeTogamu. Kpome Toro, nepes
BbINOSHEHNEM XMUPYPrUYECKUX NpoLieayp creayeT 03HaKOMUTBCS C MEANLIMHCKON NUTEPATypoii OTHOCUTENbHO METOAOB, OCIIOXHEHWIA 1 ONacHOCTel. HenpaBunbHble AeicTBIs
WK UCTIONb30BaHWe MOTYT MPUBECTM K TPaBME WK CMEPTY NaLueHTa.

Waberaiite nospexaeHns YCTPONCTBA COR-KNOT MICRO® w3-3a HeHaanexallero HaxaTus (h1oneToBoro pbiyara W/umi 13-3a NPUMEHEHMS XMpYpPritdeckinx
MHCTPYMEHTOB, TaKuX KaK LLUMMLibl, UTNOAEpXaTeny, KUnchbl 1 T. 4.

He ncnonbayitte YCTPOUCTBO COR-KNOT MICRO® finst arpecCuBHbIX MaHUNYMSLiA C TKAHEBBIMU CTPYKTYpamut.

Mpexae Yem ucrnonb3oBaTh B NPOLEAYPe BMECTE MHCTPYMEHTbI M aKCceccyapbl pasHblX MPOU3BOAUTENEN, MPOBEPLTE COBMECTUMOCTL W Y6eANTECh, YTO 3NeKTpuyeckas
N30MALNS UMK 3a3eMIEHNE HE HapyLUEHbI.

YbeauTech, YTO MOCTOPOHHME NPensTCTBUS He MelatoT cpabaTbiBaHmio ycTpoiicTBa COR-KNOT MICRO® E; npensTcTByst MOTYT NMPUBECTY K NOBPEXAEHMIO MW MOTNOMKE.
Ecrm COR-KNOT MICRO® FASTENER BhbinagaeT 13 KOH4MKa YCTPOMCTBA UMK HEMPaBUIbHO YCTAHOBIIEH MW yCTaHOBNEH, BbiopockbTe yeTpoincTBo COR- KNOT MICRO® 1
knunca COR-KNOT MICRO® .

Henonpasumoe nospexaerne YCTPONCTBA COR-KNOT MICRO® 1 KpenexHOro aneMeHTa MOXeT Npou3oiTH, ecriv cxaTb (pUONeTOoBbIi pblyar, Koraa NpOBONoYHas
OBYLLKA HAXOANTCS Ha MECTE Ha KOHLie YCTPONCTBa.

He HaxvMmaiiTe hvoneToBbIit pbivar Ha ofHoM 1 ToM xe YCTPOUCTBE COR-KNOT MICRO® 6onee oaHoro pasa.

Ecnv dhvtonetosbiit peidar YCTPONCTBA COR-KNOT MICRO® DEVICE He Bo3spalLaeTcsl MonHOCTbH0 Briepef CaMOCTOSTeNbHO (T. €. 683 NOCTOPOHHEN NOMOLLM), BPYUHYI0
HaxmuTe (honeToBbIN pblyar Bnepes A0 ynopa, Ytobbl 0becneunTb NoMHoe 0CBOBOXAEHME pblyara.

O6pesbTe KOHLbI LLIOBHOTO MaTepuana HoxHiLamu, ecnin YCTPOVCTBO COR-KNOT MICRO® ycreluHo 06xuMaeT, Ho He pa3pesaer LOBHbI MaTepuar.

Ecnu COR-KNOT MICRO® He ynanoch 06xaTb, BPy4HYI0 pa3pexbTe HUTb, YTOObI YAaNUTb 3aCTEXKY W HUTb.

Mpu HeobX0AMMOCTM NPOBEPLTE HaNUyKe remMocTasa Unu NoATeKaHus.

N36eraiite caanmeanus knuncel COR-KNOT MICRO® wu3-3a HeHagnexalyero cxatus uonetosoro psiyara COR-KNOT MICRO®w/unm n3-3a npuMEHEHNS XUpypPrudecknx
WHCTPYMEHTOB, TaKuX KaK LUMMLibl, UrNOAEpKaTeny, KNunchl 1 T. 4.

Ocmotpurte kaxayto knuncy COR-KNOT MICRO® v ero HuTy.




LOEACTBUA

Korga yctpoitctBo COR-KNOT MICRO® ¢ npefiBapuTenbHO YCTaHOBAEHHOM KNUMCOM
COR-KNOT MICRO® npaBunbHO pacnofioxeHo B MeCTe 3aKpbITUs LB, HaXaTue
(h1ONETOBOrO pblyara MOXET MFHOBEHHO 3aKpenuTb KIUMCy 1 0bpe3atb HUTb.

MpoyHocTb y3noB otHocuTensHo USP (@apmakones)

USP Cp. ananaso USP [MpoyHocTb Ha KNMNCA COR- KNOT

Komnanus LS| SOLUTIONS® npogemoHcTprposana, 4to yctpoitctea COR-KNOT USP pa3vep AMaMEeTPOB ANs PaspbIB yana npu MICRO®
MICRO ® u KIIMMNCOW COR-KNOT MICRO ® cooTBeTCTBYIOT MUHUMAMbHbLIM MoNMMponueHoBOM HATU 3aTArvBaHIN Mpeaen NpOYHOCTH Ha
3Ha4yeHmamM USP no npoyHOCTM Ha pa3pbIB MY UCMOMb30BaHWM CPEAHENO Anana3oHa (MuHAMYM) Pa3pbIB OTHOCUTENBHO
AvametpoB USP ans nonunponuneHoBbIx HUTel 6-0, 7-0 1 8-0, COOTBETCTBYHOLLMX cTagapra USP

craHpaptam USP ans xvpyprndeckux HUTen. Xupyprudeckuin TUTaH, Ncnonb3yemsii
anst knunc COR-KNOT MICRO® He abcopbupyeTcst opraHua3MoMm; XMpypritieckmii ' 0.070-0.099 mm >100%
TUTaH 06bI4HO HE BbI3bIBAET CEPbe3HbIX BOCMANUTEMbHbIX PEaKLUA. 0.0028-0.0039 inc!

0.050-0.069 mm 0.11 krc >100%
0.0020-0.0027 inch

0.0016-0.0019 inch

MOBOYHbIE PEAKLIUK

HeGnaronpusiHble 3hthexTbl, CBSI3aHHbIE C UCTIONb30BAHUEM XUPYPrIHECKUX HUTEV Y TUTaHa, MOTYT BKITKUATb, HO HE OFPaHMBAIOTCS UM PACXOXEEHVE paHbl, 06pa3oBaxye TpOMGOB,
amBorvio, 06pa3oBaHme KaMHei B MOYEBBIX M KEMUHbIX MyTsX MY AMUTENbHOM KOHTAKTE C CONEBbIMY PACTBOPAMM, TakvMM  Kak MOYa 1 Kemub, UH(MLMPOBAHHbIE PaHbI, MUHUMATTBHYH
OCTPYI0 BOCTIANMTENBHYH PEaKLIIO TKaHEM, KDOBOTEUEHME U TPAH3UTOPHOE MECTHOE pasfpaeHie. Xvpypruyeckuii TUTaH He BCAChIBAETCS B OPraHu3M W, kak NPaBurio, He Bbi3blBaeT
3HAUUTENbHbIX BOCTANMUTENbHbIX peaUuit. MPSIMOiA KOHTAKT MEXy YyBCTBUTENbHbIMY TKAHEBBIMY CTPYKTYPaMM U UHOPOZHBIMI MaTepuarnami MOXET NPUBECTU K TPABME Wrv MOBPEXAEHMI0
TKaHei, HanpvMep K UX 3pO3MM.

MPT-TecTpoBaHue

CornacHo aaHHbIM MPT-TecTupoBaHus, TutaHosas knunca COR-KNOT MICRO ® He npeacTaBnisieT A0NONMHUTENbBHON ONaCHOCTY A pycka s NaLueHTa, npoxogsiuero npoueaypy MPT ¢
1ICTIOMb30BAHNEM CKaHepa, PabOoTaKLLEro CO CTATUYECKVM MarHUTHbIM NofieM cunoii 3 Tecna unn MeHee, v npy Harpese, casidaHHoM ¢ MPT. ycnosusix (MPT B TeyeHue 15 MuHyT Ha MP-
CUCTEME MOKa3ano CpefHee 3HaqeHme yaenbHoi ckopocTi nornoLuenms (SAR) Ans Beero Tena, pasHoe 2 Brikr).

NMPUMEYAHUE. Cpeanuit Bec knuncsl COR-KNOT MICRO® coctaensiet 0,002 r; coctasnsiet 1/6 Beca knuncel COR-KNOT®.

WHdopmauus o 6esonacHocTit npu MPT — MPT-ycnoBHo HekmnHyeckie uenbiTanis nokasany, 4o TutaHosas knunca COR-KNOT MICRO® cootsetcTayer MPT-ycnosusim. MauveHTa ¢ aTm
YCTPOVCTBOM MOXHO Be3onacHo ckaHupoatb B cucteme MPT npy criefytoLx YCnoBusiX: CTaTUYeckoe MarHuTHoe none Tonsko 1,5 Tecna u 3 Tecna; MakcuManbHbIi NPOCTPaHCTBEHHIN
rpanveHT marHutHoro nonst 4000 Fayce/em (40 Tn/m); u makcumansHas MP-ciucTema coobiuuna o cpenHeit yaensHoli ckopocTy normoLerns (SAR) Bcero Tena 2 BT/kr B Teyerme 15 MuHyT
CKaHMPOBAHWA (T. €. Ha NOCNEe0BATENbHOCTL MMNYNBCOB) B HOPManbHOM paboyem pexvme. OXUEaeTcs, YTo Mpy ONpeaeneHHbIX YCOBUSX CkaHMpoBaHus TuTaHoBow knuncoit COR- KNOT
MICRO® obecneunt MakcumanbHOe noBbilLeHKe Temnepartypbl Ha 1,5°C nocne 15 MUHYT HempepbIBHOMO CKaHUPOBAHMA (T. €. HA OfHY NOCNEA0BATENbHOCTL MMNYNbCOB). B xoze
[DOKMMHWYECKX UCTIbITaHII apTedhakT 13obpakeHns, BblaBaHbIM TuTaHoBOM knuncon COR-KNOT MICRO® , BbicTynaeT MpUMEpHO Ha 2 MM OT 3TOFO UMMAaHTaTa Npy BU3yanusawum ¢
UCMOMb30BaHWEM NOCNeA0BATENLHOCTI FPaaMEHTHbIX 3X0-uMnynbCoB U MP- cucTembl ¢ HanpsikeHHocTbto 3 Tecna. Cebinka: ASTM 2503, CTanmapTHast npaKTika MapkupOBKI MEOVLIMHCKIX
W3KENWi 1 [ipyrvx NpesmeToB Ans obecrieyeHmst 6e30nacHoCTY B CPEe MarHUTHOTO PE30HaHCA.

0| Howep | nPORYKT ONMCAHUE

YCTPOWCTBO COR-KNOT MICRO® Kopobka us 6 Habopos
lpedeapumesbHo ykomnnexkmoeaH (1) )
mumarosot K/IN[ICOA COR-KNOT MICRO® (1ycmpoticmeo & Habope)
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miniRUMEL" DEVICE TECHNOLOGY GUIDE

Dﬂ READ THIS PRODUCT INSERT THOROUGHLY BEFORE USE

Twin Tabs
@ Forward Release Zone
(1) Plastic Target - (11) Toggle Joint

Wire Snare
(2 wi ‘ Internal Suture

Gripping Area

(not shown)

miniRUMEL™ PRODUCT DESCRIPTION

Each shelf box provides 12 individually packaged
SINGLE PATIENT USE sterile pouches with white, 15 cm
miniRUMEL™ devices or 12 green, 25 cm miniRUMEL™
devices (FIG. 1).

6 Snare Knob

R 15cm

O -'-1-* 25 cm

miniRUMEL™ DEVICE DESCRIPTION

A miniRUMEL™ DEVICE has a white (15 cm) or green (25 cm) plastic target (D that is held by a wire snare 2) connected to a
twisted wire (3 that passes through the miniRUMEL™ tube 4. The tube and twisted wire run through the bottom base 5 and
toggle top (& that comprise the suture clamp ). After suture has been placed through the wire snare, the snare knob ® is
pulled out away from the suture clamp to thread the suture in the wire snare through the miniRUMEL™ tube and suture clamp.
After establishing the desired suture tension, the back close zone (9 can be pressed down to securely clamp the suture by
engaging the features in the internal suture gripping area (19 (not shown here; see FIG. 2) as the toggle top rotates about the
toggle joint an, setting the miniRUMEL™ into its clamped, closed position. While in this position, the suture is held relative to the
miniRUMEL™ tube and suture clamp. The forward release zone (2 is pressed down after pushing both twin tabs @3 forward to
rotate the toggle top about the toggle joint, setting the miniRUMEL™ into its unclamped, open position. While in this position,
the internal suture gripping area features are no longer holding the suture, so that it may be adjusted as necessary. The suture

clamp can be repeatedly opened or closed as desired. The finger wall (4 on the bottom base helps stabilize the suture clamp
during opening and closing.

INDICATIONS FOR USE
The miniRUMEL™ DEVICE is indicated for use to temporarily hold 2-0 polypropylene, polyester or silk suture, or 3-0
polypropylene suture during surgery.

S\SOLUTIONS®




LOADING

NOTE: Ensure that attachments on the suture ends (e.g., needles, suture caps or ferrules, etc.) are
removed prior to threading suture through the miniRUMEL™ DEVICE.

NOTE: Remove device packaging and components from the surgical field when no longer in use and

dispose per hospital policy.

1 PUSH OUT and remove the white or green
plastic target from the wire share of the open
miniRUMEL™ DEVICE.

2 LOWER the miniRUMEL™ wire snare near a
sterile surface adjacent to the surgical site to
avoid suture falling out of the wire snare.

3 PASS about 1-2 in (2-5 cm) of both ends of
the suture through the wire snare.

4 PULL the snare knob away from the
suture clamp while slightly lowering the
device to thread the suture through the
miniRUMEL™ tube and the suture clamp.
If both suture ends are not pulled through
the suture clamp, do not use this
miniRUMEL™ DEVICE.

-
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miniRUMEL™ DEVICE CLOSING/OPENING

(CLOSING 1)

5 SLIDE the miniRUMEL™ tube over the
suture toward the tissue until appropriate
tissue contact is established, then pull both
suture ends to achieve the desired tension.

6 CLOSE the suture clamp by pressing down
on the textured back close zone to snap
closed the internal features in the suture
gripping area and set the suture clamp into
its clamped, closed position.

BACK DOWN ﬂ CLAMP DOWN

\_

N 7

(

OPENING '3

7 OPEN the suture clamp by pressing down
on the textured forward release zone while
simultaneously pushing both white twin tabs
forward to set the suture clamp into its
unclamped, open position.

8 REMOVE the miniRUMEL™ DEVICE by
sliding the miniRUMEL™ over the suture and
away from the tissue.

BACK UP rh OPEN UP

N 7

AN




Cut-out sections of suture clamp (shown above and below)
are provided to illustrate the twin tab lock mechanism and

the internal suture gripping area.

CLOSED

~




miniRUMEL™ DEVICE TECHNIQUE PEARLS

-

\

BACK UP 'h OPEN UP BACK DOWN ﬂ CLAMP DOWN

If desired, the miniRUMEL™ DEVICE wire snare may be passed over the shaft of a suturing device
before suturing to ensure that both ends of suture are snared. NOTE: Remember to remove any
needles, ferrules or suture caps, etc., before threading suture through the miniRUMEL™ DEVICE.

N \

CONTRAINDICATIONS

None known.

WARNINGS

Federal law restricts this device to sale, distribution and use by, or on, the order of a physician.

Surgical procedures should only be performed by physicians having adequate training and familiarity with such techniques.

In addition, medical literature should be consulted relative to techniques, complications and hazards prior to the performance of
open or minimally invasive procedures.

Read and become familiar with all instructions, warnings, and precautions before using this product.

Do not exert excessive tension on the suture. Excessive suture tensioning can damage or tear tissue, cause bleeding, or adjacent
structural injuries to tissue or cause suture breakage.

Store at room temperature. Avoid prolonged exposure to elevated temperatures.

Do not resterilize. The miniRUMEL™ DEVICE is designed and intended for single patient use only. Do not reuse, reload, reprocess,
or resterilize this product. The performance of the miniRUMEL™ DEVICE after cleaning or other reprocessing has not been verified
and is not supported by LSI SOLUTIONS®. Reuse, reprocessing, or resterilization may compromise the structural integrity of the
device and/or create a risk of contamination of the device, which could result in patient injury, illness, or death.

Do not use if package or product is damaged. Discard any open (unsealed), unused, expired or damaged product.

Direct contact between sensitive tissue structures and foreign materials can lead to tissue injury or damage.

Leaving tissue under tension for a prolonged period of time can cause tissue ischemia or damage. This device is for temporary use
during a surgical procedure by operators trained and competent in related techniques.

Ensure miniRUMEL™ clamp is unclamped (i.e., fully released) and the suture slides freely through the miniRUMEL™ tube prior to
removing the miniRUMEL™ DEVICE.

It is the responsibility of the user to dispose of the device and packaging in accordance with applicable regulations and hospital
procedures.

The miniRUMEL™ suture lock must be fully closed to ensure tensioning and consistent engagement of the suture within the tube.
Loss of suture tension can lead to loss of control at the tissue site and bleeding.




PRECAUTIONS

» Do not use the miniRUMEL™ DEVICE if it does not satisfactorily perform its intended function or if it has physical damage. Avoid
mechanical impact or overstressing the devices.

+ When handling the miniRUMEL™ DEVICE, care should be taken to avoid damage.

» Ensure proper surgical techniques, including adequate tissue bites, as needed for the handling of tissue and suture for use of
miniRUMEL™ tubes.

» Adequacy of the suture holding force should be confirmed by the user.

» Check for and ensure hemostasis and/or proper tissue control upon securing the suture and thereafter when appropriate.

» Before instruments and accessories from different manufacturers are employed together in a procedure, verify compatibility and
ensure that function is not compromised. Also, ensure that electrical isolation or grounding are not compromised.

« Use only with 2-0 Polypropylene, polyester or silk suture or 3-0 Polypropylene suture.

» For additional suture holding force, a surgical clamp can be applied onto the miniRUMEL™ tube with its indwelling suture.

» A minimum suture length of 75cm (30 inches) is required for use with the 25 cm miniRUMEL™ DEVICE and a minimum suture length
of 55cm (22 inches) is required for use with the 15 cm miniRUMEL™ DEVICE.

« Avoid holding excess tension on the suture, which can cause the suture to tear or cut through the tissue it is holding or, over time,
cause ischemia or tissue strangulation by the tensioned suture.

» Inaccurately placed stay sutures can lead to tissue deformities, inadequate holding and/or tissue damage.

» Inadequate suture tensioning can lead to obstruction in viewing of the surgical view, improper setup of the surgical field, loss of
tissue control, bleeding or leakage.

Ve .7 | ~

miniRUMEL™ DEVICE
Approximate Suture Loop Holding Force

Suture Size and Type | Ave. Holding Force (kgf)

2-0 Polypropylene 1.9
2-0 Polyester 1.1
2-0 Silk 1.7

QO Polypropylene 1.0 /

miniRUMEL™ Tube Flared End

miniRUMEL™ PRODUCT ORDERING SUPPLIED: STERILE
REORDER PRODUCT DESCRIPTION

080990 miniRUMEL™, 15cm (1) Box of (12) miniRUMEL™ DEVICES, WHITE
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YCTPOMCTBO miniRUMEL TEXHOJIOTMYECKOE PYKOBOJICTBO

D’il I[MEPE MCIIOJIb3OBAHVEM BHUMATEJ/IbHO ITPOYTUTE BKJIAJBIII K M3AEINIO

IBOMHBIE A3bIYKU
: Bona Ilepedrezo Pasbnokuposxu
0 JIACTVMKOBAA 3AIIINTA > | (A1 rym6reproe Coedunenue

e POBOJIOYHAA IIETJIA
Buympennss obnacmo

3axeama HUMu
(He noxazaro)

O
3akpoimus

umas npoeonoKa

%, ) &
'9(/
4442 o

miniRUMEL™ OIIMCAHME ITPOIYKTA
B xaxgoit Kopobke HaXOANUTCS 12 MHAMBUYATBHO

YIIaKOBaHHBIX CTepmiIbHbIX akeros [1JIA1 OJHOI'O - 9 Pyuka nbosonil
TALIVEHTA c Genbivu yerpoiicrsamy miniRUMEL™ & yuxanp
JuaMeTpoM 15 cM mm 12 3eeHbIMHI YCTPOJICTBaMU

o

miniRUMEL™ guamerpom 25 cm (PVC. 1).

2=, 15 cMm

O "'-1-'* 25 cMm

miniRUMEL™ OTIMICAHUE YCTPOVICTBA

YCTPOVMCTBO miniRUMEL™ umeet 6emyto (15 cm) mm senenyto (25 cm) mmactukosyto samuty (D, KoTopas yaepxusaet
IPOBOIOYHYIO TIeTmo(2), CoeIMHERHbIe ¢ BUTOI mpoBonokoit (3), mpoxopsuieit yepes Tpy6xy miniRUMEL™ @. Tpy6xa u Butas
IPOBOTIOKA TIPOXOJIAT Uepes HuKHee ocHoBaHue (5) 1 BepXHIOo YacTh mepekmovarens (6), koropbie cocrassor saxum Hutu 7).
ITocrte TOrO, KaK HUTB IIPOIOXKEHA Yepe3 [IPOBOJIOYHYIO MIET/I0, PYUKy metiu (8) BHITATUMBAIOT U3 JINTATYPHOIO 3a>KMMa, ITOOBI
IpOZIeTh HUTh B IPOBOJIOYHOIL HeT/Ie depe3 Tpyoxy MIniRUEL U JIMTaTypHbI 3akuM. [Tocie ycTaHOB/IEHNA YKeTaeMOro
HATsDKEHNUS HUTK 3a/JHION0 30HY 3aKpbITysA (9 MOXKHO HaXKaThb BHM3, YTOOBI HAJIeXKHO 3aKaTb HUTb, 3a/IeliCTBOBAB 3JIEMEHTHI BO
BHyTpeHHell o6mactu 3axsara Hutu (0 (3mech He mokasano; cM. PVIC. 2), Korga mepexIrouaeMblil BepX BPALIAeTCsl BOKPYT
TYMOIEPHOTO COeMHEHNs a, ycranasmBas MiNiIRUEL B 3a)KaToe, 3aKPBITOE MIONIOKEHMe. B 9TOM momoKeHn1 HUTD
yaep>KuBaeTcs orHocuTenbHo Tpyoxu MiniRUEL v sakuMa HutH. [lepenHsas 3ona pas6mokuposkn (2 HaxMMaeTcs BHU3 MTOCTe
HaXaTHs 06enx ABOIHbIX 73praK0B (3 Brepes, YTO6BI TOBEPHYTH BEPXHIOW YACTh PHIYAra BOKPYT TyMOIEPHOTO COEIVHEHS,
ycranaBmmBas MiNIRUEL B He3a)kaToe, OTKPBITOE MOJI0KEHME. B 9TOM mo/mo)KeHuy BHYTpeHHNE 3/IeMeHTHI 00/1acTy 3axBaTa
HUTY GOJIBIIIE HE YAeP>KUBAIOT HIUTh, IO9TOMY €€ MOXXHO OTPETy/IMPOBATh IIPU HEOOXOAMMOCTH. 3KUM HUTY MOXKHO MHOTOKPATHO
OTKPBIBATh WM 3aKPBIBATH I10 XKeMTAHUI0. BoicTyn mist manbiia (4 Ha HIDKHEM OCHOBAHMM IIOMOTAET CTAbWIM3UPOBATD 3AKUM HUTH
BO BpeMs OTKPBITHA V1 3aKPBITHA..

ITOKA3AHNMA K TPUMEHEHUIO
Ycerpoitcreo miniRUMEL™ npenHasHaueHo A1 BpeMeHHOT (MKCAI TOTUIPOIIMIEHOBO, TONMa(UpPHOI WM IIeTKOBOI HUTHU 2-0
VI TIOJIMIIPOTIMIEHOBON HUTY 3-0 BO BpeMs Ollepalim.

S\SOLUTIONS®




3ATPY3KA

[TPUMEYAHME: Y6ennrech, 4To MpuUciocobieHns Ha KOHI[aX HUTH (HaIpuMep, UTJIbI, IOBHbIE KOIAYKN YIN

beppyIibl U T. [i.) yAAIEHbI 10 TOTO, KaK HUTb OyfeT mpoImylieHa yepes ycrpoiictBo miniRUMEL™.

IIPUMEYAHUE: panute yakoBKY U KOMIIOHEHTHI C OIIEPAI[IOHHOTO IO, €C/IN 3TO OOJIbIIIe He MCIIOIb3YeTCs, I

minmsmpyﬁTe B COOTBETCTBUM C IIpaBNIaMU 60)II)HI/II_H)I.

-

1 BrIiBMHBTE U CHUMUTE OeTyI0 MIN 3e/IeHY0

IJTACTUKOBYIO 3aLIUTY C IPOBOIOYHON IET/IN
OTKpBITOro ycrpoiictBa miniRUMEL™,

=

~

2 OIIYCBTE nposonounyo neraro miniRUMEL™
PSIIOM CO CTEPU/IbHOL TIOBEPXHOCTDIO, IIPU/IETaoleit K
OIlepalOHHOMY IIOJII0, YTOOBI 130€XKaTh BbINAeHVS
IIOBHOTO MaTepyaja 13 IPOBOIOYHOI HET/IN.

3 [MTPOJJEHDBTE npumepno 1-2 mroitma (2-5 cm) ob6oux
KOHI[OB HUTY Yepe3 IPOBOIOYHYIO IETIIIO.

4 ITOTAHWTE py4ky netnu oT 3a)kKuMa HUTH, C/IeTKa
OITyCKasi yCTPOJICTBO, YTOOBI IIPOJIETh HUTH Yepe3 TPYOKY
miniRUMEL™ u 3a>xum Hutn. Ecnu 06a KoHIja HUTU He
IPOTSHYTBI Yepe3 3aKIM HUTH , He UCTIONb3YIiTe
YCTPOVICTBO miniRUMEL™.




miniRUMEL ™ BTIOKUPOBKA/PA3BJIOKMIPOBKA YCTPOVICTBA

(

BJIOKMPOBKA ﬁ

-

5 11POIBUTATITE tpy6iy miniRUMEL™

10 HUTY 110 HAIIPAB/IEHNIO K TKAHNU [0 TeX

O, IIOKa He Oy/ieT yCTaHOBJIEH

COOTBETCTBYIOLINII KOHTAKT C TKAaHbIO, 3aTeM

[HOTAHNUTE 00a KOHIIA HUTH, 9YTOOBI TOOUTHCA A
JKeTaeMOTO HATSKEHUA.

N 7

6 3AKPOVTE sakum HUTH, HAKaB Ha

TeKCTYPMPOBAHHYIO 3a/IHIO0 3aKPBIBAIOLIYIOCS 30HY,

4TOOBI 3alIle/IKHYTh BHYTPEHHME 9/IEMEHTHI B 00/1acTI
3aXBaTa HUTH, ¥ YCTAHOBUTE 3)KVIM HUTHUB 32)KaTOE,
3aKPBITOE TIO/IOKEHME. =

HA3A]l BHI3 ﬂ 3AKVM BHI3

N\ J

4 )

PA3B/IOKMPOBKA

7 OTKPOWTE 3a)KM HIUTH, HAKaB Ha

TEKCTYPUPOBaHHYIO [IePeTHIOI0 30HYy
0CBOOOX/IeHN A, OFHOBPEMEHHO HaXKuMast 06a

OesIbIX IBOVHBIX SI3bIYKA BIIEpPe]], YTOOBI
YCTaHOBUTD 3aKMM HUTY B HE3a)KaTOE, /

OTKPbITO€ II0/I0OJKEHNIE.

N 7
AN

8 cHuMUTE YCTPOVICTBO miniRUMEL™,
nposensa miniRUMEL o HUTH u ot TKaHum.

HA3AJ BBEPX | OTKPBHITH




PA3B/IOKNMPOBAHO

YacTU 3a>KMMa I HUTY (IIOKAa3aHbI BbILIE U HIDKE)
[peHa3HaYeHbl /IS WUTIOCTPALINU MeXaH3Ma OIIOKMPOBKI C
IBYMsI SI3bIYKaMI VI BHYTPEHHeIT 00/1acTy 3aXBaTa HUTH.

3AB/IOKNPOBAHO




YCTPOVICTBO miniRUMEL™ OCHOBHBIE MOMEHTbDI

( OTKPbITOrh 3AKPBITO HAS3AJ] BHI3 ﬂ 3ABJIOKMPOBAHO BHIB

IIpu senanuu nposonouryto nemnro miniRUMEL™ YCTPOVICTBA moxcHo nposecmu HA0 cmepicHem
cuiuBawe20 ycmpoticmea nepeo HanoieHuem HUmu, 4mobvl 2apaHmuposams, 4mo 06a KOHUA HUMU

saxsauenvl. [IPUMEYAHVE. He 3a6y0vme cHamb 6ce uenvl, HAKOHEUHUKY, KOANAYKU U M. 0. neped mem,
kak npodemov Humov yepe3 YCTPOVMCTBO miniRUMEL™.

< N e ~

R

-
-

IIPOTUBOIIOKA3AHMSI
* HemnsBectHo.

HNPEOYIIPEXXITEHVA

* « DeplepanbHBII 3aKOH OTPAaHMYMBAET IPOJAXY, PACIPOCTPAaHEHME U MCIO/Ib30BaHMe ITOTO YCTPOIICTBA BPAauOM /TN TI0 €TI0 YKa3aHMIO.

» Xupypruueckye mpoLeypbl J0/DKHbI BHIIIOTHATHCA TONbKO BPauyaMy, UMEIOIMMI COOTBETCTBYIOUIYIO IIOATOTOBKY ¥ 3HAKOMBIMM C TAKUMM METOaMIH.

Kpowme Tor0, epesi BbINOMHEHMEM OTKPBITBIX /I MUHMMATbHO MHBA3UBHBIX IPOLEAYP CTeAyeT 03HAKOMUTHCA C MEAMI[THCKOI TUTePaTypoil OTHOCUTEIbHO METOJOB,
OCJIOXKHEHUI ¥ ONTaCHOCTEN.

« [Tepen ncronb3oBaHmeM JAHHOTO MPOJYKTa IIPOUTHUTE M O3HAKOMbTECH CO BCEMM MHCTPYKIMAMY, IPeAYTPeXAeHUAMY 1 MePaMU ITPeOCTOPOSKHOCTI.

» He npunaraiite upesmMepHOTo HaTsDKeHMs HUTY. Ype3MepHOe HAaTsDKeHNe HIBOB MOKET IPUBECTH K IIOBPEX/IEHMIO I/ Pa3PbIBY TKAHU, BbI3BATh KPOBOTEUEHME U/
MOBpeX7ieHMe IPUIETAIOIUX CTPYKTYP TKaHM, a TAK)Ke BbI3BaTh PAa3phIB ILBA.

» XpaHUTb Y KOMHATHOII TeMmeparype. V36eraiire ANUTeIbHOTO BO3NENCTBIA OBBIIIEHHbBIX TEMIIEPATYP.

« He nogsepraiite HOBTOPHOI CTePUIN3ALUN. YCTPOMCTBO miniRUMEL™ Ppa3paboTaHoO U peHA3HAYEHO TOIBKO IS UCIOIb30BaHNMS OfHNUM TanueHToMm. He
CTIONB3YiiTe MOBTOPHO, He Tiepe3arpyKaiiTe, He TiepepabaTbiBaiiTe 1 He CTEPUIN3YIiTe STOT MPOAyKT. PaboTocmoco6nocts YCTPOVICTBA miniRUMEL™ nocne
OYNMCTKY WK APYroit 06paboTKu He IpoBepsiach U He mopaep>kusaercs kommanueit LSI SOLUTIONS®. IToBTopHOe HCIIO/Ib30BaHIe, 00pabOoTKa M1V TOBTOPHAS
CTepUIM3AINA MOTYT HOCTABUTD TIOJ, YTPO3Y CTPYKTYPHYIO LIeTIOCTHOCTD YCTPOIICTBA M/ U/ CO3[aTh PUCK 3arpsA3HEHMs YCTPOICTBA, YTO MOXKET IIPUBECTU K TPaBMe,
3a00/IeBaHNIO IIY CMEPTH HAl[VIeHTa.

« He ncrionb3yitre, ec/u yIakoBKa I IPOLYKT IIOBPeXIeHbl. BEIOpOChTe 1100071 OTKPHITHII (HesareqaTaHHbIIT), HeMCIIOIb30BaHHbILIA, IPOCPOYEHHBII I
MOBPEX/IEHHBII IPOIYKT.

o [TpAMOIT KOHTAKT MeX[Ty YyBCTBUTETbHBIMIU TKAHEBLIMU CTPYKTYPAaMM M MHOPOSHBIMYU MaTepUalaMii MOKET IPUBECTU K TPAaBMe MU HOBPEX/IEHUIO TKaHe.

» OcraBpjieHMe TKaHell IOJ| HAIIPsDKEHNEM B TedeHMe JIUTeIbHOTO TIepuojia BpeMeH) MOYKeT IIPMBECTY K MIIeMUH MU HOBPEXIEHMIO TKaHell. 9TO yCTPOICTBO
[pejHA3HAYEHO /I BPeMEHHOTO MCIIOIb30BAHNS BO BPEeMsI XMPYPIUIECKOIT IPOLeAyPBI OIlepaTOpamit, 00ydeHHBIMI U KOMIIETEHTHBIMI B COOTBETCTBYIOLINX METO/AX.
o [Ipexye yeM CHUMATD YCTPOVICTBO miniRUMEL"™, y6enurech, uTo 3akumM miniRUMEL™ He 3akaT (T. €. IOJTHOCTBIO OCBOOO>K/IEH) 11 HUTh CBOOOHO CKOIB3UT 110
Tpybke miniRUMEL™.

« [To/p30BaTe/Ib HeCeT OTBETCTBEHHOCT 32 YTIUIN3ALNIO YCTPOICTBA 1 YIIAKOBKY B COOTBETCTBUM C IIPUMEHMMBIMI ITPABU/IAMY U1 GOTBHIYHBIMIU IPOLIEYPAMIL.

« [lloBHbIt PpukcaTop miniRUMEL™ go/mkeH 6bITh IIOTHOCTBIO 3aKPBIT, YTOOBI 00€CIIeYnTh HATsDKEHNE U PABHOMEPHOE 3allell/IeHNe IIOBHOTO MaTepyaja BHYTPI

TPY6KI/I HOTCPH HaTSDKEHMA 1IBA MOXKET IIPMBECTU K IIOTEPE KOHTPOJIA HaJ YIACTKOM TKaH! 1 KPOBOTEYEHMIO.




MEPBI ITIPETJOCTOPOKHOCTU

« He ucnionbayiire YCTPOVICTBO miniRUMEL™, ec/it OHO He BBITIONHSAET O/KHBIM 06pa3oM TIPeTyCMOTPEHHY!0 QYHKIMIO MM MeeT
dusnuecke MOBpeXKieHNsA. VI36eraiiTe MeXaHIIeCKOTO BO3IEICTBIASA MM TIepeHAIIPSKEHNS YCTPOIICTB.

« Tpu o6pamennu ¢ YCTPOVICTBOM miniRUMEL™ criefiyeT co6/10aTh OCTOPO’KHOCTD, YTO6BI He TIOBPEIUTH ero.

» ObecrieubTe IPABIIBHYIO XMPYPINUECKYIO TEXHIKY, BK/IIOYas afjeKBaTHbIE IIPYKYCHI TKAHelT, HeOOXORMMBIe AL pabOTBI C TKAHSAMI ¥ IIOBHBIMI
MaTepHaTaMi IIPY UCIONIb30BaHNM Ipobupok miniRUMEL™.

o AJIeKBaTHOCTB y/ep)KMBAIOLIell CUJIBI IIOBHOTO MaTepyaa JO/DKHA OBITh MOATBEPIKeHa 0/Ib30BaTeIeM.

« [IpoBepbTe 1 0becIedbTe TeMOCTa3 J/ VI HaJJIeKaluii KOHTPOJIb TKaHeil PV 3aKPeIIeHNN 1IBa 1 B Ja/IbHEIIIIIeM, eC/IU 3TO HEOOXOAMMO.

o [Ipesxpie 4eM MCITO/IB30BATh B OHOI IPOLIeype MHCTPYMEHTSI I aKCeCCyaphbl PasHBIX IIPOV3BOAITEEI!, IPOBEPbTE COBMECTUMOCTD I YOELUTECD,
4TO QYHKIMOHATBHOCTD He HapylleHa. Takke yoeanTech, 4To s7eKTpudecKas N30/ WK 3a3eM/IeHIe He HAPYIIeHbL.

o VIcI10/1b3yiiTe TONBKO C MOIAIIPOIINIEHOBO, TONMMA(UPHOI MIN MIETKOBOI HUTHIO 2-0 WM TONMIPOIIN/IEHOBOI HUTBIO 3-0.

o JIJ151 TOTIOJTHUTEIBHOL CUJIbI YA€PKaHWs IOBHOTO MaTepuana Ha TpyoKy miniRUMEL™ ¢ OCTOSHHBIM IIIBOM MOYKHO HA/IOXXWUTb XVPYPIUIeCKIit
3KVIM.

o JInsa ucnionbsosanus ¢ YCTPOMCTBOM miniRUMEL™ pnHoit 25 cM TpebyeTcst MUHMMaIbHAs A/IMHa 1Ba 75 cM (30 [101MOB), a s
ucnonbsoBanua YCTPOVICTBA miniRUMEL™ mmHoit 15 cm TpebyeTcss MUHMMAaIbHAA /IMHA IIBa 55 cM (22 A1oiiMa).

« VI36eraiiTe Ype3aMepPHOTO HATAKEHMA OBHOTO MaTepyaIa, TOCKOIBbKY 9TO MOKET IIPUBECTH K €TI0 Pa3phlIBY MM Pa3pe3aHmIo yep>KIBaeMoi
TKaHM, a TAK)Ke CO BpeMeHeM BBI3BaTh MIIEMIIO VTN yIleM/IeHVe TKaHell HaTAHYTBHIM IOBHBIM MaTepUaioM.

» HeakkypaTHO Ha/IO>KeHHBbIE LIIBbI-ePyKaTe/ll MOTYT IIPUBECTH K fedhopMaly TKaHell, HeTOCTATOUHOI (UKCAIU 1/ WV TOBPEXIEHIIO TKAHEIL.
» HeocraToyHOe HaTsDKeHNe IIOBHOTO MaTepuaja MOXKeT IIPUBECTI K 3aTPYAHEHIIO 0630pa XMPYPrIUIeCKOTO MOJIA, HeIIPaBIIbHOI HaCTPOIiKe
OTIEPAIIVIOHHOTO IO/, TOTePe KOHTPO/IA HaJl TKAHbI0, KPOBOTEYEHWIO WM TIO/ITEKAHMIO.

PIUC. 6 @ \

YCTPOVICTBO miniRUMEL™
IIpumepHoe ycunue yaepKaHus MeTIn HUTI

Pasmep u Tin HuTH p. Ycmme ypepsxaHus (Kre
2-0 ITomunpomnunen 1.9
2-0 monuactep 1.1
2-0 Mlenx 1.7
QO [Monumnponunen 1.0 /

miniRUMEL™ Pactpy6Hslit KoHeL, TPyOKu

miniRUMEL™ 3AKA3 MPONYKIIUN IIOCTABJISETCS: CTEPVJILHEIN
ITPOOYKT OITMCAHME

080990 miniRUMEL™, 15cx (1) Kopobxa c (12) yempoticmeamu miniRUMEL™,

BEJIBIVI
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C1" DEPTH LIMITER TECHNOLOGY GUIDE

FIG. 1 C1™ DEPTH LIMITER FEATURES
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DESCRIPTION OF ACCESSORY

The C1™ Depth Limiter Accessory is a single-use metal component to be attached to the LSI 022000 C1™ Device.
When attached to a C1™ Device, the C1™ Depth Limiter accessory limits the location of the target tissue within the C1
tip relative to the needle path thereby limiting the needle’s bite depth. It is designed for applications, such as placing
sutures, where a more controlled shallow tissue bite may be preferred. The accessory is supplied NON-STERILE by LSI
and must be sterilized prior to use.

FIG. 2 SIDE VIEW OF DEPTH LIMITER IN PLACE ON C1™ DEVICE TIP
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FIG. 3 DEPTH LIMITER INSTALLATION

A B

The C1™ Depth Limiter is attached to the C1™ Device as shown in Fig. 3, Images A-D. Image A
shows the Depth Limiter next to the C1™ Device tip. As shown in Images B - D, the Depth Limiter is
inserted into the C1™ Device jaw by:
e Rotating the Depth Limiter 90° and placing the yoke, as defined in Fig. 1, into the opening in the
C1™ Device jaw. (Fig. 3, Image B).
e Rotating the Depth Limiter back 90° and placing the yoke against the inside of the tip, above the
Ferrule Compartment. (Fig. 3, Image C)
e Pushing the Flexures, as defined in Fig. 1, down so that they snap around the C1™ Device shaft (Fig.
3, Image D).
e Check that the C1™ Depth Limiter is securely attached to the C1™ Device shaft.
e Squeeze and release the C1™ Device lever to advance and retract the C1™ Needle. Check that the
needle passes under the C1™ Depth Limiter Tissue Engagement Teeth, and that the C1™ Depth
Limiter does not obstruct needle travel.
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FIG. 4 DEPTH LIMITER REMOVAL

The C1™ Depth Limiter is removed from the C1™ Device as shown in Fig. 4, Images A-C.

e DO NOT advance the C1™ Needle while removing the C1™ Depth Limiter.

o Image A shows the Depth Limiter with the C1™ Device Jaw facing up. The C1™ Device should be
placed on something firm, such as the surface of a sterile tray.

e Image B shows the next step, to lay a surgical instrument, such as grasper, alongside of the C1™
Device tip, with the instrument tip pushing against the Tab on the side of the Depth Limiter.

e Pushing down on the Tab with the grasper will dislodge the Depth Limiter from the C1™ Jaw and
Shaft, as shown in Image C.

o The Depth Limiter can now be removed.
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1. ACTIONS
The C1™ Depth Limiter restricts the amount of tissue that can fit into the C1™ Device jaw. The
C1™ Depth Limiter is used with the C1™ Device to facilitate placing non-controlled shallower
bites in tissue, for example, for non-transmural or non-full thickness tissue bites.

2. CONTRAINDICATIONS
e Minimally invasive surgical procedures should only be performed by physicians having
adequate training and familiarity with minimally invasive techniques, including suturing
techniques. In addition, medical literature should be consulted relative to techniques,
complications and hazards prior to the performance of minimally invasive procedures.
e The C1™ Depth Limiter is not intended to be used with any device other than a C1™ DEVICE.

3. WARNINGS

e Do not resterilize or reuse. The performance of the C1™ Depth Limiter after cleaning or
other reprocessing has not been verified and is not supported by LSI SOLUTIONS ©.

e Discard open (unsealed), unused, or damaged devices or devices in damaged primary
packaging.

e Users should be familiar with surgical procedures and techniques involving suture before
employing the C1™ DEVICE for wound closure, as the risk of wound dehiscence may vary
with the site of application.

e Acceptable surgical practice and good surgical judgment must be followed with respect to
drainage and closure of infected or contaminated wounds.

4. PRECAUTIONS

e Check for hemostasis or leakage where appropriate.

e Always assure C1™ Depth Limiter and C1™ Device Tip are viewed under direct visualization
before advancing the needle.

e Ensure obstructions do not interfere with C1™ Depth Limiter.

e Do not squeeze the blue lever of the C1™ DEVICE while attaching or detaching the C1™
Depth Limiter; squeezing the blue lever may expose the sharp needle and/or damage the
needle.

e Avoid damage to or dislodgement of the C1™ Depth Limiter due to direct application of
surgical instruments, like forceps, needle holders, clamps, etc.

e Before instruments and accessories from different manufacturers are employed together in
a procedure, verify compatibility and ensure that mechanical function and electrical
isolation and grounding are not compromised.

e The surgeon’s judgment regarding bite location remains imperative, for example, where
avoidance of calcific tissue is usually warranted.

5. ADVERSE REACTIONS
Adverse effects associated with the use of suture include wound dehiscence, failure of adequate
wound support in closure sites where expansion, stretching or distension occur, enhanced
bacterial infectivity, minimal acute inflammatory tissue reaction, localized irritation when skin
sutures are left in place for greater than 7 days, calculi formation in urinary and biliary tracts
when prolonged contact with salt solutions such as urine and bile occurs, and pain, edema and

erythema.
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6. Sterilization:
Make sure all exterior surfaces are free of dents, burrs, corrosion, or jagged edges. Do not use if
device is bent or damaged.

C1™ Depth Limiter STERILIZATION INSTRUCTIONS:
The device must be properly cleaned and dried prior to sterilization.
STEAM AUTOCLAVE STERILIZATION:

a. The C1™ Depth Limiter can be sterilized by steam autoclave with the following
parameters (refer to AAMI TIR12): Double wrap the C1™ Depth Limiter in sterilization
wrap.

b. Perform sterilization cycle with the following parameters:

e Pre-vacuum cycle: 132°C minimum, Full exposure time at 4 minutes
e Drying time: 30 minutes

IMMEDIATE USE / “FLASH” STEAM STERILIZATION:
a. Do NOT wrap C1™ Depth Limiter in sterilization wrap. Position devices directly into
autoclave to allow direct steam exposure to all surfaces.
b. Perform Immediate Use Sterilization with the following parameters:
e Pre-vacuum cycle: 132°C minimum, Full exposure time at 4 minutes
e Drying Time: N/A

Device(s) processed by Immediate Use Sterilization should be transferred immediately, using aseptic
technique, from the sterilizer to the point of use.

Refer to ANSI/AAMI ST79 Comprehensive Guide to Steam Sterilization and Sterility Assurance in
Health Care Facilities.
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C1™ OFPAHUYATESD ITYBMHDI
TEXHONOIMN4YECKOE PYKOBOOCTBO

PUC. 1 OTPAHWYMUTENDb rNYBUHbLI YCTPOUCTBA C1™

() BHIKA
(@ comHA

(3 W3THEE

@ vmku

(® 3VEBI BIAHMOJIEACTBYIOIHE C TKAHSIME

OMNCAHWNE AKCECCYAPA

Akceccyap C1™ OrpaHnuntenb rnyOuHbl - 3TO OLHOPA30BLIA METANMMYECKUA KOMMOHEHT, MPUCOEAMHSIEMbIA K
yctpounctBy LS| C1™ katanoxHbid Homep 022000. [lMpu npucoeauHenun k yctpoictey C1™ akceccyap C1™
OrpaHuuuTens rybuHbl OrpaHMYMBaeT pacnonNoXeHWe LEeneBoi TKaHU B HakoHeuHuke C1 OTHOCUTENbHO TpaeKkTopum
BBVKEHWS UMb, TEM CaMbiM OrpaHnyuBas rmybuHy npokona urmbl. OH MpeAHasHayeH ONis Takux Omepauui, Kak
HanoXeHWe LUBOB, rAe MOXeT ObiTb MpeanouyTUTENbHbIM 60Mee KOHTPONMPYEMbIA HErnyGoKuA Npokon TKaHew.
Akceccyap nocTaensieTcs komnaHuen LS| B HecTepunbHOM Bupe M [OMKeH ObiTb NpOCTEPUNM3OBaH nepen
UCMONb30BaHMEM.

PUC. 2 BUA CEOKY OFPAHWUYUTENSA INYBUHbI, PACMIONOXEHOHOI O HA KOHYUKE YCTPOWUCTBA C1™
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PUC. 3 YCTAHOBKA OrPAHUYUTENSA rMYBUHBI
A B

Orpannyutens rmybunsl C1™ kpenutes k yetponcTay C1™, kak nokasaHo Ha Puc. 3, usobpaxerus A-
D. Ha n3obpaxeHun A nokasaH orpaHM4uTENb ryOUHbI PAAOM C HAaKOHEYHKKOM ycTporcTea C1™. Kak
nokasaHo Ha usobpaxerusx B - D, orpaHnuutens rnybuHbl BCTaBNSETCA B YentocTb ycTpoicta C1™:
o [loBepHute orpaHnumTens rnybuHbl Ha 90° 1 noMecTuTe BUNKY, Kak NokasaHo Ha puc. 1, B 0TBepCTUE B
3axum yctpoirictea C1™ (Puc. 3, M3obpaxeHue B).
o [loBepHute orpaHnumuTens rybuHbl Hasag Ha 90° M NOMecTUTe BUIKY HanpOTUB BHYTPEHHEN 4acTu
KOHYMKa Haj OTCEKOM ANs HakoHeuHuKa urmbl. (Puc. 3, M3obpaxenue C)
e Hapasute Ha rMbkue aneMeHTbl, kak NokasaHO Ha puc. 1, BHU3 TaK, YTOObl OHW 3aLLENKHYNNCL BOKPYT
wadrta yctpoiictea C1™ (puc. 3, usobpaxerue D).
e Ybegutech, YTO orpaHnumTens rnyduHel C1™ HagexHo npukpenneH K wadty yerponctea C1™.
o Coxmute n otnycTuTe pbivar ycrpoictsa C1™, ytobbl BbIABUHYTL 1 BTAHYTL urny C1™. Y6eautecs, 4to
urna npoxoauT nog 3ybbsmu, B3aumoaencTylowmmm ¢ TkaHamu Orpanuantens rnyouHel C1™ un yto
OrpaHnuntens rmybuHsl C1™ He NpensTCTBYET ABWXEHMIO UMbl
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PUC. 4 CHATUE OITPAHUYETENA rMYBUHbBI

OrpaHununtens rnybuHsl C1™ u3snekaetcs u3 ycrponctsa C1™, kak nokasaHo Ha puc. 4, nsobpaxeHus A-C.

e HE npoasuraitte urny C1™ npu cHaTum orpannumutens rmybunsl C1™.

e Ha usobpaxeHun A nokasaH orpaHuuuTenb rybuHbl ¢ 3axumom yctponctea C1™, HanpaBneHHbIM BBEPX.
Ycrponcteo C1™ cniegyeT pasmellatb Ha YeM-HWOyab TBEPAOM, HaMpUMep Ha NOBEPXHOCTU CTEPUNBHOrO
notka.

e Ha um3obpaxeHun B nokasaH cregytowuii war: nornoxuTe XMPYPruyeckun UHCTPYMEHT, HanpuMmep LWunubl,
PSAAOM C HakoHeYHWKOM yctporcTtBa C1™, npuxumasi KOHYMK MHCTPYMEHTA K BbICTYny Ha BOKOBOW CTOPOHE
orpaHnumMTEns rnyouHbl.

e HaxaTvie WMNUOB Ha YWKM NpuUBEET K CMELIEHNI0 orpaHuunTens rnybuHbl ¢ 3axuma u wadra C1™, kak
nokasaHo Ha n3obpaxerum C.

e OrpaHnuutens rnybuHbl Tenepb MOXHO CHSTb.
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1. IENCTBKA
OrpaHunumntens rnybuHsl C1™ orpaHnyMBaeT KONMWMYECTBO TKAHW, KOTOPOE MOXET MOMECTUTLCS B YENHCTb
yctporictBa C1™. Orpanuuutens rnybuHsl C1™ ucnonbsyercs ¢ yctpoicteom C1™ ansg obneryeHus
YCTaHOBKM HEKOHTPONMPYEMbIX HErMYBOKNX MPOKOMOB TKaHW, HANPUMEP, AN HENPOHWUKAOLLMX MPOKOMOB UK

MPOKOJIOB TKAHEN HEMOMHOM TOMLLUHI.
2. [POTVBOMOKA3AHNA

MuHUMArbHO WHBA3MBHbIE XWMPYPrUYEcKe npouefypbl [LOIKHbl BbINOMHATECS TOMBKO Bpavamu,
WMEIOLLMI  COOTBETCTBYIOLLYIO NOATOTOBKY M 3HAKOMbIMW C MUHUMANbHO WHBA3WBHbIMW METOAAMM,
BKMKOYAsA TEXHWKY HanoxeHus wWwBoB. Kpome Toro, nepes BbINOMHEHWEM MWHUMAMbLHO WHBA3UBHbIX
npoueayp cnegyeT 03HaKOMUTLCS C MEAMLIMHCKON NUTEpaTypoil OTHOCUTENBHO METOAO0B, OCIIOKHEHWA 1
onacHocTen.

OrpaHuuntens rnybuHbl C1™ He npegHasHayveH Ans UCNONb30BaHUS C KakUM-IGOo Apyrium yCTPONCTBOM,
Kpome YCTPOWCTBA C1™,

3. MPEOYNPEXOEHWA

He nogBepraiiTe NOBTOPHOA CTEpUAM3aUMM M He WCMONb3yWTe MOBTOPHO. PaboTocnocobHocTb
orpannyutens rnybusl C1™ nocne 4nCTKW munm Apyron nNoBTOpHONM 06paboTku He nNpoBepsnach W He
noaaepxmeaetcsa komnanuein LS| SOLUTIONS ®.

BbibpacbiBaitTe OTKpbITbIE (He3aneyaTaHHble), HEMCNONb30BaHHbIE UMW NOBPEXAEHHbIE YCTPOCTBA UMK
YCTPOWCTBA B NOBPEXAEHHON NEPBUYHON YNAKOBKe.

Mpexae Yem ucnonb3osath ycTponcTo C1™ ans 3akpbITUS paH, Nonb30BaTENM LOMKHbI ObiTh 3HAKOMBI
C XUPYpruyeckummn npouesypami 1 TeXHUKamMu, NpeaycMaTpuBalOLLMMU HaroXeHue LUBOB, MOCKOMbKY
PUCK PACXOXOEHUS paHbl MOXET MEHSATLCS B 3aBUCUMOCTU OT MECTA NPUMEHEHUS.

B OTHOWeEHUM [peHnpoBaHWs U 3aKpbITUS  WHAWULUMPOBAHHBIX WNM  3arpsSHEHHbIX paH  cregyet
NPUAEPXNBATLCA 0BLLENPUHATON XUPYPriiieckoi NPaKTUKK 1 30PaBOro XMPYPruyeckoro cMbicna.

4. MEPbINPELOCTOPOXHOCTHU

[pn HeOBXOAMMOCTM NPOBEPLTE HaNMuMe reMocTasa Unn NoATEKaHN.

lMepen npogBukeHWeM WrMbl Beerga ybexaantech, YTO orpaHuunTens rnybuHsl C1™ u HakOHEYHWK
ycTpoictea C1™ HaxoasaTcs nog npsiMon BUAUMOCTMY.

YbeauTech, YTo NPensTCTBus He MewwatoT pabote orpaHnumTens rnybursl C1™.,

He oxumaiite cuHuin polyar yctpoilctea C1™ BO Bpems NpUCOEAMHEHUS WM  OTCOEOMHEHWS
orpaHnuutens rnybuHsl C1™:; cxatue CUHero pblyara MOXeT 0BHaXUTb OCTPYH Ury U/Mnu NOBPeanTb
ee.

W3berante noBpexaeHWss WnM CMeleHus orpaHuuntens rybunsl C1™ B pesynbTate npsiMOro
BO3AENCTBIS XMPYPIUYECKUX MHCTPYMEHTOB, TaKWX KaK LLUMMLbI, UTFIOAepXaTenu, 3aXuMbl 1 T. A.

Mpexae yeMm ucrnonb3oBaTb B NpoLeAype MHCTPYMEHTbI U NPUHALAIEXHOCTU pasHbiX NPOW3BOAUTENEN,
NpoBepbTE WX COBMECTUMOCTb W YBeanTECh, YTO MeXaHUYeckue (yHKLMN, AreKTpUYEecKas 13onsaums u
3a3eMJIEHME He HapyLUEHbI.

CyxaeHue xvpypra OTHOCUTENbHO MecTa npokonia octaeTcs 06s3atenbHbIM, Hanpumep, korga 06bI4HO
Heobxoanmo n3beraTb kanbUMULMPOBAHHON TKaHM.

5. HEBNATOMNPUATHLIE PEAKLIAM
HebnaronpusiTHble peakuun, CBSI3aHHbIE C MCMOMb30BAHWMEM HUTM, BKIIOYAKT PACXOXOEHUE paHbl,
OTCYTCTBME aEeKBAaTHOM NOLAEPKKN paHbl B MECTaX 3aKpbITWs, rOe MPOUCXOAMT PacLUMPEHne, HaTsKeHKe
WNW pacTsHKeHME, NOBbILEHHYKD BakTepuanbHyl MHEPLMOHHOCTb, MAHUMAIBLHYKO OCTPYI0 BOCTANUTENbHYIO
peakUMio TKaHeW, NoKanbHOEe pa3fpaXeHue, KOrda KOXHble LWBbl OCTAlOTCS Ha mecTe Gonee 7 aHewm,
00pa3oBaHMe KamMHeil B MOYEBLIX W XENYHbIX NYTSX MPpW ANUTENBHOM KOHTaKTe C COMEBbIMU pacTBOpaMMy,
TaKUMM KaK MOYa U Xenyb, a Takke Bonb, 0TeK 1 spuTeMa.
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6. Ctepunusaums:
YBeauTech, YTO Ha BCEX BHELLHMX MOBEPXHOCTSX HET BMSTUH, 3ayCEHLEB, KOPPO3UM 1nu 3a3yBpuH. He
NCMONb3YMTE YCTPONCTBO, ECIIM OHO NOTHYTO MM MOBPEXAEHO.

Orpanuuutens rnydunsl C1™ UHCTPYKLMA MO CTEPUNTUSALIMNA:
Mepen cTepunu3aunein ugenue JOMKHO bbiTb HaZnexaLLyM 06pasoM OHMLLEHO U BbICYLLEHO.
CTEPUNM3ALA B MAPOBOM ABTOKIABE:
a. Orpanuuntens rnybunbl C1™ MOXHO CTepunu3oBaTh B NapOBOM aBTOKMaBe CO
cnegyowmmmn napametpami (cm. AAMI TIR12): gBaxzbl 3aBepHUTE OrpaHNUMTENb MYyOMHbI
C1™ B CTepUNNU3aLMOHHYIO MAEHKY.
b.  BbINonHUTe LWk CTepunu3aLm co CneayoLMm napameTpamu:
o  Llukn npenBapuTensHOro BakyyMUpPOBaHNSA: MUHUMYM 132°C, nonHoe BpeMs BbIBEPKKA 4 MUHYTbI
o Bpems BbicbixaHus: 30 MUHYT

HEMEJIEHHOE NCMNOJIb3OBAHWE / MTAPOBAA CTEPUNINSALINA "FLASH":

a. HE saBopauuBaiite orpaHnuntens rybuHsl C1™ B cTepunusaLmonHyto niewky. Momectute uspenve
HernocpeACTBEHHO B aBTOKNaB, YToObl 06ecneynTb NpsMoe BO34eNCTBUE Napa Ha BCE NOBEPXHOCTU.

b. BbInonHuTe cTepunmuaaLynio HEMEANEHHOMO UCNONB30BaHNUS CO CeayoLMW napaMeTpamm:
e Llukn npeaBapuTenbHOMO BakyyMUpoBaHWS: MUHUMYM 132°C, nonHoe BpeMst BbIAEPKKN 4 MAHYTbI
e Bpems BbICbIXaHMs: HET AAHHbIX

Mpun6op(bl), 06paboTaHHbIA(ble) METOLOM CTEPUNU3ALIN HEMEAMEHHOTO UCMOMNb30BaHUS, JOMKEH(bl) BbITb HEMEANEHHO
nepeHeceH(bl) M3 CTepUNM3aTopa B MECTO UCMOMb30BAHNSA C UCMOMNb30BaHMEM acenTUYECKON TEXHWKM.bI

Cm. ANSI/AAMI ST79 KomnnekcHoe pykoBOACTBO MO NapoBO CTEpUNM3aLmm n 06ecneyeHnio CTepunbHOCTY B
MEONLMHCKUX YYPEXOEHUSX.
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INTRA-KNOT' TECHNOLOGY GUIDE

[E] READ PRODUCT INSERT THOROUGHLY BEFORE USE

INTRA-KNOT® QUICK LOAD® UNIT DESCRIPTION

Each INTRA-KNOT® QUICK LOAD® UNIT consists of a blunt curved
handle (1), one sterile COR-KNOT® FASTENER (2) held in a customized
loading unit consisting of a white target (3), a proximal wire snare @), a
connecting wire (5), a purple target ), and a distal wire snare 7). Use
only with LSI SOLUTIONS® specified 2-0 Polyester, 2-0 Polypropylene, or
3-0 Polypropylene suture.

CURVED HANDLE
COR-KNOT® FASTENER
WHITE TARGET
PROXIMAL WIRE SNARE
CONNECTING WIRE
PURPLE TARGET
DISTAL WIRE SNARE

SICICINGIDI

INDICATIONS

The INTRA-KNOT © QUICK LOAD®UNIT , used in conjunction with the COR-KNOT © DEVICE, is indicated for use in the approximation

of soft tissue and prosthetic materials. Refer to the Indications in the COR-KNOT MiINI® Technology Guide or the COR-KNOT® MiS Technology
Guide for compatibility with INTRA-KNOT® QUICK LOAD® UNIT.

INTRA-KNOT° PRODUCT ORDERING SUPPLIED: STERILE
REORDER PRODUCT DESCRIPTION

032040 INTRA-KNOT® QUICK LOAD® UNIT Box of 12

ACTUAL LENGTH: 40cm KNASOLUTIONS®

_/




LOADING AT SCRUB TABLE

Use proper operating room technique to pass the sterile INTRA-KNOT® QUICK LOAD® UNIT
from its packaging. While maintaining appropriate sterile technique, follow the steps
indicated in the illustrations.

1 INSERT

INSERT the blunt tip of the curved handle into
the distal slot at the end of the COR-KNOT®
DEVICE shaft. ROTATE the curved handle through
the distal slot and out of the suture hole until the
COR-KNOT ® FASTENER occupies the shaft’s distal
slot. Fully ENGAGE the COR-KNOT ® FASTENER
within the tip of the COR-KNOT ® DEVICE by
pushing on the white target or by pulling on the
curved handle.

PUSH-OUT and remove the white target.

RELEASE the curved handle from the distal slot
at the end of the COR-KNOT® DEVICE shaft.

4 INSPECT

INSPECT to ensure that the COR-KNOT® FASTENER
is well loaded and fully seated.




INTRACORPOREAL MIS USE

For minimally invasive procedures, the distal snare of the INTRA-KNOT® QUICK LOAD® UNIT can be used to intracorporeally
thread the suture. Follow steps 1 through 4 to load the INTRA-KNOT® QUICK LOAD® UNIT.

5 PUSH-OUT

)\

COR-KNOT =

DEVICE

Continue pulling the curved handle until the distal wire snare with the purple
target is near the tip of the shaft. PUSH-OUT and remove the purple target.

6 FOLD /\t’

FOLD the distal wire snare back along the side of the COR-KNOT © shaft.

INSIDE OF PATIENT

1 0 SLIDE

7INSET 9 THREAD

p //—_-\ //__—\
With the wire snare folded back against the PASS both ends of the suture THREAD the suture through the COR-KNOT © FASTENER by continuing
shaft, INSERT the shaft through the cannula through the unfolded distal to pull the curved handle until the suture ends pass through the
down to the targeted site. wire snare. suture hole. Then SLIDE the COR-KNOT*DEVICE distal tip gently over

the partially tensioned suture down to the targeted site.

11 12 13 @ 14

SQUEEZE TUG & Il REMOVE PUSH & ‘
& HOLD RELEASE o DEVICE ROTATE
1 Second ﬂ“\
— /\
To crimp COR-KNOT® FASTENER Tug to trim suture Inspect COR-KNOT® FASTENER Rotate 1/4 turn

SQUEEZE the purple lever to hard stop,  While still squeezing the purple REMOVE DEVICE Inspect to ensure  |f the crimped COR-KNOT ® FASTENER does

maintain the device tip’s position, lever, TUG all the sutures gently ~ COR-KNOT® FASTENER and suture not readily release from the distal tip,

HOLD it for one second. to cut them and RELEASE the tails are oriented away from delicate  ensure purple lever is released, then
purple lever fully to release the tissue and prosthetic structures. gently PUSH inward and ROTATE the
crimped COR-KNOT® FASTENER. handle 90° about the shaft. If still neces-

sary, ROTATE the handle back and then
turn 90° in the opposite direction.

If COR-KNOT® FASTENER will still not
release, cut suture.



OUTSIDE OF PATIENT

PASS the free end of the suture through the
proximal wire snare at the end of the shaft.

PULL the curved handle with its attached wire
snare containing the suture end towards the purple
lever to draw the snared bend in the suture into the
COR-KNOT® FASTENER.

7THREAD Continue to pull the curved handle until the
proximal wire snare and the end of the suture
(( exit through the suture hole.
| )T
8 REMOVE

REMOVE the suture from the proximal wire snare.
(o GRASP the suture with a clamp so that it doesn’t
M become tangled.

9 PUSH-OUT

PUSH-0UT and remove the purple target.

=

>




1 0 PASS

PASS the end of the suture attached to the suturing
device through the distal wire snare. If using a
suturing device, fire device over the wire snare.

1 1 THREAD

—

Continue to pull the curved handle until the
distal wire snare and suture exit through the
suture hole. Be sure not to tangle the sutures
with the INTRA-KNOT ® wire.

SLIDE the COR-KNOT°DEVICE distal tip gently over

the partially tensioned suture down to the targeted site.
KEEP suture next to shaft while pulling. With the distal tip
on the tissue, maintain sufficient suture tension to hold

/

13 SQUEEZE
& HOLD

1 Second to crimp
COR-KNOT°FASTENER

-

| —

e

] —

SQUEEZE the purple
lever to hard stop,
maintain the device tip’s
position, HOLD it for
one second.

15 PUSH &

ROTATE

/
If the crimped COR-KNOT ® FASTENER does not readily release from the
distal tip, ensure purple lever is released, then gently PUSH inward and

ROTATE the handle 90° about the shaft. If still necessary, ROTATE the
handle back and then turn 90° in the opposite direction. If COR-KNOT®

o m

14 TUG & RELEASE

tissue in appropriate apposition.
o ] —

While still squeezing the purple
lever, TUG all the sutures gently
to cut them and RELEASE the
purple lever fully to release the

crimped COR-KNOT* FASTENER. /

s

Continue running suture
with the sewing device.

16 RUN

SUTURE




In the text below, the COR-KNOT® DEVICE refers to the LSI SOLUTIONS® COR-KNOT® family of suture fastening devices. Refer to COR-KNOT MINI® Technology Guide
or the COR-KNOT® MIS Technology Guide Indications for compatibility with INTRA-KNOT® QUICK LOAD® UNIT.

ACTIONS

When the COR-KNOT® DEVICE is loaded with a COR-KNOT® FASTENER using the INTRA-KNOT® QUICK LOAD® UNIT and appropriately positioned at a suture closure site,
squeezing the purple lever will instantly secure and trim the suture. The surgical titanium used in a COR-KNOT® FASTENER is not absorbed by the body and is generally
not associated with significant inflammatory reactions. The INTRA-KNOT® QUICK LOAD® UNIT can be used to secure 2, 3, or 4 strands of 3-0 suture or 2 strands of 2-0
suture.

CONTRAINDICATIONS

» Endoscopic procedures should only be performed by physicians having adequate training and familiarity with endoscopic techniques. Medical literature
should be consulted relative to techniques, complications, and hazards prior to the performance of endoscopic procedures.

The INTRA-KNOT® QUICK LOAD® UNIT is not intended to be used with any device other than the COR-KNOT MiINI® DEVICE or the COR-KNOT® MIS DEVICE.

The COR-KNOT MiNI® DEVICE and the COR-KNOT® MIS DEVICE are not intended to be loaded with anything other than a COR-KNOT® QUICK LOAD® UNIT

or the INTRA-KNOT ® QUICK LOAD® UNIT.

The COR-KNOT® FASTENER is NOT intended for placement into circulating blood unless used with compatible suture under conditions judged by the surgeon to
be clinically appropriate.

Use only with LSI SOLUTIONS® specified 2-0 Polyester, 2-0 Polypropylene, or 3-0 Polypropylene suture.

Each COR-KNOT® DEVICE is not intended to be fired more than 12 times.

WARNINGS

Federal (U.S.A.) law restricts this device to sale, distribution and use by, or on, the order of a physician.

Users should be familiar with standard procedures and techniques involving surgical suture and titanium usage before employing the COR-KNOT® DEVICE

with a COR-KNOT® FASTENER for fastening and trimming suture.

Adequate COR-KNOT® FASTENER security requires reasonable clinical judgment and appropriate surgical techniques as warranted by surgical circumstances

and the experience of the surgeon.

When securing suture with an LSI COR-KNOT® DEVICE, ensure any ferrules or needles are removed from the suture ends to be loaded prior to loading the suture
through the COR-KNOT® DEVICE.

Excessive suture tensioning can cause suture breakage.

Single patient use only. Do not reclean or resterilize. Adequate cleaning or removal of blood and other foreign materials from used COR-KNOT® products

cannot be guaranteed. Validation of resterilization is not established. Failure to eliminate inflammatory or infectious agents may cause patient harm.

Product functional performance may be compromised in reprocessed devices or COR-KNOT® FASTENERS.

Discard any open (unsealed), unused, expired or damaged COR-KNOT® product.

INTRA-KNOT ® QUICK LOAD® UNIT components and each COR-KNOT® DEVICE, along with packaging, must be inspected, handled and disposed of consistent with
standard, accepted medical device disposal procedures.

Direct contact between sensitive tissue structures (e.g., pulsatile arteries, cardiac valve leaflets, valve chordae, etc.) and foreign materials can lead to tissue injury
or damage, such as tissue erosion. Always orient COR-KNOT® FASTENERS and remnant suture tails to avoid direct contact between delicate tissue or prosthetic structures.
As with any foreign body, prolonged contact of any suture with salt solutions, such as those found in the urinary or biliary tracts, may result in calculus formation.
While the titanium of the COR-KNOT® FASTENER is physiologically very inert, routine surgical precautions must be employed whenever foreign materials are left in a patient.

PRECAUTIONS

When handling the INTRA-KNOT ® QUICK LOAD® UNIT care should be taken to avoid damage.

Do not squeeze the purple lever of the COR-KNOT® DEVICE while loading the INTRA-KNOT® QUICK LOAD® UNIT.

Irreparable damage to COR-KNOT® DEVICE suture cutting blade will occur if the purple lever is squeezed while the INTRA-KNOT ® QUICK LOAD® UNIT curved handle is
in place at the tip of the instrument.

Ensure that obstructions do not interfere with the firing of the COR-KNOT® DEVICE.

Do not squeeze the purple lever of the loaded COR-KNOT® DEVICE, until the COR-KNOT® FASTENER has been appropriately positioned directly upon the tissue

or prosthetic material and the suture accurately tensioned at the targeted site.

Always squeeze and hold the purple lever and then fully release it before moving the COR-KNOT® DEVICE tip. Failure to appropriately release the purple lever can
cause suture breakage. Inspect each COR-KNOT® FASTENER and its suture tails.

Do not squeeze the purple lever on the same COR-KNOT® FASTENER more than once.

Cut suture with scissors if the device fails to trim suture or release the COR-KNOT® FASTENER.

Avoid crushing or crimping damage to the COR-KNOT® FASTENER due to inappropriate squeezing of the COR-KNOT® DEVICE purple lever and/or to the application
of surgical instruments like forceps, needle holders, clamps, etc.

If the COR-KNOT® FASTENER falls out of tip or is not properly loaded, retrieve loose fastener, reload with new fastener and start again.

- If the purple lever of the COR-KNOT® DEVICE does not return completely forward on its own (i.e., without assistance), manually push the lever forward all the

way to release the COR-KNOT® FASTENER.

Check for hemostasis or leakage where appropriate.

Before endoscopic instruments and accessories from different manufacturers are employed together in a procedure, verify compatibility and ensure that electrical
isolation or grounding are not compromised.

ADVERSE REACTIONS

Adverse effects associated with the use of surgical suture and titanium can include, but are not limited to: wound dehiscence, thrombus formation, embolism, calculi
formation in urinary and biliary tracts when prolonged contact with salt solutions such as urine and bile occurs, infected wounds, minimal acute inflammatory tissue
reaction, and transitory local irritation. Surgical titanium is not absorbed by the body and is generally not associated with inflammatory reactions.

MRI TESTING

Based on MRI testing information, titanium COR-KNOT © FASTENERS will not present an additional hazard or risk to a patient undergoing an MRI procedure using a
scanner operating with a static magnetic field of 3-Tesla or less and under the MRl-related heating conditions (MRI for 15 min. at an MR system reported whole body
averaged specific absorption rate, SAR, value of 3-W/kg).
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INTRA-KNOT ° TEXHOIOIMYECKOE PYKOBOJICTBO

[ji] [IEPE]] ICIIOZIbB30OBAHMEM BHUMATE/JIBHO [TPOYNTANTE BKIAIBIII K M3IEINIO

INTRA-KNOT ° QUICK LOAD® ONVCAHMUE

by T ooro crepnmonors AR X EDRRIETH RSN ERTS T
YAEPXKUBAEMOT0 B MHAMBUIYa/IbHOM 3aTPy304HOM OI0Ke, COCTOSIEM U3
6es1071 3a1UTHI 3, KCUMaJIbHOI TTPO 0@2171 netnu 4, COeUHUT HQ"O
npoBoja 5, qmone‘goi{ SAIINTEI 6 M%gé:cranbﬁoﬁ IIPOBOJIOYHON neeq:?m. 7.
Vcnonb3syiite TONbKO ¢ yKasanHbIMM KoMmanuest LST SOLUTIONS *
HUTAMM n3 nomuacrepa 2-0, momunpomnuena 2-0 wiy nonunponuiesa 3-0.

M30THYTAA PYYKA

COR-KNOT © 3AXKIUM

BEJIAA BAIIINTA

ITPOKCMMAJIDHAA ITPOBOJIOYHAA ITIET/IA
COEQMHMNTEIbHBIN ITPOBO/]
OUOJIETOBAA 3AIIINTA

JVMCTAJIBHAA ITIPOBOJIOYHAA ITIET/IA

SICICIMIOI

TTOKA3AHMSA )
INTRA-KNOT * QUICK LOAD ° Y3EJT, ucnionbsyempiit B coderannu ¢ COR-KNOT * YCTPOVICTBAMI, npenHasHadeH yisi alIPOKCUMALMN MATKMX TKaHEl 1 IPOTE3HbIX

Marepuanos. Cm. ykasanus B Texnonornyeckom pykosojicrse COR-KNOT MINI * uin Texnonormdeckom pykosozpcrse COR-KNOT ° MIS pyist monydenus nupopmaiu o
coBmectumoctn ¢ INTRA-KNOT ° QUICK LOAD ° Y3EJIL.

INTRA-KNOT ° 3AKA3 ITPOOYKIIUU SUPPLIED: STERILE
3AKA3 TIPOIYKD OIIMICAHUME

032040 INTRA-KNOT ° QUICK LOAD® KOPOBKA 13 12

AKTYAJIBHAS JUTVHA: 40 cm KASOLUTIONS®

_/




3AI'PY3KA 3A CKPAB-CTO/IOM

Hcnonvsyiime Haonexausyto mexHuxy pabomol 6 onepayuoHHoil, 4mobot uzsnedv cmepunvrviit INTRA-KNOT © QUICK LOAD ° Y3EJI u3 ynaxosxu.
Cobr1100as HAOTIEHAULYIO CEPUTLHYIO MEXHUKY, 6bIN0TIHUME 0eliCEUs, YKA3aHHble HA UITIOCHPALUIX.

1 BCTABBTE

BCTABDBTE Tymoit KOHel| U30THYTON PYKOATKM B
IMCTa/IbHBII 113 Ha KoHIe Bama YCTPOVMCTBA
COR-KNOT®. TIOBOPAYMBAMNTE usoruytyio pyuxy
yepe3 AUCTAbHYIO IPOPe3b OTBEPCTUA /IS HUTH JI0
tex nop, noka COR-KNOT ° 3AJKVIM ne 3aiimer
nucranbHylo mpopesb BAJIA. IlomHOCTBIO 3aKpenuTe
COR-KNOT ° 3AXKVM na konunke YCTPOVICTBA
COR-KNOT °, HajaBus Ha 6e/Ty1o 3alIUTy WIn
HOTSAHYB 32 U30THYTYIO PYUKY.

INOTAHUTE I CHUMMTE BEJIVIO 3AIINTY

OcBoboaNTE M30THYTYIO PYYKY 13 AUCTAILHOTO 11a3a
Ha KomIe Bama COR-KNOT ° YCTPOVCTBA.

4 YBEJUTECH

V6ennrecs, uro COR-KNOT ° 3AXKVIM xoporuo
3arpy’keH 1 IOTHOCTBIO YCTAaHOBJIEH




MHTPAKOPIIOPA/IbHOE UCIIO/Ib3OBAHUE

[Tpy MMHMMaNBbHO MHBA3UBHBIX Npoleaypax aucranbayo nerao INTRA-KNOT® QUICK LOAD® UNIT mMoXHO 1cnonb30BaTh Ayt
MHTPAKOPIIOPATIbHOTO HATIOXKEHNsI HUTH. Bpimomante mraru ¢ 1 o 4, aro6sr sarpysuts INTRA-KNOT® QUICK LOAD® UNIT.

5 MOTAHUTE

)\

COR-KNOT =

DEVICE

[IpojomxaiiTe TAHYTb M3OTHYTYI PYYKy JO TeX IOp, IOKA MCTaIbHasA
IIPOBONIOYHAA TIETNA ¢ (UONETOBON 3aLUTON He OKAKETCA PAJOM C KOHUMKOM
Bayia. [ToTsiHuTe M yanute GuUONETOBYIO 3aLNTY.

CIIOKUTE
6 /\r

CrnoxmuTe FUCTAIbHYIO IPOBOIOYHYIO TIET/II0 Hasajl BIOb 60KOBOIT CTOPOHBI Bajta
COR-KNOT".

BHYTPU ITAIITMEHTA

10 OIIYCT}

9 ITPOTAHU TE

7BC TABBTE 8 IIPOTAHUTE

[TpmxaB IPOBOIOYHYIO HET/IO K CTEPIKHIO, ITPOTAHUTE oba koHIa HUTK ITporsannre Huth yepe3 COR-KNOT ® 3axum, mpofo/mkas TAHYTh 3a

BCTABDBTE BAJI uepes KaHIONIO B HY>KHOE Iepes pasBEpHyTYyI0 NUCTa/IbHYIO U3OTHYTYIO PYUKY, TOKA KOHI[BI HUTH He TIPOYT Yepe3 OTBEPCTHe A/
TIPOBOIOYHYIO NETILIO. HUTU. 3aTeM OCTOPOXKHO OIyCTHUTE AMCTA/IbHBIN KOH4IMK ycTpoiictBa COR-

KNOT ® 1o 4acTMYHO HATSAHYTOI HUTH IO LI€/IEBOTO YYaCTKa.

11 12 13 @ 14

HAXXMUTE IOTAHUTE U CHVIMIT HAJTABUTE ‘
u YIEP>KUBAHT. orivcTife " VCTPOHCTS [

MeCTO.

o

1 cexynoa
/\

Jns 06xcuma COR-KNOT* 3AKUM Tomsarnume, umoGbt 06pesamv HuMv Ocmompume COR-KNOT® 3AK1M [Toseprume na 1/4 o6opoma
HAJXMMTE ¢unonetoBblit pblyar 0 yIopa, [Tpomomkas CKUMaTh CHUMUTE YCTPOVMICTBO Ecnu uzornyrsiit saxxum COR-KNOT*
COXpaHUTe MO/I0XKeHVe HAKOHEUHIKa (rosIeTOBBIIT pbIYAT, AKKYPATHO ITposepsTe, uTo661 COR-KNOT ° BBICBOOOXK/AETCA € AMCTATBHOIO KOHYMKA
yerporictsa u YJIEPYK/BAVITE ero B MOATSHNUTE BCE HUTH, YTOOBI 3AXKVIM 1 XBOCTBI HUTeII OBUII C TPYAOM, yoenuTech, 4To (ProneToBbIit
TedeHue OTHON CEeKyHJIBI. paspesaTh uX, U HOTHOCTHIO HalpaB/ieHbl B CTOPOHY OT HEXKHBIX pbIYar ocBo60X/eH, 3aTeM OCTOPOKHO

ormycTute (HMOJIETOBBI pbIYar, TKaHeil ¥ OPTOIEeANIECKIX HAJIABUTE suyrps u IOBEPHYVITE
4TOOBI 0CBOOOANTD 00XKIMHOII KOHCTPYKLIMIA. PY4Ky Ha 90° Bokpyr Bana. Ecnm sTo Bce
COR-KNOTV*® 3AJKVIM. eme Heooxopumo, [IIOBEPHVITE pyuxy

Hasal, a 3aTeM noBepHuUTe Ha 90° B
NPOTHBONONO0KHOM HaNlpaB/IeHUMN.
Ecmu COR-KNOT ° 3AXKVIM mno- 3

TpeXHeMy He 0CBOO0JK/IaeTCA, paspesKbTe
HUTD.



BHE ITAIIUEHTA

ITporsHyuTe CBOOOHBII KOHEL| HUTH Yepe3
TIPOKCMMATBHYIO TIPOBOIOYHYIO TIET/TIO Ha
KOHIIE Basa.

6 MOTSAHUTE

[ToTAHNTE USOTHYTYIO PYUKY C IIPUKPEIIEHHOI
TIPOBO/IOYHOI! IIET/Ieit, CofiepKaleil KOHell HUTH, B
CTOPOHY (PYOTIETOBOTO PhIYara, YT00bI BTAHYTD 3arn6
autn B COR-KNOT® 3AXKIVM.

Zﬁ/

7HPOT}IHI/ITE HUTKY [Ipopio/pKaiiTe TAHYTH 32 UBOTHYTYIO PYUKY JO TeX
Hop, II0Ka HPOKCI/IMaTH)Haﬂ HPOBOHO‘{Haﬂ IeTnsa n
(( KOHEL HUTU He Bbe/’IJIyT "IePCS IIOBHOE OTBepCTI/Ie.

| ) )

JlocTanbTe HUTH € IPOKCHMA/IBHOI IIPOBOIOYHONL
netimn. SAXBATUTE unthb 3aK1MOM, 4TOOBI OHA He
3aIIyTanack.

9 CHUMMUTE CHUMUTE U YIATINTE duonerosyio samury

omy

=




[IpomycruTe KOHEL HUTH, IPUKPEIIEHHOTO K CIIMBALIEMY
YCTPOJICTBY, Yepe3 MCTATbHYI0 IPOBOIOYHYIO meTio. I1pn
JICTIONBb30BAHMM CIIMBAIOIETO YCTPOIICTBA IPOBEMMTE €TI0 Yepe3
TIPOBOJIOYHYIO TETTIO.

1 0 ITIPOITIYCTUTE

1 1HPO,ZIEHbTE ~— o ’\@

" _— TIpogo/mkaiiTe TAHYTH U3OTHYTYIO PYUKY [0 TeX
HOP, IIOKa AMCTa/ZIbHAA HpOBOHO‘{HaH IeTnAa n
/ HUTH He BBIIIAYT Yepe3 OTBEPCTIE [Isl HUTH.
Crnepute 3a TeM, 4TOObI HUTH He TIePEIyTaIICh C
/ nposonokoit INTRA-KNOT °..

J AKKypaTHO TTPOIBUTAVITE aucranbHBbII KOHIMK
YCTPOVICTBA COR-KNOT ° 110 YaCTMYHO HATAHYTOI HUTH
1o nenesoro ydactka. [IEPKVTE Hute pAagom ¢ BaoM mpu
HATATMBAHUN. Hp]/I)KaB I[I/ICTa]'I])H])II;l KOHYMK K TKaHU,
HOJiepIKMBaiiTe JocTaTroyHoe Harspkenne HVTY , uro6sr
YAep>KMBATb TKaHb B IIPaBIIBHOM ITOJIO>KEHMUIL.

COKUMANTE
13 u VIEP)KUBAMNTE /@ 14 OBPE)XBTE M OC
1 cexyndy, umobvt 06xamv

COR-KNOT ° 3AKUM

HAXXMUTE ¢uoneronsui TIpopormkast cXMMatb QIOTETOBDII
pbIyar j1o ymopa, pbIyar, aKKypaTHO MOJITAHNUTE BCe

COXpaHUTe TIO/I0KEeHMe HUTH, 9TOOBI PaspesaTh UX, U
KOHYMKA YCTPOIICTBa, nomsocteio OTIIYCTUTE
YIEPXXUBAWTE ero B (duoneToBbLit ppiyar, 4To6bl

TedeHe OffHOI CEKYH/IBI. ocBobomuTh 063xaThii COR-
KNOT® 3AKVIM.
15 HAJTABUTE U \\\

1 6 HAJIOJKE

IIOBEPHUTE | — IIIBA /
IIpopmomxkarite
/ HaK/IaJ[bIBaTh IIOB C
\ TIOMOIIBIO IIBETHOTO
IToTsiHUTE, YTOOBI 06pE3aTh XBOCTHI HITEIL. S Y POHCIEE
Ecyn usornyrsii saxnm COR-KNOT® BoicBobOKFaeTCst ¢ IUCTAILHOTO
KOHYNKa C TPYAOM, YOeuTech, 4To (PMOIETOBBII PblYar OCBOOOXKIEH, 3aTeM

ocroposkno HAJIABUTE suytps u IOBEPHYNTE pyuky Ha 90° Bokpyr
crepxnst. Ecin Heo6xopumo, IIOBEPHVTE pyuky Hasag, a 3aTeM [OBEpHUTE

Ha 90° B mpotuBononoxHoM HanpasneHnn. Eciu COR-KNOT ° 3AJKVM no-
IpeXXHeMy He 0CBOOO>KIaeTcs, pa3peXxbTe HITb.




B npusenennom uimke rexcre ycrpoiicto COR-KNOT * otHocuTcs K cemeiictsy ycrporicts mns sakpennenns auteit LS SOLUTIONS® COR-KNOT °. Cwm. texnonorungeckoe pykosoactso COR-KNOT MINT *
wn TexHonmorndeckoe pykoozctBo COR-KNOT * MIS IToxasanus mst coBmectumoctu ¢ INTRA-KNOT® QUICK LOAD® Y3EJL

TEVCTBUSA

Korza B YCTPOVICTBO COR-KNOT * sarpyxeno COR-KNOT ° 3AJKMIMOM u ucnonssyercsa INTRA-KNOT © QUICK LOAD® Y3EJI, mpaBuibHO PacIIoNoKeHO B MeCTe 00pesaHus
HUTH, HaXKaTye QIOMIeTOBOTO phldyara MTHOBEHHO 3aduKCHUpPYeT i 06pexxeT HUTh. XUpyprudeckuit TutaH, ucrnonbdyemslit B COR-KNOT ° 3AXKVIM, He ycBauBaeTCs OPraHU3MOM I
OOBIYHO He BBI3bIBAET Cepbe3HbIX BocmamTenbhbix peakipit. INTRA-KNOT © QUICK LOAD® Y3EJI MOXHO MCIIONB30BATD IS 3aKpeTUIeHNs 2, 3 win 4 Huty pasmepa 3-0 wmi 2

HuTH pasmepa 2-0.

IMPOTUBOIIOKA3AHNA

* o« DHJJOCKONIMYECKIE IPOIIeYPhI JO/KHBI BBITONHATBCA TONBKO BpayaMI, MMEOIIMMI COOTBETCTBYIOIIYIO OATOTOBKY M 3HAKOMBIMU C SH/JOCKOIMYeCKMMI MeTofaMu. ITepey
BBITIOJTHEHMEM IH/IOCKOMMYECKMX POLIeYP C/elyeT O3HAKOMUTBCA C MEMIMHCKOI IUTEPATYPOil OTHOCUTENIbHO METOJIOB, OC/IOKHEHMIT 1 OTIACHOCTEN.
« INTRA-KNOT ° QUICK LOAD® UNIT He npejjHasHayeH /i UCHOIb30BaHNA C KaKMM-1160 ApyruM ycrpoiicrBoM, Kpome COR-KNOT MINI ® DEVICE nmt COR-KNOT °
MIS DEVICE.
« YCTPOVICTBA COR-KNOT MINI ° 1 COR-KNOT ® MIS DEVICE He Tipe/jHasHaueHbl [Is1 3arpysKn HIYeM MHBIM, KpoMe ycrpoiicrsa COR-KNOT * QUICK LOAD® UNIT.
umn INTRA-KNOT® QUICK LOAD® UNIT.
« COR-KNOT ° FASTENER HE npefnasnauen /14 BBefieHNA B IIMPKYINPYIOITYI0 KPOBb, €C/IM TOIBKO OH He MCIIONb3YeTCs C COBMECTMMbIM IIOBHBIM MaTepHaioM B YCTOBUAX,
KOTOpre X]/IPYPF CUNTACT KAMHNUYECKU IMMOAXOAAIINMIU.
« Vicronpayiite TombKoO ¢ ykasanHbIMU Kommanumeit LS SOLUTIONS® nmoBHbIMY MaTepyaTaMy 13 TIonmacTepa 2-0, mojumnponuiena 2-0 uin nonunpornmieHa 3-0.

« Kaxxgoe YCTPOVICTBO COR-KNOT ° ne [peiHa3HAYEHO ISl UCIIOIb30BaHMs1 Goree 12 pas.
INPEOYIIPEXIEHUA

» Oepepanbrbiit 3akoH (CIIIA) orpaHianBaeT MpOAAKY, PACIPOCTPAHEH¥e 1 UCHIOb30BAHME ITOTO YCTPOHCTBA BPAYOM TN 11O €r0 YKA3aHMIO. .

« ITormb3oBaTe/ HO/DKHBI OBITH 3HAKOMbI CO CTAHAAPTHBIMI LIPOLIE/IyPAMI 1 METOJIAMM MICTIONIb30BAHMA XUPYPIIYeCKIX LIBOB M TUTaHa, Ipexie yeM ncnonbsosarb YCTPOVICTBO COR-KNOT °.

¢ swxymoM COR-KNOT® FASTENER 11 sakperieHns 1 06pe3Ku OBHOTO MaTepuaia.

o AniexBarHast 6esomacHoctb COR-KNOT © FASTENER tpe6yeT pasyMHOIT K/IMHITIECKOI OLIEHKH U COOTBETCTBYIOIVX XMPYPTIIECKIX METOSIOB, KAK TOTO TPeOYIOT XMPypIidecKyie 0OCTOATETbCTBA.

U OTIBIT XMpYpra. .

« [pu sakpernennu vyt ¢ iomopio YCTPOVICTBA LSI COR-KNOT ° y6eauTech, 4To Bce HAKOHEYHVKI Wi UITIBI CHATBI C KOHI[OB HITH, OJUIEKANIVX 3arpy3Ke, IPeX/ie YeM 3arpy)kaTh HUTb Yepes
YCTPOVICTBO COR-KNOT °.

» UpesmepHOe HaTsKeHMe IIIOBHOTO MaTepyaia MOKET IIPUBECTY K €ro PasphiBy.

« Tonbko 1 offHOrO NManyenTa. He moziseprasite MoBTOPHON OYNMCTKE M CTEPUIM3ALIMN. AJIeKBATHAS OYMCTKA WM y/ia/IeHye KPOBY U APYTUX IIOCTOPOHHUX MaTepuasioB ¢ MCIOTb30BaHHBIX poziykToB COR-
KNOT".

He MOXKeT GbITh rapaHTHPOBaHO. ITo/TBepIK/IeHIIe PeCTEPIIM3ALINI He YCTaHOB/IeHO. HecrocoGHOCTb YCTpaH!Th BOCIIA/INTEeNbHbIE /Iy MH(EKIMOHHbIE areHThI MOYKET HAHECTH BPeJ IALIIEeHTY.
DYHKIMOHA/IbHbIE XaPAKTEPUCTHKI IPOJYKTA MOTYT OBITH HAPYILIEHBI [PV VICIIO/Ib30BAHIIL TIOBTOPHO 00paGoTaHHBIX ycTpoicTs i saxuMos COR-KNOT °.

« BoibpocbTe mo60¥t OTKpBITHII (HesareyaTaHHbllT), HeMCIOMb30BAHHbII, TIPOCPOYEHHBII WM TToBPexX/eH b TpoykT COR-KNOT °.

« Kommonentsr INTRA-KNOT * QUICK LOAD® UNIT n kaxoe YCTPOVICTBO COR-KNOT ® BMecTe ¢ yIiaKoBKOJ JO/DKHbI ObITh IPOBEPEHBI, 00pabOTaHbI 1 YTU/IN3MPOBAHBI B COOTBETCTBII CO
CTaHIAPTHBIMYU HPUHATHIMMU TIPOLIEyPaMy YTUTUSALMM MEAMIIMHCKIX YCTPOCTB.

« [TpsAMOIT KOHTAKT MeX/Ty 4yBCTBUTETLHBIMIU TKAHEBBIMI CTPYKTypam¥t (Hapumep, My IbCHPYIOIIMMIE apTePUAMI, CTBOPKAMI CepIeYHOTO K/TaraHa, XOpAaMi KITaraHa ¥ T. 71.) ¥ MHOPOJIHbIMY MaTepyaaMu
MOJKeT IIPMBECTH K TPaBMe VI HOBPEXKEHNIO TKaHel, HapyMep, K 9posuu Tkanu. Beerga opuentnpyiire saxiy COR-KNOT® i ocraTki OBHOTO MaTepyana TaK, YTo0bI M36€KaTh HPAMOrO KOHTAKTa MEX/Y
JIeMMKATHBIMY TKQHAMU W CTPYKTyPaMM TIPOTe3a.

« Kak u B cjy4ae ¢ 06BIM MHOPOJIHBIM TE/IOM, JUTITE/IbHBI KOHTAKT IOBHOTO MaTepya/ia C COIeBbIMU PACTBOPAMIL, HATIPUMED, B MOUEBBIBOJALVIX VI )KeTIeBBIBOJSLIVX ITyTSX, MOXKET IIPUBECTH K 0OPA3OBAHMIO
KOHKPEMEHTOB.

« Xorsa Turan COR-KNOT® FASTENER ¢usrornorndecky o4eHb HHEPTeH, B C/Ty4ae, eC/Ii B OPTraHM3Me MaIMeHTa OCTAI0TCA MHOPOJHbIE MaTepUaIbl, HEOOXOIMMO IIPYMEHATH OOBIYHbIE XMPYPIUUECKIe MePhI
TIPEJIOCTOPOXKHOCTIA.

MEPBHI ITPEJOCTOPOXKHOCTI

« ITpu o6pauernn ¢ INTRA-KNOT ° QUICK LOAD® UNIT creyeT co6/II0AaTh OCTOPOSKHOCTD, YTOOBI M30€XKaTh TOBPEXKIEHMIL.

« He naxxumaiite ¢puonerossiit ppraar YCTPOVICTBA COR-KNOT ° Bo Bpems sarpyskn INTRA-KNOT * QUICK LOAD*UNIT .

« HemompaBnmoe moBpesx/enye nes3sis st peskn mosHoro Mareprana COR-KNOT ° DEVICE npounsoiizeT, eciu cXaThb G1oIeToBbIIT pbryar, Korga in3orayras pydka INTRA-KNOT
® QUICK LOAD UNIT HaxopuTcs Ha MecTe Ha KOHUVMKe MHCTPYMEHTa.

« Y6enuTech, 4TO IOCTOPOHHIE TIPEAIMEThI He MematoT cTpenbbe n3 YCTPOVICTBA COR-KNOT®.

« He naxxumaiire gpuonetosblit pryar sarpyxennoro YCTPOVICTBA COR-KNOT ° go tex nop, moka COR-KNOT * FASTENER He 6y/ieT IpaBu/ibHO PacIIoNoXkeH HEeloCPeCcTBEHHO
Ha TKaHN.

VIV IPOTE3HOTO MaTepuasa M TOYHO HAaTAHYTD IIOBHBIN MaTepyas B HY>)KHOM MecTe.

« Beerna cxxumaiite u yaep>xuBaiite (pyoneToBbIil pbIYar, a 3aTeM II0THOCTBIO OTITYCKaiiTe ero, Hpexze 4eM nepemeniars HakoHedHK COR-KNOT ® DEVICE. Eciin He oTIycTuTh
(b10/IeTOBDII PBIYAT JO/DKHBIM 00PasoM, 3TO MOKET IIPUBECTH K PasphIBy IOBHOTO MaTepuana. OcMorpute Kaxablit pukcarop COR-KNOT ° u ero Hutu.

« He HaxnmaiiTe GpuoneToBslil ppryar Ha ofHOM 1 ToM xe ¢prkcarope COR-KNOT ° 6onee ofgHoro pasa.

« PazpexxbTe HUTb HO>KHUIIAMIL, €C/IU YCTPOIICTBY He yfaetcsi o6pesaTs HUTh wim ocBoboauts pukcarop COR-KNOT ° FASTENER.

« Vsberaiite crapnmBanua wim cuapnusanus ukcaropa COR-KNOT ® FASTENER us-3a HeHapiexxarero oxaTtus ¢puoneroporo pprdara COR-KNOT ° DEVICE n/nmm npumMeHeHusA
XUPYPIUYECKUX MHCTPYMEHTOB, TAKMX KaK HIMIILbI, UTTIOIePYKaTe/N, 3aXKMMBI U T. Ji.

o Ectu COR-KNOT ® FASTENER BbinajiaeT us HaKOHEYHMKA W/ HEIIPAaBU/IbHO YCTAHOB/IEH, U3B/IEKUTE HE3aKPEI/IEHHYIO 3aCTeXKY, YCTAHOBMUTE HOBYIO 3aCTEXKKY M HAYHUTE 3aHOBO.
« Ecu duonerossiit peraar YCTPOVICTBA COR-KNOT ° He BO3BpalaeTcs IOMHOCTBIO BIIEPe]i CAMOCTOATEBHO (T. €. 6e3 TTOCTOPOHHeI! OMONIN), BPYYHYI0 HAKMUTE PbIIar
BIIEpEJ /10 YIIOpa.

« [Tpy HEOOXOAMMOCTH TIPOBEPbTE HA/IMYNE IeMOCTa3a WU IIOATeKaHMA.

« [Ipexxzie 4eM MCIIOMB30BATH SHAOCKOMMYECKIe MHCTPYMEHTHI I aKCeCCyaphl PasHbIX IPOU3BOANTENIEN BMECTe B IPOLeAype, TPOBEPbTe COBMECTIMOCTD I YOEIUTEeCh, UTO
9NIeKTPpUYECKas U3OMALMA WM 3a3eM/IeHI e He HAPYLIEHBI.

ITo6ounbIE 3(1)(1)8KTI>I, CBA3aHHbIE C MCIIOIb30BAHNMEM XMPYPTMIECKOTO HIOBHOIO MaTepuasia 1 TUTaHa, MOTYT BK/II0YaTh, [IOMIMO IIPOYETO: PACXOX[CHIE PaH, 06paSOBaHI/IE TpOMGOB,
3M60J‘I]/IIO, o6pa303a}me KaMHell B MOYEBBIX U >KeTYHbIX IIYyTAX IPU JIUTETBHOM KOHTAKTE C COJIEBBIMI PaCTBOPAMU, TAKMMU KaK MOYa I JK€T4b, MH(iJI/I].[MpOBaHHbIS paHbL.
MUHMMa/IbHasA OCTpaH BOCITQJINTE/IbHAA TKaHEeBasA peal(]_[l/lﬂ n HPCXO}IHmee MeCTHO€e Pa3]1pa)K€HI/[e. XMPYPFV[‘ICCKV[ﬁ TUTAH HE yCBaI/[BaeTCH OpFaHI/lSMOM n 06131'-11-[0 HE BbI3bIBAET

BOCIIQ/INTENBHBIX PeaKInIiL.

ITo pesynbratam ucnbitanuit MPT Tutanosbie kpenexxubie sneMenTsl COR-KNOT ° FASTENERS He npefcTaB/A0T ZOMOMHNTENbHOM OIIACHOCTY MM PUCKA JI7IA TIallMeHTa,
npoxopsiero npoueaypy MPT ¢ ncnonbsoBaHueM ckaHepa, paGOTAIOLIEro co CTaTU4eCKMM MAarHUTHBIM 11o71eM 3 Tecia 111 MeHee U IIPY yCIOBUAX HArpeBa, CBsA3aHHbIX ¢ MPT
(MPT B TeyeHue 15 MUH. IPU YCPEFHEHHOM JI/IA BCETO Te/Ia IOKa3aTesle yAeabHOro nornouenns, SAR, pasuom 3 Br/kr).
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COR-SUTURE ° QUICK LOAD° SURGICAL SUTURE
TECHNOLOGY GUIDE  [Ti rReAD THIS PRODUGCT INSERT THOROUGHLY BEFORE USE

COR-SUTURE® QUICK LOAD® SURGICAL SUTURE

SUTURE TRAY

SUTURE RELEASE FEATURE

SUTURE
SUTURE TUBE

©)
@
@) NEEDLE CAPS
@
o)

DESCRIPTION

Each LSI SOLUTIONS® COR-SUTURE ® QUICK LOAD® surgical suture is held in a customized tray @ with suture release feature @ designed to enable
the rapid, easy and reliable loading of suture into an appropriate LSI SOLUTIONS® suturing device. COR-SUTURE ® QUICK LOAD® surgical suture is available
as a non-absorbable monofilament polypropylene and braided polyester surgical suture (FIG. 2). A short length of modified surgical stainless steel tubing,
called a needle cap @ is attached to each end of the suture @ The COR-SUTURE® QUICK LOAD® surgical suture also includes a detachable clear
suture tube @ to keep the suture from tangling. Each sterile COR-SUTURE® QUICK LOAD® surgical suture is individually packaged for single patient use.

INDICATIONS FOR USE

COR-SUTURE® QUICK LOAD® surgical suture is indicated for use in the approximation of soft tissue and prosthetic materials.

IS\SOLUTIONS®

aad

LS| SOLUTIONS ©

7796 Victor-Mendon Road
Victor, New York 14564 U.S.A.
Phone: 585.869.6600

Customer Service: 866.575.3493
Technical Support: 866.428.9092
Fax: 585.742.8086
www.Isisolutions.com

[MADE IN THE USA]

This Product Comes
with our LSI SOLUTIONS®
Perfect I’erfarmance Policyu

Call us at 866.575.3493 any time.

Patents: www.Isisolutions.com/patents

The LSl logo, LSI SOLUTIONS, C1, Cor-Suture, Cor-Knot, Cor-Knot Mini, RD, Intra-Knot,
Quick Load, RAM, Sew-Easy and Perfect Performance Policy are trademarks and
registered trademarks of LS| SOLUTIONS, Inc. Copyright © 2014, LSI SOLUTIONS®.

All Rights Reserved.

[ Gl bl @ © ©®

Symbol Glossary: www.Isisolutions.com/symbols




ACTIONS

COR-SUTURE® QUICK LOAD® surgical suture typically elicits a minimal acute inflammatory reaction in tissues and gradual encapsulation of the suture by fibrous

connective tissue. Both non-absorbable sutures, braided polyester and monofilament polypropylene suture, are not absorbed, nor is any significant change in tensile

strength retention known to occur in vivo. The COR-SUTURE® QUICK LOAD® surgical suture is MR safe. The COR-SUTURE® QUICK LOAD® surgical suture must be used

with a compatible LSI SOLUTIONS® sewing device. Compatible devices are called out as such in their respective technology guides.

CONTRAINDICATIONS

e Minimally invasive surgical procedures should only be performed by physicians having adequate training and familiarity with minimally invasive techniques. In
addition, medical literature should be consulted relative to techniques, complications and hazards prior to the performance of minimally invasive procedures.

e Do not use this suture under conditions in which excessive suture tension can lead to tissue damage.

WARNINGS

Federal (U.S.A.) Law restricts this device to sale by or on the order of a physician.

¢ Do not resterilize. The performance of the COR-SUTURE ® QUICK LOAD® surgical suture after cleaning or other reprocessing has not been verified and is not

supported by LSI SOLUTIONS, Inc.

e Discard open (unsealed), unused, expired or damaged suture or suture in damaged primary packaging.

e As with any foreign body, prolonged contact of any suture with salt solutions, such as those found in the urinary or biliary tracts, may result in calculus formation.
e Users should be familiar with surgical procedures and techniques involving suture before employing the COR-SUTURE® QUICK LOAD® surgical suture for wound

closure, as the risk of wound dehiscence may vary with the site of application.
e Acceptable surgical practice and good surgical judgement must be followed with respect to drainage and closure of infected or contaminated wounds.

e Redundant, cut-away suture remnants and used needle caps, along with packaging, must be inspected, handled and disposed of consistent with standard,
accepted medical device disposal procedures.

e COR-SUTURE® QUICK LOAD® surgical suture is not for use in neurological procedures.

e Applications other than for soft tissue approximation, with or without appropriate prosthetic materials, can result in failure to pick up suture or in damage to the

device rendering either unsuitable for continued use.
e Never drive the suturing device needle into suture, bone, dense ligamentous tissue, calcific tissue or other instruments.

e Do not leave any foreign material (e.g. suture remnant, needle cap, etc.) unattached in areas potentially exposed to circulating blood.
e If securing the COR-SUTURE® QUICK LOAD® surgical suture with any LS| SOLUTIONS® COR-KNOT® DEVICE (COR-KNOT® MIS DEVICE, COR-KNOT MINI® DEVICE),
ensure any needle caps are removed from the suture ends being loaded, prior to loading the suture through the COR-KNOT® DEVICE.

PRECAUTIONS

Check for hemostasis or leakage where appropriate.

and/or damage the needle.

Always assure device tip is viewed under direct visualization before advancing the needle.
Ensure obstructions do not interfere with the movement of the needle of suturing device.
Do not squeeze the lever of the suturing device while loading a COR-SUTURE® QUICK LOAD® surgical suture; squeezing the lever may expose the sharp needle

In handling the suturing device, care should be taken to avoid jamming the suture into the needle cap compartment and damaging the needle.

e Avoid damage to the needle, suture or needle caps due to direct application of surgical instruments, like forceps, needle holders, clamps, etc.
e Adequate knot security requires accurate completion of accepted surgical techniques for constructing surgically tied knots or the use of the
COR-KNOT® MIS DEVICE, COR-KNOT MINI® DEVICE, and COR-KNOT ® QUICK LOAD® fastener or INTRA-KNOT © QUICK LOAD® fastener as warranted by surgical

circumstances and the experience of the surgeon.

e Before instruments and accessories from different manufacturers are employed together in a procedure, verify compatibility and ensure that
mechanical function and electrical isolation and grounding are not compromised.
e Before loading the suturing device with another COR-SUTURE® QUICK LOAD® surgical suture, assure the remaining suture tail and needle cap from the previous load

has been removed from the needle and needle cap compartment. Failure to appropriately remove used needle caps from the needle can result in damage to the
device, including intracorporeal or extracorporeal fracturing off of the tip of the needle, making it unsuitable for continued use.
e \Verify that the needle cap is retained within the needle cap compartment and the device has not been damaged or deformed before attempting to place a stitch.
e Do not use damaged suture or expired suture.

ADVERSE REACTIONS

Adverse effects associated with the use of suture include wound dehiscence, failure of adequate wound support in closure sites where expansion, stretching
or distension occur, enhanced bacterial infectivity, minimal acute inflammatory tissue reaction, localized irritation when skin sutures are left in place for greater

than 7 days, calculi formation in urinary and biliary tracts when prolonged contact with salt solutions such as urine and bile occurs, and pain, edema and erythema.

Carefully read and understand the instructions for other Technology Guides for the related LSI SOLUTIONS® suture device products prior to using
COR-SUTURE ° QUICK LOAD" surgical suture.

FIG.2 PRODUCT ORDERING SUPPLIED: STERILE

REORDER PRODUCT DESCRIPTION
COR-SUTURE® QUICK LOAD® SURGICAL SUTURE Box of 12 Sutures
x 12 021860 3-0 Polypropylene, Non-Absorbable, 53” (1 Suture per Pouch)
021861 COR-SUTURE®QUICK LOAD®SURGICAL SUTURE Box of 12 Sutures
2-0 Polyester White, Non-Absorbable, 38” (1 Suture per Pouch)
- Box of 12 Sutures
021862 COR-SUTURE® QUICK LOAD® SURGICAL SUTURE X uture

2-0 Polyester Green, Non-Absorbable, 38”

(1 Suture per Pouch) /
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XUPYPITMYECKAA HUTH COR-SUTURE ° QUICK LOAD °
MHCTPYKHMH Eg};ﬁ ;{/IKC)HO}IBSOBAHI/IEM BHVIMATEJIbHO TTPOYTUTE BKJIAJIBIII K

XUPYPTUYECKAS HVUTbh COR-SUTURE © QUICK LOAD ®

@

JIOTOK V1A HUTU
ITPVICIIOCOBJIEHME /11 OCBOBOXKIEHVTH

©O)
@
(8 KOIAYOK MIJIBI
@
)

TPYBKA JJ/IA HUTU

OIIMCAHME

Kaxxpgaa aurs LST SOLUTIONS ° COR-SUTURE ® QUICK LOAD ° ypepskusaercs B I/[HJII/IBI/[,HyaHhH(@OTKe ¢ 1 npucnocobnennem nc13060>1<ne1m;1 HUTHU 2,
IIpeIHa3HAYeHHOI /1A OBICTPOIL, TPOCTON ¥ HAJIeKHOI 3aTPY3KIt HUTH B COOTBETCTBYIOMIee ciuyBaoliee ycrporiictBo LST SOLUTIONS °. Xupypruueckas vutb COR-
SUTURE ® QUICK LOAD ® gocrymneHa B Bije HepaccachIBaIOIelicsi MOHOHUTY 13 TTOTUITPOTIM/IEHA Y TIIETeHOI XUpyprdeckoit Hutu us nommacrepa (PVIC. 2).
KopoTkmuit oTpe3ok (bmumpOBaHHOﬁ XUPYPIUYecKoit TpyOKu @ep)«anemu_{eﬁ CTa/lM, Ha3bIBAEMbIN KO/IIAYKOM 3 UIJIbI, IPUKPEIIAETCA K KaXKIOMYy KOHILYy HUTH 4.
meyprnqec@ COR-SUTURE ® QUICK LOAD ° Takxxe BK/TIO4aeT B ce65 CheMHYI0 IIPO3PaYHYI0 TPYOKY [/ HUTH, IIPeOTBPALIAIOLIYIO 3ayThiBaHue HUTH. KaXxpiit
crepunbHas xupyprudeckad Hutb COR-SUTURE * QUICK LOAD ® nAMBUyanbHO YIAKOBAH /I/I MCIIOMb30BAHNA OJHIM IAIMeHTOM.

IIOKA3AHNMA K IPMUMEHEHNIO

COR-SUTURE © QUICK LOAD © Xupyprirdeckast HUTb IOKa3aHa I COMDKEHNS MATKIX TKaHell 11 IPOTE3HBIX MaTepPUasIoB.

@ SO I_U—I—I O N S® Patents: www.Isisolutions.com/patents

M The LSl logo, LSI SOLUTIONS, C1, Cor-Suture, Cor-Knot, Cor-Knot Mini, RD, Intra-Knot,
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Xupyprudeckas zutb COR-SUTURE * QUICK LOAD® 06bI4HO BbI3bIBA€T MMHUMA/IbHYIO OCTPYIO BOCIIA/IMTE/IbHYIO PEAKIINIO B TKAHAX U IIOCTEIIEHHYIO MHKATICY/LALIO HUTH
BOJIOKHICTO! COe{UHUTENbHOII TKaHbl0. O6e HepaccachIBAOIIMEC HUTH- IVICTEHbII IO bUPHBIIL 1 MOHODM/TAMEHTHbIII ITO/IUIIPOIIIEHOBBII - He PACCaChIBAIOTCA U HE BHISBIBAIOT
3HAUMTE/IbHbIX I3BMEHEHMIT B IPOYHOCTI Ha PaspbiB, O KOTOPBIX M3BECTHO in vivo. Xupyprudeckas uurb COR-SUTURE® QUICK LOAD® 6e3omnacena ¢ Touku 3perns MR.
Xupyprudeckas autb COR-SUTURE ® QUICK LOAD® nomkeH UCIIONb30BaTbCsA ¢ COBMeCTUMBIM cinyBatomum ycrpoiictBom LSI SOLUTIONS®. CoBmecTuMble YCTpOIICTBA YKa3aHbl

B COOTBETCTBYIOIINX PYKOBOACTBAX.

ITPOTNBOIIOKA3AHNMA

® « MuHUMa/IbHO NHBA3UBHbBIE XUpYypIruiecKue npoueaypbl JO/KHbDI BBIIIOTHATHCA TO/IbKO BpadyaMyt, MMEIOIUMN COOTBETCTBYIOIYIO IIOATOTOBKY 1 3HAKOMbBIMMU C
MIHVMAJ/IbHO MHBAa3UBHBIMU METOJaMMU. KPOMC TOTO, II€pe]l BbIIIO/ITHEHMEM MIHIMMAZIbHO MHBA3VBHBIX IIPOLEAYP C/IEAYET O3HAKOMUTHCA C MCJII/II_U/IHCKOIZ
TII/ITCPaTYpOIZ OTHOCUTEJIbHO METOOB, OC/IO>KHEHUI U OTTaCHOCTEIA.

HP.E Irﬁe Sl;lii_ll'll())}ﬁﬁ ﬁﬁeiaaﬁoﬁ[ IISIIOBHbIﬁ MaTepuas B yCIOBUAX, KOT/]a Ype3sMepHOe HaTsKeHMe HIOBHOTO MaTepyajia MOKeT IIPUBECTY K TIOBPEXK/IEHIIO TKaHeil.
» OenepanbHblit 3akoH (CIIIA) orpaHMYMBaeT NPOJAXKY 9TOTO YCTPOICTBA BPAYOM MJIM T10 €r0 YKA3aHMIO.

 He mopsepraiire nosropHoii crepwimsanyn. Xapakrepucruku xupypriudeckoir Hutu COR-SUTURE ® QUICK LOAD® rocte 04uCTKY WIN Fpyroi 06paboTky He
IIPOBEPAINCD U He nofepskuBaioTcsa kommnanueir LSI SOLUTIONS, Inc.

» BeIOpocbTe OTKPBITHIN (He3aredaTaHHbII ), HeMCIIOTb30BAHHBII, IPOCPOYEHHDII VIV TIOBPEK/CHHBII IIIOBHBII MaTePUas WV IIOBHBII MaTePUa B OBPEXAEHHOI
NIepBUYHOI yITaKOBKe.

« Kax 1 B ciy4ae ¢ /106bIM MHOPOJHBIM TE/IOM, JUINTE/IbHbI KOHTAKT LIOBHOTO MaTepyaa ¢ COEBBIMI PACTBOPAMY, HAIIPUMeEP, B MOYEBBIBOJSLIX VLN XKeTIeBBIBOASAIINX
IyTAX, MOXKET IPUBECTU K 00Pa30BaHII0 KOHKPEMEHTOB.

« [Torp3oBaTe/i JO/KHBI OBITh 3HAKOMBI C XMPYPIUYECKMMIU HPOLIEfyPAMI M METOJiAMI HAJIOXKEeHIA HIBOB, IIPeX/e YeM MCII0Nb30BaTh XMPYPrIUIeCKiT OBHBII MaTepuan
COR-SUTURE * QUICK LOAD® ny1s1 3aKpbITHA PaHbl, HOCKOIbKY PUCK PACXOK/IEHNUS PAHBI MOXKET BapbUPOBATbCA B 3aBUCUMOCTI OT MECTa HATIO>KEH .

o IIpu ipeHMpOBaHNM U 3aKPBITUM MHPUIMPOBAHHBIX M/ KOHTAMIHMPOBAHHBIX PaH HEOOXOAMMO COOMIONIATL IPUEMTIEMYIO XMPYPIUUECKYIO IIPAKTHUKY 1 XOpoliiee
XUPYyprudecKoe pereHme.

o VIsnmuinHme, oTpesaHHbIe OCTATKM IIOBHOTO MaTepuaa 1 UCIO/Tb30BaHHbIe KOJIMAYKM [/ UITI, @ TAK)Ke YIAaKOBKY HE0OXOIMMO IIPOBEPATD, 0OpAIaThCA C HUMY 1
YTUIUSUPOBATh B COOTBETCTBIUM CO CTAHAAPTHBIMIM HPMHATHIMI ITPOLEyPaMy YTUMM3AINY MEAUIIMHCKIX YCTPOTICTB.

o Xupyprudecknit mosHblit MaTepuan COR-SUTURE ® QUICK LOAD® He npefjHasHa4eH /I MCIIOIb30BAHMA IIPY HEBPOIOTMYECKUX ITPOLIeypax.

« [IpuMeHeHNMe, OTIMYHOE OT ANMPOKCUMALINY MATKUX TKaHell, C COOTBETCTBYIOIMMY IIPOTE3HBIMI MaTepuaaMu Wi 6e3 HuX, MOXKeT IIPUBECTY K HEBO3MOXHOCTH
HAIOXKMTD IIOB MV K TTOBPEX/IEHNIO YCTPOIICTBA, 9TO CAETAET €T0 HEMPUTOIHBIM JI/isA Ja/TbHENIIIETo MCTIONb30BAHMIA.

« Hukorza He BCTaB/AliTe UITTy CIIMBAIOIETO YCTPOICTBA B IIOBHBII MaTepuai, KOCTb, INIOTHYIO CBA30YHYIO TKaHb, Ka/IbI[THNPOBAHHYIO TKaHb MV PYTUe MHCTPYMEHTBHI.

« He ocrapiiiTe mocTopoHHme MaTepuansl (HapuMep, OCTaTKY LIOBHOTO MaTepyasa, KOIIAY0K UITIbI 1 T. /I.) He3aKPEI/IeHHbIMI B MECTaX, ITOTEHI[IA/TbHO MOJIBEPIKEHHBIX
BO3JIEVICTBUIO LIMPKYIUPYIOLIEil KPOBM.

« [Ipu sakpemteHun xupyprudeckoro mosHoro marepuana COR-SUTURE ° QUICK LOAD® ¢ momomisto mo6oro yerpoiictsa LSI SOLUTIONS ® COR-KNOT * (COR-KNOT
* MIS DEVICE, COR-KNOT MINI ° DEVICE), y6enuTech, 4To C KOHLIOB HUTY CHATbI BCe KOJIITAUKM UIJL. 3aTPY>KeH IepeJ| 3arpysKoil IOBHOTO MaTepuaja yepes
SR SR SFomocTn

« [Ipy HeO6XOAMMOCTH TIPOBEPbTE HATIMYIE TEMOCTA3a VIV TTOATEKAHIA.

« ITepeyt IpOJIBIKEHMEM MIJIBI BCETTIA IPOBEPSAIiTE, YTOOBI KOHYMK YCTPOICTBA ObIT BUJIEH O] IPSAMBIM BYU3Ya/lbHBIM KOHTPOJIEM.

» Ybenurech, 4TO IPEILATCTBIS He MELIAIOT {BVOKEHMIO MIIBI CIIMBAIOLIETro allapara.

« He cxxmmaiiTe ppruar CIIMBaIoIIero yCTpOoiicTBa BO BpeMs 3arpysku xupyprudeckoro mosHoro matepuana COR-SUTURE ® QUICK LOAD °; naxkaTue pbIyara MO>KeT IIPUBECTI
K 0OHA)KEHMIO OCTPOIT UITIBI 1/V/IV TIOBPEXKICHNUIO UIJIBL.

o [Ipy o6paleHni ¢ CHIMBAOLINM YCTPOIICTBOM C/IEfyeT COOMIOAATh OCTOPOXKHOCTD, YTOOBI He 3aCTPSATh HUTh B OTCEKe [/ KOJIIIAYKa UIJIbI U He TIOBPEUTD UITTY.

« VI36eraiiTe IIOBPEX/IEHA UIJIBI, IOBHOTO MaTepuaja Iy KOJIIIAYKOB UIJIBI B Pe3y/IbTaTe MPAMOTO MPYMEHEHNUA XMPYPIUYeCKNX MHCTPYMEHTOB, TAKIX KaK LIMIII[bI,
UTTIOfiePyKATeNH, 3aXKUMBI I T. Ji.

o AniexBaTHast 6€30IACHOCTD Y37I0B TPeOyeT TOUHOTO BBIIOTHEH s OOIeIPUHATIX XUPYPIUYECKIX METOJ0B CO3TaHIA XNPYPIIIeCKH 3aBsA3AHHBIX Y3/I0B VIV UCIIONb30BAH
COR-KNOT * MIS DEVICE, COR-KNOT MINI ® DEVICE n 3acrexxxy COR-KNOT ® QUICK LOAD ° umn 3actexxky INTRA-KNOT ® QUICK LOAD ° B 3aBucuMOCTH OT
XUPYPTUYECKMX 0OCTOATENBCTB ¥ OIBITA XMPYpra.

« [Ipe>xx/ie 4eM UCIIO/Ib30BATh MHCTPYMEHTDI U AKCECCyaphbl PasHbIX IPOM3BOMUTEIEl BMECTe B IPOLieype, IPOBePbTe COBMECTUMOCTD I YOeIUTeCh, 4TO

Mexannyeckne QYHKIMN, 9/IEKTPUYECKas U3OMALMA U 3a3eM/ICHIE He HAPYIIAKTCA.

« [epen 3arpysKoii B clImBamliee ycrpoiictso gpyroit xupyprudeckoit Hutu COR-SUTURE ° QUICK LOAD? y6eanTech, 9TO OCTABIINMIICSA XBOCT HUTU U KO/IITAYOK UIJIBI OT
IIpefibITyLIeit 3arPy3KM YAa/IeHbl 13 OTCEKa MIVIBL U KO/IadKa ur/ibl. HecobiofieHne HajIe)allero CHATHU MCIOIb30BaHHBIX KO/IAYKOB C UIIbI MOXKET IIPMBECTI K
TIOBPEXIEHNIO YCTPOJCTBA, B TOM YJIC/Ie K MHTPAKOPIIOPATbHOMY MM 9KCTPAKOPIIOPATbHOMY OTTIOMY KOHYMKA UITIBI, YTO C/le/TaeT er0 HePUTOHBIM /IS Ja/IbHeIero
MCHIONTb30BAHNA.

o [Ipe>x/ie 4eM IbITAThCS HATIOXKUTD CTEXKOK, YOeIUTECh, YTO KOJIIIAYOK UITIBI YAePXKMBAETCA B OTCEKe UL KOJIIA4Ka UIVIbL, @ YCTPOICTBO He IIOBPEX/IEHO 1 He 1epopMIPOBAHO.
« He ncnonb3syiiTe MoBpeXXAeHHbBII NN IPOCPOYEHHDIN HIOBHbII MaTepuar.

ITIObOYHBIE PEAKIIVIN

TTo6ouHbIe Sli)q)eKTbI, CBsI3aHHbIE C MICIIONIb30BAHNMEM HUTH, BKIIOYAIOT PACXOXXAEHNE paHbl, OTCYyTCTBIE aﬂeKBaTHOI;I TIIOAAEPIKKM paHbl B MECTaX 3aKPbITHA, i€ pacluMpeHue,
M pacTsKeHNe, IMOBbIIIEHHAA 6aKTepmaanaﬂ I/IHqJeKLU/IOHHOCTb, MMHMMa/IbHAsA OCTpadA BOCHAINTE/IbHAA PeaKINA TKaHell, T0KaIM30BaHHOe pasgpa’xeHue, Korjaa KOXXHbIE HIBbI
OCTAITCA Ha MecTe Gornee 7 HHeﬁ[, OﬁpaSOBaHI/Ie KaMHell B MOYEBBIX U YKeTYHBIX MyTAX IPU AINTETbHOM KOHTAKTE C COJIEBBIMI PAaCTBOPaMM, TAKMMM KaK MOYa U JK€/IT4b, 1 60)'[]),
OTEK M apuTEMa.

Ilepen ucnionnsopanuem xupypriudeckoit Huti COR-SUTURE * QUICK LOAD® BHMMaTeTbHO NpOYMTaliTe ¥ M3YYNTE MHCTPYKIMM K COOTBETCTBYIONMX u3genmuit LSI
SOLUTIONS ° p1s1 cluMBaroIyX yCTpOJiCTB.

PHUC. 2 3AKA3 HPOHYKTA TIOCTABJIAETCSA: CTEPMJIBHBIN
3AKA3 [IPOJIYKT Omnucanne
o
XUPYPTMYECKAS HUTh COR-SUTURE ©® QUICK LOAD Kopobka us 12 numeil S
x 12 021860 |, (1 Humv 8 nomxke) p:
Ionunponnnen 3-0, HepaccachlBarOMiics, 53 groiima . 'S.
021861 |XUPYPIMYECKAS HUTh COR-SUTURE ©QUICK Kopo6xa us 12 numeil .
LOAD® (1 Humv 6 nomxe) ]
2-0 Benplit MONMU3CTEP, HEpaccachIBarOLNIics, 38 M10iiMOB {
XVIPYPIIYECKAS HUTHCOR-SUTURE ®QUICK LOAD KopoGka us 12 numeii S
021862 2-0 3e/IeHbIIT IIOINACTEP, HePAaCCaChIBAIOLINIICS, 38 TI0IIMOB ( 1 Humv 6 /lOMKE) / E
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LS-5" ePTFE QUICK LOAD° SUTURE tecHNoLOGY GUIDE

[:B] READ THIS PRODUCT INSERT THOROUGHLY BEFORE USE

LS-5™ ePTFE QUICK LOAD® SUTURE

SINGLE SUTURE TRAY
SUTURE RELEASE FEATURE

©)
2
@) FERRULE
@
o)

SUTURE TUBE

DESCRIPTION

Each LSI SOLUTIONS® LS-5™ ePTFE QUICK LOAD® sterile surgical suture with 2 ferrules is held in a customized tray @ with a suture release feature @
and is intended for single patient use. The LS-5™ ePTFE QUICK LOAD® suture is designed to enable the rapid, easy and reliable loading of suture into
compatible LS| SOLUTIONS® suturing devices. LS-5™ ePTFE QUICK LOAD® suture is a non-absorbable monofilament expanded polytetrafluoroethylene
(ePTFE) suture. A short length of modified surgical stainless steel tubing, called a “ferrule” @ is attached to each end of the suture @for interfacing with
LSl suturing devices. The LS-5™ ePTFE QUICK LOAD® suture also includes a detachable clear suture tube @ to keep the suture from tangling. The
LS-5™ePTFE QUICK LOAD® surgical suture is undyed and contains no additives.

INDICATIONS

LS-5" ePTFE QUICK LOAD® surgical suture is indicated for use in all types of soft tissue approximation, including use in cardiovascular surgery.

el
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ACTIONS
ePTFE suture is a very inert suture material known to elicit minimal tissue reaction. LS-5™ ePTFE suture is not absorbed and is not known to degrade or lose strength over time. No
significant loss in tensile strength retention occurs in vivo. The LS-5™ ePTFE QUICK LOAD® surgical suture is MR safe.

CONTRAINDICATIONS
e TheLS-5™ ePTFE QUICK LOAD® surgical suture is contraindicated for use in ophthalmic surgery, microsurgery, and neural tissue.
e Do not use this suture under conditions in which excessive suture tension can lead to tissue damage.

WARNINGS

e Federal (U.S.A.) Law restricts this device to sale by or on the order of a physician.

¢ Do not resterilize. The performance of the LS-5™ ePTFE QUICK LOAD® surgical suture after cleaning or other reprocessing has not been verified and is not supported by
LSI SOLUTIONS, Inc.

e Discard open (unsealed), unused, or damaged suture or suture in damaged primary packaging.

* As with any foreign body, prolonged contact of any suture with salt solutions, such as those found in the urinary or biliary tracts, may result in calculus formation.

e Minimally invasive surgical procedures should only be performed by physicians having adequate training and familiarity with minimally invasive techniques. In addition, medical literature
should be consulted relative to techniques, complications and hazards prior to the performance of minimally invasive procedures.

e Users should be familiar with surgical procedures and techniques involving suture before employing the LS-5™ ePTFE QUICK LOAD® surgical suture for wound closure, as the risk of
wound dehiscence may vary with the site of application.

* Acceptable surgical practice and good surgical judgement must be followed with respect to drainage and closure of infected or contaminated wounds.

Redundant, cut-away suture remnants and used ferrules, along with packaging, must be inspected, handled and disposed of consistent with standard, accepted medical device

disposal procedures.

Applications other than for soft tissue approximation, can result in failure to pick up suture or in damage to the suturing device rendering either unsuitable for continued use.

Never drive the suturing needle into suture, bone, dense ligamentous tissue, severely calcific tissue or other instruments.

Do not leave any foreign material (e.g. suture fragment, ferrule, etc.) unattached in areas potentially exposed to circulating blood.

The LS-5™ ePTFE QUICK LOAD®surgical suture is intended for single patient use only.

Tissue invasion of the LS-5™ ePTFE QUICK LOAD®surgical suture can result in attachment of the suture to the tissue it penetrates. Such attachment may make removal of the LS-5™

ePTFE QUICK LOAD®surgical suture difficult and, if attempted, may result in tissue damage.

PRECAUTIONS

* Check for hemostasis or leakage where appropriate.

Always assure device tip is well visualized before advancing the needle.

Ensure obstructions do not interfere with movement of the suturing device needle.

Do not squeeze the lever of the suturing device while loading an LS-5™ ePTFE QUICK LOAD® surgical suture; squeezing the lever may expose the sharp needle and/or damage the
needle.

In handling the suture, care should be taken to avoid jamming the suture into the ferrule compartment and damaging the needle.

Avoid damage to the needle, suture or ferrules due to direct application of surgical instruments, like forceps, needle holders, clamps, etc.

Adequate knot security requires accurate completion of accepted surgical techniques for surgically constructed knots.

Before instruments and accessories from different manufacturers are employed together in a procedure, verify compatibility and ensure that mechanical function and electrical isolation
and grounding are not compromised.

Verify that the ferrule is retained within the ferrule compartment and the device has not been damaged or deformed before attempting to place a stitch.

Do not use damaged suture.

ADVERSE REACTIONS

Adverse effects associated with the use of suture include wound dehiscence, failure of adequate wound support in closure sites where expansion, stretching or distension occur, enhanced
bacterial infectivity, minimal acute inflammatory tissue reaction, localized irritation when skin sutures are left in place for greater than 7 days, calculi formation in urinary and biliary tracts
when prolonged contact with salt solutions such as urine and bile occurs, and pain, edema and erythema.

Carefully read and understand the Technology Guides for the related LS| SOLUTIONS® suturing device products prior to using LS-5™ ePTFE QUICK LOAD¢® surgical suture.

LS-5™ ePTFE sutures differ from and/or exceed USP requirements. See Fig. 2 and Fig. 3 below for LS-5™ suture characteristics.

FIG.2 Comparison of LS-5™ ePTFE Suture to CV-5 GORE-TEX® Suture - Pex GORETEXS IFU, SEPT. 3015
Property LS-5™ CV-5
Knot Pull Tensile Strength (kg) > 0.60* > 0.60**
Average Diameter (mm) 0.305 0.246

LSILS-5™ ePTFE Suture is comparable to GORE-TEX® CV-5 suture, which has been marketed for decades as equivalent to USP 4-0 (FIG. 2). Both LS-56™ and GORE-TEX® CV-5 ePTFE
suture are slightly oversized relative to the USP diameter range designation of 0.15 — 0.199 mm. Both sutures also exceed the minimum knot tensile pull apart parameters established by
the USP for 4-0 of 0.60 kg. (FIG. 3).

FIG.3 USP Requirements for Non-Absorbable Suture
USP Size Knot Pull Tensile Strength (kg) Minimum Diameter (mm) Maximum Diameter (mm) =
e
o
2-0 1.44 0.30 0.399 e
3-0 0.96 0.20 0.249 3
(2]
4-0 0.60 0.15 0.199 S
z
5-0 0.40 0.10 0.149 &
FIG.4 PRODUCT ORDERING SUPPLIED: STERILE
REORDER PRODUCT DESCRIPTION
LS-5" ePTFE QUICK LOAD® Suture, Box of 12 Sutures
M x 12 022295 Monofilament, Non-Absorbable, 38”, 2 Ferrules (1 Suture per Pouch)
2

@



LS-5" ePTFE QUICK LOAD ° SUTURE uncreykins

[:B:I INEPEJ VICITOJIb3OBAHVEM BHUMATEJIBHO ITPOYTHUTE BKJIAIBIII K M3 OE/INIO

HUTH LS-5" ePTFE QUICK LOAD °

JIOTOK JIJI O[JHON HUTU
IPVICIIOCOB/IEHME JIJIA OCBOBOXKIEHNMA HUTH

@®
@2
(3) HAKOHEYHMKM
@
G)

TPYBKA HUTU

OIINMCAHUE
Kaxpas crepunbaas xupyprudeckas Hutb LSI SOLUTIONS © LS-5 ™ ePTFE QUICK LOAD ° ¢ 2 HakoOHeYHMKaMM yJIep)KI/{BH B MHJMBU/YalIbHOM JIOTKeE 1 ¢ O

byHKIeiT 0CBOOOKEHNS HUTY 2 U IIpefiHAa3HAYeH ISl UCIIO/Ib30BaHys ofunM manyentoM. Huts LS-5" ePTFE QUICK LOAD® npesHasHadeHa ist ObICTPOIT,
IPOCTONI 11 HafIe)KHOI 3arpysKy HUTU B COBMeCTMMBIe cluyBaroiye ycrpoiicrsa LST SOLUTIONS®. Hurb LS-5™ ePTFE QUICK LOAD? npepcrassier co60oii
HepaccachIBaIOILYI0Cs MOHODIIAMEHTHYIO HUTb, PACUIMPEHHYIO OUTETPAdTOPITIIEHOM (ePT@, Kopotkas miHa MopuduIMpoBaHHO CIYeCKOlT TPyOKI
13 Hep>KaBelollell CTa/u, Ha3blBaeMasi «KOMIMaYKoM» 3, IPUKPEIIAETCA K KaK0MY KOHITY HUTHU 4 JI/ISl COTPSKeHMs @H/IBaIOH_U/IMM ycrpoiictBamu LSI. Hutp LS-5™
ePTFE QUICK LOAD? Takxe BK/IIOYaeT B ce0s1 CheMHYIO IIPO3PAYHYI0 TPYOKY /LI HUTH 5, IIPeLOTBPALIAIOLIYIO 3aIIyThIBaHVe HUTY. XUPypriudeckas HuTh LS-5™

ePTFE QUICK LOAD® HeokpallleH 1 He COIEPKUT F006aBOK.

INDICATIONS

Xnupyprudeckast Hutb LS-5" ePTFE QUICK LOAD® nokasaHa i/ MCIIO/Ib30BaHNA IIPU BCeX BUJAX alIIPOKCUMALVI MATKMX TKaHelT, BK/II0Yas IpYMeHeHe B

Cep/IeYHO-COCYAMCTON XUPYPTHUM.

el

LSI SOLUTIONS ® Patents: www.Isisolutions.com/patents
7796 Victor-Mendon Road
Victor, New York 14564 U.S.A. The LSI logo, LSI SOLUTIONS, LS-5, and Quick Load are registered trademarks and

Phone: 585.869.6600
Customer Service: 866.575.3493 trademarks of LSI SOLUTIONS, Inc.

Technical Support: 866.428.9092 Copyright © 2016, LSI SOLUTIONS®. All Rights Reserved.

Fax: 585.742.8086
www.Isisolutions.com

® (i [STERILE] EO]
@ S O I—UTI O N S Consult Operating Sterilized Using Ethylene Oxide §Not Reuse @Not Resterilize

INNOVATIVE SOLUTIONS FOR MINIMALLY INVASIVE SURGERY Instructions




@ @
IEVICTBUSA @

Hure us sIIT®I npepacrasister co6oit 04eHb MHEPTHBII MIOBHBII MaTepuasl, KOTOPbIIl, KaK N3BECTHO, BBI3bIBACT MUHIMAIbHYIO peakijio TkaHeil. [lloBHbIil MaTepuan us slITPD LS-5" He paccacbiBaeTcs 1 He
PpaspyImaeTcs u He TepsAeT NPOYHOCTY C TedeHneM BpeMeHn. HUKaKyx cyljecTBeHHBIX ITOTePh B COXPAHEHMN IIPOYHOCTH Ha pacTsKeHue in vivo He mponcxoanT. Xupyprudeckuii mosHblii marepuan LS-5" ePTFE

QUICK LOAD?® 6esomnacen mis MPT.
ITPOTUBOIIOKA3AHUSA

® « Xupypruyeckuii mosHbiit Matepuan LS-5" ePTFE QUICK LOAD® npoTuBonoKasaH Jijis UCIIOIb30BaHNUA B 0QTaTbMOXUPYPINM, MUKPOXUPYPIUM U MICCTIEJOBAHMAX HEPBHOI TKaHM.

« He ]/ICHOH]:3Y]7[TE 39TOT LIOBHBIN MaTepuas B yCIOBUAX, KOTJja Ype3MEPHOE HATAKEHNE IOBHOI'O MaTe€pyaia MOXKET MPUBECTI K IIOBPEXICHNIO TKaHeIl.

HPEOYIIPEXXTEHA

» ®epepanbupiit 3akon (CIITA) orpaHnymMBaeT IpoasKy 3TOr0 yCTPOICTBA BPauoM WMIIH IO €r0 YKa3aHMIO.

« He mopseprarite moBTOpHOI crepunusanum. Pa6oTocrocobHoCTs Xupyprudeckoro mosHoro Matepuana LS-5" ePTFE QUICK LOAD® mocte O4MCTKIY WM FPYTOil 06PabOTKY He IPOBePsIIach n He
TOAIePKMBACTC

LSI SOLUTIONS, Inc.

« Boi6pocbTe OTKPBITHII (HesaleyaTaHHbII), HEMCIIONb30BAHHBII MM OBPEX/IEHHBII IOBHbII MaTePya/l MY LIOBHBII MaTepuall B IIOBPEX/IEHHOI IEPBUYHOI YIIaKOBKe.

« Kaku B Cﬂy‘{ae C }1}06th MHOPOAHDBIM TEIOM, }Z[HV[TCHbeIil KOHTAKT IIOBHOI'0 MaTepuaa ¢ COJIEBbIMU paCcTBOPAMI, HATIPMMEDP, B MOYEBBIBOJAILIUX VN JKE/TYEBBIBOJAINX nyTAX, MOXeT IIPUBECTU K
06pasoBaHNI0 KOHKPEMEHTOB.

» MuHMMaTbHO MHBA3MBHbIE XMPYPTIYECKIEe IPOLEIyPbI JO/KHBI BHIIOTHATHCA TOMBKO BPadaMM, MMEIOIIMMI COOTBETCTBYIONIYIO TIOITOTOBKY 1 3HAKOMBIMY C MUHIMA/TbHO MHBA3UBHBIMU
Mmetozramu. Kpome TOro, mepes; BHIOTHEHNEM MUHIMATbHO MHBASUBHBIX TIPOIEAYP CIefyeT 03HAKOMUTLCA C MEAMIIMHCKON IMTePaTypoil OTHOCUTENLHO METOZI0B, OC/IOKHEHMI I OITACHOCTEIL.

« [Torb3oBaTeNy JOKHBI OBITH 3HAKOMBI C XMPYPTI4eCKUMI IIPOLIelypPaMyl ¥ METOJJAMI Ha/IO)KEHMs IIBOB, IIPEXKJie YeM UCIIO/Ib30BaTh XUPYprudecKuit mosHbi MaTepuan LS-5 ™ ePTFE QUICK
LOAD ° st 3aKkpbITust paHbl, ITIOCKOIbKY PUCK PACXOXK/I€HVs PaHbI MOXKET BapbMPOBATLCs B 3aBMCUMOCTI OT MECTa HA/IOKEHMS.

. Hp]/[ APEHNPOBAHUN U 3aKPbITUN I/[HCbI/[LU/lpOBaHHhIX VI KOHTAMMHMPOBAHHBIX paH HeOéXO}IV[MO COé}'llO]laTb l'lp]/[eMTleMy}O X]/[py'Pl'I/[‘{eCKy}O HpaKTI/IKy U Xopoiee xupy'prw{ecxoe penieHne.

o Vanmuuiane, oTpe3aHHble OCTATKY IOBHOTO MaTepyaa I MCIIO/Tb30BaHHbIe HAKOHEYHMKY BMECTe C yTIAKOBKOI [O/DKHBI OBITH IIPOBEPeHbl, 06paboTaHbl 1 YTUAN3MPOBAHbI B COOTBETCTBIM CO
CTaHJAPTHBIMY TIPUHATHIMY IIPOIIEAYPAMIU YTUIU3ALUI MEIUIIMHCKIX YCTPOICTB.

« [IpuMeHeHMe, OTIMYIHOE OT ANIPOKCUMAINY MATKIX TKAaHel, MOXKeT IPUBECTU K HeBO3SMOYKHOCTH 3aXBaTa HUTY /I IOBPEKIEHNIO CIIMBAIONIET0 YCTPOICTBA, YTO CAETAET ero HeIPUTOXHbIM LA
Ja/IbHEIIIIEero UCIIOMTb30BaHMA.

« Huxorpa He BBOJIMTE IIOBHYIO UIJTy B IIOBHBII MaTepuas, KOCTb, IIOTHYIO CBA304HYIO TKaHb, CU/IbHO Ka/IbLIMHUPOBAHHYIO TKAHb U/IU IPYTUe MHCTPYMEHTDI.

« He ocraBnsiite VHOPO/IHbIE MAaTepUaIbl (Hal'IpV[Mep, (bpal"MeHT IIOBHOI'0 MaTepnasa, HAKOHEYHUK U T. Jl) HE3aKPEIUVIEHHbIMU B MECTAX, OTEHIIMA/IPHO ITOABEPKEHHDIX BOS}IeﬁCTBMm
LMPKYIUpPYIOLIel KPOBU.

« Xupypruuecknit mosnbiit Marepuan LS-5" ePTFE QUICK LOAD® mpenHa3Ha4eH TONMBKO J/IA VICIIONb30BAHVA OJHUM MaI[VIeHTOM.

« [TpoHMKHOBEHNME B TKAHY XUpPyprudeckoro mosHoro Matepuana LS-5" ePTFE QUICK LOAD® MosKeT IpMBECTH K IIPUKpPEIIEHIIO IIOBHOTO MaTepyaa K TKaH!, 4epe3 KOTOPYIO OH IIPOHMKAET.
Taxoe KpeIlieHne MOXKeT 3aTPYIHUTD CHATUE XUPYPIUdeckoro mosHoro Matepuana LS-5" ePTFE QUICK LOAD?’, a onbITKa €ro BLIIOTHEHV MOXKeT HPUBECTHU K IIOBPEX/IEHNIO TKaHel

MEPBI ITPETJOCTOPOKHOCTU

IIpy HeOOXOMIMOCTY TPOBEPbTE HAINYME TeMOCTa3a UV MOATeKAHMA.

« Beeryja nposepsiiite, 4TOObI KOHIMK YCTPOICTBA GBI XOPOLIO BUJIEH, IIPEX/iE YeM IIPOJBIUTATh UITTY.

« Y6enurech, 4TO MPENATCTBIA He MEIIAIOT ABVYDKEHIIO UIIbI CIIMBAIOLIETO YCTPOICTBA.

« He oxumaiiTe pIyar CIIMBAIOIETO YCTPOIICTBA BO BpeMsi 3arpy3Kiu Xupyprudeckoro mosHoro marepuana LS-5" ePTFE QUICK LOAD®; HaxkaTue pblyara MOKeT IIPUBECTH K 0GHaXKEHMIO OCTPOIL
UIJIBI Y/ VTN TIOBPEXK/IEHMIO UITIBL.

« [Ipu o6palieHny ¢ HUTBIO CIIEfyeT COOIIOATh OCTOPOIKHOCTD, YTOODI He 3aCTPATH HUTHIO B OTCEKE HAKOHEYHMKA I He IIOBPEUTD UITLY.

« V36eraiiTe MOBPEXECHNA UITIbI, HUTY W/ HAKOHEYHUKOB B Pe3y/IbTaTe MPAMOTO IIPUMEHeHVs XMPYPrU4eCKIX MHCTPYMEHTOB, TAKMX KaK IIMIIIbI, UTTIOfePKATe/N, 3a)KIUMBI 1 T. JI.

» AjlekBaTHAas1 6€30MACHOCTD y3/I0B TPeGyeT TOYHOrO BBIIIOTHEHNs IPUHATBIX XUPYPIUYECKNX TEXHNUK JUIS y3/I0B, CO3[JAHHBIX XUPYPIUYECKUM ITyTeM.

« [Ipesk/ie 4eM MCIIONb30BATh B IIPOLe/lype BMeCTe MHCTPYMEHTDI I aKCeCCyaphl PA3HbIX IIPOM3BOJMTEIEN, IPOBEPhTE COBMECTUMOCTD I YOeuTech, 4T0 MeXaHndeckas QyHKINs, 9/IeKTpIudecKast
U30MIALMA U 3a3eM/IEHIE He HAPYIIEHbI.

« [Ipes/ie 4eM MbITaThCsl HATIOKUTD CTEKOK, YOeANTeCh, YTO HAKOHEYHUK Y/IeP>KUBAETCS B OTCEKe JIs HAKOHEYHMKA, @ YCTPOIICTBO He IIOBPEX/IEHO I He 1epOPMIPOBAHO.

« He ncrionp3yiite noBpesx/ieHHbII IOBHBII MaTepua.

ITIOBOYHBIE PEAKIIVIL

[To6oynbIe Sll)d)CKTbI, CBA3AaHHBIE C MICIIO/Ib30BAHMEM IIIBOB, BK/IIOYAIOT PACXOXK/ICHNE PAaHbI, HECTI0OCOOHOCTh aﬂeKBaTHOil TIOJIIEP>KKM PaHbl B MECTaX 3aKPbITHA, I'/l€ IPOMCXOANUT paclupeHne,
PpacTsOKeHNe NI B3yTNeE, IIOBbIIIEHHAA 6aKTepMaHbHaH ]/lHqJCKLU/lOHHOCTI), MMHMMaJIbHasA OCTpasA BOCIIAIMTENbHAA peaKIA TKaHCi{, JIOKa/IM30BaHHOE pasfpa’keHNe, KOT/ia KOXKHbIE IIBbI OCTAIOTCA
Ha Mecte 6oree yem 7 I[Heﬁ - OﬁpaSOBaHI/IC KOHKPEMEHTOB B MOYEBDBIBOAAIINX VM JKETIEBBIBOSAIINX IIYTAX IIPYU I/IUTEIBHOM KOHTAKTE C COJIEBBIMM PAaCTBOPAaMM, TAKMMM KaK MOYa 1 JKe/T4b, a TAKXKEe

60)’[1), OTEK M IpUTEMA.
ITepen ucionb3zoBanmeM xupypruueckoro mosHoro marepuana LS-5" ePTFE QUICK LOAD® BHuMaTeTbHO MPOYNTANITE ¥ YCBOIITE TEXHONOTMYECKME PYKOBOJICTBA /LA COOTBETCTBYIOMIX

NIPOAYKTOB UIA clmBaiomux ycrpoiicrs LS SOLUTIONS®.
IlloBHbit MaTepuan LS-5" us ePTFE ornmnmyaerca ot rpe6osanmit USP n/miu npeBocxoauT ux. XapakTepHCTHKN IIOBHOTO MaTepuana LS-5™ cM. Ha picyHKax 2 u 3 HIDKe.

* CornmacHo fokymentam LSI u pesynbraTam

pycC.2 CpapHenne mosHoro marepuana ePTFE LS-5" ¢ moBHbpIM MaTepuanoM GORE-TEX® CV-5  ensmamni  Commacio GORETEX 17U

CELIABPE 2015 ron

CBoiicTBO LS-5™ CV-5
ITpepen MPOYHOCTN HA pacTsKeHMe y3na (Kr) > 0.60* > 0.60**
Cpepauit guamerp (Mm) 0.305 0.246

LSILS-5™ ePTFE Suture is comparable to GORE-TEX® CV-5 suture, which has been marketed for decades as equivalent to USP 4-0 (FIG. 2). Both LS-56™ and GORE-TEX® CV-5 ePTFE
suture are slightly oversized relative to the USP diameter range designation of 0.15 — 0.199 mm. Both sutures also exceed the minimum knot tensile pull apart parameters established by
the USP for 4-0 of 0.60 kg. (FIG. 3).

pucC. 3 Tpe6osanusa USP K HepaccachIBalOUIMMCS IIOBHBIM MaTepuanaM
USP PA3MEP [Ipe/en MPOYHOCTH HA pacTsDKeHNe y3/1a (Kr MuHuManbHbII fuamerp (Mm) MaxkcumanbHblit fuamerp (Mm) 5
2-0 1.44 0.30 0.399 E
3-0 0.96 0.20 0.249 2
4-0 0.60 0.15 0.199 §
5-0 0.40 0.10 0.149 e

IMOCTAB/IAETCA: CTEPVM/IbHBIM

3AKA3 TPOIYKT OIVICAHUE

Humv LS-5 " ePTFE QUICK LOAD © , MoHoHuT®, Kopobxa c 12 numsmu (1
KC>\/\/<) x 12 022295 HepaccachIBalouasAcs, 38 A10JiMoB, 2 HAKOHEYHIIKA HUMmMb 8 ynakosxe)
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