CornacosaHo/APPROVAL

Ethicon Endo-Surgery, LLC

OpraHusaunii/Or§anirallon

475 Calle C, 0Q969 Guavnabo. Puerto Rico, USA

Nppcc/Address
Director. Regulatory Affairs

AonmxHocn>'Occupanon

Brian Ruble

damunua, Umsa/ Surname. Name

Jata [ J.MM.[TTT/Datc DD.MM.YYYY

William Steinmetz
Notary Public, State of Ohio - ' /
? My Commission Expires 04-20-2027 ﬁ\

noatiMCtv'Signauire

WNHCTPYKUMNA NO NPMMEHEHNIO MEANLIMHCKOTO ~ Instruction for Use for the medical device:
n3aennsi: «The Echelon Contour Curved Cutter Stapler with
«AnnapaTt XMpypruyeckuii cLUMBatoLLe-pexyLnii « reload»

n30rHyTbin Echelon Contour co cMeHHOI KacceTon»

IMEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM HCTILITAHUI 1 PETUCTPALIMH MELMLIMHCKUX U3AEMM



Russlan text t

HANWMEHOBAHWE MEAVUWHCKOIO U3AEANA (MUN) N EFTO KNACCUN®U-

KAUWNA
HavnwveunosaHve MW, mogenu unu sapuaHTel ncnon™"Hug MU

Annapar XMpypruyeckuin cLuvBatoLLe-pexxyLnii n3ornyToii Echelon Contour co
CMEHHOI KacCeTol, B BapmaHTax UCNOHEHUS:

1 Annapat Xvpypruyeckunin clumsaroLLe-pexyLLmin ne rHyToiii Echelon Contour co
CMEHHOW KacCeToW A/19 HOPMa/ibHbIX TKaHeN, B COCTaBe:

1 Annapat Xupypruyeckuin ((1*\natowie-pexyLmnin u: POI’HyTbIVI Echelon Contour
AN5 HOpMasibHbIX TKaHein —3'WT./yn.;

2. CMeHHas KacceTa Co CKobamu 415 HopMmasbHbIX TKaHel (46 CK06 B KacceTe) - 3
wr./yn,;

3. IHCTpyKLMA no npuMeHeHuo —1 Wit ./yn.

M. Annapat Xupypru4eckuii cLUMBatoLLe: pexxyLmii nsorHyTelin Echelon Contour co
CMEHHOW KacCeTon Ans NNOTHbIX TKar{el, i cocTase:

1. AnnapaT XMPYpruyeckuii clumBaroLle-pexyLmii n3orHyTelii Echelon Contour
AN NNOTHBIX TKaHel - 3 Wr./yn.;

2. CMeHHas Kacceta co ckobamu ans NAoTHbIX TKaHei (46 ckob B kacceTte) - 3
wr./yn.;

3. IHCTpyKUMs NO NpMMEHEHUIO - 1 wT./yn.

[Janee no Tekcny MOryT MUCMOMb30BATLCA CNEAYHOLLINE HAMMEHOBaHWA MeAULIMHCKOIO n3je-
nms: Echelon Contour, Contour, m3genne, UHCTPYMEHT, annapaT CLUMBAIOLLE-PEXYLLNI
N30rHYTbIiA

KNACCUNDPUKALNA MU

Knacc B 3aBUCMMOCTW OT CTeMNeHW MOTEHLMaNbHOr0 pUcKa NPUMEHEHUS B Meau-
LUHCKMX LleNsix B COOTBETCTBUMN C HOMEHKIATYPHbIM KNacCU(MKaTOpoOM MeAULMH-
CKUX n3genuii: 26.
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English text
MEDICAL DEVICE (MD) NAME AND CLASSIFICATION
MD name, variations of MD

The Echelon Contour Curved Cutter Stapler with reload, variations:

1 The Echelon Contour Curved Cutter Stapler with reload, standard, con-
sisting of:

1 The Echelon Contour Curved Cutter Stapler, standard - 3 pcs/pkg;

2. The Echelon Contour Curved Cutter Reload, standard (46 staples per
cassette) - 3 pcs/pkgy;

3. Instruction for use - 1 pcs/pkg.

Il. The Echelon Contour Curved Cutter Stapler w'ith reload, thick, consist-
ing of:

1 The Echelon Contour Curved Cutter Stapler, thick - 3 pcs/pkg;

2. The Echelon Contour Curved Cutter Reload, thick (46 staples per cas-
sette) - 3 pcs/pkg;

3. Instruction for use - 1 pcs/pkg.

Hereinafter, the following names of the medical product can be used: Echelon
Contour, Contour, device, instrument, Curved Cutter Stapler
MD CLASSIFICATION

The class, depending on the degree of potential risk of medical use in ac-
cording to the nomenclature classiller of medical devices: 2b.



HA3SHAYEHWE MEAVMUWMHCKOIO N3AENNA C YKASAHWEM TMOTEHUW-
ANNbHOTO MNMOTPEBUTENA MA

Ha:“HayeHune megMLUMHCKOIO WNenns

Annapart Xnpypruyecknii CLUMBatoLLe-pexyLnii n3orHyTeiin Echelon Contour co cMeHHOIA
KacceToli NpefHa3HaueH A1 pacCceyeHns 1 pe3eKLMmM TKaHel Npy KONopeKTanbHbIX XUpyp-
FMYecKnNX BMeLlaTenbCTBax

MoTeHUWanbHble NnoTpebutenn MU

MeAnUMHCKINE PaBOTHUKM, XMPYPTK.

BHMMaTENbHO NpoYnTaiiTe BCO MHAOPMALMIO.
MOKA3AHWA

Annapat XvMpypruyeckunii CLUMBatOLLe-peXyuLLW 130rHyThI Echelon Contour co CMeHHOIA
KacceToll npeHa3HaueH Ans pacceyeHns U pe3eKLun TKaHeil Npu KoNopeKTabHbIX Xpyp-
rMYeCKMX BMeLLaTebCTBaX.
MPOTNBOTMOKA3AHWA

o OTOT UHCTPYMEHT He NpefHasHayeH ANA NPUMEHEHUS B Cy4vasx, KOrja Xmpypruyeckoe
CLUMBaHMe CKoBamMun MPOTUBOMOKa3aHo.

* Mepeg “CNonb30BaHVEM /11060r0 CLUMBAKOLLErO annapara TOJLWUHA TKaHW 40/KHa 6biTb
TLaTe/bHO OueHeHa. TpeboBaHMS K CXKaTWIO TKaHU (BbICOTa 3aKpbITOM CKOObI) 418 KaX-
[0ro pasmepa CKobbl cM. B TabnvLe KOAOB MPOAYKUMU HUKe. ECM TKaHb He MOXET CBO-
60HO CXXMMATbLCA L0 BbICOTbI 3aKPbITOM CKOGbI, yKa3aHHON B Tabnule, uam nerko cxuma-
eTCA L0 MeHbLUE TONWMHbI, YeM BbICOTa 3aKPbITOW CKOObI, YKa3aHHO B Tabnuue, NCnosb-
30BaHVe annapaTa Ha 3TON TKaHW MPOTUBOMOKA3aHO, MOCKOJIbKY OHA MOXET ObITb CAMLL-
KOM TONCTOW MAW CAMLLIKOM TOHKOW 1 BbIGpaHHOro pasmepa CKOo6bl.

* He npumeHsiiTe Ha NLWIEMU3NPOBAHHOW AN HEKPOTU3MPOBAHHOW TKaHW.

* He npumeHaTb annapaTt Ha cocyfax.
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INTENDED USE MEDICAL DEVICE WITH AN INDICATION OF A
POTENTIAL USER OF MD

Intended use

The Echelon Contour Curved Cutter with Reload is intended for transection and
resection in colorectal surgical procedures

Potential users of MD

Healthcare professionals, surgeons.

Please read all information carefully.
INDICATIONS

The Echelon Conlow- Curved Cutter with Reload is intended for transection and
resection in colorectal surgical procedures.

CONTRAINDICATIONS

* This instrument is not intended for use w'hen surgical stapling is contraindicated.
» Tissue thickness should be carefully evaluated before firing any stapler. Refer
to the Product Codes Table below for tissue compression requirement (closed
staple height) for each staple size. If tissue cannot comfortably compress to the
closed staple height listed in the table, or easily compresses to less than the closed
staple height listed in the table, the tissue is contraindicated as it may be too thick
or too thin for the selected staple size.

Do not use on ischemic or necrotic tissue.

» Do not use on vessels.



HEXENATE/NIbHbIE MOBOYHbBIE QP DPEKTbI / OCTATOYHbIE PUCKW

HexenaTe/ibHble MO60UYHbIE PNEKTLI U PUCKM, CBA3AHHBIE C HANTOXKEHWEM XUPYPTUYecKUX
CK06, BKNIOYAOT B Ce6S1 PUCK KPOBOTEUEHMS, TPABMUPOBAHUA TKaHel, BBeleHWe HecTe-
PUMBHBLIX NOBEPXHOCTE UMM NepeHOC NaToreHoB, BOCManeHNe UK HeXenaTe/lbHYH peak-
LMIO TKaHW N MarHUTHO-PE30HAHCHYI0 HECOBMECTUMOCTb C MHOPOAHbLIMM Tenamu. Kpome
TOro, HeMpaBWUIbLHOE HANOXKeHWE LLIBa NPY NMOMOLLY CKOB, HEMPUTOAHOCTb NS PACCeUeHUs
UMK NOBPEX/AEHUE WHCTPYMEHTa MOTyT NPUBECTU K HEHaMepPeHHOMY MPUYMHEHWIO Bpeja,
pacLLIMPeHnto onepaTUBHOTO BMELLATENLCTBA UM U3MEHEHUIO XMPYPTrUUYECKOoil METOANKM.
OMMCAHWME N3OAENTNA

AnnapaT XMpyruyeckunii CLUNBatoLLe-pexyLnin n3orHyTolli Echelon Contour co CMeHHbIMK
KacceTamy SBMSIETCS MHOTFO(YHKLUMOHa3bHbIM YCTPOWCTBOM C M30FHYTOW FOM0BKON Ans
pacceyeHnst TKaHeli M HanoXeHWs CKoG TN MCNO/b30BaHMA Yy OA4HOro nauueHTa. 3TO
YCTPOICTBO 06ecrneynBaeT AMrMpoBaHMe KONOMPOKTOOMMYECKUX CTPYKTYpP, KOrga Heob-
XOAMMO BbINOAHATL MEPMaHEHTHOE IMrMpoBaHue.

VIHCTPYMEHT HaknafblBaeT YeTbipe psga CKob6 M3 TUTAHOBOrO CniaBa, PacnoOXeHHbIX B
LIaXMaTHOM MOPSAKe, NPUYEM HOX, PACMONOXEHHbIA MeXAay BTOPbIM W TPETbUM PSAOM
CK06, HAaHOCUT KPUBO/MHEHbIV pa3pe3 AANHOW 40 MM. STOT MHCTPYMeHT 060pyj0BaH Me-
XaHW3MOM, obecnednBatoWwMmM 6O0KMPOBKY annapara Mpu WMCMOAb30BaHHOW WAM OTCYT-
CTBYHOLLEN KacceTe. pyroi MexaH13M npeAoTBpaLLaeT cpabaTbiBaHME MHCTPYMEHTA, eCN
pblyar 3aKpbITUS He 3aMKCMPOBaH B 3aKPbITOM MONOXEHUW. OrpaHNYnTeNb TKaHU yaep-
YKUBAET TKaHW B HY)KHOM MOJIOXEHWM, ET0 MOXHO YCTAaHOBUTb BPYYHYIO MW NYTEM HaXa-
TUS Ha pblyar 3aKpbITHS.

ATOT UHCTPYMEHT MOCTABMSETCS 3aPSHKEHHBIM KacceToid. Annapart Xnpyruyeckmin cLumBa-
HOLLLe-peXYLLNIA M30THYTLINM Echelon Contour MOXHO Mepe3apaanTb NSTb pas, 4oNycKaeTcs
He 60nee LECTW MPOLLUMBAHWIA HA MHCTPYMEHT B .XOf€ OfHOI Nnpoueaypsbl.

B KaXAblii MOAYNb C.MEHHOI KacCeTbl BXOAWT pPexyluee ne3sue, No KAyt CTOPOHY OT
KOTOPOro HaxoAuTCs ABa psiga CKOb, pacrofioXKeHHbIX B LUAaXMaTHOM MOpsAKe, naccuBHas
OpaHLua KacceTbl, >XenTas npopesaemas MNPOKNafKa, OrpaHNUYNTENb TKaHW W NpefoXpaHn-
TeflbHasA NNacTMHa. BbinyckaeTcs ABa TMNa CMeHHbIX KacceT. CM. Tabauuy Huxe.

3anaTeHTOBaHHas TEXHO/OrMS penbeHO NoBepxHOCTU KacceTbl GST (Gripping Surface
Technology). BeicTynatoLme KapmaHbl 41 CKO6 NMO3BONAOT TOYHO CKMUMATb TKaHb TO/BKO
TaM, rge 3To Heo6X0AMMO ANA NOATOTOBKM €€ K JanbHelilleMy MPOLUMBAHMIO.
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UNDESIRABLE SIDE EFFECTS/RESIDUAL RISKS

Undesirable side effects and risks associated with surgical stapling include the
potential for bleeding, tissue injury, introduction of non-sterile surfaces or path-
ogen transfer, inflammatory or unintended tissue reaction, and foreign body mag-
netic resonance incompatibility. Also, unintended harm, extended surgery, or al-
tered surgical approach may result from staple line failures, inability to cut, or
damaged device.

DEVICE DESCRIPTION

The Echelon Contour Curved Cutter with Reload is a multifire, single-palient-
use device with a curved liead that cuts and staples. The device will provide liga-
tion of colorectal structures when permanent ligation is required.

The device delivers four staggered rows of titanium staples, with a knife between
the second and third row of staples and creates a 40 mm curved transection. The
device is designed with a feature which prevents closing if a used reload or no
reload is in the instrument. Another feature is provided to prevent firing unless
the closure trigger is latched in the closed position. A retaining pin holds tissue
in place and can be positioned either manually or by squeezing the closure trigger.
The instrument is shipped with a reload. The Echelon Contour Curved Cutter
may be reloaded five times for a maximum of six firings per instrument during a
single procedure. Each reload includes a knife blade with two staggered rows of
staples on each side, an anvil, a yellow cutting washer, a retaining pin, and a
staple retainer. Reloads are available in two sizes. Refer to the table below.

Gripping Surface Technology (GST), a proprietary ridged surface, precisely
compresses tissue where needed. GST precisely compresses only where it is
needed to prepare the tissue for stapling compressive forces on tissue and less
tissue trauma compared to traditional staplers.

3D Stapling Technology, designed with offset closure of the staple legs, creates
a wider staple footprint. This distributes compression more evenly throughout the
staple line.



TexHonorus 3D 3aKpbITsA CKOObI (TPEXMEPHOE (hOpMUPOBaHKE 3aKPbITON CKOGbI) MO3BO-
NseT yBENUUNTL NoWaap, 3aHMMaeMyo CKO60I, YTo Cnoco6CTBYET 60/1ee PaBHOMEPHOMY
pacrpegeneHuto KOMNpeccuy no Bceli IMHMU CKOBOYHOTO LUBA.

KoHCTpyKUmMa annapaTa o6ecrieynmBaeT napannenbHoe cBefleHne GpaHLUeil. YTo rapaHTu-
pyeT KayeCTBeHHOe (hopMUPOBaHME CKOBOK OIMHAKOBOI BbICOThI MO BCE A/IMHE LUBA.

Tabnuua KogoB NpoayKTa

MNPEAYNPEXAEHWE; cuHue (ana HOpMa;lbHbIX TKaHeil) mnum 3eneHble {418 NAOTHbIX
TKaHel) CMeHHble KacceTbl ANS annapaTa CLUMBaloLLe-pexyLiero n3orHytoro Echelon
Contour MOryT 6bITb MCNO/b30BaHbI TOMIbKO C arnnapaTom XUpYpr NYeCKMM CLUMBAKOLLEe-pe-
Xynrn.M usorHyTeiM Echelon Contour, HO OHY MOTYT 6bITb UCMO/b30BaHbI B3aU3MO3aMeHs-

emMo

Kogbl nsgenwii:
Kon unHctpy- CMeHHas OnucaHune LLBeT CMeHHOIA Yunc.to ckob Bbicnia ta-
1M1;Hra KacceTa KacceTbl KPbITOH CKOGbI
GCS40B GCR40B LA Nns HOpManbHbIX TKaHe CuHas 46 1.5 mMm
(.K'S40G (X:R40G A NS NNOTHLIX TKaHell 3eneHas 46 2,0 mm

PUNCYHKN n OBO3HAYEHWA 7 LLUSTRATIONS AND NOMENCLATURE

WnntocTpauus 1/ Hlustration 1
MnntocTtpauymm n HomeHknatypa / lllustrations and Nomenclature
1 N3orHyTas ronoska / Curved Head

. Kopnyc cmeHHoli kacceTbl / Black Reload Housing

. CTep>xeHb-ToNKaTenb / Push Rod

. AKTmMBaTop orpaHmunTens TkaHu / Retaining Pin Actuator

. KHonka pasmbikaHust 6paHweii / Release Button

. PykoaTtb (P>'uka) / Handle

. Pbluar 3akpbitus / Closure Trigger

. Pbiyar npowmsanusa / Firing Trigger

. CmeHHas Kacceta/ Reload

10. CuHaAa unm 3eneHas kacceta/ Blue or Green Cartridge

11. MaccmBHas 6paHLwwa kacceTbl / Reload Anvil in Yellow Washer
12. MNpepoxpaHuTensHasa nnactuHa / Staple Retainer

13. OrpaHnunTens TKaHu / Retaining Pin

14. Wagrt / Shaft

O© oo N o wiN
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The device design ensures parallel reduction of the jaws, which guarantees the
high-quality formation of staples of the same height along the entire staple line
length.

Product Codes Table

WARNING: The blue (standard) and green (thick) Echelon Contour Curved Cut-
ter Reloads may only be used with The Echelon Contour Curved Cutter but can
be used interchangeably.

Device codes:

Instrument Reload Tissue Thickness Reload Number Closed
Code Code (olor of sta- Staple

ples Iteieht
GCs40B (x:rdub Standard Blue 46 15 mm
GCS40G (x:rdug Thick (ireen 46 2.0mm
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VMHCTPYKUWMWN no MPUMEHEHWIO

Mepen MCNONb30BaHWEM 3TOTO0 MHCTPYMeHTa ybeamTecb B COBMECTMMOCTM BCEX UHCTPY-
MEHTOB ¥ NPUHAAEXHOCTEN.

1 OnpepenuTe NOAXOAALLYIO CMEHHYIO KacceTy. lNepef MCMonb30BaHNEM WHCTPYMEHTA Y
CMEHHOW KacceTbl TO/LMHA TKAHU JO/MKHA ObITb TWATe/bHO oueHeHa. CM. Tabavuy KoAoB
NpOAYKTOB A/ NPaBW/IbHOIO BbIOOPA CMEHHOI KacCeTbl.

MPEAYMNPEXAEHWE: ncnonb3oBaHWe HeMOA.XoAAWE CMEHHOW KacCeTbl MOXeT npu-
BECTW K HEMPaBUIbHOMY HaJIOXEHUIO CKOObI.

2. B cTepubHbIX YCNOBUAX WU3BNEKUTE MHCTPYMEHT CO CMEHHOMN KacceToi M3 yNnakoBKW.
UTto6bl 136exaTb MOBPEXAEHWUIA, He BbITPAXMBANTE UHCTPYMEHT UM CMEHHYHO KacceTy B
CTEPUSIbHYIO 30HY.

3. MpoBepbTe CMEHHYIO KAcCeTy Ha Hanmuve npefoxpaHuTensHon rwactums| (Mnnoctpa-
una 1-12). lNpegoxpaHuTenbHas niacTuHa obecneynBaeT MpaBU/IbHOE BbipaBHMBAHWE
CMEHHOI KacceTbl M 3alyuLiaeT TOYKM Onopbl CKO6G BO Bpe.Ms AOCTaBKM M TpaHCMOPTU-
poBKW. Ecnu npefoxpaHuTesibHas NaacTMHa OTCYTCTBYET, YTUAN3UPYWATE CMEHHYI Kac-
CeTy B OTXOfbl.

MPEAYMNPEXAEHWE: npegoxpaHuTenbHas nnacTUHa obecrneyvymBaeT NpaBu/ibHOE Bbl-
paBHMBaHME CMEHHO KacCeTbl W 3aljMLaeT TOYKM OMopbl CKO6 BO Bpems AOCTaBKW U
TPaHCMOPTUPOBKX. ECnn cMeHHas KacceTa BbIHyTa U3 YCTPOiCcTBa 6e3 NpefoXpaHUTeNbHOM
NaacTUHbI, CMEHHAA KacCeTa He MOXET OblTb UCMONb30BaHA U [O/MKHA OblTb YTUNN3UPO-
BaHa B 0TX0fbl. HeBbINO/IHEHWNE 3TOrO TPebOBaHUA MOXET NPUBECTU K AedopmMaLnn cKoo,
HENO/IHOW NIMHUW pacceyeHuns, KPOBOTEYEHUIO, HEFrePMETUYHOCTU SIMHAW CLUMBAHMA /NN
3aTPyAHEHMIO U3BNEYEHUS YCTPOCTBa. Kpome TOro, 3TO MOXET MPUBECTU K MOBPEXAEHUHO
WM NONOMKE MHCTPYMEHTA.

4. CHAMUTE C UHCTPYMEHTA NpPefoXPaHUTENbHYIO MIACTUHY, HAXMMas Ha NMOBEPXHOCTL C
MapKMpoBKOW «Push to Remove» (HaxaTtb gnsa cHATWA) (Mnnoctpauyus 2). YCTpOICTBO C
BCTaBJ/IEHHOW KAcCeTON He MOXET ObITb MCMNO/b30BAHO, MOKa He CHATA NpefoXpaHMTenbHas
nnacTuHa.

MPEAYMNPEXAEHWE: He cHumaiTe maccvMBHYHO GpaHLWy KacceTol (MnntocTpaymsa 1-
11). NOCKOMbKY 3TO KPUTUYHO ANS CTPYKTYPHOW LieNIOCTHOCTM CMEHHOW KacceTbl. Y aane-
HVe NacCcUBHOW GpaHLIN KacCeTbl MOXET MPUBECTM K AedopMauun ckob, HENOHOW IMHWK
pacceyeHus, KPOBOTEUEHUIO U HEFrePMETUYHOCTUN IMHUUN CLUMBAHUS.

BHMMaHMe: nocne ypaneHus npefoXpaHUTENbHON NAacTUHbI OCMOTPUTE MOBEPXHOCTb
CMeHHON KacceTbl. CMeHHas KacceTa fo/KHa 6blTb 3aMeHeHa APYroi, eciv BULHbI LBET-
Hble TONKaTenu KacceTbl. EcnvM BUAHbI LBETHbIE TOJSIKATENM KAacceTbl, CMeHHas KacceTa
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INSTRUCTIONS FOR USE

Verify compatibility of all instruments and accessories prior to using the instru-
ment.

1. Determine the proper reload. Tissue thickness should be carefully evaluated
prior to using the instrument and reload. Refer to the Product Codes Table for
proper reload selection.

WARNING: Use of an inappropriate reload may result in improper staple for-
mation.

2. Using sterile technique, remove the instrument with reload 1toT the package.
To avoid damage, do not flip the instrument or reload into the sterile field.

3. Examine the reload for the presence of a staple retainer (lllustration 1-12). The
staple retainer ensures proper reload alignment and protects the staple leg points
during shipping and transportation. If the retainer is not in place, discard the re-
load.

WARNING: The staple retainer ensures proper reload alignment and protects
the staple leg points during shipping and transportation. Ifthe reload is removed
from the device without the staple retainer in place, the reload cannot be used and
should be discarded. Failure to do so may result in malformed staples, incomplete
cut line, bleeding, leakage from the staple line, and/or difficulty removing the
device. Instrument damage or failure may result.

4. Remove the staple retainer by pushing on the pad labeled “Push to Remove"
(lustration 2). The loaded device cannot be used until the staple retainer is re-
moved.

WARNING: Do not remove the yellow washer (Illustration 1-11) as it is critical
to the structural integrity of the reload. Removing the washer may result in mal-
formed staples, incomplete cut line, bleeding, and leakage from the staple line.

Caution: After removing the staple retainer, observe the surface of the reload.
The reload must be replaced with another reload if any colored drivers are visible.



MOXET He cofep)KaTb CKo6. Ecnv BMAHLI LBETHbIE TONKATENN KacceTbl, MpW MOMbITKE 3a-
KpbITb YCTPOWCTBO cpaboTaeT 6N0KMpaTop, KOTOPLIA OyAeT NpensaTCcTBOBaTb 3aKPbITHIO.

5. Y6eanTtecb, YTO CMEHHas KacceTa HafeXHO yAepXuBaeTca B bpaHliax. Y6eauTbca B
TOM, YTO CMEHHas KacceTa MOSIHOCTbIO 3aMKCMpPOBaHa, MOXHO, HAXAaB Ha 3eNeHY0 UK
CUHIOH KacceTy (puc. 1-10) B MeCTe, yKa3aHHOM CTPE/IKOI Ha puc. 10.0 MpaBUIbHON ycTa-
HOBKE CMEHHOM KacceTbl MOXHO CYAWMTb MO COOTBETCTBYIOLLEMY 3BYKY WU TAKTU/IbHbIM
OLLYLLEHNAM.

BHuMaHMe: ecnn CMeHHas KacceTa 3aMKcMpoBaHa HenpaBwuIbHO, NPU NOMbITKE 3aKPbITh
YCTPOICTBO cpaboTaeT 6/10KMpaTOp, KOTOPbLIA ByAeT NPensTCTBOBaTb 3aKPbITUHO.

6. Korga ycTpoiicTBO roTOBO K UCMO/Ib30BaHUIO, 00XBaTUTE PYy4YKy MHCTpyMeHTa {Unsnto-
cTpauus 1-6) nafloHbO, pacnonaras nanblbl BOKPYT pblyara 3akpbitusa (Mnnwoctpaunsa 1-
7). TloMecTnTe TKaHb, MOANEXALLYIO PACCEYEHUNIO U HANIOXKEHUIO CKOBOYHOrO LWBA, MeXay
naccuBHow 6paHLuei (Mnnoctpauus 1-11) v 3eneHo nnm cuHen Kacceton (Mnnoctpauns
1 10).

7. Ans 3axBaTta TKaHW BPY4YHYH MPOABUHbTE orpaHmnuutens (Unnwoctpayms 1-13) ¢ nomo-
Wbl0 KHOMKM akTuBaTopa (Mnnwctpaymsa 1-4). pacnonoXeHHON Ha BEP.XHEN YacTu PyUKm
(UnmocTtpauus 3a). Ecnv orpaHUYnTENb paHee He MPOABUTanca BPYUHYHO, OH aBTOMaTu-
Yecku NpoaBUHETCS nocne cMblkaHusa (Unnoctpaumus 3b).

NMPEAYNPEXAEHWME: ecnv TKaHb CAULWKOM LIMPOKA UK TOMILLMHA CNULLKOM 60/bLUas
[N15 CBOOOJHOTO pasMeLleHns Mexay bpaniiamu. 3T0 MOXET YKa3sblBaTb Ha TO. YTO B3ATO
C/MMLLIKOM MHOTO TKaHW AN pacceyeHus npu OLHOKPATHOM npolivsaHuu. MonbiTKa npu-
NOXEHMWS K pblyary ycunus ans 3aBeplleHns CMblKaHWs GpaHLleid npu HaMymMm U3ULLKOB
TKaHW UIN U3NLWIHEN TONWUHBI TKAHU MOXXET MPUBECTU K HAPYLUEHWIO LENOCTHOCTU Nin-
HUM CKOB C BO3MOXHON HEerepMeTUYHOCTbI UM pas3pbiBOM LiBa. Kpome TOro, 310 MOXeT
NPUBECTU K MOBPEXAEHUIO WM NOMOMKE UHCTPYMeHTa. MOXeT oKa3aTbCcs Lenecoobpas-
HbIM 3aBEPLUMTbL pacceyeHne NyTem HeCcKONbKMX npowmnsaHmii. CM. pasgen «VHCTpyKunn
[N15 MHOTOKpaTELbIX NPOLIMBaHUI».

MPEAYNPEXAEHWE: ao HanoxeHus ckob yb6eanTecb B NpaBUbHOCTU PacrofioXeHNs
CLUVMBAEMON TKaHW Mexay 6paHwamu. CMopLMBaHUE, PaCTSXKEHME WU HepaBHOMEpHas
3arpyska TKaHu MOXeT MpuBeCTU K HerepmMeTMYHOCTM LLUBA, KPOBOTEYEHUIO Unun paspEnsy
CKOBOYHOrO LBa.

MNMPEAYMNPEXAEHWE: ecnu orpaHnunTent HenpegHaMepeHHO MPOKasblBaeT HexXxena-
TeNbHbI Y4aCcTOK TKaHU BO BPEMS CMbIKAHUA, 3TO MOXET MPUBECTWN K HErepMEeTUYHOCTM
U TpaBMe B MECTEe MpOKasbiBaHMs. O693aTeNbHO aKKypaTHO NepemMecTuTe TKaHb B COOT-
BETCTBYHOLLYIO 061aCTh.
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If colored drivers are visible, the reload may not contain staples. Attempting to
close the device when the colored drivers are

visible will initiate the lockout feature and prevent closure.

5. Check that the reload Is held securely within the jaws. To ensure the reload is
fully seated, the user may push on the blue or green cartridge (lllustration 1-10)
where indicated by the arrow in Illustration 10. The user may notice audible
and/or tactile feedback when the reload is correctly seated.

Caution: Attempting to close the device with an improperly seated reload will
initiate the lockout feature and prevent closure.

6. 0Once the device is ready for use. grasp the instrument handle (lllustration 1-6)
in the palm of the hand with the fingers around the closure trigger (Illustration 1-
7). Position tissue to be cut and stapled between the reload anvil in the yellow
washer (lllustration 1-11) and the green or blue cartridge (Illustration 1-10).

7. To capture tissue, manually advance the retaining pin (lllustration 1-13) using
the retaining pin actuator (lllustration 1-4) on top of the handle (lllustration 3a).
If the retaining pin was not previously manually advanced, it will aiitomalically
advance upon closure (lllustration 3b).

WARNING: Tissue that istoo wide or thick to fit comfortably inthejawapeiture
may indicate there is too much tissue to transect in a single firing. Attempting to
force the trigger to complete the closing stroke with too much tissue or thickened
tissue may result in poor staple line integrity with possible leakage or disruption.
In addition, instrument damage or failure may result. It may be appropriate to
complete the transection with more than one tiring. See below for Instructions
for Multiple Firings.

WARNING: Make sure tissue to be stapled is properly positioned in the jaws
before stapling. Bunching, stretching, or uneven loading of tissue could result in
leakage, lack of hemostasis, or disruption of staple line.

WARNING: If the retaining pin inadvertently pierces an unintended area of tis-
sue during closure, this may result in a leak or trauma at the site of piercing. Be
sure to carefully reposition the tissue into the appropriate area.

8. Squeeze the closure trigger and handle together until the closure trigger is
latched. When the closure trigger is latched, the Firing trigger moves to the ready-
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8. HaxKMuUTe Ha pblyar 3aKpbITUA 1 NPUXMUTE Ero K PYYKe 0 LLeNYKa pblyara 3akpbiTus.
Mocne 3allenkmMBaHus pblyara 3akpbiTUA pblyar NPoLWnBaHWUSA NePeMELLAETCA B NOOXKEHUE
rOTOBHOCTU K MpowuBaHMio. CMeHHasa KacceTa npuxkaTa K TKaHu, KOoTopas rotosa K pac-
CEYEHUI0 U CLUMBaHMIO cKobamu. O643aTe/IbHO 3aBepLUNTE CMblKaHMe GpaHLLEeH WMHCTPY-
MeHTa. [Jo/keH npo3Bydvatb LWenyok (Mnnwoctpauyus 4). Cnefy'eT NONHOCTbIO CHATL BCE
nasbLbl C pblyara, Y4Tobbl y6eanTbCA B TOM, YTO CUCTEMA YAEp>KMBAeT 6paHLLUN B COMKHY-
TOM COCTOSIHWW.

9. Llenyok B cepefuHe X04a CMbIKaHWS YKa3blBaeT Ha TO, YTO YCTPOCTBO HaX04MTCA B
NMPOMEXYTOYHOM MOJIOXEeHUN. B MPOMEXYTOUHOM MOMNOXEHUN OhaHUYUTENb MOSTHOCTLIO
Morpy>eH B NacCUBHYO GpaHLLY, 3aXBaTbIBAlOLLYIO TKaHb, a 6paHLLIM YaCTUYHO OTKPbITHI.
MepemecTuUTe TKaHb B MHCTPYMEHTE, EC/IM 3TO HEOBXO0AMMO. Ha aToM aTane pblyar 3akpbl-
TN MOXET ObITb 0CnabnieH, N UHCTPYMEHT COXPaHWUT MPOMEXYTOUYHOe pacKpbiThe 6paH-
LLeil. 4ToObl 06eCneYnTbL OKOHYaTE/IbHOE NO3MLMOHMPOBaHME TKaHWU, KoTopas 6yaeT pac-
ceyeHa v cumta ckobamu. OrpaHNUYNTENb MOMHOCTLIO BBEAEH.

MNPEAYMPEXAEHWE: He 6epuTtech 3a pblvar npowwmsaHus (Unnwoctpauyms 1-8) o
TOr0, Kak MHCTPYMEHT By/eT 3anyLieH. TO MOXeT NPUBECTM K AedopMaLnu cKob, Henon-
HOWi IMHUK pacceyeHuns, KPOBOTEUEHUIO U HErePMETHUYHOCTY JIMHUN CLUMBAHUS.
BHuMaHue: He 6epuTech 3a pblyar NPOLLIMBAHWA 40 TOTO, KaK MHCTPYMEHT By ieT 3anyLueH,
3TO MOXeT MHULMMPOBATb (DYHKLMIO BSIOKMPOBKM; B 3TOM CNyYae yCTPOMNCTBO HEO6XOAUMO
0CBO6OAUTL OT TKaHW. VIHCTPY.MEHT MOXET ObITb YAaCTUYHO 3anyLLeH 1 JO/MKeH 6biTb Me-
pe3apsXkeH nepef UCMoMb30BaHNMEM Ha TKaHW.

BHuMaHuMe: annapaT XMpYruyeckuil clumMBatoLe-pexxyLwnii nsornyTelin Echelon Contour
nMeeT PYHKLUMIO, KOTopas npefoTBpaLlaeT CMblKaHWe, eC/in B UHCTPYMEHTe BCTaB/ieHa 1c-
Mosib30BaHHasA KacceTa, CMEHHas KacceTa OTCYTCTBYeT WM HerpasWunbHO BCTasneHa. Vc-
MoNb30BaHHAasA MW HenpaBW/IbHO BCTAaB/IEHHAsA KacceTa LO/DKHA ObiTb 3aMeHeHa HOBO
CMEHHOI KacceTol WaW, eCM CMeHHas KacceTa OTCYTCTBOBasa, B MHCTPYMEHT cregyeT
BCTaBWTb KacceTy. [ocne BbINOAHEHWA BbllleyKa3aHHbIX LLaroB He cieAyeT UCnonb3osartb
YCTPOMCTBO, KOTOPOE He 3aKPbIBAETCH YAaCTUUYHO MW MOSTHOCTLIO.
MPEAYNMPEXOEHWME: ecnu cnoXHO COMKHYTb TKaHb B GpaHLLax MHCTPYMEHTA, 3TO MO-
XeT yKasblBaTb Ha TO. YTO B3ATO C/IMLLKOM MHOTO TKaHW /19 pacceyeHuns npu oAHOKPaTHOM
npowmnBaHum. MonbiTKa NPUNOXEHUS K pblyary yeunusa Ans 3aBepLUeHns CMblkaHusa 6paH-
el Npu HaMyMn U3NMLLKOB TKAHW WAN U3NIULLHER TONLWMHBI TKAHU MOXET NpUBECTU K
HapyLUEHNIO LeN0CTHOCTY NIMHAM CKOB C BO3MOXHON HErepMeTUUYHOCTbIO WMAN PaspbiBOM
WBa. Kpome TOro, 3T0 MOXET MPUBECTU K MOBPEXAEHUIO WX NOSIOMKE UHCTPYMeHTa. Mo-
XKET 0Ka3aTbCs LienecoobpasHbIM 3aBepLUNThL pacceyeHne NyTeM HECKOMbKMX NPOLLIMBAHWA.
Cwm. pasgen «/IHCTPYKUMM Ans MHOTOKPATHbIX NPOLUMBAHUI».
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to-fire position. The reload has clamped onto the tissue which is ready to be cut
and stapled. Ensure that the closing stroke is completed. Listen for an audible
click (Illustration 4). All fingers should be completely removed from the closing
trigger to ensure that the closing system holds.

9. An audible click halfway through the closure stroke indicates that the device
is in the intermediate position. In the intermediate position, the pin is fully seated
in the reload anvil in the yellow washer capturing the tissue, and the Jaws are
partially open. Reposition tissue within the instrument if desired. The closure
trigger can be released at this point, and the instrument will maintain its interme-
diate jaw' opening to allow for final positioning ofthe tissue to be cut and stapled.
The retaining pin is fully engaged.

WARNING: Do not grasp the firing trigger (Illustration 1-8) before the instru-
ment is to be fired. Doing so may result in malformed staples, incomplete cut
line, bleeding, and leakage from the staple line.

Caution: Do not grasp the firing trigger before the instrument is to be fired, doing
so could initiate the lockout feature; in this case the device will need to be re-
leased from the tissue. The instrument may be partially fired and will need to be
reloaded before using on tissue.

Caution: The Echelon Contour Curved Cutter is designed with a feature which
prevents closure if a used reload, no reload, or an incorrectly inserted reload is in
the instrument. The used or misloaded reload module should then be replaced
with a new reload or, if no reload was present, a reload should be loaded in the
instrument. After following the above steps, any device which does not close ei-
ther partially or completely should not be used.

WARNING: Tissue that is difficult to close in the jaws of the device may indi-
cate there is too much tissue to transect in a single firing. Attempting to force the
trigger to complete the closing stroke with too much tissue or thickened tissue
may result in poor staple line integrity with possible leakage or disruption. In
addition, instrument damage or failure may result. It may be appropriate to com-
plete the transection with more than one firing. See below for “Instructions for
Multiple Firings.”



Ecnvn He00X0OAMMO U3MEHUTb NOMOXKEHWE TKaHW B MHCTPYMEHTE Mepes npoLUvBaHMeM, pas-
BeAMTe GpaHLN; ANS 3TOFO C/erka NPYXXMUTE pblyar 3aKpbiTUA K PyYKe W HAXKMUTE KHOMKY
pasmblkaHUa GpaHLei 60bWNM NasbLeM. Pblvar 3aKpbiTUS BEpHETCS B MOMHOCTLIO pac-
KpbITOE NOJSIOXKeHME M 6paHLIN 0CBOGOAAT TKaHb, HO OFPaHUYUTE/Nb TKAHW OCTAHETCH Bbl
BefleHHbIM. Tenepb NOMIOXKEHNE TKaHU .MOXHO U3MEHUTD.

10. Mocne cMbikaHUA 6paHLueii nogoxante 15 cekyHp Ans obecrneyeHMs AOCTaTOYHOrO
CXaTunA TKaHM.

11 Yaepxusas pyyky v pblyar 3akpbiTus B NaflOHN, NOMECTUTe BCe NasbLibl BOKPYT pblyara
npowwueaHua. MNepes npownsBaHnem y6eamnTech, YTO OrpaHUYUTENb NOTPYXKEH B MaccuB-
Hyt0 6paHLLy. O6s3aTenbHO 0becrneybTe NOMHOE CMbIKaHWEe nepes NpoLwnBaHMeM.
NMPEAYNPEXAEHWME: go npowwnBaHnsa y6eanTecb B TOM, UYTO HYXXHbIli Y4aCTOK TKaHW
HaxoauTcs MeXay COMKHYTbIMW BpaHLuaMn UHCTPYMeHTa. Ecnm orpaHuunTens pacnosno-
YKeH HenpaBu/bHO, CKOObI MOTYT MPUHATL HENPaBUAbHYO POPMY, YTO MOXET NPUBECTU K
HerepMeTUYHOCTM UK PaspbIBY LLBA.

MPEAYNMPEXAEHWE; npu ycTaHOBKe CLUMBAIOLLETO annapara B MecTe BMELLATE/bCTBA
ybefuTech B TOM, YTO MeXAy O6paHwaMy UHCTPYMEHTA HET HUKAKWUX NPenaTCTBUA, Taknx
KaK 32XUMbl, CTEHTbI, NPOBOAHUKK. poLlinBaHne Yepes NpPenaTCTBUA MOXET MPUBECTU K
HEMo/IHO.My PacCevyeHunto U/uamn HenpaBuIbHOMY Hal0XEHUIO CKO6.

12. BbINO/IHUTE MOJIHOE CLUMBAHME UHCTPYMEHTOM MYTEM CXKATUA pblyara NpoLInBaHus 1o
COMPUKOCHOBEHUSA C PblYaroM 3akpbiTus (NacTUK K MNNacTUKy), YTO 03HAYaET, YTO UHCTPY-
MeHT MPUBEN B AieiiCTBME CKOObI 1 1E3BME HOXA, U TKaHb Gblna pacceyeHa (Mnntoctpayms
5). Pblyar npoLwmMBaHUA aBTOMaTUYECKW BO3BPALLAETCA B MPOMEXYTOYHOE MNONOXEHMWE
Cpasy Mnoce CHATUSA C HEro YCUINA PYKK, a pbluar 3aKpbiTUS 0CTAeTCA B MOMHOCTLIO 3aKPbl-
TOM MONOXEHUN.

MPEAYMNPEXOEHWE: ybeantech, 4TO KHOMKa pasmblkaHMsi GpaHLUeli He HaxaTta BO
BPEMS CLUMBaHMS, TaK KaK 3TO MOXET BOCMPeNnATCTBOBATb NPaBUIbHOMY HanoXeHuo cKoo.
MPEAYNPEXAEHWE: cneayeT cobntofatb OCTOPOXKHOCTb U He BbIMOMHATL NPOLLMBa-
HVMEe MHCTPYMEHTOM, ecnn 06pa3ytowmiics CKOBOUHBIA LWOB 6yAeT HaTAHYT, TaK Kak 3T0
MOXET MPUBECTN K HEFrePMETUYHOCTM CKOGOYHOTO LUBA.

NMPEAYMNPEXAEHWE: umMkn npoLluimBaHmMs foMXeH ObiThb 3aBeplLUeH. He BbINOAHANTe Ya-
CTUYHOE MPOLUMBAHMNE UHCTPYMEHTOM. HesaBepLUeHHbIN LMK NPOLUUBAaHMS MOXET NpuBe-
CTM K fedhopmaLmmn ckob, HENOHOM IMHUK pacCeYveHns, KDOBOTEUYEHUIO, HETePMETUYHOCTM
CKOBOYHOTO LWBA U/WNN 3aTPYAHEHUIO MPU YANEHUN UHCTPYMEHTA.

13. Tocne 3aBepLieHWs MPOLUIMBAHUA WMHCTPYMEHTOM HaXXMUTE Ha pblyar 3akpbiTna u
HaXXMUTe 6ONbLUIMM NasibLEeM Ha KHOMKY pasMblKaHua 6paHweid. Ans pasmbikaHus 6paH-
e WMHCTPYMEHTa CHMMMTE YCMIME C pblyara 3akpbiTUsi, OLHOBPEMEHHO YAepXXuBast
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If the tissue needs to be repositioned within the instrument before stapling, open
the jaws by squeezing the closure trigger and pusliing the release button with the
thumb. The closure trigger will return to the fully open position and thejaws will
release the tissue, but the retaining pin will remain extended. Tissue can now be
repositioned.

10. After closing, wait 15 seconds to allow for adequate tissue compression.

11. With the handle and closure trigger grasped in the palm of the hand, place all
fingers around the firing trigger. Before firing, check to ensure the retaining pin
is seated in the reload anvil in the yellow washer. Always ensure complete closing
prior to firing.

WARNING: Before firing, verify that the intended tissue is within the closed
Jaws ofthe instrument. Ifthe pin is not properly positioned, staples may not form
properly, which mayresult in leakage or disruption of the staple line.

WARNING: When positioning the stapler on the application site, ensure that no
obstructions such as clips, stents, or guide wires are within the instrument jaws.
Firing over an obstruction may result in incomplete cutting action and/or improp-
erly formed staples.

12. Completely fire the in.strument by squeezing the firing trigger until it touches
the closure trigger (plastic to plastic), signifying that the instrument has fired the
staples and knife blade, and the tissue has been transected (lllustration 5). The
firing trigger automatically returns to the intermediate position as soon as it is
released, leaving the closure trigger in the fully closed position.

WARNING: Make sure that the release button is not pressed during firing as
proper formation of staples may be compromised.

WARNING: Care should be taken not to fire this instrument when the resulting
staple line will be in tension as this may result in leakage at the staple line.

WARNING: The firing stroke must be completed. Do not partially fire the in-
strument. Incomplete firing can result in malformed staples, incomplete cut line,
bleeding, and leakage

from the staple line, and/or difficulty removing the device.

13. After firing the instrument, squeeze the closure trigger and push the release
button with the thumb. To open thejaws of the instrument, release the closure
trigger while simultaneously holding the release button (illustration 6). The
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KHOMKY pa3MblKaHus 6paHLwen (Unntoctpanms 6). TonkaTenn KacceTbl 06HaXaKTCS U Cy- . - .
yp P ( Pau ) Y" reload drivers are exposed to indicate that the reload has been used. Ifthe instru-
XaT MHAMKaTopaMu MCNOMb30BaHMA KacceTbl. ECM MHCTPYMEHT ocTaeTcs (MKCMPOBaH- : : .
o ment becomes locked onto tissue and will not open by pressing the release button,
HbIM Ha TKaHW W He PacKpbIBaeTCs HaXKaTWEM KHOMKMW pasmblkaHUA GpaHLUeid, ero MOXHo . . .
o the device can be opened by depressing the release button and pulling the closure
PacKpbITb O4HOBPEMEHHBIM Ha)XKaTMEM Ha KHOMKY pa3mblKaHUsi GpaHLIeid 1 OTTArMBaHNEM trigger simultaneously
pblyara 3akpbITus.
BHMMaHMe: oCMOTPUTE CKOBOYHBIN LLOB, YTOOLI y6e4MTHCA B OCTAHOBKE KPOBOTEYEHUS U o . . . .
Caution: Examine the staple line for hemostasis and proper staple formation. If
NpaBuIbHOM Ha/loXXeHUN cKob. Ecnm ocTaHOBKA KPOBOTEYEHUS He NMPOUCXOLMT, ero cre- L . . .
hemostasis is not present, appropriate techniques should be used to achieve he-

[yeT 0CTaHOBUTb Haf/exawuMm MeTofamm. Mostasis

14. BpyuHyto 0TBeAuTe OrpaHnunTeNb TKaHu (Mnntoctpauus 7). YoeanuTech B NOHOTE U- ' . . . .

HUM CKOBOUHOTO LUIBA 11 PACCEUEHIS. Y IaNNTe MHCTPYMEHT. 14. Retract t_he retaining pin manually (IIIu_stratlon 7). Ensure that the staple line
and the cut line are complete. Remove the instrument.

VHCTPYKLMN NS MHOFOKPaTHbIX NPOLUIMNBaHWIA Instructions for Multiple Firings

L Ecnm onpeAeneo, 4o Ans pacceqeHins TKaHu noHafobATCA ABa pacce|enns, ybeamTecs E It it is determined two firings will be needed to transect the tissue, for the first
HTO MY MIEPBOM PACCEuEHMM YCTPOVICTBO MPO.XOAUT BONEe MoNoBAHLI MyTU Heres TkaH, tiring, ensure the device reaches more than half way across the tissué that is to be
KOTOPYIO HYXHO pacceyb. trans%’cte q Yy
2'ﬂi:g)n(iZT:KTTKMa:aMT:pg?%fmngoﬂ';MM:lee_) 4c;rngn:23f£ez%;nlﬁcgsa;":gmI;;ﬁi; nol:lec;— 2. fo capture tissue, manually advance the retaining pin (lllustration 1-13) using
I(-II-"/lanCT auns 3a) oF|)'| OHMKHOBSH;"H B TKa;_IE Ecm or aHI/IHVITe}'Ibp aHee He F:)y B~ the retaining pin actuator (Illustration 1-4) on top of the handle (lllustration 3a)
pai A0 Tp ' P P POA until It pierces the tissue. If the retaining pin was not previously manually ad-
rLUHOS BPYYHYHO, OH aBTOMaTMYeCKMN NpogBMHeTCs nocne cMbikaHua (Mnntoctpauus 3b) vanced, it will automatically advance upon closure (Illustration 3b).
3. HaxmuTe na polyar 3akpeiTia 1 MPKMUTE €ro K pyuKe A0 LIENUKA pblyara 3aKkpeiTis. 3. Squeeze the closure trigger and handle together until the closure trigger is
Mocne 3alle/iKMBaHMA pbluara 3akpbIiTUS pbluar NPOLUMBaHNS NMEPEMELLLAETCS B MONOXEHWNE latched. When the closure trigger is latched, the firing trigger moves to the ready-
rOTOBHOCTY K MpolumBariio. CMekHas kaccera npuxkara K Tkaki, KOTopas rotosa K pac- to-fire position. The reload has clamped onto the tissue which is ready to be cut
CEYEHMIO N CLUMBaHWIO ckobamun. O6s3aTelbHO 3aBepLUMTe CMblKaHWe GpaHLIen MHCTpY- ' . - . . .
MeHTa, JI0/KeH MPO3ByYaTh LIENHOK (MAMoCTpaums 4). CheayeT MONHOCTbIO CHATb BCe and stapled. Ensure the closing stroke is completed. Listen for an audible click
nanbu,.m C pbivara quogu yﬁe:-"I/ITbCﬂ B ToM l—ITOpCII;I"CTEMB.. yp,ep'q»)(/MBaeT BpAHLIN B COMKHY- (Hlustration 4). All fingers should be completely removed from the closing trig-
TOM COCTOSHUN. : ger to ensure the closing system holds.
MPEAYTIPEXAEHVIE: He Geputec, 3a pbluar npowmsarus (Manioctpauus 1-8) A0 WARNING: Do not grasp the firing trigger (lllustration 1-8) before the instru-
TOrO, KaK MHCTPYMEHT 6y AeT 3anyLieH. 3TO MOXET NPMBECTU K AedopMaLin cKob, Henos- . . ; . .
o ment is to be fired. Doing so may result in malfonned staples, incomplete cut
HOV IMHUW pacceyvyeHns, KPOBOTEYEHMIO N HEFEPMETHYHOCTY IMHWK CLUMBAHUS. line, bleeding, and leakage from the staple line
BHuMaHme: He 6epuTeCh 3a pblyar NPOoLUMBaHKS [0 TOro, Kak MHCTPYMEHT 6yeT 3anyLueH . ’ L. . o . . .
! ' o Caution: Do not grasp the firing trigger before the instrument is to be fired, doing
Z(T:gcl)\%%),za;:l:ﬁiﬁﬁfﬁ;ﬁ%@ﬁ;ﬁ ?ﬂg?::;pgim’ S;TT?/?:SQ %:ii/ﬁgsommzToi?KHeiOg:ﬁﬂMreo so could initiate the lockout feature; in this case the device will need to be re-
PE3apSHKEH MEPeN NCMONb30BaHNEM Ha TKAHI, leased from the tissue. Thg instrument may be partially fired and will need to be
M1 ENYIPENUEHUE: reloaded before using on tissue.
e L v WARNING: Atemping o force he iggr o complet he cloingsoke wi
P P o . too much tissue or thickened tissue may result in poor staple line integrity with
NPUBECTU K HapYLUEHWUIO LLeIOCTHOCTU ANHUK CKOB C BOSMOXXHON HErepMeTUUYHOCTbLIO UMK
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pa3pbiBOM LWBA. Kpome TOro, 3T0 MOXET MPUBECTU K MOBPEXAEHUIO UMW MOMIOMKE UHCTPY-
MeHTa.

4. EC/M Heo6xo4MMO U3MEHUTb MOMOXEeHWE TKaHW B MHCTPYMEHTE nepes NpoLwnBaHueM,
paseeauTe 6paHLIM; A8 3TOr0 CMerka NP KMUTE pblyar 3aKpbITUA K PY4YKe, HaxXmure
KHOMKY pasMmblkaHua 6paHLwweli (Mnnoctpauyua 1-5) u MegneHHo ocnabbTe AaBneHue Ha
pblyar 3akpbiTua (Unnoctpaums 6). Pblyar 3aKpbITUsS BEPHETCA B MOSHOCTLIO PAaCKPbITOE
nonoxeHve 1 6paHLwy 0cBOBOAAT TKaHb, HO OTPaHNYNTENb TKAHW OCTaHeTCH BbIBELEHHbIM.
Tenepb NONOXEHME TKaGHN MOXHO M3MeHUTb. ECAn yCTPOICTBO nepemelleHo, yoeanTech,
4TO NPOKOJIOTasA TKaHb ByAeT yaaneHa BMecTe ¢ 06pasLom.

BHuMaHuWe: annapat XMpypruyeckuii CLUMBarOLLe-peXxyLnii n3orHyTeiii Echelon Contour
MMeeT PYHKLMIO0, KOTOpas NpefoTBpaLlaeT CMbIKaHve, ecv B UHCTPYMEHTe BCTaB/eHa UC-
Mosib30BaHHas KacceTa, CMeHHasd KacceTa OTCYTCTBYET WM HENpaBu/bHO BCTaBneHa. Mc-
Mofb30BaHHAas WM HeNpaBMIbLHO BCTaBfieHHas KacceTa [JO/MKHa ObiTb 3aMeHeHa HOBOV
CMEHHOIi KacCeTol WM, ecn CMeHHas KacceTa OTCYTCTBOBafa, B MHCTPYMEHT crefyeT
BCTaBUTb KacceTy. [ocne BbIMOMIHEHWA BbilleyKa3aHHbIX LWaros He cnefjyeT UCMosb3oBaThb
YCTPOICTBO, KOTOPOE He 3aKPbIBAETCA YaCTUUYHO WX MOMHOCTbIO.

5.11ocne cMblKaHWs GpaHLuein nogoxanTe 15 cekyHA ans obecrneyeHmst OCTAaTOUYHOIO CXKa-
TMA TKaHW.

6. Y Iep>K1Bas PyyKyY W pblyar 3aKpbiTUS B N1aJ0HN, NOMECTUTE BCe NasbLbl BOKPYT pblyara
npowmsaHus. MNepes npolwmBaHrtem yb6eguTecb, YTO OrpaHUMYMTENb MOFPYXXEeH B NaccuBe-
Hyto 6paHLy. O6a3aTeNIbHO 06ecrneybTe MOHOE CMbIKaHWe Mepej NPOLNBaHNEM.
MPEAYNPEXAEHWME: go npowwnBaHus yb6eauTech B TOM, YTO HY)XXHbIA Y4aCTOK TKaHU
Haxo4uTCA MeXJy COMKHYTbIMU GpaHLlaMmn WHCTPYMeHTa. Ecnn orpaHmymTesi pacnosno-
YXEH Henpasu/ibHO, CKOBbI MOTYT MPUHATbL HEMPaBUIbHYIO (DOPMY, YTO MOXET MPUBECTU K
HerepMeTUYHOCTM WY PaspbIBY LUBA.

MNPEAYMPEXAEHWE: npu ycTaHOBKe CLUMBAIOLLEr0 annapara B MecTe BMELLATE/IbCTBA
ybeanTech B TOM, YTO MeXAy 6paHLIaMn UHCTPYMEHTa HET HUKaKMX NPenAaTCTBUIA, TakmX
KaK 3aKUMbl, CTEHTbI, MPOBOAHUKW. TpOLLIMBaHNE Yepe3 MPenATCTBMSA MOXET MPUBECTU K
HENoOMHOMY PacCeYeHunIo U/ HenpaBUIbHOMY Ha/TIOXKEHWIO CKOG.

7. BbIMOMHUTE NONHOE CLUMBAHWE MHCTPYMEHTOM MYTEM CXaTus pblyara nNpoLwmnBaHua ao
COMPUKOCHOBEHMS C pblyarom 3akpbiTus (MNacTUK K NIaCcTUKY), YTO 03HaYaeT, YTo MHCTPY-
MEeHT NpuBen B feicTBMe CKOBbI 1 Ne3BMe HOXa, U TKaHb 6blna pacceveHa (Mnntoctpaums
5). Pblyar npowmBaHUA aBTOMATWYECKM BO3BPALLAeTCA B MPOMEXYTOUYHOE MOMOXKEHUNe
cpasy Noc/e CHATUA C HEro YCUINA PYKK, a pblyar 3aKpbITUA 0CTAETCH B NONHOCTLIO 3aKPbl-
TOM NOMOXEHWUK, Y6e[nTechb, YTO KHOMKA pa3MblKaHMA GpaHLLei He HaXkaTa BO BPEMSA CLUK-
BaHW#, TaK KaK 3TO MOXET BOCMPEnATCTBOBATb NPaBU/IbHOMY Ha/lOXEHUIO CKOO.
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possible leakage or disruption. In addition, instrument damage or failure may re-
sult.

4. If the tissue needs to be repositioned within the instrument before stapling,
open the jaws by squeezing the handle and closure trigger together slightly, push
the release button (lllustration 1-5). and slowly release grasp of the closure trigger
(Mustration 6). The closure trigger will return to the fully open position and the
Jaws will release the tissue, but the retaining pin will remain extended. Tissue can
now be repositioned. If device is repositioned, ensure the pierced tissue will be
removed with the specimen.

Caution: The Echelon Contour Curved Cutter is designed with a feature which
prevents closure it a used reload, no reload, or an incorrectly inserted reload is in
the instrument. The used or misloaded reload module should then be replaced
with a new reload or, if no reload was present, a reload should be loaded in the
instrument. After following the above steps, any device which does not close ei-
ther partially or completely should not be used.

5. After closing, wait 15 seconds to allow for adequate tissue compression.

6. With the handle and closure trigger grasped in the palm of the hand, place all
fingers around the firing trigger. Before firing, check to ensure the retaining pin
is seated inthe reload anvil inthe yellow washer. Always ensure complete closing
prior to firing.

WARNING: Before firing, verify that the intended tissue is in the closed jaws
of the instrument. If the pin is not properly positioned, staples may not form
properly, which may result in leakage or disruption of the staple line.

WARNING: When positioning the stapler on the application site, ensure that no
hard objects such as clips, stents, or guide wires are within the instrument jaws.
Firing over an obstruction may result in incomplete cutting action and/or improp-
erly formed staples.

7. Completely fire the instrument by squeezing the firing trigger until it touches
the closure trigger (plastic to plastic), signifying that the instrument has fired the
staples and knife blade, and the tissue has been transected (Illustration 5). The
firing trigger automatically returns to the intermediate position as soon as it is
released, leaving the closure trigger in the fully closed position. Make sure that
the release button is not pressed during firing as proper formation of staples may
be compromised.
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MNPEAYNMPEXAEHWE: unkn npowwmnBaHns 4OMKEH ObiThb 3aBepLUeH. He BbIMOMHANTE Ya-
CTUYHOE NPOLLMBaHNE MHCTPYMEHTOM. He3aBepLUEHHBIA LMK NPOLLMBaHWUS MOXET NpuBe-
CTM K fedhopMaLim cKob, HEMOMHOM IMHUW pacceyeHnsl, KPOBOTEUEHUIO, HEFePMETUYHOCTH
CKOBOYHOrO WBa W/unn 3aTPyAHEHNIO NPU YAAEHUN UHCTPYMEHTA.

8. Mocne 3aBeplleHWs MPOLIMNBAHUA WHCTPYMEHTOM HaXMWUTE Ha pblyar 3aKpbiTUS W
HaXXMWTe 60/bLIMM NanbLeM Ha KHOMKY pasMblKaHua GpaHileid. [ pasMblkaHUA 6paH-
e WMHCTPYMEHTa CHMMMUTE YCWAME C pbluara 3akpbiTus, OAHOBPEMEHHO Y[LEpXXMBas
KHOMKY pasmblkaHus 6paHLuein (Mnnoctpauus 6). TonkaTenm KacceTbl 06HaXatTca 1 cny-
KaT MHAMKaTopamMy UCMOMb30BaHWA KacceTbl. ECIM MHCTPYMEHT ocTaeTcs (hMKCMpOBaH-
HbIM Ha TKaHW W HEe PacKpbIBaeTCA HakaTne.M KHOMKMN pa3MblKaHWsi GpaHLUeid, ero MOXHO
PacKpbiTb OIHOBPEMEHHBIM HaXKaTMEM Ha KHOMKY pa3mblKaHUS GpaHLUeli 1 0TTArMBaHNEM
pblyara 3akpbITus.

9. OcMOTpUTE CKOBOYHbIN LIOB. YTOObI Y6eanTbLCA B MPaBMIbHOM HanoXXeHUn cKob.

10. MNocne NepBoro MpoLUMBaHMS TKaHb PACCEKAETCA [0 OrpaHNYNUTeNs, a IMHUA CLUMBAHNSA
NPOXOAWT 3a OrpaHNYnTeNb. Y ANUHEHNE NMHUMN CLUMBAHWSA BPEMEHHO 3aKpbiBaeT MOTEH-
LManbHoe cogepXXnmMoe NpoceeTa 0 Tex Mop, NOKa pacceyeHve He OyeT 3aBepLUEHO BTO-
PbIM CLUMBaHWE.M. B 3T0 BpeMs YCTPOICTBO LO/MKHO ObITh NMEPE3apsKeHO /15 BTOPOro CLU K-
BaHus.

M. CM. «VIHCTpYKLuMM NO nepe3apsfke», MPUWBEAEHHbIE HWXKe, AN YAaneHWs KacceTbl,
OYMCTKMN YCTPOICTBa, BbIGOPA U YCTAHOBKWU CMEHHOMN KacCeTbl.

12. Tpyn NO3ULMOHNPOBAHUWN UHCTPYMEHTA 415 BTOPOrO CLUMBAHUA BTOpas IMHWA CLUWBa-
HMSt MOXKET ObITb pacnosioXKeHa Tam, rAe 3akoHumMnach nepsas nuHKA (Mnnoctpauna 11A),
NN OHa MOXET BbITb CMeLLeHa ANS KOHTPONS .MecTa nepeceyeHns AnHum cumsanms (Mn-
nocTpayus 11B).

13. MpoaBWHbLTE OrpaHUYNTENb, YTOObI 3aXBaTUTb OCTABLUYHCA TKaHb MEXAY GpaHLIa.Mu.
CM. «MHCTpYKUMM MO NPUMEHEHUIO», MPUBEAEHHbIe BbIlE, A.as MNO3ULUOHUPOBAHNS
YCTPOICTBa, CMbIKaHUA GpaHLUEeli 1 npolimBaHus. ocne 3axunma nogoxante 15 cekyHa
nepeg CLUMBaHMEM, 4YTO6bI 06eCneUYnTb JOCTaTOYHOE CXKaTue TKaHw.

14. OcBo6oAMTE YCTPONCTBO M OCMOTPUTE TKaHb Ha NMPeAMET OCTAaHOBKU KPOBOTEYEHMWS U
HanoXeHusi ckob. Ecnm 0cTaHOBKA KPOBOTEYEHMWSA He NPOUCXOAMNT, ero ciefyeT 0OCTaHOBUTb
HagnexawuMm .Metogamv. BpyuHyto 0TBeauTe orpaHuumTesnb TkaHu (Mnawoctpayus 7).
Y6enmTecb B NOMHOTE IMHUWM CKOBOYHOTO LUBA U pacCeveHus. Y Janmnte NHCTPY.MeHT.
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WARNING: The firing stroke must be completed. Do not partially fire the in-
strument. Incomplete firing can result in malformed staples, incomplete cut line,
bleeding, and leakage

from the staple line, and/or difficulty removing the device.

8. After firing the instrument, squeeze the closure trigger and push the release
button with the thumb. To open the jaws of the instrument, release the closure
trigger while simultaneously holding the release button (lllustration 6). The re-
load drivers are exposed to indicate that the reload has been used. If the instru-
ment becomes locked onto tissue and will not open by pressing the release button,
the device can be opened by depressing the release button and simultaneously
pulling the closure trigger open.

9. Examine the staple line for proper staple formation.

10. Following the first firing, the tissue is transected up to the retaining pin and
the staple line extends beyond the pin. The staple line extension temporarily seals
against the potential of lumen content until the transection can be completed with
a second firing. At this time, the device should be reloaded for the second firing.
11. See “Instructions for Reload™ below for reload removal, device cleaning, re-
load selection, and installation.

12. When positioning the instrument for the second firing, the second staple line
may be positioned where the first line ended (lllustration 11a), or it may be offset
to control the location of the staple line crossing (Illustration 11b).

13. Advance the retaining pin to capture the remaining tissue within the jaw open-
ing. See “Instructions for Use" above for device positioning, closure, and firing.
After clamping, to ensure adequate tissue compression, wait 15 seconds prior to
firing.

14. Release the device and examine the tissue for hemostasis and proper staple
formation. 1fhemostasis is not present, appropriate techniques should be used to
achieve hemostasis.

Retract the retaining pin manually (Illustration 7). Ensure that the staple line and
the cut line are complete. Remove the instrument.
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WHCTpYKLUMK No nenesanagke

1 WN3BneknTe MCNONb30BAHHYIO KacCeTy M3 MHCTPYMeHTa. 3axBaTUTe BEPXHIOK YacTb Kac-
CeTbl PAAOM C feTasibio A4/19 3aXBaTa U C/ierka noTaHuTe AyroBbiM ABUXKEHNEM, OTAeNAs ee
OT OpaHwen (MnncTpauus 8). YTUAN3NPYTe NCNONb30BaHHYH KacCeTy Haf/exalium
06pasom.

2. TwartenbHO OYUCTUTE UHCTPYMEHT, MOJIHOCTLIO MOrPY3MB M3OTHYTYHO ronoBky (Annto-
cTpaumsa 1-)) H Kopnyc KacceTbl (MnntocTpauus 1-2) B CTEPW/bHBIA PacTBOP H 3HEPTUYHO
BCTPAXHUTe. [locne BCTPA.XVBaHWUA OCMOTPUTE U3OTHYTYIO TO/IOBKY W KOPNYC KacceTbl, ne-
pef nepesapsAKoil MHCTPYMeHTa yfganvTe BCe OCTaBLUMECH CKOOGbl W/MAM NOCTOPOHHME
npesMeThl.

NMPEAYMNPEXAEHWE: HenpaBuabHas 04MCTKa MHCTPYMeHTa nepej nepesapsgkoi Mo-
XKeT MPUBECTU K MOBPEXAEHUIO MHCTPYMEHTA, a TakKXe K HapyLUEeHUO JIMHUN pacCeyeHuns
N HanoXKeHus ckob.

3. OnpefennTe NOAXOAALLYHO CMEHHYIO KacceTy. lNepes MCNO/Ib30BAHMEM WHCTPYMEHTa Y
CMEHHOI KacceTbl TOMLWMHA TKaHW A0/MKHA ObITh TLaTeNbHO oueHeHa. CM. Tabnuuy Koaos
NPOAYKTOB A/11 MPaBU/IbHOTO BbIGOpa CMEHHOM KacceTbl.

MPEAYMNPEXOEHWE: ncnonb3oBaHne HEMOAXOAALLEA CMEHHON KacceTbl MOXET npu-
BECTW K HEMPaBUIbHOMY HanoXeHMo CKOObI.

4. B CTepU/IbHbIX YC/IOBUAX WU3BMIEKUTE CMEHHYIO Kacce'Ty U3 yrnakoBku. UTo6bl n3bexarsb
NOBPEXAEHWIA, He BbITPAXMBANTE CMEHHYIO KacCeTy B CTEPUIbHYHO 30HY.

5. MNpoBepbTe HOBYK CMEHHYH KacCeTy Ha NpeameT Hannyus npepoxpaHuTensHoin nna-
CTVHbI. ECnn npegoxpaHuTensHas naacTMHa OTCYTCTBYET, YTUNM3UPYITE CMEHHYH Kac-
ceTy B 0TX0Abl. He cHUMaiTe npefoXpaHUTeNIbHYIO NAaCTUHY [0 YCTaHOBKW CMEHHOW Kac-
CeTbl B MHCTPYMEHT. lNMpefoXpaHWUTeNlbHas NAacThHA He MOXET ObITb CHATA A0 TeX nop.
Moka CMeHHas Kacceta He Oy[eT NMpaBW/bHO YCTaHOB/IEHA B MHCTPYMEHT. Y CTPOMCTBO C
BCTaB/IEHHOMN KAcCeTOW He MOXET BbITb UCMO/Ib30BAHO, NMOKA He CHATA NpeAoXpaHnuTeIbHas
naacTuHa.

6. OTNyCTUTE KHOMKY pasmb[kaHus 6paHLueii. 4Tobbl y6eanTbCsA, YTO MHCTPYMEHT Haxo-
OUTCA B OTKPLITOM MOMOXEHWUW. Y beanTech, YTo akTuBaTop orpaHuumnTens (Mnnctpayms
1-4) BTAHYT. 3apsguTe B YCTPONCTBO COOTBETCTBYHOLLYIO CMEHHYIO KAcCeTy, COBMECTUB ee
C YCTpOWCTBOM. [LOPOXKKM Ha KaXX[ol CTOPOHE CMEHHOI KacCeTbl CAefyeT MCMo/b30BaTh
KaK OPMEeHTMPbI 411 MPaBUIbHOW YCTAHOBKM CMEHHOI KacceTbl B GpaHLiax MHCTPYMEeHTa
(UnntocTpaumsa 9). Korga cmeHHas Kacceta (NpefoxpaHnTenbHas nnacTuHa BCe eLle Haxo-
OUTCA Ha CBOEM MECTE) YCTAHOB/IEHA MPaBW/IbHO, BCTaBbTe CMEHHYIO KAacCeTy B UHCTPY-
MEHT [10 ee MOSIHOIO NOTrpy>KeHs. YbeanuTech, YTO CMEHHAA KacceTa HafeXHo yaepxumBa-
eTcs B 6paHwax. O npaBWUIbHON YCTaHOBKE CMEHHOW KacceTbl B annapaTe XMpypruyeckom

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Instructions for Reload

1 Remove the used reload from the instrument. Grasp the top of the reload near
the grasping feature and pull out in a slight arcing motion, unsnapping the reload
from the jaws (lllustration 8). Properly discard the used reload.

2. Thoroughly clean the instrument by completely submerging the curved head
(Hlustration 1-1)

and reload housing (lllustration 1-2) in a sterile solution and swish vigorously.
After swishing, visually inspect the curved head and reload housing and remove
all residual staples and/or foreign matter from instrument prior to reloading.

WARNING: Failure to properly clean the instrument prior to reloading could
damage the instrument as well as compromise cut line and staple formation.

3. Determine the proper reload. Tissue thickness should be carefully evaluated
prior to using the instrument and reload. Refer to the Product Codes Table for
proper reload selection.

WARNING: Use of an inappropriate reload may result in improper staple for-
mation.

4. Using sterile technique, remove the reload from the package. To avoid damage,
do not flip the

reload into the sterile field.

5. Examine the new reload for the presence of a staple retainer. If the retainer is
not in place, discard the reload. Do not remove the staple retainer until the reload
is inserted into the device. The staple retainer cannot be removed until the reload
is correctly loaded into the device. The loaded device cannot be used until the
staple retainer is removed.

6. Depress the release button to ensure the instrument is in the open position.
Ensure that the retaining pin actuator (Illustration 1-4) has been retracted. Load
the device with the appropriate reload by aligning the reload with the device. The
tracks on each side of the reload should be used as guides to align the reload
within the jaws of the instrument (lllustration 9). When the reload (staple retainer
still in place) is properly aligned, push the reload into the instrument until it is
fully seated. Check that the reload is held securely within the jaws. The user may
notice audible and/or tactile feedback when the Echelon Contour Curved Cutter
Reload is correctly seated (Illustration 10).
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cwmsaroe-pexyem nsorHytom Echelon Contour {Unntoctpaums 10) MOXHO cyguTb No
COOTBETCTBYHOLLEMY 3BYKY UNN TAKTWU/IbHBIM OLLYLLIEHUSM.

MPEAYMNPEXOEHWE: He cHumaiTe naccuBHyto 6paHwy kaccetbl (Mnnwoctpaunsa |-
11), NOCKOMbKY 3TO KPUTUYHO ANS CTPYKTYPHOR LeNOCTHOCTU CMEHHOW KacceTbl. Y aane-
HVe NacCUBHOI GPaHLLM KacCeTbl MOXET NPUBECTU K AedopMaLmm CKO6, HEMOMHON NNHUK
pacceyeHus, KPOBOTEUEHUIO U HEr"PMETUYHOCTU IMHUN CLUVBAHUS.
NMPEAYNPEXAEHWE: npefoxpaHuTenbHas naacTuHa o6ecneyunBaeT npaBuibHOE Bbl-
paBHMBAHWE CMEHHOM KacCeTbl W 3alyMuiaeT TOYKWM ONopbl CKOO BO Bpemsi LOCTaBKM W
TPaHCNOPTUPOBKU. ECNM CMEHHAs KacceTa BbIHYyTa U3 YCTPONCTBa 6e3 NpefoxXpaHUTe/IbHOM
NNacTUHbI, CMEHHas KacceTa He MOXET ObITb UCMOMb30BaHa U AO/MKHA ObITh YTUAN3NPO-
BaHa B 0TX0Abl. HeBbINOHEHME 3TOr0 TpeboBaHNA MOXET MPUBECTM K Aedopmanum ckob,
HENONHON NIMHWKN pacceyeHns, KPOBOTEUEHWNIO, HETEPMETUYHOCTU JIMHUN CLUMBAHUSA W/NK
3aTpyAHEHVIO M3BNEYEHUS YCTPOIiCTBA. KpoMe TOro, 3T0 MOXKET MPUBECTM K MOBPEXAEHWNIO
WNN NONOMKE MHCTPYMEHTA.

7. Ypanute npefoxpaHuTeSIbHYH MNIACTUHY, HaXMMas Ha NOBEPXHOCTb C MapKMPOBKOM
«Push to Remove» (HaxaTb Ans ypaneHus), n ytunusnpyinte ee (MnnEoctpaums 2).
YCTPONCTBO C BCTaBMEHHOW KacceTol He MOXeT ObETb MCMonb3oBaHO, NMOKa He CHATA
npejoxpaHuTenbHas NnacTuHa,

MPEAYMNPEXAEHWE: He cHuMaliTe maccuBHyr 6paHwly kacceTsl (AnnwocTpawEA 1-
11). NOCKONMbKY 3TO KPUTUYHO ANS CTPYKTYPHOI LeNOCTHOCTU CMEHHOI KacceTbl. Y aane-
HME NacCMBHOI GpaHLUIM KacceTbl MOXET MPUBECTU K AethopMaLn CKO6, HEMOMHON NNHNK
pacceyeHuns, KDOBOTEYEHUIO U HETEPMETUYHOCTU NNHWUW CLUMNBAHUS.

BHUMaHWE: nocne yaaneHns npeaoxpaHuTenbHON NNacTUHbI OCMOTPUTE NOBEPXHOCTb HO-
BON CMeHHOW kacceTbl. CMeHHas KacceTa AO/I)KHA O6blTb 3aMeHeHa ApYyroli, ecnu BUAHbI
LlBETHbEe ToNnkKaTtenun kKkaccetbl. Ecnmn BUAHbI Ll,BeTHbEe TOoNnkKatTennm Kaccetbl, CMEHHaA KacceTa
MOXeT He cofaepXxaTb cko6. Ecnnu BUAHbI LUBE€THble TONKaTe/ln KacCeThbl, Npu nonblTKe 3a-
KpbITb yCTpOlicTBO cpaboTaeT 6n0KnpaTop, KOTOPbLIA 6yAaeT npenaTcTBOBAaTb 3akpbITUEOD.
8. Y6eLuTecb, YTO CMeHHas KacceTa HafexHo yhepXuBaeTca B OpaHwwa.y. Y6eauTbcs B
TOM. YTO CMEHHaA KacceTa MOJSIHOCTHI0 3aMKCUPOBaHA, MOXHO, HAXaB Ha 3e/IeHY0 Uu
CUHIOI0 KacceTy (puc. 1-10) B MecTe, yKa3aHHOM CTPE/IKOI Ha puc. 10.0 MpaBU/IbHOW yCTa-
HOBKE CMEHHOI KacCeTbl MOXHO CyAWUTb MO COOTBETCTBYHLLEMY 3BYKY WM TaKTUIbHbIM
OLLYLLLEHUAM.

BHUMaHwMe: ecnm CMeHHaa KacceTa 3ahMKCMpoBaHa HenpaBubHO, NMPU MOMbITKE 3aKPbITh
YCTPOICTBO cpaboTaeT 6/10KMpaTop, KOTOPbI OyAeT NPensTCTBOBaTb 3aKPbITHIO.

9. Tenepb UHCTPYMEHT nepe3apskeH U rotToB K NPUMEHEHUIO.
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WARNING: Do not remove the yellow washer (Illustration 1-11) as it is critical
to the structural integrity of the reload. Removing the washer may result in mal-
formed staples, iEicomplete cut line, bleeding, and leakage from the staple line.

WARNING: The staple retainer ensures proper reload alignment and pi'otects
the staple leg points during shipping and transportation. Ifthe reload is removed
from the device without the staple retainer in place, the reload cannot be used and
should be discarded. Failure to do so may result in malformed staples, incomplete
cut line, bleeding, and leakage from the staple line, and/or difficulty removing
the device. In addition, instrument damage or failure may result.

7. Remove the staple retainer by pushing on the pad labeled “Push to Remove”
(Iustration 2) and discard. The loaded device cannot be used until the staple
retainer is removed.

WARNING: Do not remove the yellow washer (Illustration 1-11) as it is ci'itical
to the structural integrity of the reload. Removing the washer may result in mal-
formed staples, incomplete cut line, bleeding, and leakage from the staple line.

Caution: After removing the staple retainer, observe the surface of the new re-
load. The reload must be replaced with another reload if any colored drivers are
visible. Ifcolored drivers are visible, the reload may not contain staples. Attempt-
ing to close the device when the coloEed drivers are visible will initiate the lock-
out feature and prevesit closure.

8. Check that the reload is held securely within the jaws. To ensure the reload is
fully seated, the user may push on the blue or green cartridge (lllustrationl-10)
where indicated by the arrow in Illustration 10. The user may notice audible
and/or tactile feedback when the reload is conectly seated.

Caution: Attempting to close the device with an improperly seated reload will
initiate the lockout feature and prevent closure.
9. The instrument is now E'eloaded and ready to use.
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MPEAYNPEXAEHNA N MPEAOCTEPEXEHWNA

* Ma/iouHBasVBbIble NPOLEAYPb! AOMKHbI BbINOIHATLCS UCK/HOUUTENBHO SMLAMM, CreLm-
a/lbHO 06YYeHHbIMU 1 3HAKOMbIMK C METOaMM Ma/loMHBA3VBHOIO BMeLLaTeNbCTea. lepes,
BbIMOSHEHWEM /IH060I MaSIOVHBA3VBHON NPOLEAYPbl 03HAKOMbTECH C MEAULMHCKON NnTe-
paTypoli OTHOCMTE/IbHO METOA0B, OC/IOXKHEHMIA N PUCKA TaKMX MPOLEAYP.

* [InavmeTp MHCTPYMEHTOB /11 Ma/IOMHBA3VMBHOIO BMELLIATE/ICTBA MOXKET Pa3/inyaTbCs B
3aBMCUMOCTY OT U3roToBUTENS. ECM B X04e NpoLeaypbl MPUMEHSIOTCS Ma/IOUHBA3VBHbIE
VHCTPYMEHTbI U NPUHALIEXHOCTY PasHbIX U3roTOBUTENENR, yoeamnTech B X COBMECTMMO-
CTV A0 Havyana npoLesy pbl.

* Cny60Koe MOHVMaHVe NPUHLUMMNOB U METOAOB, UCMO/b3YEMbIX MK Na3epHbIX, ANEKTPO-
XUPYPrUYecKux 1 ynbTpasByKoBbIX NMPOLeaypax, He06X0AMMO, YTOObI 136eXKaTb PUCKa Mo-
PaXXeHWA 3NeKTPUYECKMM TOKOM W 0XKOTOB KaK MaLMeHTa, Tak 1 MeLMLMHCKOro NnepcoHana,
a Takke MOBPeXAeHUs JaHHOMO YCTPOWCTBA M APYTUX MEAVLMHCKUX MHCTPYMEHTOB. Y0e-
AVTECh, YTO 3MIEKTPUYECKAA U30NALMA 1 3a3eM/IeHNE He HapyLLeHbl. He norpykaite anek-
TPOXUPYPIUYECKME UHCTPYMEHTbI B XXMAKOCTb, 38 UCK/MOYEHNEM TEX UHCTPYMEHTOB, KO-
TOpble CreunaibHO pa3paboTaHbl A1 MOrPYXKEHUS U UMEKOT COOTBETCTBYHOLLY'HO MapKu-
POBKY.

* [NpegonepaumnoHHas iydeBas Tepanus MOXXET U3MEHUTb XapaKTEPUCTUKM TKaHel. Takue
N3MEHEHUS MOTYT, Hamnpumep, YBeNUUUTb TOMLWMHY TKaHW 3a npefenbl, YCTaHOBNEHHbIE
AN BbIGPAHHOIO CLUMBAOLLIErO YCTpoicTBa. CrieayeT TLaTeNbHO NpoaHanvM3npoBaTb BCe
NpoLeAy pbl, BbINOMHEHHbIE Y MaUyeHTa 40 XVpy Pruyeckoii onepaLim, KoTopble MoryT no-
Tpe6oBaTb N3MEHEHUS TEXHWKY BMELLIATENIbCTBA UM BblGOpa APYrvX XUPYPruyeckux npo-
Leayp.

* CyHme (N HopMasibHbIX TKaHel) Wn 3eneHble (AN NNOTHbIX TKAHE) CMEHHbIE KaCcCETbl
[/15 annaparta X1pypruyeckoro CLUMBaroLLe-pexxyLLero norHytoro Echelon Contour moryT
ObITb MCMO/b30BaHbI TO/LKO C annapaTom XUPYPryecKm CLUMBAOLLE-PEXYLLIMM N30T HY-
TbiM Echelon Contour, HO OHV MOTYT 6bITb UCMO/b30BaHbI B3aVIMO3aMEHSIEMO.

* He BbINONHAITE NPOLUMBAHWS, €C/IN B MHCTPYMEHT He YCTaHOB/IEHA KacceTa.

* 1/Icnonb3oBaHne HeMOAXOAALLEA CMEHHOW KacCeTbl MOXET MPUBECTU K HENPaBUIbHOMY
Ha/IOXKEHMIO CKOObI.

* MonbITKa 3apsanTb YCTPOCTBO 6e3 NPefoXPaHUTENbHON MAACTUHBI MOXKET MPUBECTU K
HenpaBW/IbHOM YCTaHOBKe, fethopMaLyin CKOO, HEMOMHOM IMHNN pacceyeHus], KpoBoTeYe-
HUKO 1 HErepMeTUYHOCTY CKOBOYHOrO LUBa, a TakXke Bbl3BaTb TPYLHOCTU MPU YAANEHWN
ycTpolicTBa. Kpome TOro, 3T0 MOXKET MPMBECTU K MOBPEXAEHUIO WM MOMOMKE UHCTPY-
MeHTa.
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WARNINGS AND PRECAUTIONS

« Minimally invasive procedures should be performed only by persons having
adequate training and familiarity with minimally invasive techniques. Consult
medical literature relative to techniques, complications, and hazards prior to per-
foimance ofany minimally invasive procedure.

e Minimally invasive instruments may vary in diameter from manufacturer to
manufacturer. When minimally invasive instruments and accessories from differ-
ent manufacturers are employed together in a procedure, verify compatibility
prior to initiation of the procedure.

* A thorough understanding of the principles and techniques involved in laser,
electrosurgical, and ultrasonic procedures is essential to avoid shock and burn
hazards to both patient and medical personnel and damage to the device or other
medical instruments. Ensure that electrical insulation or grounding is not com-
promised. Do not immerse electrosurgical instruments in liquid unless the instru-
ments are designed and labeled to be immersed.

* Pre-operative radiotherapy may result in changes to tissue characteristics. These
changes may. for example, cause the tissue thickness to exceed the indicated
range for the selected staple. Careful consideration should be given to any pre-
surgical treatment the patient may have undergone, which may require alterations
to surgical technique or alternative surgical procedures.

« The blue (standard) and green (thick) Echelon Contour™ Curved Cutter Re-
loads may only be used with The Echelon Contour™ Curved Cutter but can be
used interchangeably.

« Do not fire device without a loaded reload.

» Use of an inappropriate reload may result in improper staple formation.

« Attempting to load the device without a staple retainer could result in misalign-
ment. creating malformed staples, incomplete cut line, bleeding, and leakage
from the staple line. and/or difficulty removing the device. In addition, instrument
damage or failure may result.

 The staple retainer ensures proper reload alignment and protects the staple leg
points during shipping and transportation. If the reload is removed from the de-
vice without the staple retainer in place, the reload cannot be used and should be
discarded. Failure to do so may result in malformed staples, incomplete cut line,
bleeding, and leakage from the staple line, and/or difficulty removing the device.
In addition, instrument damage or failure may result.

16



MpenoxpaHuTenbHasa niacTuHa obecneymsaeT NpaBUIbHOE BbIPaBHUBaHE CMEHHOW Kac-
ceTbl 1 3awuuiaetT TOMKM onopbl CKO6 BO BpeMsi 4OCTaBKM M TPAHCMOPTUPOBKMW. Ecnn cmeH-
Has KacceTa BblHyTa W3 YCTPOICTBa 6e3 NpeaoXpaHMTeNbHOW NNacTVHbI, CMEHHAs KacceTa
He MOXET BObITb MCMO/b30BaHa M A0MKHA ObITb YTUIM3MPOBaHa B 0TX0A4bI, [{eBbiNosHeHME
3TOro TpeboBaHMA MOXET NPUBECTU K Aedopmauun CKob, HEMOMHOM NMHUK pacceyeHus,
KPOBOTEYEHMWID, HErepMeTUUYHOCTH fIMHWM CLUMBAHMA W/MAN 3aTPYLAHEHWUIO W3BeYEHUs
ycTpoiictBa. Kpome TOro, aTo MOXET MPUBECTW K MOBPEXAEHWUIO UM MOIOMKE UHCTPY-
MeHTa.
 He ypansinTe naccmBHyto 6paHLUy KacceTbl, MOCKOMbKY 3TO KPUTUYHO ANS CTPYKTYPHOI
LIe/IOCTHOCTW CMEHHOW KacceTbl. Y ganeHne NacCMBHOM BpaHLLM KacceTbl MOXET MpUBECTH
K feopmanmmn cKob, HENOMHOM NMHUW pacceyeHuns, KPOBOTEUEHUIO U HErepMeTUYHOCTH
JIVHAW CLUMBAHUA.

* Mocne ypaneHus npefoXpaHUTeNbHON NAaCTUHBI OCMOTPUTE MOBEPXHOCTb HOBOW CMEH-
Holi KacceTbl. CMeHHas KacceTa [O/KHa 6GblTb 3aMeHeHa [pYyroi, ecnu BUAHbI LBETHble
TO/IKATeNN KacceTbl. ECNu BUAHBI TONKATENN KacceTbl, CMEHHAsA KacceTa MOXET He cofep-
XaTb CK06. ECiM BUAHbI LIBETHbIE TOMKATE/N KAcCEeThI, MPY MOMbITKE 3aKPbITb YCTPOMNCTBO
cpaboTaeT 6/10KMpaTop, KOTOPbLI OyAeT NPensaTCTBOBaTb 3aKPbITUIO.

» [lo HanoxeHus ckob ybeaunTecb B NPaBUIbHOCTM PACMONOXEHMUA CLUMBAEMONM TKaHM
mexay 6paHwamu. CMopLLMBaHUE, PACTSXKEHWE UM HepaBHOMEPHAA 3arpyska TKaHu Mo-
XeT NPMBECTN K HErepMeTUYHOCTY LUBa, KPOBOTEUEHUIO WU/ Pa3pbiBy CKOHOYHOTO LUBA.

* Y6eantechb, 4TO He OyfeT BbINOMHEH paspe3 TKaHW B HeHafexalleM MecTe.

» CniegyeT co6110aTb OCTOPOXXHOCTb U He BbINOMHATL NPOLUIMBAHWE UHCTPYMEHTOM, ECN
06pasyoLWwuinca cCKoOB6OYHbIN WOB 6yAeT HATAHYT.

* ECnv TKaHb CANLWIKOM LUMPOKA AW TOMLLMHA CAWLLKOM 60/bLUas A4S CBOBOAHOr0 pasme-
LeHns Mexay OpaHLua.My, 3TO MOXET YKa3blBaTb Ha TO, YTO B3ATO C/AIMLLUKOM MHOTFO TKaHU
AN paccevyeHns npu Of4HOKPaTHOM NpoLwmBaHumW. MonbiTKa NPUAOXKEHUS K pblyary ycunus
AN 3aBEPLUEHUA CMbIKaHWA 6paHLUueli Npy HaAIMYMKN U3SIMLLKOB TKaHU AN U3ULLHER TON-
LUMHBI TKAHW MOXET NPUBECTU K HAPYLUEHUIO LLeNOCTHOCTU IMHUMN CKOO C BO3MOXHOW He-
repMeTUYHOCTbLIO UM Pa3pbiBOM LIBA. KpoOMe TOro, 3T0 MOXET MPUBECTM K NOBPEXAEHMIO
Wn NONOMKE UHCTPYMeHTa. MoXeT oKasaTbCa LienecoobpasHbiM 3aBepLUNThb pacceyveHune
MyTEM HECKONbKMX NPOLUMBAHWIA.

* ECAn CNOXHO COMKHYTb TKaHb B OpaHLUa.X MHCTPYMEHTA, 3TO MOXET YKa3blBaTb Ha TO.
4TO B3STO C/IMLIKOM MHOFO TKaHW ANs paccevyeHus nNpu OfHOKpPaTHOM npowumsaHuu. [o-
NbITKa NPUIOXKEHUS K pbluary yeunms 45 3aBeplleHns CMblKaHWs 6paHLUeid npyu Haamuum
M3INLLKOB TKAHW VW U3MINLLIHEN TOLLMHbI TKAHN MOXET NPUBECTU K HApYLLEHWIO LIeNoCT-
HOCTW JIMHWMN CKO6 C BO3MOXHOI HErepMETUYHOCTbLIO UM pPa3pbiBOM LwBa. Kpome Toro, ato
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Do not remove the yellow washer as it is critical to the structural integrity of
the reload. Removing the washer may result in malformed staples, incomplete
cut line, bleeding, and leakage from the staple line.
 After removing the staple retainer, examine the surface of the new reload. The
reload mu.st be replaced with another reload if any colored drivers are visible. If
colored drivers are visible, the reload may not contain staples. Attempting to
close the device when the colored drivers are visible will initiate the lockout fea-
ture and prevent closure.

» Make sure tissue to be stapled is properly positioned in the jaws before stapling.
Bunching, stretching, or uneven loading of tissue could result in leakage, lack of
hemostasis, or disruption of staple line.
« Ensure that unintentional tissue is not cut.
* Care should be taken not to fire this instrument when the resulting staple line
will be in tension.
* Tissue that is too wide or thick to fit comfortably in the jaw aperture may indi-
cate there is too much tissue to transect in a single firing. Attempting to force the
trigger to complete the closing stroke with too much tissue or thickened tissue
may result in poor staple line integrity with possible leakage or disruption. In
addition, instrument damage or failure may result. It may be appropriate to com-
plete the transection with more than one firing.
« Tissue that is difficult to close in the jaws of the device may indicate there is
too much tissue to transect in a single firing. Attempting to force the trigger to
complete the closing stroke with too much tissue or thickened tissue may result
in poor staple line integrity with possible leakage or disruption. In addition, in-
strument damage or failure may result. It may be appropriate to complete the
transection with more than one firing.
» Before firing, verify that the intended tissue is in the closed jaws of the instru-
ment. Ifthe pin is not properly positioned, staples may not form properly, which
may result in leakage or disruption of the staple line.
* When positioning the stapler on the appiication site, ensure no hard objects such
as clips, stents, or guide wires are within the instrument jaws. Firing over an ob-
struction may result in incomplete cutting action and/or improperly formed sta-
les.
E)The firing stroke must be completed. Do not partially fire the instrument. In-
complete firing can result in malfoimed staples, incomplete cut line, bleeding,
and leakage from the staple line, and/or difficulty removing the device.
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MOXET NPUBECTM K NOBPEXAEHMIO MMM NOSIOMKE MHCTPYMEeHTa. MOXeT 0Ka3aTbCcs Lieneco-
06pasHbIM 3aBEPLUNTL pacceyeHne NyTeM HECKObKMX NPOLLMBaHWIA.

» [lo npowmBaHnsa y6eanTecb B TOM. YTO HY>XKHbIA YYaCTOK TKaHW HaxO4UTCSH MeXay Co-
MKHYTbIMW 6OpaHLlamu WHCTpyMeHTa. Ecnu orpaHnumTens pacnonoXeH HenpasWibHO,
CKOObl MOTYT NPUHATL HENPaBW/bHYIO HOPMY, YTO MOXET MPUBECTU K HEFePMETUYHOCTU
WY paspbIBY LLBA.

* Mpy ycTaHOBKE CLUMBAIOLLEr0 annapaTa B MecTe BMeLLaTenbCTBa y6eanTech B TOM, YTO
MeXay GpaHLLIaMy MHCTPYMEHTa HET HUKaKMX NPensiTCTBUMA, TaKUX Kak 3aXWMbl, CTEHTHI,
MPOBOAHUKHM. poLIMBaHMe Yepe3 NPensTCTBUA MOXET MPUBECTM K HEMOHOMY pacceye-
HUIO WA HENPaBWIBHOMY HAaNOXEeHWIO CKOO.

e LInkn npownBaHus [JO/MKEH BbiTh 3aBepLUeH. He BbINOMHAWTE YaCTMYHOE MPOLUMBaHMWe
WHCTPYMEHTOM. He3aBepLUeHHbI LKA NPOLIMBaHMS MOXET NPUBECTW K Aethopmauum
CK0G6, HeMoMHOW NMHUM paccevyeHns, KPOBOTEUEHMNIO, HEFrePMETUYHOCTM CKOBOYHOrO LWBa
n/vnn 3aTpPyAHEHUIO NpY YAaNeHUN NHCTPYMEHTA.

» OCMOTpUTE CKOBOYHBINA LWIOB, YTOObI YOEAUTLCS B OCTAHOBKE KPOBOTEYEHMS W NPaBU/b-
HOM HanoXeHuu ckob. Ecnm ocTaHOBKa KPOBOTEUEHWS He NPOUCXOAMT, ero cnefyert ocTa-
HOBWTb HafNeXalluMn MeToAamm.

* He 6epuTecs 3a pbluar npowmsaHus (Mnnoctpaums 1-8) 4O TOr0, Kak UHCTPYMEHT ByfeT
3anylueH. 3T0 MOXET MpMBECTU K fedhopMaLMm cKob, HEMONHON MHWUKU pacceyeHus, Kpo-
BOTEYEHMIO N HETEPMETUUYHOCTU IMHUN CLUMBAHWUS.

 Ecnv orpaHnumnTens HenpefHaMepeHHO NPOKaNbIBAET HEXeNnaTebHbIi y4acTOK TKaHW BO
BPEMS CMbIKaHWS, 3T0 MOXET NPUBECTU K HEFePMETUYHOCTW WX TpaB.Me B MecTe MpoKa-
NblBaHMA. O693aTeNbHO aKKypaTHO MepeMecTUTe TKaHb B COOTBETCTBYHOLLYH 06/1aCTb.

* He 6epunTechk 3a pblyar npoLwwyBaHus 0 TOr0, KaK MHCTPYMEHT Oy eT 3anyLLeH, 3T0 MOXeT
MHULMUPOBATb (hYHKLMIO GIOKMPOBKM; B 3TOM C/lyyae YCTPOICTBO Heo6X0AMMO 0CBOGO-
OUTb OT TKaHW. IHCTPYMEHT .MOXET ObITb YAaCTMYHO 3anyLLEeH U A0MKEH BbITb Nepe3apsXKeH
nepes MCMoib30BaHNEM Ha TKaHW.

* MonbITKa MPUAOXKEHUA K pblYar>' ycunns ans 3aBeplleHns CMblKaHUs 6paHLLIei npyu Hanu-
UMM U3NLLKOB TKaHW WAN U3NWULLIHEN TONWMUHBI TKAHW MOXET NPUBECTY K HAapyLUEHWIO Le-
NOCTHOCTW JIMHUM CKOG C BO3MOXHOW HerepMeTUYHOCTHIO MM paspbiBoM LiBa. Kpome
TOr0, 370 .MOXET NPUBECTU K NOBPEXAEHWNIO UM MONOMKE WHCTPYMEHTA.

» AnnapaTt Xupypruyeckuii cluMBatoLLe-pexyLwnii n3orHyTbii Echelon Contour nmeet
(PYHKUMIO, KOTOpas NpefoTBpaLLaeT CMblKaHWe, eciv B MHCTPYMEHTe BCTaBfieHa MCMOSb-
30BaHHas KacceTa, CMEHHas KacceTa OTCYTCTBYeT UM HenpasW/bHO BCTaBneHa. Vcnonb-
30BaHHas WKW HeNpaBW/bHO BCTaBNEHHAA KacceTa fO/MKHa ObITb 3aMeHeHa HOBOI CMEeHHO
KacceTol WM, eciM CMeHHas KacceTa OTCYTCTBOBa/a, B MHCTPYMEHT ClefyeT BCTaBUTb
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« E.xaraine the staple line for hemosta.sis and proper staple formation. I1f hemosta-
sis is not present, appropriate techniques should be used to achieve hemostasis.

» Do not grasp the firing trigger (lllustration 1-8) before the instrument is to be
fired. Doing so may result in malformed staples, incomplete cut line, bleeding,
and leakage from the staple line.

« If the retaining pin inadvertently pierces an unintended area of tissue during
closure, this may result in a leak or trauma at the site of piercing. Be sure to
carefully reposition the tissue into the appropriate area.

» Do not grasp the firing trigger before the instrument is to be fired. Doing so
could initiate the lockout feature. In this case the device will need to be released
from the tissue. The instrument may be partially fired and will need to be reloaded
before using on tissue.

« Attempting to force the trigger to complete the closing stroke with too much
tissue or thickened tissue may result in poor staple line integrity with possible
leakage or disruption. In addition, instrument damage or failure may result.

» The Echelon Contour Curved Cutter is designed with a feature which prevents
closure if a used reload, no reload, or an incorrectly inserted reload is in the in-
strument. The used or misloaded reload should then be replaced with a new reload
or, if no reload was present, a reload should be loaded in the instrument. After
following the above steps, any device which does not close either partially or
completely should not be used.

* Failure to properly clean the instrument prior to reloading could damage the
instrument and compromise cut line and staple fonnalion of subsequent firings.
» When using other technologies in the procedure, observe the precautions sug-
gested by the original equipment manufacturer to avoid the hazards associated
with their use.

« Do not use the Echelon Contour Curved Cutter or Reloads after the expiration
date or if the package is damaged. This may render the equipment inoperable or
non-sterile.

« Dispose of all opened instruments whether used or unused. This device is pack-
aged and sterilized for single use only.

» Reuse and improper reprocessing or resterilization may compromise the struc-
tural integrity of the device and/or lead to device failure that in turn may result in
patient injury, illness, or death.

» Reuse and improper reprocessing or resterilization of single-use devices may
create a risk of contamination and/or cause infection or cross-infection, including.
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KacceTy. Mocne BbINOMHEHWS BbllleyKa3aHHbIX LLAroB He CrefyeT UCMOMb30BaTb YCTPOii-
CTBO. KOTOPOE He 3aKPbIBAETCA YaCTUUYHO WM MOAHOCTLIO.

« HenpaBuibHas 04nCTKa MHCTPYMEHTa nepef nepe3apsfKoi MOXET NpPMBECTM K NOBpe-
XAEHUIO MHCTPYMEHTA, a TaKXKe K HAapYLLEHWUIO IMHUWN pacCeYeHnst 1 HanoXeHns CKob npu
nocnefytoLWwem CLUMBAHUN.

* [pn NCNONb30BaHMM APYTUX TEXHONOTNIA B NpoLiefype cobntofariTe Mepbl NpeaocTopoX-
HOCTK, NPeASIOXKeHHbIe NMPON3BOANTENEM OPUTUHANBHOTO 060PYA0BaHNS, YTOObLI U36eXaTb
0MacHOCTEl, CBSA3aHHbIX C UX UCMOMb30BAHUEM.

e He ucnonb3yiiTe annapat XMpypruvyeckuii CluMBaroLLe-peXxyLumnii n3orHyToii Echelon
Contour 1 CMeHHble KacCeTbl MOC/e UCTEYEHMS CPOKA FOAHOCTM UW €C/IM YNaKOBKa MoBpe-
XAeHa. ATO MOXET cfenaTb 060pyAoBaHMe HepaboTOCMOCOOHLIM AWM HECTEPUILHBIM.

o YTUAN3NpPYIiTe BCE OTKPbITbIE MHCTPYMEHTbI, UCMOMb30BaHHbIE UM HE UCMO/Mb30BaHHbIE.
3T0 yCTPOCTBO YNaKoBaHO ¥ CTEPUIN30BAHO TO/IbKO A1 OfHOPA30BOr0 MCMO/Mb30BaHMS.
« [OBTOPHOE MCMOMb30BaHME W HeHaAnexalan 06paboTka MM NOBTOPHas CTepUAn3aLmus
MOTyT HapywWuTb CTPYKTYPHYIK LENOCTHOCTb YCTPOACTBA W/MAWM MPUBECTM K BbLXOZY
YCTPOIACTBA U3 CTPOS, UTO. B CBOK O4epeb, MOXET MPUBECTM K TPaBMe MNauueHTa, 3abone-
BaHWIO UM CMEPTW.

« MOBTOPHOE MCMOMb30BaHME W HeHaAnexXallas 06paboTka UM MOBTOPHas CTEPMAM3aLUS
0/IHOPA30BbIX YCTPONCTB My 17T co3aaBaTb PUCK 3arpsisHEHNS U/UAK BbI3biBaTb MHPEKLMIO
UM NepekpecTHyr0 MHGeKY MO, BKOYas, HO He OTrpaHNYMBasACL 3TUM, nepeaady UHMEK-
LMOHHbIX 3a60/1eBaHMI. 3arpsisHeHNe MOXET MPUBECTW K TpaBMe, 60/1E3HM UAN CMEPTW.

o 1N MHCTPYMEHTOB WM YCTPOWCTB, KOTOPble BCTYMalOT B KOHTAKT C GMONOTUYECKMMU
XUAKOCTAMM, MOXET NoTpeboBaThbCs creLnanbHas yTunamsaumna ana npegoTepaeHms 6mo-
NOTNYECKOro 3arpssHeHns. Y Tunamsauns Bcex MeANLUHCKUX MHCTPYMEHTOB U MPUHAA/IEX-
HOCTei A0/MKHA MPOM3BOAUTLCA B COOTBETCTBMM C MECTHbIMM TpeboBaHUAMMW W MpaBu-
namu.

 Ec/im cMeHHas KacceTa 3aiMKCUpoBaHa HenpaBw/bHO, NPY MOMbITKE 3aKPbITb YCTPONCTBO
cpaboTaeT 6/10KMpaTOp, KOTOPbIA 6yAeT NPensaTCTBOBATL 3aKPbITHIO.

e YTUAnU3NpyiiTe NCNOMb30BaHHblE NPEAMETHI, COAEPXKALLMe HOXM WK Ne3BUS, B KOHTENA-
Hepbl AN OCTPbLIX NPeAMETOB.

MHpopmaymsa o 6ezonacHocTn npu MPT

HeknnHnYeckne ncnbiTaHUSA NPOLEMOHCTPUPOBAIN, YTO CKOObI, U3rOTOBNEHHbIE H3 TUTA-
Hosoro cnnaea ('T13A12.5V). asnatoTcs MP-coBMeCTUMbIMU. TMaLMeHTy ¢ UMMNIaHTUPOBAH-
HbIMW CKOH6aMM MOXXHO 6€30MacHO BbIMOHATL CKaHWpoBaHue B MP-cucTeme, 0TBevaloLLei
YCNOBUAM, MePeUYNCNEHHbIM Janee.
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but not limited to, the transmission of infectious diseases. Contamination may
lead to injury, illness, or death.

« Instruments or devices u'hich come into contact with bodily fluids may require
special disposal handling to prevent biological contamination. Disposal of all
medical device instruments and accessories should be performed according to
local requirements and regulations.

* Attempting to close the device with an improperly seated reload will initiate the
lockout feature and prevent closure.

« Discard used items containing knives or blades in “sharps” containers.

MRI Safety Information
Non-clinical testing has demonstrated the staples made of titanium (Ti3A12.5V)
alloy are MR Conditional. A patient with the implanted staples can be safely-
scanned in an MR system meeting the following conditions;

* Static magnetic field of 1.5 Tand 3.0 T
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* [MocTosHHOe MarHuTHoe none 1,5 Th 1 3,0 Tn *Maximum spatial field gradient of 3,000 gauss/cm (30 T/m)

* MaKcuMarnbHbIl NPOCTPaHCTBEHHbIN rpagneHT nons 3000 Fc/cm (30 Tn/m) « Maximum MR system reported, whole body averaged specific absorption rate
* MakcuManbHO 3asBNeHHbIA A1 cuctembl MP cpefiHUi yaenbHbIA KoadhhuumneHT norno- (SAR) of 2 W/kg (Normal Operating Mode) Under the scan conditions defined
weHuns (SAR) ana Bcero Tena 2 BT/Kr (WUTaTHbIA peXXuM paboTbl). above, the staples are expected to produce a maximum temperature rise of less

O>kungaercs, 4To Npu YCNOBUAX CKAaHMPOBaHWA, NMPUBEAEHHbIX Bbille, CKOBbI ByAyT Bbi3bl- than 2° C after 15 minutes of continuous scanning.

BaTb MaKCMManbHoe NoBbILLeHMe TemnepaTypbl MeHee YeM Ha 2 °C nocne 15 MUHYT Henpe-  In non-clinical testing, the image artifact caused by the device e.xtends approxi-
PbIBHOrO CKaHMPOBaHUSA. mately 4 mm from the staple line when imaged with a gradient echo pulse se-
B HeKNMMHMYECKUX UCMbITaHMAX apTedakT n306paxeHus, Bbi3BaHHbIV YCTPOMCTBOM, Npo- quence and a 3.0 T MRI system.

XO4MT NpUBAN3PTTENLHO HA 4 MM OT IMHWUM CLUMBaHUA NPU CbEMKE U300paXKeHNs ¢ Hocre-

[0BaTeNbHOCTLIO UMMYNLCOB FPagneHT-3xo u cuctemoin MPT 3.0 Th.
TEXHUYECKUWE XAPAKTEPUCTUKW / SPECIFICATIONS

[Jonyck coctasnset+ 10 %, ecnn npumMeHMMO U He ykasaHo uHoe / Tolerance + 10 %. ifapplicable and unless otherwise specified

XapakTepuctuka / Characteristic 3HaueHune napameTpa / Parameter value
GCs40B GCs40G
CwmeHHas kacceTta / Reload Code GCR40B (s HopmanbHbiX  GCR40G (ans NNOTHbIX TKaHel /
TKaHei / regular) thick)
LiBeT cmeHHo KacceTbl / Reload Color CuHss / Blue 3eneHas / Green
MabapuTHble pasmepbl KacceTbl, MM / Reload overall dimensions, mm BbicoTa KacceTbl (h) / Height (h): 61,72 £ 5 %
/ OnuHa kacceTsl (1) / Length (1): 74.68 £ 5 %

Macca kacceTbl, I/ Reload mass, g 18.57 28.31
Yucno ckob / Number of staples 46
KonunyectBo psgos ckobovHoro wea / Staple rows
BblcoTa 3aKkpbITOli CKo6bl, MM / Closed Staple Height, mm 15 2,0
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Annua noxku oTKpEITO#H ckobhi, MM / Open Staple Height, mm

T

[y
i !
i H

L]

4,7

Anusa cno&u (no ocHoBaKuIo), MM / Staple Leaght (base), mm

3,05
+ 0,076
-0,13

Auamerp cxobii, Mm / Staple Wire Diameter, mm

o 't-'-‘.:»—;.‘,i

g
i

4

0.2

0.2

Macca cxobs, r / Staple mass, g

0,00125

0.00199

®opma cxobr nocne 3akpeniering / Configuration of staple after fixation

3D-popma/ 3D-Form

HAanua ansauu paipesa, mm / Cut Line Length, mm
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YCNOBUNA TPAHCIMOPTUPOBKW n XPAHEHNA TRANSPORT AND STORAGE

YcnoBus TpaHCNOPTUPOBKN: Transportation conditions:
HanmeHoBaHue Jdnana3oH Designation Range
Temnepatypa He 6onee + 60°C femperature Maximum + 60°C
OTHOCKTENbHAA BNaXHOCTb MeHee 60 % Relative humidity Less than 60 %
ATMOC(epHOe fiaBneHue HeT cneyndmnyeckux ycnosuii Barometric pressure No specific conditions
YCcnoBusi XpaHeHus: Storage conditions:
HanmeHoBaHue [dnana3oH Designation  Range
TemnepaTypa He 6onee + 25 °C Temperature Maximum+ 25°C
OTHocuTenbHas  MeHee 60 % Relative ~ hu-Less than 60 %
BNIXKHOCTb midity
ATmocepHoe HeT cneunguyeckmx ycnosui Barometric No specific conditions
[aBneHve pressure
XpaHUTb B CyXOM MeCTe. Keep Dry.
XpaHuUTb BAann 0T UICTOYHUKOB Tensa. Keep Away from Heat.
YCNOBUNA SKCNNYATALUNN OPERATING ENVIRONMENT CONDITIONS
XUpYpruyeckuii ctauuoHap, aMoynaTopHbIA XUPYPruyecKnii LeHTp. Hospital, outpatient surgical center.
Ycnosus aKcyataumm Operation conditions
BnaxHocTb OT 20 % fo 60 % Humidity 20 % to 60 %
Temnepartypa 0T 20 o 24 °C Temperature 20 to 24 °C
ATmocepHoe paBne- Hert cneyungunyeckmnx Barometric pressure No specific conditions
Hue YCOBUA
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He wcnonb3yiiTe annapat XMPYPru4eckmii CLUHBaOLLE-peXYL Ml 130rHyThIA Echelon
Contour 1 CMeHHble KacceTbl MOC/e UCTEUEHMS CPOKa FOAHOCTU MU eC/IM YaKOBKa NoBpe-
XAeHa.

®OPMA MOCTABKWN

AnnapaT XMpypruyeckuin clumsarowe-pexxyuimii n3orHyToii Echelon Contour noctasns-
eTCA CTEPU/IbHBIM 41 UCMONb30BaHWA y OAHOMO NauueHTa. Mocne NpUMeHeHUsa yTUAn3u-
poBaTb B OTXOfbl.

ToproBas efuHULA COAEPXKUT 3 YNAKOBKN WU3AENUS C WHCTPYKLUMEN MO NPUMEHEHUIO B
YNaKoBKEe.

lasMNNEKTHOCTSDb

AnnapaTt XMpypruyeckuii climnsarLwe-pexywmnii n3ornyTtolii Echelon Contour co
CMEHHOW KacceToW, B BapuaHTax MCMNOSHEHUS:

I. AnnapaTt XMpypruyeckunini clunBat L e-pexyLnin n3orHyTelin Echelon Contonr co
CMEHHOI KacceTol AN HOPMaNbHbIX TKaHe, B COCTaBe:

1. Annapat XUMpypruyeckuMin climBaroLle-pexyLmnii n3orHyTeiin Echelon Contour
ANS HOPManbHbIX TKaHel - 3 wT./yn.;

2. CMeHHasa KacceTa co ckobamu gna HopManbHbIX TKaHe (46 ckob B KacceTe) - 3
wT./yn.;

3. VIHCTpyKUMA No NnpuMeHeHuto - 1 wrt./yn.

[l. AnnapaT XMpypruyeckuii clumBatoLe-pexyLmnii nu3orHyTeiid Echelon Contour co
CMEHHOW KacceTol 419 NNOTHbLIX TKaHel, B cocTaBe:

1. AnnapaT XWpPYpPruyeckuii clmBarowWwe-pexywmuii n3orHytelidi Echelon Contour
4NS NNOTHbIX TKaHen - 3 wTt./yn.;

2. CMeHHas KacceTa CO cCkob6amu and NNOTHbIX TKaHel (46 ckob6 B kaccete) - 3
wr./yn.:

3. IHCTpyKUMA No npuMeHeHuo - 1 wTt./yn.
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Do not use the Echelon Contour Curved Cutter and Reloads after the expiration
date or if the package is damaged.

HOW SUPPLIED

The Echelon Contour Curved Cutter with Reload is supplied sterile for single-
patient use. Discard after use.
Sales unit contains 3 primary packaging in one box with instruction for use.

COMPLETENESS
The Echelon Contour Curved Cutter Stapler with reload, variations;

I. The Echelon Contour Curved Cutter Stapler with reload, standard, consisting
of:

1 The Echelon Contour Curved Cutter Stapler, standard - 3 pcs/pkg;

2. The Echelon Contour Curved Cutter Reload, standard (46 staples per cassette)
- 3 pcs/pkg;

3. Instruction foru-se- 1pcs/pkg.

11 The Echelon Contour Curved Cutter Stapler with reload, thick, consisting of:
1 The Echelon Contour Curved Cutter Stapler, thick - 3 pcs/pkg;

2. The Echelon Contour Curved Cutter Reload, thick (46 staples per cassette) —
3 pes/pkag;

3. Instruction for use - 1pcs/pkg.
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CTEPMAN3ALNA
MeTog cTepunusalmy ramma-usnyyveHue.

CPOKropgHoctu, CPOK CNYXbbI
Cnok rogHoctn 3 rofa. MapaHTUIAHbIA CPOK XpaHEHWS U3aeNns paBeH CPOKY FOAHOCTM.
YTUNN3ALUNSA

N3genns, n.MeBlIMe KOHTAKT C KPOBbI W/MAWM APYTMMMN GUONOTMYECKUMU KNOKO-
CTAMMW, OTHOCUTCS K Knaccy b knaccudukauymm MeauumPICKMX 0TX0A0B, U nognexar
YyTUAU3AUUM W/WAK YHUUTOXEHUIO COTNACHO NMPUMEHSEMbIM HaLMOHANbHbIM 3aKO0-
HOZaTeNlbHbIM HOpPMaMm.

Hencnonb3oBaHHble U3Aennsa (He MMeBLIME KOHTAKTA C KPOBbIO M/MAW ¢ GUONOTN-
UECKUMU XUAKOCTAMM), B T.4. C UCTEKLLIMM CPOKOM FOHOCTMW, OTHOCATCA K K/accy
A KnacCcupukauuy MeguuUUHCKIUX 0TX0/A0B, MognexaT yTuansaunm u/unm yHn4To-
YKEHWI0 COrNacHO MPUMEHAEMbIM HalMOHANbHLIM 3aKOHO4aTebHbIM HOPMaM.

MEPEYEHb MATEPUMANIOB XWBOTHOIFO W (UWNW) YENOBEYECKOTIO
MPONCXOXAEHWNA
He npumMeHumo.

MH®POPMALWMA O NEKAPCTBEHHbBIX MPEMNAPATAX N (MNN) PAPMALIEB-
TUWYHECKNX CYBCTAHUNAX BCOCTABE MU

Ve npumeHumo.

TPEBOBAHUA KTEXHUWYECKOMY OBCNYXMUBAHNIO NPEMOHTY MU
He npvmeHumo.

MH®POPMALNMNA O MPOLLECCE MNMPOEKTWPOBAHWA, PABPABOTKE N BA-
nmpAunn NPOrPAMMHOTIO OBECNEYEHWA, NCMNONB3YEMOIO B MU

He npumeHumo.
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STERILIZATION METHOD
Sterilization is made by gamma irradiation.

SHELF LIFE, USE BY DATE
Shelf life 3 years. The warranty of the product is equal to the shelf life.
DISPOSAL

Products corning into contact with blood and/or biological fluids are class
B medical devices under medical wastes classification and may be
recycled and / or disposed in accordance with applicable national
regulations.

Unused products (not having contact with blood and/or biological fluids),
including those with expired shelf life, belong to class A medical devices
under medical waste classification and may be recycled and/or disposed in
accordance with applicable national regulations.

LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN

Not applicable.

INFORMATION ABOUT MEDICINES AND (OR) PHARMACEUTICAL
SUBSTANCES INCLUDED IN MD

Non-applicable.

REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR OF MD
Not applicable.

INFORMATION ABOUT DESIGNING, ENGINEERING, AND VALI-
DATION OF SOFTWARE USED IN MD

Not applicable.
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MEPEYEHb TNMPUMEHAEMbBIX MNMPOU3BOANTENEM (N3rOTOBUTEJIEM)
MEOVNUMNHCKOIO N3AENNA HAUMOHAJIbHBIX CTAHOAPTOB

CTAHOAPTbI

EN 1SO 13485

ENISO 14971

EN ISO [5223-1

EN 1041

ENISO 20417

EN ISO 16061

EN ISO 14630

EN 62570

EN 62366

ENISO 10993-1

OMNMMCAHVE

M3genna menHunHckue. Cu-
CTeMbl MEHe)KMeHTa KayecTBa.
TpeboBaHNA K PerynnpoBaHuio.
N3penna meguumHckme. MNpume-
HeHVe MeHePKMEHTA pPUCKa K Me-
LVUUHCKUM M34eNnam

3penna megnumHckme. Cum-
BOJIbl, MPUMEHAEMbIE NPU MapKK-
pOBaHUN Ha MefULNHCKNX n3je-
NINAX. 3TUKETKAxX U B COMPOBOAM-

TeNbHO fOKyMeHTaumm. Yactb 1

O6wue TpeboBaHUA

W3penuna meguumHckume. NHpop-
mauus. npegocrasnsgemas U3ro-
TOBUTENIEM

W3nenna meguuuHckue. NHpop-
mauus, nocTas/semas U3ro3xssu-
Tenem

VIHCTPYMEHTBI, UCNOMb3yemble
COBMECTHO C HEaKTUBHbLIMU XU-
pypruyeckMmMmn umnnaHTaTamm.
HeaKrneHble Xnpypruyeckme
MMMAaHTaThI

OOLwenpuHaTas nNpakTuka ans
MapKUPOBKN MeULIMHCKNX
YCTPOWCTB U APYrUX MyHKTOB
AN 6e3o0nacHoOCTW B cpefde mar-
HWTHOrO pe3oHaHca
MegununHckue ycTpolicTtsa -IMpu-
MeHeHMe pa3paboTky yaobeTBa
MoJib30BaHNA K MEANLIMHCKN.M
yCTpoicTBam

Buonornyeckas oueHka meau-
LMHCKMX YC TPOMCTB - YacTb L
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LIST OF NATIONAL STANDARDS APPLIED BY THE MANU
FACTURER OF A MEDICAL DEVICE

STANDARDS

ENISO 13485

EN 1SO 14971

ENISO 15223-1

EN 1041

EN 1SO 20417

EN 1SO 16061

EN ISO 14630

EN 62570

EN 62366

EN I1SO 10993-1

EN ISO 10993-2

DEISCRIPTION

Medical devices - Quality man-
agement systems - Requirements
for regulatory' purposes

Medical devices - Application of
risk management to medical de-
vices

Medical devices - Symbols to be
used with medical device labels,
labeling and information to be
supplied -Part 1; General require-
ments

Information provided with medi-
cal devices

Medical devices Information to
be supplied by the manufacturer

Instrumentation for use in associ-
ation with non-active surgical im-
plants - General requirements
Non-active surgical implants m
General requirements

Standard practice for marking
medical devices and other items
for safety in the magnetic reso-
nance environment

Medical Devices- Application of
usability engineering to medical
devices

Biological evaluation of medical
devices -Part 1; Evaluation and
testing within a risk management
process

Biological evaluation of medical
devices - Part 2; Animal welfare
requirements
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EN ISO

EN ISO

EN ISO

ENISO

ENISO

ENISO

EN I1SO

EN I1SO

EN ISO

10993-2

10993-3

10993-5

10993-6

10993-10

10993-11

10993-12

10993-17

10993-18

OUEHKa W UCMbITaHMA B paMKax
npoLiecca MeHePKMeHTa pucka
OueHka 6muonornyeckas mefu-
LMHCKUX HAenmii. YacTs 2.
Tpe6oBaHWs K 3aLUTe XXUBOTHBIX
buonorvnyeckas oLeHka mefm-
LUUHCKUX n3gennii. Yactb 3. Uc-
MbITAHUA Ha TEHOTOKCMYHOCTb,
KaHLIePOreHHOCTb U penpoayK-
TUBHYIO TOKCUYHOCTb
Buonornyeckas oLeHka meau-
LMHCKMX n3genmii. Yacts 5. Uc-
MbITAHNA Ha LUTOTOKCUYHOCTL in
vitro

Buonorvnyeckas oueHka mefu-
LIMHCKUX YCTPOMCTB - YacTb 6:
TecTbl ANS NOKaNbHbIX 3P(EKTOB
nocne UMNNaHTaLmm

OueHka 6uonoruyeckas megm-
LUMHCKNX n3genun. Yacto 10.
Mpo6bl Ha pas3gpaxeHue u annep-
TMYECKYI0 PeakLnio KOXu
M3genua meanumHckne. OLeHka
610N0rnyYecKoro fecTens.
Yactb 11. ViccnepoBaHua
06LEeTOKCUYECKOrO AeincTBuA
OueHka 6uonormnyeckas megm-
LIMHCKMX YC3poiicTB. YacTb 12.
MoaroToBka 06pa3L0B W 3TaNOH-
HbIX MaTepuanos

N3genua megnumnHckme. OueHKa
6MONOrNYECKOro AeNCcTBMA Meaun-
UMHCKMX n3genuid. Yacts 17.
YcTaHOoBNeHWe NOpPOroBbIX 3Ha-
UeHWiA ANs BbIMbIBaEMbIX Be-
LLIECTBTEXHMYCE

OueHka buonornyeckas megu-
LMHCKMX n3gennin. Yacts 18.
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EN ISO 10993-3

ENISO 10993-5

EN 1SO 10993-6

EN 1SO 10993-10

ENISO 10993-11

EN 1SO 10993-12

EN I1SO 10993-17

EN 1SO 10993-18

ENISO 10993-23

EN 556-1

EN I1SO 11737-1

Biological evaluation of medical
devices -Part 3; Tests for geno-
toxicity, carcinogenicity and re-
productive toxicity

Biological evaluation of medical
devices - Part 5; Tests for in vitro
cytotoxicity

Biological evaluation of medical
devices - Part 6; Tests for local
effects after implantation
Biological evaluation of medical
devices -Part 10; Tests for irrita-
tion and skin sensitization
Biological evaluation of medical
devices - Part 11: Tests for sys-
temic toxicity

Biological evaluation of medical
devices -Pail 12; Sample prepara-
tion and reference materials
Biological evaluation of medical
devices - Part 17; Establishment
of allowable limits for teachable
substances

Biological evaluation of medical
devices -Part 18: Chemical chai-
acterization of materials
Biological evaluation of medical
devices — Part 23; Tests for irri-
tation

Sterilization of medical devices -
Requirements for medical devices
to be designated "STERILE" -
Part 1. Requirements for termi-
nally sterilized medical devices
Sterilization of health care prod-
ucts - Microbiological methods -
Part I: Determination of a popu-
lation of microorganisms on
products
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EN ISO 10993-23

EN 556-I

ENJSO 11737-1

EN ISO 11737-2

EN I1SO 11137-1

EN ISO 11137-2

EN ISO 11607-1

OnpeaeneHne XMMNYECKNX
XapaKTepuCcTUK MaTepumanos
OueHKa 61onornyeckoro ae-
CTBUSA MEAULIMHCKNX U3LEeNNiA.
YacTb 23. VcnbiTaHua Ha cno-
COBHOCTb BbI3bIBaTb pasjpaxe-
Hune

Crepunnsauus MefuLMHCKNX N3-
naenvii. TpeboBaHWA K MeAULH-
CKUM U3fennamM Kateropum “cre-
punbHble”. YacTb 1. TpeboBaHus
K MEAVLMHCKAM W3AENnsm,
nognexawmm QUHMULLHON
cTepunmnsaumm

CTepunusayms MeanLMHCKNX
ycTpoiicTB - Mukpobuonoruye-
CKMX MeTogoB - YacTb 1. Onpe-
[leNleHne HaceNeHns MUKpoopra-
HM3MOB Ha NPOAYKTax
CTrepunnsauymsa MegnuuHCKNX
YCTPONCTB - MuKpobuonornye-
CKMX MeTof0B - YacTb 2: AHa-
NN3bI CTEPUIBHOCTW BbIMO/HSA-
l0TCA B ONpejesieHnn, NpoBepke
1 06CNyXXnBaHUKM npoliecca cTe-
punmnsauum

CTepunusaums n3gennin megm-
LIMHCKOro HasHayeHus - Pagua-
ums - YacTb 1. TpeboBaHus ans
pas3BuTUSA, MPOBEPKU U 0BLIYHOTO
KOHTpONs 06e33apaxunBaHns 06-
pabaTtbiBatOT AN MeANLMHCKNX
YCTPOICTB

Crepunusaums ngennii megu-
LIMHCKOr0 Has3HaveHus - Pagua-
umsa - Yactb 2: YcTaHOBNEHMe
[,03bl 06e33apaxnBaHna
YnakoBka Ans MeSULUHCKNX W3-
[ennii. noanexawmx GUHULLIHOWN
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EN ISO 11737-2

EN ISO 11137-1

ENISO 11137-2

EN I1SO 11607-1

EN ISO 11607-2

EN ISO 14644-1

EN 1SO 14644-2

EN ISO 14644-5

Sterilization of medical devices -
Microbiological methods - Pait 2:
Tests of sterility performed in the
definition, validation and mainte-
nance of a sterilization process
Sterilization of health care prod-
ucts - Radiation - Part 1: Require-
ments for development, valida-
tion and routine control of a steri-
lization process for medical de-
vices

Sterilization of health care prod-
ucts - Radiation - Part 2: Estab-
lishing the sterilization dose
Packaging for terminally steri-
lized medical devices - Part 1;
Requirements for materials, ster-
ile ban ier systems and packaging
systems

Packaging for terminally steri-
lized medical devices -Part 2:
Validation requirements for form-
ing. sealing and assembly pro-
cesses

Cleanroonis and associated con-
trolled environments —Part 1:
Classification of air cleanliness
by particle concentration
Cleanrooras and associated con-
trolled environments - Part 2;
Monitoring to provide evidence
ofeleanroom performance related
to air cleanliness by particle con-
centration

Cleanrooms and associated con-
trolled environments - Part 5: Op-
erations
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cTepunusaunu. Yacts 1. Tpebo-

BaHMA K matepuanam, 6apbepHbIM
cucTemMaMm Ansa cTepuansaumm un
YNaKOBOYHbIM CUCTEMAM

EN ISO 11607-2 YnakoBka Ans MeAULMHCKAX 13-
[envin, noanexatinx GUHULLIHOW
cTepunusaunn. Yactob 2.
TpeboBaHMs K Bangauun
npoueccoB hopMMpOBaHUS,
repmeTu3saumnm n cbopku

EN I1SO 14644-1 YucTble MOMELLEHMA U CBSA3aH-
Hble C HUMW KOHTPONUPYEMble
cpeabl. Yactb 1, Knaccudmkaums
YMCTOTbI BO3AYXa MO KOHLEHTpa-
LMK YacTuy,

EN ISO 14644-2 YucTble NOMELLEHUA W CBA3AH-
Hble MUKPOKIMMaThI - YacTtb 2:
KoHTponb ana npeacTaBneHns
CBUAETE/LCTB NPON3BOANTENBHO-
CTW YnclX)ro momeLL,eHNs, CBSA3aH-
HOW C BO3AYLUHOM YNCTOTOW KOH-
LieHTpauueld YyacTuubl

EN ISO 14644-5 YncTble NOMELLEHUA U CBA3AH-
Hble C HUMW KOHTPO/IMPYEMble
cpeabl. Yactb 5. Skcnnyarauusa

cnucok n ONNCAHNE MATEPUNANOB MW / LIST AND DESCRIPTION OF MD MATERIALS

Annapat XMpypruyeckuii cLumMBaroLLe-pexxyLLmin n3orHyToiid Echelon Contour / | he Echelon Contour Curved Cutler Stapler with reload.
Bt KOHTaKTa ¢ naumueH-

MaTtepunan ko.mnoHenTta / Tom/yenosekom / Type of

Component material contact with the patient/per-

$on

KpaTkoBpeMeHHbIl (< 24 yva-
COB) KOHTAKT C C MATKMMM TKa-

HAmMK / Limited - Externally

KomnoHeHT / Component

KHonka Tonkatens (AkTusatop orpa- Monukap6oxat /  Polycar-
HUuUMTens Tkauu) / Push Rod Button bonate

29
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KOXYyX1 NpaBoii v NeBoli pyKosTKK Communicating -- Direct Tissue
(MpaBas yacTb Kopnyca pykosTu, J/le- Tonukap6oHat /  Polycar- Contact (< 24 hours)
Basl yacTb Kopnyca pykosTu) / Right bonate
and Left Handle Shrouds
Koxyx crnyckoBoro kptouka (Pbiuar onukap6oHat [/  Polycar-
npowmsaHus)/ Firing Trigger Shroud bonate

Hanpasnstouwas Tonkarens / Push Rod MonukapboHat /  Polycar-
Guide bonate

3anopHblii anemeHT / Closure Member HeiinoH 6/6 / Nylon 6/6

MnacTnHa pykoaTku-Hapyxwnas, MNna-
CTUHa PYyKOATKN-BHYTpeHHAA, [ycKo-
Bas NiaHka (NpoLLMBaloLWKin cTep-
eHsb) / Handle Plate-Outer, Handle
Plate-Inner, Firing Bar

Hepxasetowan ctanb / Stain-
less steel

Hepxasetowas ctanb / Stain-
Pbivar 6nokuposku / Lockout Lever P H

less steel

MpyxuHa 6nokupoBku / Lockout — Hepxasetowasa cranb / Stain-
Spring less steel

Tornkatenb (CTepxeHb-ToKaTeb) /  Hepxasetowas cTank / Stain-
Push Rod less steel

TonoBKa nje4veBon 3aKnenku (I'Inebl_o c Hepxaselowas ctanb / Stain-
3aknenkamu, ronoeka) / Shoulder Rivet
Head
MneyeBas 3aKnenka cepefuHHas
(Mneyo ¢ 3aknenkamu, CPeaHAN YacTb)
/ Shoulder Rivet Middle

less steel

Hepxasetowas ctans / Stain-
less steel

AntomMuHueBblin cnnas / Alu-
Fonoeka (M3orHyTas ronoeka) / Head

minum Alloy
Cyxas nneHka RA (cmaska cyxas)/ [MonutetpadropatuseH / Pol-
Dry- Film RA (Lubricant) ytetrafluoro-ethylene

30
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CMeHHas KacceTa CO CKoGamm ans HopmanbHbIX TKaHei / Reloads, standard:

Bua KOHTaKTa ¢ NayHCcH-

K Ic ¢ MaTepnan KOMnoHeHTa / Tom/yenosekom / Type of
omnoHeHT / Componen Component material contact with the patient/per-
son

Kpbiwka kapTpugxa / Cartridge Cap

40 Monukap6oHat / Polycarbonate

LLUTndhT naccmeHoi 6paHwn / Washer
Pin
MaccuBHas 6paHLUa - N1acTMKoBas
yacTb (6asoBblii MaTepuan) / Washer
40 (base material)
MaccmBHas 6paHLUa - NiacTUKosas
yacTb (KOHUeHTpaT Kpacutens) /
Washer 40 (color concentrate)

Monunkap6oHat / Polycarbonate

MoNMaTuNeH BbICOKO MNOTHO-
ctu / High density polyethylene

KoHueHTpat yseta / Color Con- KpaTKoBpeMeHHblii (< 24 ua-

centrate COB) KOHTAKT C MAFKMMM TKa-

Hepasetolas cTanb / Stainless HAMH / Limited - Externally
steel Communicating — Direct Tissue
Contaci {< 24 hours)

Hox / Knife 40

OrpaHnunTeNb TKaHW, Hanpasnsto-

L. . : HepxaBetowaa ctanb / Stainless
wasa Hoxa / Retaining Pin, Knife p .

. steel
Guide
MaccuBHas GpaHLia - mMeTannmueckas Hepxasetowas ctans / Stainless
yacTb / Anvil Plate 40 steel

YKnaKoKpUcTaIMyeckuii nonu-

mep / Liquid crystal polymer

YKnakokpucTanimueckuii nonu-

mep / Liquid crystal polymer

TutaHoBbli cnnaB / Titanium JonrocpoyHsiin (>30 cyToK)

LLla6noH / Driver
KapTtpuax cunmnii / Cartridge Blue

Ckobbl / Staple

CKOBbI / Stapl Allov KOHTAKT C MATKUMU TKaHAMM /
KoOb! / Staple Cmaska/ Lubri- Crteapar Hatpus / Sodium stea- Long-Term Implant - Direct
cant rate Tissue Contact {> 30 days)
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CmeHHast KacceTa co CKobaMu ansi NNOoTHbIX TKaHel / Reloads, thick;

Bug KOHTakTa ¢ nanveH-

MaTtepuan komnoHeHTa / Tom/yenosekom / Type of
KomnoHeHT / Component . . .
Component material contact with the patient/per-
son

Kpsbiwka kapTpugxka / Cartridge Cap Monukap6oHat Polycarbonate

LLUTnT naccmeHoli 6paHwmn / Washer
Pin
MaccuBHas bpaHLua - N1acTUKoBas
yacTb (6a3oBbIin maTepuan) / Washer
(base material)

MaccmBHas 6paHLa - NaacTMKOBas KOHLeHTDaT LBeTa / Color Con-
yacTb (KoumeHTpaT Kkpacutens) / HeHTpat KpaTtkoBpemeHHbIi (< 24 ya-

Washer (color concentrate) centrate COB) KOHTaKT C MATKAMMU TKa-
VAMA/ Limited - Externally
Communicating - Direct Tissue
Contact (< 24 hours)

Monukap6oHat / Polycarbonate

MMonnaTuneH BbICOKOW MNOTHO-
ctn / High density polyethylene

Hepxkasetowwasa ctanb / Stainless

Hox / Knife
steel

OrpaHu4nTenb TKaHW, Hanpasnsfo-

Wwasi Hoxa / Retaining Pin. Knife Hepxasetowwas ctanb / Stainless

. steel
Guide
MaccuBHas b6paHLia - MeTannnyeckas Hepxasetowas ctanb / Stainless
yacTtb / Anvil Plate steel

XKL LIKOKPUCTNIMYECK WA MOoMK-

mep / Liquid crystal polymer

YKugkokpuctaninyeckunii nonu-

mep / Liquid crystal polymer

TuTtaHoBbI cnnas / Titanium  [onrocpouHblii {>30 cyToK)

LLla6noH / Driver

KapTpngx 3eneHblii / Cartridge Green

Ckobbl / Sta- Ckobeb / Staple Allov KOHTaKT C MATKMMMN TKaHAMU /
pie . Cteapat Haspusa / Sodium stea- Long-Term Implant - Direct
Cwmaska / Lubricant rate Tissue Contact (> 30 davs)
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BO3MOXHoOCTb N METOAbl MHTEIMPALUMWM C APYT UMW MEAN-

LUNHCKUMW N3OENTNAMN

KacceTbl CMeHHbIe CO CKOGamMM K annaparaM CLUMBAIOLLEe-peXYLUUM, BapuaHTbl UCMOJHe-

HUA;

1. KacceTbl CMeHHble CO cKobamMu K annapaTam clumBarowe-pexyumm Echelon Contour

LNS1 HOPMasbHbIX TKaHe! - 6 WT./yn.

THE POSSIBILITY AND WAYS OF
OTHER MEDICAL DEVICES

INTEGRATING WITH

The Echelon Contour Cuivved Cutter Reloads, variations:

1 The Echelon Contour Curved Cutter Reloads, standard - 6 pcs/pkg

2. riie Echelon Contour Curved Cutter Reloads, thick - 6 pcs/pkg

2. KacceTbl CMeHHble CO CKoBamu K anmapataM cluuBatoLie-pexyLimm Echelon Contour

ANa NMAOTHbIX TKaHein —6 LIJT./yI'I.

MHTEPMNPETALNA CMMBOJTOB / INTERPRETATION OF SYMBOLS
3Ha4eHNA CMMBOJ10B, KOTOPbIe MOTyT 6bITb YKasaHbl Ha MapKnpoBke / Interpretation of symbols that can be used at package:

MapkunpoBka Pacwumpposlea
Kog naptuun
LOT A Tap

Mcnonb3osarth [0

Howmep no katanory

REF

PagunaumoHHaa CcTepu-

STERILE R n3aums

Ob6paTnTech K UHCTPYK-
UMM MO NPU.MEHEHNIO

bepeyb OT Bnaru

He pgonyckaTb BO3feWi-
CTBUS COJTHEYHOTO
cBeTa
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Eng.
Batch code

Use by

Catalogue number

Sterilized usin™
irradiation

Consult
Instructions for Use

Keep dry

Keep away from
heat

or

Keep away from
sunlight
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MapKupoBka COOTBET-
cTBusA TpeboaHusm CE

M3rotoButenb

Konnuectso B yna-
KOBKe
MeanunHckoe nsgenue

EguHaa 6apbepHasa cu-
cTema [ff CTepununsa-
Lm

3anpet uMa MOBTOPHOE
npyMeHeHue

He crtepununsosatb no-
BTOpPHO

MPEOOCTEPEXE-
HUNE:  ®depepanbHblii
3akoH (CLUA) cTporo
pernameHTUpyeT npo-
AaXY AaHHOIO YCTPOWA-
CTBa TOMbKO MO Npeanu-
CaHUI0 Bpaya

He wucnonb3oBatb npu
MOBPEXAEHNN yna-
KOBKM

CE Mark (Con-
formite Eu-
ropeenne) with no-
tified body number
Manufacturer

Packaging unit

Medical Device

Single sterile
barrier system

Do not re-use

Do not resterilize

Caution: Federal
law restricts this de-
vice to sale by or on
the order ofa
licensed healthcare
practitioner.

Do not use if pack-
age is damaged
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OcTopoXHO! Caution

MapaHTUHbIA CPOK XpaHeHWs ~ MPOW3BOAMTENb FapaHTUpPyeT COXpaHeHue cTe-
PUNLHOCTU NPOAYKTa U ero NPUroAHoCTb A4 UCMOMbL30BaHNA M0 HasHaYeHUIo Npu
yCNoBUW NpPaBUIbHON TPaHCMOPTUPOBKN N XPaHEHUS B TeYeHMe CPOKa rofHOCTH,
YyKa3aHHOro Ha 3TUKeTKe u3genusa. MNponssoguTent He HECET OTBETCTBEHHOCTM 3a
no60oi ywepb nam cutyauun, BOSHUKLLNE B pe3y/bTaTe HerpasuibHOTO UCMO0Jb30-
BaHWS, YeN0BeYECKOM OLLUMOKN UM BHELLHUX HenpeaBUAEHHbIM cuTyauuii. Mo Bo-
npocam KayecTBa MpoAyKuMn obpaliaiitecb K yrnoNHOMOYEHHOMY MNpeACTaBUTENHO
NpPon3BOANTENS.

Co06LLEeHNSA 0 Cepbe3HbIX Cy4dasax

[ns naymeHTa / nonb3osartens / TpeTbero nmua B EBponeiickom Coro3e v B CTpaHax
C WAEHTUYHBbIM pexumom pern'nuposaHus (PernameHt EC 2017/745); ecnn BO
BpeMs MCMO/b30BaHWNSA 3TOr0 YCTPOMCTBA WAM B pesy/bTaTe ero WCrosb3oBaHuA
MPOM30LLIEN CEPbE3HbI CyYail, noXxanyincra, coobLinTe 06 3TOM NPOU3BOANTENHO
W/ ero ynosHOMOYEHHOMY NPeACTaBUTENIO, a TakXKe B Ball HaLMOHaNbHbIA Op-
raH.

HAMMEHOBAHUWE W HOPUANYECKWNA AOPEC MPOU3BOAUTENA MU WU
YNOJTHOMOYEHHOIO MPEACTABUTENIA MPOUN3BOAUNTEJIA B POCCUU
MPON3BOANTESb:

Ethicon Endo-Surgeiy, LLC, 475 Calle C, 00969 Guaynabo. Puerto Rico, USA

YMNOJHOMOUYEHHOW MPEACTABUTESIb MPON3BOAUNTENA B POCCUN:
000 «[>KoHCOH & [XoHcoH». 121614, r. MockBa, yn. Kpbinatckas, g. )7, kopn. 2.
Ten. +7(495)580-7777, dakc; +7 (495) 580-7878

DL-.[N.IRUMedical OA@ITSJIN.l.com
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WARRANTY

A storage warranty period - the manufacturer guarantees the preservation
of the sterility of the product and its
suitability for the intended use, subject to the right transportation and stor-
age within the shelf life as indicated
on the product labelling. Manufacturer is not liable for any damage or ac-
cidents resulting from improper use,
human error or external emergencies. Regarding the product quality,
please contact an authorized

manufacturer's representative.

Serious Incident Reporting

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

NAME AND LEGAL ADDRESS OF MANUFACTURER AND
AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION
MANUFACTURER:

Elhicon Endo-Surgery, LLC. 475 Calle C, 00969 Guaynabo, Puerto Rico. USA

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN
RUSSIA:

Johnson & Johnson LLC, 121614. Moscow, Krylatskaya str., 17/2.

Tel. +7 (495) 580-7777. Fax: +7 (495) 580-7878

DL-.INJRUMedical OA”a)ITS..INJ.com

35



CornacoBaHo
«DTUKoH 2u10-Ceppkepn, In-21-Cu»
Opranuzauns

475 Kanne C, 00969 [yaiinaGo, [Ty3pro-Puxo, CIIIA
Anpee

UPCKTO TACAA HOPMATHUBHO-OPDABOBOIQ JIH HUA
JlonxwocTs

bpaitau Py6n

DQamnnun, ams

24 aszycma 2023 200

Jara 1. MM. ITTT

<AOANHCAHO>

Moansce

<Kpyrnas neyartn: <noonucarno>
[MEYATH
HOTAPUYCA; <Llliramn: Yunsam Ltaitamen
LIUTAT OrAio> HoTapuyc, wrat Oraito
Cpok aelicTeus Moeit nulen3uN HeTexkaeT
20 anpens 2027 rona>

<Haonuce om pyxu: 25 aezycma 2023 200a>

HHcTpyKums no npuMeHeH 10 MEIHIBHCKOTO0 H3e THS:
«ANNapaT XUPYPrUuecKHii ClunBalOUe-pexy i
u3orayrmii Echelon Contour co emennoii xacceroiin
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[NepeBoA faHHOIO TEKCTA BbIMO/IHEH NepPeBOAUYMKOM bylleHKoBbIM MIBaHOM BuTanbesnyem.

Poccuinickaa degepayms
"opog MockBsa
UeTbIpHaLaTOro CeHTA6pA ABe ThiCAYN ABafLUaTb TPeTbero roga

A, CuMOHSIH [lnaHa ApTypoOBHa, BPEMEHHO MCMOMHAKOW a8 06893aHHOCTM HOTapuyca ropoga MocCKBbl

Kopcuk Mapumn AnekcaHapOBHbI, CBUAETENbCTBYHO NOAJMHHOCTL NOAMUCK NepeBofYnKa
byweHkoBa IBaHa BuTanbesmnya.

Moanuchk caenaHa B MOEM MPUCYTCTBUN,
JINYHOCTb NOANMCABLLErO AOKYMEHT YCTAHOB/IEHA.

3aperucTtpupoBaHo B peecTpe: Ne 77/2139-H/77-2023-

YnnayeHo 3a CoBepLleHMe HoTapuanbHoro gericteus: 400 py6. 00 kon.

O.A. CuUMOHSAH

Bcero npowHypoBaHo, NPOHYMepOBaHO
N cKpenneHo neyatbto 36 nuct(a)(oB)

BPWO HoTapuyca
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