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instruction for Use for the medical device:

«The Cutter Reloads with staples for stapling
and cutting devices, variations:
1. The Echelon Contour Curved Cutter Reloads,

standard

2. The Echelon Contour Curved Cutter Reloads, thick»



Pycckuii asbl k

HAMMEHOBAHWE MEAVMUWMHCKOIO M3JAENNA (M) N EFO K/IACCU-
PUKALNA
HanmeHoBaHue MW, mogenu unmn sapuaHTbl ncnonHeHns MU

KacceTbl CMeHHbIE CO CKoBaMi K annapaTam CLUMBAIOLLE-PeXYLLMM, B BapuaHTax MCron-
HEHWs:
1 KacceTbl CMEHHbIE CO CKOBaMK K amnnapaTtam cluvBatoLe-pexyiiym Echelon Contour

[NS HOPMaNbHbIX TKaHe —6 LwT./yn.
2. KacceTbl CMeHHble CO ckobamy K annapatam CluuBatoLe-pexyLimm Echelon Contour
[N19 NNOTHBIX TKaHel - 6 WT./yn.

[lanee No TeKCTY MOFYT UCMO/b30BATLCA CEAYOLME HAMMEHOBAHNS MEANLMHCKOTO W3-
[ENNs: KacCeTbl CMeHHble, KaceTbl CMeHHble M30rHyTble.  Echelon Contour kacceTbl
CMEHHBEC M30THYTbIe, 13fenune, KapTpUaXu.

KNACCNONKALUNA MU

Knacc B 3aBUCMMOCTM OT CTEMEHW MOTEHLMANbHOro puUcka NpUMeHeHua B Meau-
LWHCKNX Uenax B COOTBETCTBMWA C HOMEHK/IATYPHbIM KfIaCCVI(pVIKaTopOM mMean-

LUHCKNX n3genui; 3.
HA3SHAYEHWE MEANUMHCKOIo U3AENNA C YKA3SAHWEM MOTEHUN-
AJIbHOT' O MOTPEBUTENA MIN

KacceTbl CMeHHble CO CKoBaMy K annapaTtam CLUMBAtOLLe-PeXYLLIMM NpeAHa3HaueHbl s
PACCEUEHMS 1N PE3EKLIUMN TKAHEIA.

MoTeHyManbHble NoTpebutenn MU

MeanuuHcKne paboTHUKM, XUPYPIW.
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English
MEDICAL DEVICE (MD) NAME AND CLASSIFICATION
MD name, variations of MD

The Cutter Reloads with staples for stapling and cut-ting devices, varia-
tions:

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

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

Hereinafter, the following names of the medical product can be used: Cut-
ter Reloads, Curved Cutter Reloads, Echelon Contour Curved Cutter Re-
loads, device, cartridges..
MD CLASSIFICATION

The class, depending on the degree of potential risk of medical use in
according to the nomenclature classifier of medical devices: 3.

INTENDED USE MEDICAL DEVICE WITH AN INDICATION OF A
POTENTIAL USER OF MD

The Cutter Reloads are intended for transection and resection of tissues.

Potential users of MD

Healthcare professionals, surgeons.



BHUMaTeIbHO NPoYnTaiiTe BCIO MH(OPMALIMIO.
MOKA3AHINA

Annapat CLUMBAIOLLE-peXyLmMiAi n3orHyTblii Echelon Contour co
CMEHHOI KacceToil npedHasHaueH ANis PacceuyeHus U peseKLum
TKaHeli NPy KONOPEKTabHbLIX XMPYPrMUeCKUX BMeLLATebCTBAX.
MPOTUBOMOKA3AHWA

* 3TOT MHCTPYMEHT He MpefHasHayeH /19 NPUMEHEHNS B Cryya-
X, KOrfa X1pypruyeckoe cLUMBaHue ckobamm npoT1BONOKa3aHo.

* Nepes ncnonb3oBaHWeM NO6GOro CLUMBAOLLEro annapara Ton-
WMHA TKaHW [O/MKHa 6bITb TLIATeNbHO OLeHeHa. TpeboBaHWs K
CXXaTWH0 TKaHW (BbICOTa 3aKPbITON CKOGbI) AN KaXKAOro pasmepa
CKOGbl CM. B Tabnuue KOJOB NPOAYKUMM HWKe. Ecim TkaHb He
MOXET CBOOOAHO CXMMATLCA 40 BbICOTbI 3aKPbITOM CKOObI, yKa-
3aHHOW B TabnuLe, UK NETKO CKUMAETCS A0 MEHbLLUEW TO/LYHBI,
UeM BbICOTa 3aKpbITOW CKOObI, yKa3aHHOI B Tabnuue, WUCMoMb3o-
BaHWe annapaTa Ha 3Tol TKaHW MPOTUBOMOKA3aHO, NOCKO/IbKY OHa
MOXET 6bITb CMULIKOM TO/ICTOM WAW CAMLIKOM TOHKOM 4N1S Bbl-
6paHHOro pasmepa cKoobl.

* He npumeHsiiTe Ha WMLLIEMU3NPOBAHHON WM HEKPOTU3MPOBAH-
HOW TKaHW.

mHe nNpyMeHATL annapar Ha cocyaax.
HEXXENATE/IbHbIE MOBOYHbLIE 9P PEKTbI

HexkenaTtenbHble MNOGOYHbIE APEKTbI Y PUCKK, CBA3AHHbIE C
HaIOXXEHNEM XMPYPrUYECKMX CKO6, BKIOYAIOT B CeOS PUCK KPO-
BOTEYEHWsl, TPaBMMUPOBaHUA TKaHel, BBefEeHWe HEeCTePUbHbIX
MOBEPXHOCTEN MNW NepeHOC NaToreHoB, BOCMANEHWE UK HeXena-
TeNbHYIO peakumMio TKaHW U MarHUTHO-Pe30HaHCHYH HecoBMe-
CTUMOCTb C WHOPOAHbIMU Tenamu. Kpome TOro, Henpasu/bHOE
HaNOXXeHMe LLUBA MPW MOMOLLM CKOO, HenpurogHocTb Ans pacce-
UEHMS WM MOBPEXAEHWE WHCTPYMEHTA MOryT MPUBECTU K HeHa-
MEPEHHOMY MPUUMHEHWIO Bpefa, pPacLUMpPEHUo OnepaTMBHOMO

BMeLlaTenibCTea Ui N3MEHEHUIO XVIpypI'I/I‘-IECKOI7I METOANKN.
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Please read all information carefully.
INDICATIONS

The Echelon Contour Curved Cutter with Reload is intended for tran-
section and resection in colorectal surgical procedures.

CONTRAINDICATIONS

e This instrument is not intended for use when surgical stapling is
contraindicated.

« Tissue thickness should be carefully evaluated before firing any sta-
pler. Refer to the Product Codes Table below for tissue compression
requirement (closed staple height) for each staple size. Iftissue 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.

UNDESIRABLE SIDE EFFECTS

Undesirable side effects and risks associated with surgical stapling
include the potential for bleeding, tissue injury, introduction of non-
sterile surfaces or pathogen transfer, inflammatory or unintended tis-
sue reaction, and foreign body magnetic resonance incompatibility.
Also, unintended harm, extended surgery, or altered surgical approach
may result from staple line failures, inability to cut, or damaged de-
vice.



OMMCAHWNE N3OENNA

Annapat cluMBaloLLe-pexywnii  u3orHyTelii  Echelon Contour co
CMEHHbIMW KacceTaMy ABASETCA MHOrOYHKLUMOHaNbHBIM YCTPOA-
CTBOM C W30MHYTOM rOMIOBKOW A1 pacceyeHns TKaHel U HalloXeHWs
CKOO [/ UCMONb30BaHUA Y OAHOrO NauueHTa. 3TO YCTPOWCTBO
06ecneymBaeT MIMpPoBaHMe KONOMPOKTONOMMYECKUX CTPYKTYp, KO-
raa Heob6XoAMMO BbINOHATL NePMaHeHTHOE NUFMPOBaHNE.
VIHCTPYMEHT HaknaabIBaeT YeTbipe psga ckob 13 TUTaHOBOrO CrfaBa,
PacnonoXeHHbIX B LIAXMATHOM MOPSAKe, MPUYEM HOX, PacrnoNOXKeH-
HbI MeXay BTOPbIM M TPETbUM PSoOM CKOB, HAHOCUT KPUBOSIUHEN-
Hbl1 pa3pe3 AnvHoi 40 MM. 3TOT MHCTPYMeHT 060py/aoBaH Mexa-
HW3MOM, He [OMYCKAalLWMM CMbIKaHWA ero 6paHLuei, ecnm ycTaHoB-
NleHa U3pacxofloBaHHas CMeHHas KacceTa WM CMeHHasl KacceTa He
yCTaHOBNeHa. [lpyroii MmexaHu3m npegoTBpaLlaeT cpabaTbiBaHWe WH-
CTPYMEHTa, eC/IN pblyar 3aKpbITUA He 3a(MKC1pOBaH B 3aKPbITOM MO-
NoXxeHUU. OrpaHMuUTeNb TKaHW YAEPXMBAET TKaHW B HYXKHOM Mo-
NOXKEHWW, €r0 MOXHO YCTAHOBWTb BPYUHYHO MAM MyTEM HaXKaTus Ha
pblyar 3aKpbITHA.

ATOT WHCTPYMEHT MOCTABMSAETCA 3apsHKEHHbIM KacceToil. Annapat
CLUMBAtOLLIE-peXYLLMIA n30rHyThIA Echelon Contour MoXHO nepesa-
PAaUTL NATb pas, AOMYCKaeTca He 6onee LWEeCTU MPOLUMBAHUIA HA WH-
CTPYMEHT B X0fe OfHOl npoLeaypbl.

B KaXabli MOAY/b CMEHHOI KacCeTbl BXOAWT pexyllee fie3sue, Mo
KaXKAYI0 CTOPOHY OT KOTOPOro HaxoAuTca fBa pspa ckob, pacnosno-
YEHHbIX B LUIaXMaTHOM MOPsLKe, NacCUBHasA bpaHLUa. XenTas npope-
3aemMasd MPOKIagKa, OrpaHNunTeNb TKaHW U NPeAoXpaHUTeNbHasA Mia-
CTMHA. BbInyckaeTcsa fBa TUMa CMeHHbIX KacceT. CM. TabnuLy Huxe.

3anaTeHTOBaHHAs TexXHONOrMs  penbedHON MoBepxHocTM GST
(Gripping Surface Technology). BbicTynatowime kapMaHbl 415 CKOO
MO3BONSAKT TOYHO CXKMMATb TKaHb TO/IbKO TaM, Ae 3T0 Heo6XOAMMO
4715 MOATOTOBKM €€ K JanbHelLLeMy MpOLUMBaHMIO.

TexHonorms 3D 3akpbITUA CKObObI (TpexmepHoe (hopMUpOBaHWe 3a-
KPbITOM CKOObI) NMO3BONSET YBENNUUTL NNOLWEAb, 3aHUMaEMYHO CKO-
60i1, 4yTO cnocobeTByeT 60ee paBHOMEPHOMY pacrpefeneHno KoM-
Mpeccum no BCelt IMHUM CKOBOYHOTO LLUBA.

KOHCTpyKUMs annapata o6ecrneuynBaeT MapaifieNlbHoe CBeAgHue
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DEVICE DESCRIPTION

The Echelon Contour Curved Cutter with Reload is a mul-
tifire, single-patient-use device with a curved head that cuts
and staples. The device will provide ligation 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 pre-
vent firing unless the closure trigger is latched in the closed
position. A retaining pin holds tissue in place and can be posi-
tioned 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 re-
taining 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 pre-
cisely compresses only where it is needed to prepare the tissue
for stapling compressive forces on tissue and less tissue trau-
ma 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.

The device design ensures parallel reduction of the jaws,
which guarantees the liigh-quality formation of staples of the
same height along the entire staple line length.



OpaHLlel, 4YTO rapaHTMpyeT KayeCTBEHHOEe (opMMpoBaHME CKOOOK

O,EI,I/IH&KOBOVI BbICOTbI MO BCe AJ/INHE LUBa.

Ta6nuuya KO4O0B NpoAyKTa

MPEAYTMPEXOEHWME: cuHne (ons HOpManbHbIX TKaHen) uan 3e-
NeHble (4N9 NAOTHbIX TKaHeli) CMeHHbIe KacceTbl AN annapara Clum-
BatoLLle-pexxyLiero unsorHytoro Echelon Contour moryt 6bIThb WUcC-
M0/b30BaHbI TO/ILKO C anmnapaToM CLUMBAIOLLE-PEXYLLMM U30THYTbIM
Echelon Contour, HO OHW MOTYT 6bITb 1CMONL30BaHbI B3aMMO3aMeHs-

€MO.

CMmeHHasn OnwucaHune LiBeT cMeHHOW Ywucno
Kacceta KacceTbl CK06
GCR40B KacceTbl CuHsan 46

CMEeHKble co

ckobamu K

annapatam

CLIMBALO LLje-

pex\'wum

Echelon

Contour gns

HOpManbHbIX

TKaHel
CX:R40G Kaccertbl 3eneHas 46

CMEHHble CO

ckobamu K

annapartam

clwuBatowc'

pexyuwmum

Echelon

Contour gna

NAOTHbIX

TKaHel

BbicoTa 3aKpbITOW
CKO6bI
15 mm

2,0 mm

Product Codes Table

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

bly.

Reload
Code
GCR40B

GCR40G

Tissue Reload Number of
Thickness Color staples
The Echelon Blue 46

Contour

Curved Cutter

Reloads,

standard

The Echelon Green 46
Contour

Curved Cutter

Reloads, thick

PUCYHKW n OBO3HAYEHWNA / ILLUSTRATIONS AND NOMENCLATURE

1 CuHasa nnu 3eneHas Kacceta/ Blue or Green Cartridge
2. MaccmeHas 6paHLwa kacceTbl / Reload Anvil in Yellow Washer

3. MNpepoxpaHuTenbHad nnactuHa / Staple Retainer
4. OrpaHnunTenb TKaHK / Retaining Pin
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Closed Staple
Heisht
1.5 rmh

2.0 mm



& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



(hYHKLMOHaNbHbLIA 3neMeHT / Functional element

1 KapTpumx cuHuii uam KapTpuax 3eneHblit / Blue or
Green Cartridge
2. Kpbiwka kapTpugxa / Cartridge Cap

3. CoefnHunTenb orpaHnynTensd TkaHu / Retainer Pin Cou-

pler

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

dyHKUMOHaNbLHOe Ha3HaveHue / Functional purpose
CofiepXuUT CKoObI, MO3BONSET pa3mellatb CKOObl B onpe-
feneHHom nopagke / Housing the staples, Staple placement

[Mo3BongAeT 3axBaTbiBaTb TKaHb MNyTeM nepq)opau,vm n
obecneumBaer BblpaBHUBaHNE MeXAY KapTpumkem W nac-



4. OrpaHnunTens TKaHu / Retaining pin

CMBHOI OpaHweli annapata / Piercing and alignment

between the cartridge and the anvil

5. Hox / Knife subassy

MepefaeT nocnefoBaTe/lbHble ycUUs/ycuane npolunsa-
HUS  Ha

M30rHYTbIW  wabnoH / Transmit firing

sequence/force to curved driver

6. Tonkatenb (LLa6noH) / Driver

7. Kaptpupx / Cartridge

8. CkobblI / Staple

9. MpepgoxpaHnTenbHaa nnactuHa / Retainer

®opmupyet ckobbl / Forms staples

Kopnyc ana cko6, pasmelieHne ckob

AHactomo03 / Anastomosis

O6ecneynBaeT NpaBUibHOE BbipaBHWBaHWE NPU YCTaHOBKe

CMEHHOM KacCeTbl W 3aliuLaeT OCTPMS HOXEK CKOO BO
BpeMs A0CTaBKM ¥ TPAaHCMOPTUPOBKM

10. LUTndT naccmeHoi 6paHwim / Washer Pin

11. MaccuBHas 6GpaHwa (MeTannuyeckas 4actb) / Anvil
Plate (metal part)

12. Hanpasnstowasa Hoxa / Knife Guide Pin

13. XKentad npopesaemas npoknagka / Yellow Cutting
Washer (plastic part)

NMHCTPYKUWN no MPUMEHEHWIO

Mepes MCNonb30BaHWEM 3TOM0 MHCTPYMeHTa ybeauTech B COBMECTU-
MOCTW BCEX WHCTPYMEHTOB U NPUHALNEXKHOCTENA.

1 V3BnekuTe 1CMo/b30BaHHYIO KacceTy U3 MHCTPYMeHTa. 3axsaTuTe
BEPXHIOK 4YacTb KacceTbl pAgoOM C AeTanbio ANA 3axBaTa W Cnerka
MOTAHWUTE [yroBbIM [BVXXEHWEM, OTAEeNAA ee OT OGpaHLei. YTnamsu-
pyiTe NCMOMb30BaHHYH) KAacCeTy Haf/iexallyM 06pasom.

2. TWATeNIbHO OYUCTUTE MHCTPYMEHT, NMOSIHOCTHIO MOrPY3nNB U30THY-
TYH OI0BKY U KOPMYC KacCeTbl B CTEPUSIbHBIA PacTBOP Y TLLATENIbHO
BCTPAXHUWTE. locne BCTPAXMBAHUA OCMOTPUTE U3OMHYTYHO TOMOBKY U
Kopnyc KacceTbl, nepep nepe3apafkod WHCTPYMEHTa yfanute Bce
0CTaBLUMeCs CKOOb! /MK NOCTOPOHHUE MPeMETbI.
MNPEAYTPEXAEHWE: HenpaBunbHas 04MCTKa WHCTPYMEeHTa ne-
pes nepe3apsaKoi MOXET NPUBECTU K MOBPEXAEHUIO MHCTPYMEHTa, a
TaKXKe K HapYLUEHWIO NIMHAN PACCEYEHUS U HANOXEHMS CKOG npu no-
CneaytoLLem CLUMBaHUN.

3. Onpegenvte NOAXOAALLYIO CMEHHYIO KacceTy. epef Ucnosb3osa-
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ObecneunBaeT hopMupoBaHue ckob

INSTRUCTIONS FOR USE

Verify compatibility of all instruments and accessories prior
to using the instrument.

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. Properly
discard the used reload.

2. Thoroughly clean the instrument by completely submerging
the curved head and reload housing 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 and compromise cut
line and staple formation of subsequent firings.

3. Determine the proper reload. Tissue thickness ishould be
carefully evaluated prior to using the instrument and reload.



HUEM WHCTPYMEHTa WU CMEHHOW KacceThl TOWMHa TKaHW [OJ/HKHa
ObITb TLATENLHO OueHeHa. CM. Tabnuuy KOAOB MPOAYKTOB Ans npa-
BW/IbHOTO BbIGOPA CMEHHOW KacceTbl.

MPEAYNMPEXAEHWE: wncnonb3oBaHWe HemoaxoAsleil CMeHHON
KacceTbl MOXET NPUBECTU K HENPaBWU/ILHOMY Ha/I0XKEHMNIO CKOObI.

4. B CTEPUIIbHBIX YCNOBUAX U3BNEKUTE CMEHHYIO KACCETY W3 YNakKoB-
K. UT0OblI M36eXaTb MOBPEXAEHWIA, He BbITPAXMBANTE CMEHHYHO
KacCeTy B CTEPU/IbHYHO 30HY.

5. NpoBepbTe HOBYHO CMEHHYHO KAcCeTy Ha MpeaMeT Hannuua npejo-
XpaHuTeNbHOW nnactuHbl (Mnntoctpayma 1-3). Ecnv npegoxpaHu-
TeNbHas MaacTuHa OTCYTCTBYET, YTUAU3MPYWATE CMEHHYHO KacceTy B
oTXofbl. He cHUMaliTe npefoxpaHUTeNbHYO NAACTUHY A0 YCTaHOBKM
CMEHHOW KacCeTbl B MHCTPYMeHT. [pefoxpaHuTenbHas niacTuHa He
MOXeT ObITb CHSITa 40 TeX MOp, NOKa CMeHHasA KacceTa He OyaeT npa-
BW/bHO YCTaHOBMiEHA B WMHCTPYMEHT. YCTPOMCTBO C BCTaBNEHHOM
KacceToli He MOXeT ObITb MCMOMb30BaHO, NMOKa He CHATa Mpejoxpa-
HWUTEeNbHAsA NAacTHA.

6. OTnycTUTe KHOMKY pasMblKaHWs 6paHLUei, 4To6bl yoeauTbes, UTO
WHCTPYMEHT HaxOAUTCA B OTKPLITOM MOMOXEHWUU. Y6eanuTech, 4TO
aKTMBaTOp OrpaHWuMTens BTAHYT. 3apaguTte B YCTPOINCTBO COOTBET-
CTBYHOLLYIO CMEHHYIO KacCeTy, COBMeCTVB ee C YCTpoicTBoM. [o-
POXKKM Ha KaXK[0 CTOPOHE CMEHHOI KacCeTbl CnefyeT 1Cnob3oBaTb
KaK OPUEHTUPbI NS MPaBWAbHOM YCTaHOBKU CMEHHOWM KacceTbl B
6paHwax MHcTpymeHTa (Mnntoctpaumsa 3). Korga cMeHHas KacceTa
(NpefoxpaHWTeNbHas NacTMHA BCE eLle HaXOAWUTCSH Ha CBOEM MeCTe)
YCTaHOB/IEHA MPaBW/IbHO, BCTaBbTe CMEHHYIO KacCETy B UHCTPYMEHT
[0 ee MOMHOTO MOrpy)KeHus. Y6eauTecb, 4YTO CMEHHad Kaccerta
HafleXXHO yaepxmBaeTcad B 6paHwax. O npaBWIbHOM YCTaHOBKe
CMEHHOI KacceTbl B anmnapate CLUMBAIOLLE-PEXYLLEM W30rHYTOM
Echelon Contour (UnntocTpaums 4) MOXHO CyauTb MO COOTBETCTBY-
tOLLEMY 3BYKY W/MIN TaKTUIbHBIM OLLYLLIEHUAM.
MPEAYNPEXOEHWME: He cHUMaiiTe NacCUBHYHO GpaHLLy KacCeTbl
(MnnocTpaums 1-2), NOCKOMbKY 3TO KPUTWUYHO ANA CTPYKTYPHOI Le-
NOCTHOCTW CMEHHOI KacceTbl. YaaneHue naccuBHoOl OpaHLLIM Kacce-
Tbl MOXXET MPUBECTU K AethopMaLn CKob, HEMONHOW NIMHUM pacce-
YeHUs, KPOBOTEYEHUIO U HErepPMETUYHOCTU JIMHUW CLUMBAHMS.
NMPEAYMNPEXAEHWE: npegoxpaHuTenbHas niacTuHa obecneyu-
BaeT MNpaBW/IbHOE BbIPaBHMBAHWE CMEHHOW KacCeTbl W 3aliuLiaeT
TOUKM Onopbl CKO6 BO Bpems [OCTaBKW W TPaHCMOPTUPOBKW. Ecnu
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Refer to the Product Codes Table for proper reload selection.
WARNING: Use of an inappropriate reload may result in
improper staple formation.

4. Using sterile technique, remove the reload from the pack-
age. To avoid damage, do not flip the reload into the sterile
field.

5. Examine the new reload for the presence of a staple retainer
(Mustration 1-3). 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 re-
moved until the reload is correctly loaded into the device. The
loaded device cannot be used until the staple retainer is re-
moved.

6. Depress the release button to ensure the instrument is in the
open position. Ensure that the retaining pin actuator 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 3). When the reload
(staple retainer still in place) is properly aligned, push the re-
load 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 4).
WARNING: Do not remove the yellow washer (lllustration
1-2) as it is critical to the structural integrity of the reload.
Removing the washer may result in malformed staples, in-
complete cut line, bleeding, and leakage from the staple line.
WARNING: The staple retainer ensures proper reload align-
ment and protects the staple leg points during shipping and
transportation. If the reload is removed from the device with-
out 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. In addition, in-
strument damage or failure may result.

7. Remove the staple retainer by pushing on the pad labeled
‘Tush to Remove” (lllustration 5) and discard. Xhe loaded
device cannot be used until the staple retainer is rerflo.ved.



CMEeHHasl KacceTa BblHyTa M3 YCTPOWCTBa 6€3 npefoXpaHMTeNIbHOM
MMaCTUHbI, CMEHHasl KacceTa He MOXKET ObITb UCMO/b30BaHa U JOK-
Ha ObITb YTUM3MPOBaHa B OTX0AbI. [OMbITKA 3apsAAUTh YCTPOICTBO
6e3 NpeaoXpaHUTENbHON MAACTMHLI MOXKET MPUBECTU K HEMpaBuib-
HOI yCTaHOBKe, AedopmaLn CKOB, HEMOMHOW MIMHUKM pacceyeHus,
KPOBOTEUEHWNIO M HErepMETUYHOCTM CKOBOYHOrO LUBA, a TakXe Bbl-
3BaTb TPYAHOCTU MpU yaaneHun ycTpoiicTea. Kpome Toro, sTo MoxeT
MPWBECTM K MOBPEXAEHUIO UM MOIOMKE HCTPYMEHTA.

7. Ypanute npefoxpaHWUTeNbHY MNacTUHY, HaXuMas Ha MoBepx-
HOCTb C MapKMpoBKOW «Push to Remove» (HaxaTb 4na yaaneHus), u
yTunusnpyiite ee (Annoctpaumsa 5). YCTPOWCTBO C BCTaBNEHHOIA
KacceToli He MOXET ObITb MCMO/Mb30BAHO, MOKa He CHATa npegoxpa-
HUTENbHAA MaCTVHA.

MPEAYTMPEXAEHWE: He cHMMaiiTe NacCUBHYHO GpaHLLy KacCeTbl
(UnnrocTpayms 1-2), NOCKOMbKY 3TO KPUTUYHO ANs CTPYKTYPHOW Lie-
NOCTHOCTW CMEHHOW KacCeTbl. YaneHne MacCUBHON GpaHLUM Kacce-
Tbl MOXET MppLLECTU K AedopMauun cKob, HEMosHOW SIMHWK pacce-
UeHWsl, KPOBOTEUEHWIO 1 HEFEPMETUYHOCTY IMHNW CLUMBAHWS.
BHuMaHMe: nocne yfaneHus npefoXpaHUTeIbHOW N1acTUHbI OCMOT-
pUTe MNOBEPXHOCTb HOBOM CMEHHON KacceTbl. CMeHHas KacceTa
[OMKHa OblTb 3aMeHeHa [pYroi, ecnn BWAHbI LBETHble TOMKATENN
KacceTbl. ECiM BMAHbI UBETHbIE TOMKATENM KaCCeTbl, CMEHHasl Kacce-
Ta MOXET He cofepxaTb Ckob. Ecnu BUAHbI LiBETHbIE TOMKATENN Kac-
CeTbl, MPY MOMbITKE 3aKPbITb YCTPOMCTBO cpaboTaeT 6/0KMpatop,
KOTOpbI/ OyAeT NPensTCTBOBaTb 3aKPbITULD.

8. Yb6eauTecb, UTO CMeHHas KacceTa HafleXXHO Y/AepXMBaeTcs B
OpaHwax. Y6eauTbcsi B TOM, YTO CMEHHas KacCeTa MOJIHOCThbI0 3a-
(hKCMpOBaHa, MOXHO, HaXKaB Ha 3e/IEHYHO WM CUHIOH KacceTy (puc.
1-1) B MecCTe, yKasaHHOM CTpPefkoii Ha puc. 4. O npaBW/bHON ycTa-
HOBKE CMEHHOW KacCeTbl MOXHO CYAWTb MO COOTBETCTBYHOLLEMY 3BY-
Ky WKW TaKTWUIbHBIM OLLY LLIEHMSIM.

BHMMaHue: ecnum cMeHHas kacceta 3ajMKcupoBaHa HemnpaswibHO,
MpY NOMbITKe 3aKPbITh YCTPONCTBO CpaboTaeT 6/10KMpaTop, KOTOPbIiA
Oy[eT NpenaTcTBOBaTL 3aKPbITUIO.

9. Tenepb MHCTPYMEHT Mepe3apsXkeH U roToB K MPUMEHEHUIO.
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WARNING: Do not remove the yellow washer (Illustration
1-2) as it is critical to the structural integrity of the reload.
Removing the washer may result in malformed staples, in-
complete cut line, bleeding, and leakage from the staple line.
Caution: After removing the staple retainer, observe the sur-
face of the new reload. The reload must be replaced with an-
other reload if any colored drivers are visible. If colored driv-
ers 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.

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 (Illustration 1-1) where indicated by
the arrow in Illustration 4. The user may notice audiblp 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 clo-
sure.

9. The instrument is now reloaded and ready to use.
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MPEAYMPEXAEHWA U NPEOOCTEPEXEHUA

¢ ManovHBasvBHble MPOLEAYPbl AOMKHbI BbINOMHATLCS MCKHOUM-
TeNbHO /MLAMK, CMeLnaibHO 06YUYEHHBIMU 1N 3HAKOMbIMI C METOa-
MV MaJIOMHBAa3MBHOIO BMeLLATeNbCTBa. [epes BbINOMHEHVEM 06O
Ma/IOMHBA3VBHOWM NpoLeAypbl 03HAKOMbTECH C MEAMLMHCKOWA nuTe-
paTypoil OTHOCWUTENIbHO METO/OB, OCMOXHEHWIA 1 pUCKa TakuxX Mpo-
Leayp.

m [lnaMeTp MHCTPYMEHTOB AN Ma/lOMHBA3MBHOIO BMeLUATENbCTBA
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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
performance of any minimally invasive procedure.

* Minimally invasive instruments may vary in diameter from
manufacturer to manufacturer. When minimally invasive



MOXET pa3NnyatbCs B 3aBUCMMOCTM OT U3roToBuTens. Ecin B xoge
npouesypbl MPUMEHSAIOTCH MaflOUHBA3MBHbIE WHCTPYMEHTbI U Npu-
HaIEXXHOCTY pasHbIX U3rOTOBUTENEN, YOeanTeCh B X COBMECTUMO-
CTU [0 Hayana npowesypsl.

* [y6oKoe MOHMMaHWe MPUHLMMNOB ¥ METOAO0B, MCMOMb3YyeMbIX Npu
Na3epHbIX, 3MEKTPOXUPYPrUYEcKUX M yNbTPasByKOBbIX MpoLesypax,
Heob6Xo4MMO, UTOBbI M36eXaTb PUCKA MOPKEHUA 3NEKTPUHECKUM
TOKOM W OXKOrOB KaK MauueHTa, Tak U MegULMHCKOro nepcoHana, a
TakKe MOBPEXAEHMA [AHHOro YCTPOWCTBA W APYrMX MeLULMHCKNX
MHCTPYMEHTOB. Y6eAMTECh, YTO 3NEKTPUUECKAA W30MALMA W 3a3eM-
NEHUe He HapyLLeHb!.

He norpyxaiite anekTpoxupypruyeckme MHCTPYMEHTbI B XWUAKOCTb,
33 UCK/IOYEHMEM TeX MHCTPYMEHTOB, KOTOpble creLuanbHO paspabo-
TaHbl A1 NOTPYXKEHUSA N UMEHOT COOTBETCTBYHOLLLYHO MapKUPOBKY.

* MNpefonepaumoHHas yyeBas Tepanus MOXET U3MEHUTb XapaKTepy-
CTWKWN TKaHei. Takme M3MeHeHWUs MOryT, Hanpumep, YBeIMYUTb TON-
LWWMHY TKaHW 3a Mpegenbl, YCTaHOBNEHHbIE /1 BblIGPaHHOrO CLUMBa-
tolero ycrtporictea. CnefyeT TWaTeNbHO NpPOaHaNM3MPoOBaTh BCe
npoLesypbl, BbIMOMHEHHbIE Y MalUMeHTa 4O XMPYPruyeckoli onepa-
LMW, KOTOpble MOryT NoTpe6oBaTh U3MEHEHUS TEXHUKW BMeLlaTe b-
CTBa WK BbIBOPA APYTUX XMPYPrUYECKUX NPoLesyp.

e CuHuMe (AN HOpMasbHbIX TKAHe) Un 3eneHble (ANs NAOTHbIX TKa-
Hell) CMeHHble KaccCeTbl [/ annapara CLUMBatOLLe-PeXyLLEero U3o-
rHytoro Echelon Contour MoryT 6bITb MCNO/b30BaHbI TOBKO C an-
napaToM CLUMBaIOLLE-PeXyLLMM 130rHyTbiM Echelon Contour, HO OHU
MOTYT 6bITb MCMOMb30BaHbI B3aMMO3aMEHSEMO.

* He BbINONHANTE NPOLUMBaHWS, €CIN B UHCTPYMEHT He YCTaHOB/EHA
KacceTa.

* cnonb3oBaHne HEMoAXOAsLLE CMEHHON KacCeTbl MOXET MpuBe-
CTU K HenpaBWIbHOMY Ha/IOXEHMIO CKOOb!.

* MonbITKa 3apsAAUTbL YCTPOINCTBO 6e3 NPeAoXpaHUTENbHON MAaCTUHbI
MOXET MPWBECTU K HEeMnpaBW/IbHOW yCTaHoBKe, AedopmMauum CcKob,
HEMoNHOM NIMHUW PAaCCeYeHNs, KPOBOTEUEHUIO U HerepmMeTUYHOCTU
CKOGOYHOro LWBa, a TakkKe BbI3BaTb TPYAHOCTM MNpW  yAaneHun
yCTpoiicTBa. KpoMe TOro, 3T0 MOXeT MPUBECTU K NMOBPEXAEHNIO UK
MO/IOMKE MHCTPYMEHTA.

* MpefoxpaHuTenbHas nNaacTuHa obecneunBaeT NpaBWIbHOE BbIPaB-
HMBaHMEe CMEHHOM KacCeTbl W 3aliMLLAeT TOUKU OMopbl CKO6 BO Bpe-
M JOCTaBKM ¥ TPaHCMOPTMPOBKU. ECnn cMeHHas KacceTa BbiHYTa U3
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instruments and accessories from different 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 compromised. Do not immerse electrosurgical instruments
in liquid unless the instruments 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 "elected
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.

e The blue (standard) and green (thick) Echelon Contour
Curved Cutter Reloads 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 misalignment, 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.

e The staple retainer ensures proper reload alignment and
protects the staple leg points during shipping and
transportation. If the 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.

¢ Do not remove the yellow washer as it is critical to the
structural integrity of the reload. Removing the Washer may



ycTpolicTBa 6e3 NpefoXpaHnUTeNIbHON NNAaCTUHbI, CMEHHAA KacceTa He
MOXET ObITb UCMOMb30BaHa W LO/MKHA 6bITb YTUNU3MPOBAHA B OTXO-
abl. TonbiTka 3apsanTb YCTPOMCTBO 6€3 NpefoXpaHUTeNbHOW Mna-
CTMHBbI MOXXET MPMBECTU K HENPaBW/bHON YCTaHOBKE, Aedopmauym
CKOO, HenosHOW NIMHUK pacceyveHunsi, KPOBOTEUEHUIO U HerepMeTuy-
HOCTW CKOBOYHOTO LUBA, a TaKXe BbI3BaTb TPYAHOCTW MPU yaaneHuu
yCTpoiicTBa. KpoMme TOro, 3T0 MOXET MPMBECTM K NMOBPEXAEHNIO UK
MO/IOMKE WUHCTPYMEHTA.

* He yganaiiTe naccmsHyto OpaHLLy KacceTbl, MOCKOMbKY 3TO0 Kpu-
TUYHO [N CTPYKTYPHOI LeNOCTHOCTU CMEHHOI KacceTbl. YaaneHue
MaccUBHON GpaHLLUM KacceTbl MOXKET NPMBECTU K AedopMaLm CKob,
HEMONHOM NNHWUM pacCceyeHWs, KPOBOTEUYEHWUIO W HErepMeTUHHOCTM
NVHWKN ClUMBaHWSA. Ecnn cMeHHas KacceTa BbiHYTa U3 YCTPOIiCTBa 6e3
MpefoXpaHNTeNbHOW MIACTUHBI, CMEHHAs KacceTa He MOXET ObliTb
1CNoMb30BaHa 1 A0/MKHA 6bITb YTUAU3MPOBaHa B 0TX0AbI. [MonbiTKa
3apsaanTb YCTPOMCTBO 6e3 MpeAoXpaHUTeNbHOM MAaCTUHLI MOXKET
MPMBECTM K HEMPaBU/bHOW YCTaHOBKe, fedopMaLmMmn CKob, HEMOMHOM
NMHUW PacceyveHmns, KPOBOTEYEHUIO U HErepMEeTUYHOCTU CKOBOYHOrO
LLIBa, a TaKXe BbI3BaTb TPYLHOCTU NPU yaaneHumn ycTpoiictea. Kpome
TOrO, 370 MOXET MPMBECTU K MOBPEXAEHUIO WAN MOSIOMKE UHCTPY-
MeHTa.

* lMocne ypaneHns NpefoOXpaHNTEIbHOW MAaCTUHbLI OCMOTPUTE Mo-
BEPXHOCTb HOBOW CMEHHOI KacceTbl. CMeHHasi KacceTa [o/KHa ObITb
3amMeHeHa ApYroi, ecnv BUAHbI LBETHble TOMKaTenu Kaccetbl. (Eciu
BUAHbI TO/IKATENM KaCcCeTbl, CMEHHAs KacceTa MOXET He CofepXaTb
CKo0.) Ecnn BUAHbI UBETHbIE TONKATENW KacCeTbl, NMpW MOMbITKe 3a-
KpbITb YCTPOICTBO CpaboTaeT G/10KMpaTop, KOTOpbIA 6yaeT npensT-
CTBOBaTb 3aKPbITUIO.

» [0 HanoxeHus Cckob ybeauTecb B MPaBUIbHOCTU PacnonoXeHNs
CLUMBAEMOW TKaHW MeXay 6paHwamu. CMmOpLUyyBaHUe, PacTsKeHue
WM HepaBHOMEpHas 3arpys3ka TKaHW MOXET MPUBECTU K HerepMe-
TUYHOCTM LUBA, KPOBOTEUEHUIO WM Pa3pbiBy CKOBOYHOIO LLBA.

* YbeamTecb, YTO He OyfeT BbINOMHEH pa3pe3 TKaHW B HeHadnexa-
LLEM MecTe.

 CneflyeT cobnofaTb OCTOPOXHOCTb U He BbIMO/HATL NPOLIMBaHWe
WNHCTPYMEHTOM, €CNN 00pasyroLMIACA CKOOOYHBIA LWIOB 6yaeT HaTs-
HyT.

e Annapar Xupypyrmyeckuii - CLUMBAIOLLE-PEXYLLUMA  U30THYTHINA
Echelon Contour umeeT (hyHKLMIO, KOTOpas NpefoTBPaLLaeT CMblKa-
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result in malformed staples, incomplete cut line, bleeding, and
leakage from the staple line. If the 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.
 After removing the staple retainer, examine the surface of
the new reload. The reload must 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 feature and prevent closure.
* Make sure tissue to be stapled is properly positione4 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.
e 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 either partially or completely should not
be used.
« If the 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.
« 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. n

Failure to properly clean the instrument prior td reloading



HUe, ecMM B WHCTPYMEHTe BCTaBfeHa WCMOMb30BaHHAsA KacceTa,
CMEeHHasl KacceTa OTCYTCTBYET WM HeMpaBWILHO BCTaBfeHa. Vc-
Mo/ib30BaHHas UM HeMpPaBWIbHO BCTaB/IEHHaAsH KacceTa A0/MKHa BbITh
3aMeHeHa HOBOI CMEHHOI KacCeToW Wi, eciiv CMeHHas KacceTta OT-
CYTCTBOBa/ia, B MHCTPYMEHT cfiefyeT BCTaBUTb KacceTy'. lMocne Bbl-
MO/HEHUS  BbllLeyKa3aHHbIX LLAroB He CnefyeT WUCMonb30BaTb
YCTPOICTBO, KOTOPOE He 3aKPbIBAETCSA YAaCTUUHO W MOJHOCTBHO.

» Ecnn cMeHHas KacceTa BblHYTa W3 YCTpoicTBa 6e3 npefoxpaHu-
Te/IbHOM NNaCTUHbLI, CMEHHAs KacceTa He MOXET ObITb MCMOb30BaHa
N JO/MKHA ObITb YTUAM3UPOBaHa B 0TX0A4bl. He yaansinTe naccmeHyto
OpaHLy KacceTbl, MOCKO/bKY 3TO KPUTUYHO NS CTPYKTYPHOR Ue-
NOCTHOCTM CMEHHOM KacceTbl. Y aaneHne NacCUBHOM GpaHLLKM Kacce-
Tbl MOXET NPUBECTU K JedhopmMaLin cKob, HEMoAHOW SIMHUK pacce-
UeHWs, KPOBOTEUEHMIO W HErepPMETUYHOCTU IMHUW CcluMBaHWs. Ecnn
CMeHHasi KacceTa BblHYTa M3 YCTpoicTBa 6e3 npefoxXpaHUTeNbHO
MMaCTUHbI, CMEHHAs KacCeTa He MOXET ObITb MCMO/b30BaHa U LO/MK-
Ha ObITb YTWIN3MPOBaHa B OTX0Abl. MMonbiTKa 3apsaauTb YCTPOACTBO
6e3 NpegoxXpaHUTeNbHOW NAacTUHbI MOXET NPUBECTU K Henpasuib-
HOI YCTaHOBKe, AetopMauun CKO6, HEMOMHOW IMHUM pacCeyeHus,
KPOBOTEUEHUIO U HErepMeTMYHOCTU CKOBOUHOrO LUBA, a TakXe Bbl-
3BaTb TPYAHOCTMW MpU yAaneHnm ycTpoictea. Kpome TOro, ato Moxet
MPVBECTU K NOBPEXAEHWIO NN MOMIOMKE UHCTPYMEHTA.

» [lo HanoXeHWs ckob ybeauTech B MPaBUIbLHOCTM PacronoXeHus
CLUMBAEMOV TKaHW MeXgy OpaHwwamu. CMopLUyBaHUE, PacTsHKEHWe
NN HepaBHOMEPHas 3arpyska TKaHW MOXET MPUBECTU K Herepme-
TUYHOCTU LUBA, KPOBOTEUYEHUHO MU Pa3pbIBY CKOGOYHOIO LUBA.
 HenpaBunbHas 04YMCTKa MHCTPYMEHTA Nepef nepesapsiakoli MoXeT
MPMBECTN K NOBPEXAEHWNIO UHCTPYMEHTA, a TakxKe K HapyLLeHUo -
HUW pacceveHnst 1 HaJIOKEHUs CKOB NPy NOCNeAyHOLLEM CLUMBAHNM.

* Mpn ncnonb3oBaHUK APYTUX TEXHONOIWiA B MPOLeaype cobntogaiTe
Mepbl MPeA0CTOPOXKHOCTU, NPeAsIoXKeHHbIe MPOW3BOAUTENEM OPUTK-
HanbHOro 060pyA0BaHMA, YTOObI N36EXKATb OMACHOCTEN, CBA3AHHbIX C
X UCMOJIb30BAHUEM.

* He wucnonb3yiTe annapat CLUMBAIOLLE-PEXYLLNIA  N3OTHYTHIN
Echelon Contour 1 cMeHHbIe KacceTbl MOC/e UCTEUEHMS CPOKa rof-
HOCTW WM eC/IN YNaKOBKa NOBPeXeHa. 3T0 MOXET chenaTtb obopy-
[0BaHNe HepaboTOCNOCOOHLIM MM HECTEPUSIBHBIM.

* YTUNNU3NPYiATe BCE OTKPbITble MHCTPYMEHTbI, UCMO/b30BaHHbIE WU
He WCMO/b30BaHHble. 3TO YCTPONCTBO YNakoBaHO W CTEPU/IN30BAHO
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could damage the instrument: compromise cut line and staple
formation of subsequent firings.

» When using other technologies in the procedure, observe the
precautions suggested 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 packaged and sterilized for single use only.

» Reuse and improper reprocessing or resterilization may
compromise the structural 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, but not limited to, the
transmission of infectious diseases. Contamination may lead
to injury’, illness, or death.

« Instruments or devices which 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.
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TO/IbKO ANnda 04HOPasoBOro Ucnosib3oBaHUA.

* MoBTOPHOE WCMOMbL30BaHWE W HeHaanexawas obpaboTka uan no-
BTOPHas CTepunsauus

MOFYT HapylwuTb CTPYKTYPHYH LENOCTHOCTb YCTpoiicTBa W/nnu
MPVBECTU K BbIXOAY YCTPOMCTBA U3 CTPOsi, UTO, B CBOK Ouepesb, Mo-
XKET NPUBECTY K TPaBMe NauueHTa, 3a60/1eBaHNI0 1N CMEPTH.

* [MOBTOPHOE MCMOMb30BaHNE W HeHag/exallas obpaboTka wnm no-
BTOpHas CTepuiu3auusi OfHOPa30BbIX YCTPOWCTB MOMyT CO34aBaTb
PUCK 3arps3HEHNs W/WK BbI3bIBATb MHMEKLMIO MW MEPEeKPeCcTHYHO
MH(EKUMIO, BKNKOYasA, HO He OrpaHUYMBasACh 3TUM, nepegadvy UHGeEK-
LIMOHHBIX 3a00neBaHNA. 3arps3HeHMe MOXET MPUBECTU K TpaBMe,
60NE3HN UM CMepTM.

* [1N9 NHCTPYMEHTOB MAM YCTPOICTB, KOTOPble BCTYNAKOT B KOHTAKT C
6M0N0rNYECKUMI YKNAKOCTAMM, MOXET NOTpe6oBaThCs CrelpanbHas
yTUnM3auma Ans NpejoTBpalleHus GMOMOrMYecKOro 3arpsi3HeHus.
YTunuzauus Bcex MeAMLMHCKUX UHCTPYMEHTOB U MPUHAANEXHOCTEN
[0MKHa NPOM3BOANTLCSA B COOTBETCTBUM C MECTHLIMM TPEGOBAHMAMM
1 NpaBuIamMu.

 ECc/iM cMeHHas KacceTa 3atiMKcmMpoBaHa HenpaBubHO, NPy MOMbITKe
3aKpbITb YCTPOICTBO cpaboTaeT 6G/10KMpaTop, KOTOpbI GyaeT npe-
NATCTBOBATb 3aKPbITUIO.

e YTUNM3NPYIATE MCMOMNb30BaHHbIE MPEAMETbI, COAEPXKALLME HOXM
IV NE3BWUSI, B KOHTEMHEPbI 4151 OCTPbIX MPeaMeTOB.

MHdopmaunsa o 6esonacHocTu npu MPT

HekMHWYeCcKre WCMbITaHUA NPOLEMOHCTPUPOBa/IA, YTO CKOObI, 13-
roToBMEHHblE W3 TUTaHoBoro cnnasa (Ti3A12.5V), asnawotca MP-
COBMECTMMbIMM. [auneHTy ¢ UMNIAHTUPOBAHHLIMI CKOBaMy MOXHO
6e30MacHO BbINO/HATL CKaHMpoBaHMe B MP-cucTeme, OTBeuvatoLLei
YCNOBUAM, MePeUnCIEHHbIM Aalee.

* [locTOAAHHOE MarHuTHoe rnone 15 Thwn 3,0 Tn

¢ MakcuManbHbIA MPOCTPAHCTBEHHBIA rpagneHT nons 3000 c/cm
(30 Tn/m)

* MakcvMaibHO 3asBeHHbI 418 cucteMbl MP cpegHuii yaenbHblii
KoathdmumeHT nornoweHns (SAR) ans Bcero Tena 2 BT/Kr (LUTaTHbIIA
PEXUM PaboTbl).

OXnpaaeTcs, YTO MpU YCOBUAX CKAHUPOBaHUSA, NPUBELEHHbIX BbiLLe,
CKOObl OyayT BbI3bIBaTb MakKCHMasibHOe MOBbLILLEHUE TemmepaTypbl
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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 fieldof 1L5Tand 3.0 T

» Maximum spatial field gradient of 3,000 gauss/cm (30 T/m)
e Maximum MR system reported, whole body averaged
specific absorption rate (SAR) of 2 W/kg (Normal Operating
Mode)

Under the scan conditions defined above, the staples are
expected to produce a maximum temperature rise of less than
T C after 15 minutes of continuous scanning. K

In non-clinical testing, the image artifact caused by the device



MeHee YeM Ha 2°C nocne 15 MUHYT HeMpepbIBHOrO CKaHMPOBaHUS. extends approximately 4 mm from the staple line when
B HEKNMHMYECKMX UCMbITAHMSAX apTedhakT n306paxeHusi, BbisBaHHbI  imaged with a gradient echo pulse sequence and a 3.0 T MRI
YCTPOACTBOM, MPOXOANT NPUGAN3UTENLHO HA 4 MM OT IMHUM ClUMBa-  System.

HUS NPU CbeMKE M306paXeHNs C NOCMef0BaTeNbHOCTHI0 UMMY/IbCOB

rpagneHT-3xo u cuctemoid MPT 3,0 Th.

TEXHWUT XKNE XAPAKTEPUCTUKWN / SPECIFICATIONS

[Jonyck coctasnsieT + 10 %, ecnv NprMeHMMO 1 He yKazaHo uHoe / Tolerance + 10 %, if applicable and unless otherwise specified.

XapakTepuctuka / Characteristic
CwmeHHas kacceTa / Reload Code

LiBeT cmeHHOW KacceTsl / Reload Color
FabapuTHble pasmepbl kacceTbl, MM / Reload over-
all dimensions, mm

Macca kacceTbl, r/ Reload mass, g

Yucno ckob / Number of staples

KonuuecTBo psigoB ckobouHoro wea / Staple rows
BbicoTa 3akpbiToil ckobbl, MM / Closed Staple
Height, mm

[nunHa HOXKM OTKpbITON CKo6bI, MM / Open Staple
Height, mm

[nnHa ckobbl (No ocHoBaHuMio), mm / Staple Lenght
(base), mm

[unameTp ckobbl, mm / Staple Wire Diameter, mm
dopma ckobbl nocne 3akpenneHunsa / Configuration
of staple after fixation

[OnuHa nuHum paspesa, mm / Cut Line Length, mm
BHewHss gnnHa ckoboyHoro wea, Mm / External
Staple Line Length, mm

BHYTpeHHAS gnHa cKo6oYHOro wea, mm / Internal
Staple Line Length, mm
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3HaueHue napametpa / Parameter value
GCRA40B (g5 HopMasibHbIX TKaHel / regu-  GCR40G (ans nnoTHbIX TkaHew / thick)
lar)
CwuiHag / Blue 3eneHas / Green
* BbicoTa/ Height: 61,72+ 5%
e AnvHa / Length: 74,68 + 5 %

28,57 28,31

46
4

15 2,0

35 4,7

3,05

+0,076

-0.13

0,2 0,2

30-topma/ 3D-Form

40
51
45
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YCnoBuA TPAHCNOPTUPOBKW n XPAHEHNA

YCnoBusi XpaHeH st TPaHCMOPTUPOBKN:

HanmeHoBaHune

TemnepaTtypa XpaHeHUs!

Temneparty'pa TpaHCMOPTMUPOBU

OTHOCUTENIbHAA BNaXXHOCTb

ATMOC(epHOe faBneHne HeT cneuudmueckmx ycnosuii

XpaHuTb B CyXOM MecTe.

XpaHWTb B 3aLLMLLEHHOM OT BO3ZENCTBUS MPAMbIX COMTHEYHbIX Nyyeli

¥ Tenna Mecre.
YCNOBUA SKCMNYATALINN

XUpypruyeckuii ctaumoHap, aMmoynaTopHbIii XMPYpPruyeckuin LEeHTp.

Ycnosusa npuMeHeHus GCRA40B
P GCR40G
Temnepatypa O120°Cpo 24 °C
OTHOCUTEeNbHAsA BNaXKHOCTb OT1 20 % po 60 %
ATMOChepHOe JaBneHue Het CneuMqJBV:%eCKMX yeno-

He I/ICﬂOﬂbByﬁTe MW nocne ncteyeHms cpoka rofgHoCTn Uau eciu

yNakoBKa MOBPeX/eHa.
POPMA TTIOCTABKWM

KacceTbl CMeHHble CO CKOBamu K arnnapaTam CLUMBAOLLE-PeXYLLMM
Echelon Contour gna HopmanbHbIX TKaHell 1 KacceTbl CMeHHble Co
ckobamu K annapatam cluvBatoLe-pexkywmm Echelon Contour ans
NAOTHbIX TKAHEN NOCTaBMAOTCS CTEPUbHBIMU /15 UCNOMb30BaHNS Y
0HOro naupeHTa. ocne NPUMeHeHUs YTUAN3NPOBATL B OTXO[bI.

ToproBas eguMHULA COLEPXUT 6 YNakoBOK M3LeNNA C UHCTPYKLUMEN

GCR40B
GCR40G

MeHee 25°C
MeHee 60°C

MeHee 60 %

Mo NMNPUMEHeHNI0 B yNnakKoBKe.
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TIHHANSPORT AND STORAGE

Storage and transportation conditions:

Designation GCRA40B
g GCRA40G
Storage Temperature Less than 25°C
Transportation Temperature Less than 60°C
Relative humidity Less than 60 %
Barometric pressure No specific conditions

Keep Diy®
Store away from direct sunlight and heat.

OPERATING ENVIRONMENT CONDITIONS

Hospital, outpatient surgical center.

. - GCR40B
Operation conditions GCRA0G
Temperature 20X to 24 °C
Relative Humidity 20 % to 60 %
Barometric pressure No specific conditions

Do not use MD after the expiration date or if the package is
damaged.
HOW SUPPLIED

The Echelon Contour Curved Cutter Reloads are supplied
sterile for single-patient use. Discard after use.

Sales unit contains 6 primary packaging in one box with
instruction for use.
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CTEPUNN3ALUA

MeTOZA CTepuUM3aLmmn raMma-usnyyeHue.
CPOKrogHocTtu, CPOK CJ/TYXEbI

CPOK rogHoctv 3 roga. [apaHTWIAHBLIA CPOK XPaHEHWsI U3AeNus pa-
BEH CPOKY FOAHOCTM
YTUNN3ALUNA

N3genns, nMeBLUNE KOHTAKT C KPOBbKO W/UAW ApyruMmn 6mMono-
TMYECKUMUN XMLKOCTAMKU, OTHOCUTCA K Kfaccy B Knaccupuka-
UMM MeAVLMHCKMUX OTXOLOB, W NOANEXar yTuausauum wivmnu
YHUUYTOXEHMWIO COMNacHO MPUMeHsAeMbIM HauWOHaNbHbIM 3aKO-
HOZaTeNnbHbIM HOpMaM.

Heucnonb3oBaHHble nM3genna (He UMeBLUME KOHTaKTa C KPOBbIO
nvnu ¢ 6MONOTMYECKMMMN XNAKOCTAMU), B T.4. C UCTEKLIUM
CPOKOM TFOAHOCTM, OTHOCATCH K Kfaccy A knaccuukauum me-
OVLMHCKUX OTXO0LO0B, Nognexar yTuansaunuu u/mnm yHu4Toxe-
HUIO COrNacHO MPUMEHAEMbIM HaUWOHAaNbHbIM 3aKOHO4ATe lb-
HbIM HOpPMaM.

MEPEYEHb MATEPUANIOB XMNBOTHOIMO N (UNW) YE-
NOBEYECKOIO NMPONCXOXAEHWA

He npvmeHnmo

VH®OPMAUWMA O NEKAPCTBEHHbIX TIPEMAPATAX WU
wmnn)y ®APMALEBTUYECKNX CYBCTAHUUNAX B CO-
CTABE MU

He npumeHnmo

OCHOBHOI CTAHAOAPT, KOTOPOMY
COOTBETCTBYHOT N3AENNA

N3genna cooTBeTcTBYOT TpeboBaHMamM EN ISO 13485
N3pgenns wmegnuuHckne. CucTeMbl MeHeIKMEHTa KayecTsa.
Tpeb6oBaHUA ANs Leneid perynnupoBaHus.

MONHbLIA CNUCOK MPUMEHUMbIX CTaHAAPTOB AOCTYMEH Mo
3anpocy.
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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 coming 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) HU-
MAN ORIGIN

Not applicable.

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

Non-applicable

BASIC STANDARDS TO WHICH THE PROD-
UCTS MEET

Devices meet requirements EN 1SO 13485 Medical de-
vice - Quality management system - Requirements for
regulatory purposes. A full list of applicable standards
is available upon request.
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cnucok n ONNCAHVE MATEPNAJIOB M/ LIST AND DESCRIPTION OF MD MATERIALS

KacceTbl CMeHHbIe CO CKo6amm K annapaTam clmBatoLe-pexywmm Echelon Contour gns HopManbHbIX TKaHEN:
Bug KoHTakTa ¢ nauu-
MaTepuan KOMNOHeHTa EHTOM/4enoBeKoM /
/ Component material Type of contact with
the patient/person

KomnoHeHT / Component

Kpblwka kapTpugka / Car- MNonvkap6oHar / Poly-
tridge Cap carbonate

LUTudhT naccyBHo 6paHwm MonvkapboHat / Poly-
/ Washer Pin carbonate
MaccuBHasa 6paHLua - nna-
CTMKOBas YacTb (6a30BbIi
matepuan) / Washer (base
material)
MaccuBHas 6paHLua - nna-
CTMKOBas 4acTb (KOHLeHTpaT KoHueHTpaT useta / KpaTkoBpeMeHHbIR (<

MonuatuneH  BbICOKOM
nnotHocTh / High densi-
ty polyethylene

kpacuTens) / Washer (color Color Concentrate 24 4acoB) KOHTaKT C
concentrate) MAFKAMUW TKaHAMA /
. Hepasetowas ctane / Limited - Externally
Hox / Knife Stainless steel Communicating - Direct
Tissue Contact (< 24
OrpaHnuuTenb TKaHw, Hepxasetouast crans / hours)
HanpasfatoLan Hoxa / Re-

taining Pin, Knife Guide Stainless steel

MaccuBHas GpaHLa - Me-

. Hepxasetowlaa cranb /
Tannnyeckas yactb / Anvil P k

Stainless steel

Plate
. JKNAKOKpUCTaNNNYECKNIA
Tonkarens (LLa6noH) / Driv- nonﬂlvlepp/ Liquid crystal
er polymer
. . YKnaKOKpUCTanIMyecKuii
KapTpuppk CETVM / Cartridge nonumep / Liquid crystal
ue polymer
Ckobbl / Sta- TuTtaHoBbIli cnnas / Ti- [JonrocpoyHsiii (>30
ple tanium Alloy CYTOK) KOHTaKT C MAr-
Ckobbl / Sta- KMMK TKaHaMK / Long-
ple Cwmaska/ Lub- Cteapat Hatpusi / Sodi- Term Implant - Direct
ricant um stearate Tissue Contact (> 30

days)
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KacceTbl CMeHHble CO CKobamu K annapartamM ClUMBaroLWe-peEXYLNM Echelon Contour gna naoTHbIX TKaHeil:

B4 KOHTaKTa Cc nayu-
MaTepvan KOMNOHeHTa €eHTOM/4enoBEKOM /
/ Component material Type of contact with
the patient/person

KomnoHeHT / Component

Kpbiwka kapTpumka / Car- MonukapboHat / Poly-
tridge Cap carbonate

LLTndT naccvBHoi 6paHwm Monukap6oHar /  Poly-
/ Washer Pin carbonate
MaccmBHas 6paHLua - nna-
CTVKOBas YacTb (6a30BbIit
matepuan) / Washer (base

MonnatuneH  BbICOKON
nnotHoctv / High densi-

material) ty polyethylene
MaccuBHas 6paHLwa - nna-
CTUKOBas YacTb (KOHLeHTpaT KOHUEeHTpaT  LBeTa KpaTkoBpeMeHHBIi (<
kpacuTtens) / Washer (color Color Concentrate 24 4acoB) KOHTAKT C
concentrate) MArKUMMN TKaHAMK /
. Hepxasetowass crans /] Limited - Externally
Hox / Knife Stainless steel Communicating - Direct
Tissue Contact (< 24
OrpaHn4uTeNb TKaHW, Hepxaselowas CTab hours)
HarpasnstoLas Hoxa / Re-

taining Pin, Knife Guide Stainless steel

MaccmBHas 6paHLla - Me-

.. Hepxasetowaa crtanb /
TanmMyeckas vactb / Anvil P -

Stainless steel

Plate
. YKnAKOKpUCTanIM4yeckuii
Tonkatens (LLa6noH) / Driv- nonﬂmepp/ Liquid crystal
er polymer
KapTpuax 3eneHsbiin / Car- mMKOKpMCT_&MquCKMM
tridge Green nonumvep / Liquid crystal
polymer
TuTaHoBbIli cnnaB / Ti- JonrocpouHsiii (>30
Ckobe! / Staple tanium Alloy CYTOK) KOHTaKT C MAr-
Ckobb! / KvMK TKaHamu / Long-
Staple  Cwmaska/ Lubri- Cteapat Hatpusi / Sodi- Term Implant - Direct
cant um stearate Tissue Contact (> 30

days)
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BO3MOXHOCTbh U METOAbl UHTEI'PALIUH C APY- | THE POSSIBILITY AND WAYS OF INTEGRAT-
I'MHMHU MEJULIHHCKUMH U3JIEJIUAMH ING WITH OTHER MEDICAL DEVICES

CHHHe (114 HOPMATBHBIX TKaHeii) M 3eneHble (IS MIoTHEIX Tka- | The blue (standard) and green (thick) Echelon Contour
Heil) CMeHHble KacceTbl JIA annapata cumsaiouie-pexymero uso- | Curved Cutter Reloads may only be used with The Echelon
riytoro Echelon Contour MoryT 6biTh Hcnonb3oaHbl Tonbko ¢ an- | Contour Curved Cutter but can be used interchangeably. The
NapaToM ClIMBAIOLIE-PEXYILNM H30rHyTHIM Echelon Contour, o ouu | Echelon Contour Curved Cutter may be reloaded five times
MOTYT 6bITh HCMOJL30BaHbI B3IAHMO3AMEHAEMO. for a maximum of six firings per instrument during a single
Annapar MOXHO nepe3apaanTb NATL pa3, Jonyckaercs He 6onee wie- procedure.

CTH NPOLIMBAHUI HA HHCTPYMEHT B XO€ OAHOH NPOUEAYPbI.

UHTEPIIPETALIUSI CUMBOJIOB / INTERPRETATION OF SYMBOLS

3HaueHHs CHMBOJIOB, KOTOpbIe MOryT GbITh yKa3aHbl Ha MmapkupoBke / Interpretation of symbols that can be used
at package:

MapxkupoBka Pacundporka Eng
@E PaauaumnoHHas crepunusauus Sterilized by irradiation
r 3
3anper Ha MOBTOPHOE NPUMEHEHHE Do not re-use / Single Pa-
p P P tient Use
[N o
r )
He crepunnszoBaTh noBTOpHO Do not resterilize
L 4
MD MeauuuHcKoe H3nenue Medical Device
Caution: Federal law re-
MPENOCTEPEXEHHE: ®eaepanbHbiii  3akoH | stricts this device to sale
&omy (CHIA) cTporo peraameHTHpyeT npoaaxy aanHoro | by or on the order of a li-
YCTPOICTBA TONLKO 10 NPEANHCAHUIO Bpaya censed healthcare practi-
tioner.
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REF

Ct

He ncnonb3oBaTh NpU MOBPEXAEHUN YNAKOBKU

OcTopoXKHo!

O6paTnTech K MHCTPYKLUMM NO NPUMEHEHUIO

Homep no katanory

KonnuyecTBo B ymnakoBke

MapknpoBka cooTBeTCcTBMA TpeboBaHMAM CE

bBepeub OT Bnaru

He gonyckaTb BO3/eliCTBUS COMHEYHOrO CBETA

Kog naptuu

Mcnonb3oBaTh 40

MN3rotoBuTeNb
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Do not use if package is
damaged

Caution

See Instructions For Use

Catalogue number

Packaging unit

CE Mark (Conformité Eu-
ropeenne) with notified
body number

Keep dry

Keep away from heat
or
Keep away from sunlight

Batch code

Use by

Manufacturer, date of
manufacture *
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r A
. Authorized Representative
YNonHOMOYEHHbIA NpeACTaBUTEND B . .
REP N in the European Communi-
Esponeiickom coolliiecTse
ty
[ 4
O Eaunas 6apbepHas cHcTeMa AN CTEPHITH3ALIMH Single  sterile  barrier
system

IFAPAHTHA H PEKJIAMAIINA

FapanTuiHbii CPOK XpaHEHHA - APON3BOAUTENb TApPAHTHPYET CO-
XpaHeHHe CTEPHIILHOCTH H3AEHA, a TaKXKe ero MPUroAHOCTh AJIA HC-
NOAb30BAHHA MO Ha3HA4YeHHIO, NPU YCNOBHH €ro MpaBHIbLHOIO
TPAaHCNOPTHPOBaHHA M XpaHEHHS B TEYEHHE 3 NeT ¢ AaThl MPOH3-
BOJICTBA.

[Mpon3soaHTeNnb He HeceT OTBETCTBEHHOCTH 3a MOBPEXKACHHA HWIH
HECHacTHble CNy4aH B pelynbTaTe HENpPaBWIbHOIO HCMOJb30BAHHA,
OWHOKHN NONB30BaTENR MAH BHEWHWX Ype3BbldaHbIX cHTyauui. Tlo
BOMpPOCAM KauecTBa NpOAYKUMH ofpalnaiiTech K yNOJTHOMOYEHHOMY
NpPEeACTABHTENIO NPOU3BOAMTENS.

Coo6u1eHHS 0 cepbe3HbIX CAYUARAX

Jna nauuenTa / nonb3osares / Tpetbero auua B Epponeiickom Coto-
3¢ H B CTpaHax ¢ MAEHTHYHBIM PEXXHMOM peryanpoatus (Pernament
EC 2017/745): echn BO BpeMs UCNOIb30BAHHS ITOTO YCTPOACTBA HIH
B pe3ynbTaTe ero HCIOJb30BAHHA MPOH30LIEN CEPLE3HbIA Cnyuaid,
noxanyiicra, coobwure o6 ITOM NPOU3BOJMTENO W/HAH €ro ynoi-
HOMOYEHHOMY MpeACTaBHTENO, a Taloke B Balll HALMOHAIBLHBIA Op-
raH.

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 transporta-
tion and storage within the shelf life as indicated

on the product labelling. Manufacturer is not liable for any
damage or accidents 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 of this device or as a 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.

HAHMEHOBAHHE H IOPHAHYECKHH AJPEC NIPOU3-
BOAUTEASA MH H YHOJHOMOYEHHOI'O MPEJACTABH-
TEJIA NPOU3IBOAUTEJIA B POCCHH

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

NPOHU3IBOAHUTEJIb

«ITiKoH Dnao-Cepaxepn, In-In-Cu», CLUA, 475 Calle C. 00969
Guaynabo, Puerto Rico

MANUFACTURER

Ethicon Endo-Surgery, LLC, 475 Calle C, 00969 Guaynabo.
Puerto Rico, USA
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’ @ PN
YINOJHOMOUYEHHOH MNPEJACTABHUTEJIb NMPOHU3BOJH- | AUTHORIZED REPRESENTATIVE OF THE
TEJIA B POCCHH: MANUFACTURER IN RUSSIA:
000 «Jlxoncon & JxoHcon», 121614, r. Mocksa, yn. Kpbinarckas, | Johnson & Johnson LLC,

a. 17, kopn. 2.
Ten. +7(495)580-7777, dakc: +7 (495) 580-7878

DL-INJRUMedicalQA@ITS JNJ.com

121614, Moscow, Krylatskaya str., 17/2.
Tel. +7 (495) 580-7777. Fax: +7 (495) 580-7878

DL-JINJRUMedicalQA@ITS.JNJ.com,
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<llUTamn: D10 AOCTOBEPHAA M TOUHAS
KOMHA C NOANHHHHKa>

CRO0NUCAHO >

Koopounamop omoeaa nopvmamueno-
npasosoco pezyauposanis

S mons 2023 200a

<Kpyrnas neuars:
MEYATD
HOTAPUYCA;
WTAT OFAHO>

CoraacoBaHo

«3tukon IHa0-Cepmxepu, In-I1-Cuy

Opranu3zains

475 Kanne C, 00969 ['vaiina6o, [1y3pro-Puko, CLLA
Aapec

ﬂMDCKTOD oTACAa HOPMATUBHO-NPABOBOro peryivpoBaHus
Jlonxnocte

bpaitau Pyon

DaMHIKA, HMA

03/07/2023
Jlaa JUL MM [T11°

<NOAMUCAHO>
Hoanuce

<noonucano>

<lHramn: Yuneam LlTalinmen
Hortapuyc, wrar Oraito
Cpok neHcTBHA MOCH JIMUEH3UH HCTEKAET
20 anpens 2027 ropa>

<Haonuce om pyxu: 05 woas 2023 co0a>

HHCTpYyKIMSA M0 NPUMEHEHHIO

MEAHUHHHCKOIo H31€CJINA:

«KacceTbl cMeHHble €O CKOGaMH K aNNapaTaM CIUIHBAIOLLE-PEXY LIHM, BAPDHAHThI HCMOJIHEHHS:
1. KacceTbl cMeHHbIe €O cCK00amMHu K annapaTtam curnBaiowe-pexxyium Echelon Contour ans HopmMaasHbIX TKaHeit
2. Kaccerbl cMeHHbIE €O cK00aMu Kk annaparam cunBaoute-pexyuiim Echelon Contour ans nioTHbIX TKaHeii»
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nepesogunkom LLlonH6ogoBon Mapxabo MaliluaH6eeBHON.

Poccuiickan Pepepaums
"opog Mocksa
[BeHagLaToro nonsa aBe TbicAYN ABajLaTb TPETLErO roga

A, FOpakoBa [JnaHa LLIeBKeTOBHa, BpeMeHHO UCMOMHALWAA 0693aHHOCTM HOTapuyca ropoga
Mocksbl Kopcnk Mapun AnekcaHpOBHbI, CBUAETENLCTBYIO MOA/IMHHOCTb MOAMMCYK MepeBogymnKa
LLlonH6oa0B0O Mapxabo MaiwaH6eeBHBbI.

Mognuck caenaHa B MOEM MPUCYTCTBUN.

JIMyHOCTb NognucaBLUEro LJOKYMeHT yCTaHOB/IeHa.

3aperucTtpu ‘Ne-77/213777-2023-

YnnaveHii™a”Bselslll oTapuanbHo/o geicteus: 400 py6. 00 Kon.

O.1. FOpakoBa

Bcero npoLwHypoBaHo, NPOHYMepoBaHO
M cKpenaeHo neTbto 25 nuct(a)(oB)

BPMO HoTa 1}Ma
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This Is a true and accurate
copy ofthe original

eris Co

VIHCTPYKLMSA N0 NPUMEHEHUIO MEAULMHCKOTO

«KacceTbl CMEHHbIe CO CKob6aMu K annaparam
CLUMBalOLLLe-pexXyLLLMM, BapuaHT ucnosHeHnsa: KacceTbl
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Instruction for Use for the medical device:

«The Cutter Reloads with staples for stapling
and cutting devices, variation: The ECHELON

Flex 35 Cutter Reloads»



Pycckuin asbl k

HAMMEHOBAHWVE MEOVWUMNHCKOIO U3AEAMA (M) N EFO KNACCWU-
PNKALNA

HanmeHoBaHue MW, mogenn nan sapuaHTbl ucnosHeHua MU

KacceTbl CMeHHble CO CKoGaMK K annapaTaM CLUMBAOLLEe-PeXyLIMM, BapuaHT MUCMOoJHe-
HUS;

KacceTbl cMeHHble co ckobamu Endopath Echelon k annapatam CLUMBAROLLE-PEXYLLIAM
ECHELON Flex 35-12 wrt./yn.

[anee no TekCTy MOryT WCNO/b30BaTbCA CrefytoliMe HaumMeHOBaHUS MeAMLMHCKOro
N3Lenns: KacceTbl CMeHHble, nsgenne, kaccetel ENDOPATH ECHELON, Kaccetbl
ENDOPATH ECHELON 35 mwm, 4 paga, 6enble, KapTprugxKm
KJTACCNPUKALNA MU

Knacc B 3aBMCMMOCTM OT CTENeHN MOTEHLWANbHOr0 pUCKa NPUMEHEHUS B MeAN-
LMHCKMX LENsiX B COOTBETCTBMM C HOMEHK/IATYPHbIM KacCU(MKATOPOM Mefu-
LUHCKUX n3gennia: 3.

HASHAYEHVE MEAVNUWHCKOIo W3OEANA C YKASAHWEM TMOTEH-
LMNANBHOIO NMOTPEBUNTENA MU

KacceTbl CMeHHble CO CKOGaMM K annapaTam CLUMBatoLLe-pexyL MM npejHasHa-
YeHbl N5 pacceyeHuns v pe3eKuun TKaHei.

MoTeHumManbHble NoTpebuTenu M

MeanuMHCKUe paboTHUKK, XUPYPTHA.
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English

MEDICAL DEVICE (MD) NAME AND CLASSIFICATION

MD name, variations of MD

The Cutter Reloads with staples for stapling and cutting devices, varia-
tion:

The ENDOPATH ECHELON Vascular White Reload for Ad-vanced
Placement Tip (35mm, 4 Row) - 12 pcs/pkg

Hereinafter, the following names of the medical product can be used:
Reloads, instrument, device, ENDOPATH ECHELON Vascular Re-
load, ENDOPATH ECHELON Vascular Reload 35 mm, 4 rows,
white, cartridges

MD CLASSIFICATION

The class, depending on the degree of potential risk of medical use
in according to the nomenclature classifier of medical devices: 3,

INTENDED USE MEDICAL DEVICE WITH AN INDICATION
OF APOTENTIAL USER OF MD

The Cutter Reloads are intended for transection and resection of
tissues.

Potential users of MD

Healthcare professionals, surgeons.



MOKA3AHUNA

AnnapaT CLUMBAIOLLE-PEXYLLMIA YCOBEPLUEHCTBOBAHHbIA, C KNHOBOBUAHOW OpaHLLeli
ECHELON Flex 35 ¢ n3MmeHsowmmes yrniom paboueid 4acTu, 3HAOCKONUYECKMIA, aek-
TPUYeCKUiA, aBTOHOMHbIW, AnnHa cTBona 320, n Kaccetsl ENDOPATH ECHELON 35
MM, 4 psaga, 6enble K HeMy npefHasHaueHbl 419 NepeceveHns 1 pe3eKLUmn TKaHei 1 co-
CYL0B. DTV UHCTPYMEHTbI NMPUMEHSIOTCA BO BPEMSA Pa3HOO6pa3HbIX OTKPbITbIX UK Ma-
NOUHBA3MBHBIX OMNepauuid, B Yposioruum, TopakasibHON 1 06LLER XMpYprum 1 neauaTpuun.
MPOTMBOMOKA3AHUA

* 3anpeLyeHo UCMo/b30BaTh 3TOT MHCTPYMEHT Ha aopTe.

* 3anpeLyeHo 1cnonb3oBaTb 3TOT UHCTPYMEHT Ha MLLEMWU3NPOBAHHBIX WAN HEKPOTU3M-
POBaHHbIX TKaHsIX.

« 3anpeLleHo MCMnonb30BaTh anmapar Ha FMaBHbIX cocyfdaX, ecny He 06ecrneveH KOH-
TPOAb B MPOKCUMAa/ILHOM W AUCTa/IbHOM HanpasieHnu.

* [Nepen Mcnonb3oBaHWEM MHCTPYMEHTA C/ieAyeT TWATeNbHO OLEHUTb TOLWMHY TKaHW.
Cwm. Tabnuuy ¢ KOAOM M3AeNnst Ha KacceTbl ANSl MHCTPYMEHTa, YT06bl 03HAKOMUTCS C
TpeboBaHUAMM MO KOMMPeCCUW TKaHei (BbICOTa 3aKpbITO CKOOKK). ECM TKaHb Hesb3s
6e3 Tpyda CaTb 40 BbICOTbI 3aKPbITON CKOOKM WM OHA NIETKO CXXMMAETCS! Ha YPOBEHb.
YCTYNatoLLMiA BbICOTE 3aKPbITOW CKOOKM, paboTa C TKaHbt0 NPOTMBOMOKAa3aHa, MOCKO/b-
Ky OHa MOXXET ObITb C/MLIKOM TONCTON MAN CANLLKOM TOHKOW ANl CKOBKM, yKa3aHHOW B
Tabnuue ¢ KofoM U3aenns Ans KacceTbl.

e [laHHbIi MHCTPYMEHT He MpeAHasHauyeH Ans UCMOMb30BaHWS MpU HaMyumMM NpOTUBO-
MOKa3aHWi K HaNOXEHNIO . XUPYPIrMYECKNX CKOBOK.

* 3anpeLLeHo MCMO/b30BaTb 3TOT UHCTPYMEHT MPU HaNMYMK NOKa3aHWUIA K NPUMEHEHNIO
MaTepuanos, YKPENAALWNUX NMHUIO CKOOOYHOIO LLUBa.

* 3anpeLyeHo MCMonb30BaTb 3TOT MHCTPYMEHT, €CAIN NOCNE 3aKPbITUS TKaHb BbICTYNaeT
3a OTMETKY NMHMK paspe3a, KoTopas 0603HavyaeT MUHUMaTbHOE PacCTOsiHWE paspesa
(Hanpumep, Npu co3gaHMM aHaCTOMO3a).

* 3anpeLleHo MCMonb30BaTh 3TOT MHCTPYMEHT Ha NapeHXMe MeyveHun, NOMKeNnyaoUHON
)Kenesbl, MOYEK WM CENe3eHKM, a TaKxKe Ha APYruX TKaHsX, KOTOpPble HeMb3a 6e3 Tpyaa
CXaTb [0 BbICOTbI 3aKPbITON CKOOKM.
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INDICATIONS

The ECHELON FLEX Powered Vascular Stapler with Advanced
Placement Tip (35mm. 4 Row) and ENDOPATH ECHELONTM Vascu-
lar White Reload are intended for transection and resection of tissue and
vasculature. The instruments have application in multiple open or mini-
mally invasive general, urologic, thoracic, and pediatric surgical proce-
dures.

CONTRAINDICATIONS

* Do not use the instrument on the aorta.

* Do not use the instrument on ischemic or necrotic tissue.

» Do not use any linear cutter on major vessels without making provi-
sion for proximal and distal control.

* Tissue thickness should be carefully evaluated before firing any sta-
pler. Refer to the Reload Product Code Chart for

the tissue compression requirements (closed staple height). If tissue can-
not comfortably compress to the closed staple height, or easily com-
presses to less than the closed staple height, the tissue is contraindicated
as it may be too thick or too thin for the staple identified in the Reload
Product Code Chart.

* This instrument is not intended for use when surgical stapling is contra-
indicated.

» Do not use the instrument where use of buttress material is indicated.

* Do not use the instrument if upon closing, the tissue extends

beyond the cut line marking, which represents the minimum cut dis-
tance, such as in creating an anastomosis.

» Do not use the instrument on the parenchyma of the liver, pancreas,
kidney, or spleen, or other tissues which cannot comfortably compress to
the closed staple height.



HEXENATE/IbHbIE NMOBOYHbLIE 3®PEKTbI / OCTATOUYHbBIE PUCKN

HexxenatenbHble NO60OYHbIE 3NHEKTHI N PUCKM, CBA3AHHBIE C HAIOXKEHWNEM MeXaHUye-
CKOFO LUBA C MOMOLLBH MHCTPYMEHTA, BK/OYAIOT B Ce6S1 PUCK KPOBOTEUEHWS!, TPaBMM-
poBaHMe TKaHel, BBEAEHWE HECTEPWSbHbIX MOBEPXHOCTEH WM MEPEHOC MaTOreHOoB,
BOCMa/IEHUE WM HeXenaTe/lbHYH PeaKLMio TKaHWU, TMnepyyCcTBUTENbHOCTb, MOBPEXAE-
HVMe UMYLLECTBA WM HaHeCeHUe Bpeda OKPYXKatoLLei cpeae, MOpaKeHue 3NeKTpuye-
CKUM TOKOM U MarHMTHO-PE30HAHCHYH HECOBMECTUMOCTb C MHOPOAHLIMU Tenamu. A
TaKKe, HeXenartenbHOe NPUUMHEHME BPefa, PaCLUMPEHWe OMepaTVBHOMO BMeELLATe lb-
CTBa WU U3MEHEHWE XMPYPTUYECKO METOANKIA MOTYT NMPUBECTU K HAPYLLUEHWUIO NIMHUN

CKOGOYHOTO LLUBA, HEBO3MOXXHOCTM PACCEYEHMNS U MOBPEXAEHNIO UHCTPYMEHTA.

OMMNCAHWE N3OENNA

VIHCTPYMEHT 1 KacceTbl - 3TO CTepU/ibHbIE U3L4ENUA, UCMONb3YyeMble 1S O4HOMO naum-
€HTa, C MOMOLLBI0 KOTOPbIX MOXHO OfHOBPEMEHHO OCYLLECTB/ATbH paccekaHue wn npo-
LUMBaHME TKaHel. B KacceTe B LUaxXMaTHOM MOPSAKE PacrofiOKeHbl YeTbipe psfa CKo-
OOK. M0 fiBa C KaXXA0M CTOPOHbI OT NIMHMK paspesa. VIHCTPYMEHT MMEeEeT IMHMI0 CKO6OoY-
HOrO LLBA ANMHOM 0KOMO 35 MM W NMHWUIO pa3pesa A/IMHOI 0kono 30 MM. CTBOST MOXET
BpaLlaTbCa CBOOOAHO B 06OMX HanpaBfieHMAX, & MeXaHW3M BpalleHWs No3BOMAET Au-
CTa/IbHOM YacTy CTBOMIA NOBOPAYMBATLCA /1 YNPOLLEHNA naTepasibHOro AocTyna K me-
CTY NPOBEeAEHNs OnepaLymu.

B ynakoBKy C WHCTPYMEHTOM BXOAWT NEPBUYHbLIA NNTUEBBIN aKKyMYNSTOPHbIA 60K,
KOTOpbI HEOOXOAMMO YCTAHOBWTb Mepes MCnonb3oBaHWeM. K yTunmsaumm akkymyns-
TOPHOro 6/10Ka NPeAbABNATCA CcrelunanbHble TpeboBaHNs.

KacceTa He BXOAMT B YNakoBKY C arnapaTom: ee HeOO6XOAMMO YCTaHOBWUTL Mepep, uc-
M0JIb30BaHNEM.

MpepoxpaHuTenbHaa nnacTuHa (3aliMTHasA KpblWKa And CKob) Ha KacceTe 3awuuiaet
KOHYMKN HOXEK CKOO Mpu TPaHCMOPTUPOBKE M YCTAHOBKE KacceTbl. MexaHu3m 6/10Ku-
poBaHWA WHCTPYMEHTa MpefHasHayeH A4/ MpefOoTBpaLleHus MOBTOPHOIO MpUMEHEHMS
MCNOMb30BaHHOM WM HEMpaBW/IbHO YCTAHOBMIEHHOM KacCeTbl MM cpabaTbiBaHWS WH-
CTPYyMeHTa 63 3apsiyKEHHOM KacceTbl.

BHumaHmne! He 3apshkaiitTe annapat 6onee 12 pa3; T. e. He 601ee 12 npoLuMBaHWiA ans
OJHOr0 MHCTPYMEHTA.

Tabnuua c KogoMm n3fennsa Ans KacceTbl

Annapat CLUMBaIOLLE-PEXYLLMIA YCOBEPLUEHCTBOBAHHbLIA, C KAHOBOBUAHOW OpaHLUel
ECHELON Flex 35 ¢ “3MeHSOLWMMCS YoM pabodeit YacTu, 3HAOCKONNYECKWNIA, aMeK-
TPUYECKMIA, aBTOHOMHBIN, AnnHa cTBoNa 320. MOXHO MCMOb30BaTh TOMLKO ¢ KacceToi
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UNDESIRABLE SIDE EFFECTS/RESIDUAL RISKS

Undesirable side effects and risks associated with surgical stapling in-
clude the potential for bleeding, tissue injury, introduction of non-sterile
surfaces or pathogen transfer, inflammatory or unintended tissue reac-
tion, hypersensitivity, property or environmental damage, electrical
shock, and foreign body magnetic resonance incompatibility. Also, unin-
tended harm, extended surgery, or altered surgical approach may result
from staple line failures, inability to cut, or damaged devices.

DEVICE DESCRIPTION

The Instrument Reloads are sterile, single patient use devices that simul-
taneously cut and staple tissue. There are four staggered rows of staples,
two on either side of the cut line. The Instrument has a staple line that is
approximately 35 mm long and a cut line that is approximately 30 mm
long. The shaft can rotate freely in both directions and an articulation
mechanism enables the distal portion of the shaft to pivot to facilitate
lateral access to the operative site.

The instrument is packaged with a primary lithium battery pack that
must be installed prior to use. There are specific requirements for dispos-
ing of the battery pack.

The instrument is packaged without a reload and must be loaded prior to
use. A staple retaining cap on the reload protects the staple leg points
during shipping, transportation, and installation of the reload. The in-
strument's lockout feature is designed to prevent a used or improperly
installed reload from being retired or an instrument from being fired
without a reload.

Caution: Do not load the instrument more than 12 times for a maximum
of 12 firings per instrument.

Reload Product Code

WARNINCw; The ECHELON FLEX Powered Vascular Stapler with
Advanced Placement Tip may only be used with the ENDOPATH
ECHELON Vascular White Reload for Advanced Placement Tip,
(35mm, 4 Row). A




ENDOPATH ECHELON 35 mwm. 4 paga, 6enoii.

Reload Open ("losed Staple Reload Number of  Staple
Kog BbicoTa BbicoTa '1vHa Kaccela KonuyecTBO C'k060unbIH Code aagﬁ Staple t'“e " Color staples Rows
OTK'PbIFOH 3aKpbITOM CKO6OYHOro (uBeT) CKOBOK LwoB ei&ht Height eng _
CKOOKM CKOOKM m/Ba VASHCR35 2-5 mm 1.0 mm 35 mm White 36 4
VASECR35 2.5 Mm 1.0 mm 35 Mm Benbiii 36 4

PNCYHKW NOBO3HAYEHWA / ILLUSTRATIONS AND NOMENCLATURE
PucyHok 1/ Hlustration 1

1. MpegoxpaHuTensHaa naacTuHa (3awmnTHaa Kpblwka ans ckob) /Staple Retaining Cap
2. OnopHada 6paHwa/ Anvil Jaw

3. KacceTHas 6paHwa/Channe! Jaw

4. OTBepcTune Anq BbipaBHUBaHUA KacceTbl/ Reload Alignment Slot

5. BbicTyn gns BblpaBHMBaHMA KacceTbl/Reload Alignment Tab
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staple Retainer

A Cartridge

Driver Driver Sled Suture

Right Left
dyHKUMOHaNbHbIN anemeHT / Functional element PyHKUMOHaNbHOe HaszHayeHue / Functional purpose
1 MpefoxpaHnTenbHas nnacTUHa (3awMTHas Kpblllika gns [lomoraet npefoTspaTuTb CMelleHue WBOB (CKOG) nepef Mcrnosnb3oBaHuem /
ckob) / Staple Retainer The Staple Retainer helps to prevent Sutures (Staples) from getting dislodged

prior to use

2. Kopnyc kaptpugxa / Cartridge KapTpumx wumeeT BHeWHWe (YHKLMMW, KOTOpPble MOMOrakT MNO/b30BaTENt0

BbIPOBHATbL W 3aUKCUPOBaTb €ro B KaHale MNpUBOAUMBbIX B [JelCTBUE
YCTPOWCTB ANa climBaHusa. KapTpuax Takxe yaepXuBaeT U MO3ULUOHUPYeT
CKOObl Mepef NO3MLMOHWPOBaHWEM BO Bpems npowmBaHus / The Cartridge
has external features that helps the user to align and lock it in the Channel of
Powered Vascular Stapler devices.

Cartridge also holds and positions the staples prior to deployment during fir-

ing ‘
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3. npasbili Tonkatens (gpaisep) / Driver Right
4. Nesblit Tonkatens (apaiisep) / Driver Left

5. CaHu (MonsyHok) / Sled

6. loTok (nogaoH) / Pan

7. Ckoba / Suture

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

KaHaBKa Ha BepxHeil MOBEPXHOCTM HaNpaBAsloWed nomoraeT yAepXuBaTb
CKOObI W BblpaBHMBaTb UX MO Yrayb6neHMsM B GpaHLUe.

Mpu npuBegeHUN B [eiACTBME YAApPHO-CMYCKOBOrO0 MexaHW3Ma YCTpOWcTBa
ONA CLUMBaHMA C 3NEeKTPONPUBOAOM ApaliBepbl BbIABUralOTCA BBEPX BHYTPU
KapMaHOB AN KapTpudKel C MOMOLLbI MON3yHKa, TakuM 06pa3om, CKOGbl
NpoTanKMBalOTCA BBEPX, CMOCOOCTBYA WX MO3UMLUOHWPOBAHUK B KapMaHax
6paHwwn / The groove on the top surface of the Driver aids in holding and
aligning the Sutures to the pockets in the Anvil.

On actuating the Firing mechanism of the Powered Vascular Stapler device,
Drivers are pushed upward within the Cartridge pockets by the Sled, thereby
pushing the Sutures upward and aiding in the forming of the Sutures in the
anvil pockets.
Mocne 3arpys3ku KapTpugxa B YCTPOWCTBO ANA CLUMBAHMWA, MON3YHOK coeau-
HAeTCA C HOXOM CLUMBAaTENs C 3MeKTPONpPUMBOAOM, 4TOObI MNpefoTBPaTUTL
6/10KMPOBKY M 06ecneynTb BO3MOXHOCTb paspesaHnsa 1 CLUMBaHUA.

Mon3yHOK nepemMeLLaeTcs no NOAAOHY M OPUEHTUPYIOTCA NO Nasam Ana KapT-
puikein. KnuHoBuaHas qopma Ha LUCTanbHOM KOHLle NON3yHKa B3auMofei-
CTBYET C COOTBETCTBYHLLEA BCTPOEHHOI (PYHKUMER Ha MpuMBOAax, TakMM 06-
pasoM MOATaNKNBas UX BBEPX.

JNeMeHTbl NOM3YHKOB WMEKT Kynauykoobpasuyt (opMy Ha BepxHeil no-
BEPXHOCTM C MEpPUOAOM BbILEPXKKM, KOTOpblli o6ecrneynBaeT cTabuibHoOe
thopmupoBaHue ANa JOCTMXeHMA Tpebyemoin B-obpasHoil ¢opmbl [/ After
loading the Cartridge in the Device Channel. Sled mates with the Knife of the
Powered Vascular Stapler to prevent lockout and permit transection and sta-
pling.

The Sled rides on the Pan and is guided by the Cartridge slots. The wedge
shape on the distal end of the Sled interacts with a coixesponding included
feature on the Drivers, thus pushing them upward.

The sled features have a cam like shape on the top surface with a dwell period
which enables Staple formation to attain the required B-shape.

MoafoH NomMoraeT yAep>XuBaTb Hacagku B KapMmaHax Ans KapTpumkei, Korga
KapTpuaX He 3arpyXeH B kaHan yctpoiictea / The Pan helps in retaining the
Drivers within the Cartridge pockets when the Cartridge is not loaded in the
device Channel

3a0CTpeHHble KOHLIbl HOXKEK CKOG Cnoco6CTBYHOT laBHOMY MpPOKaslbIBaHWIO



TKaHeil Tena nauuweHTa. OCHOBaHWe MNOAAEPXWUBAETCA [paliBepoB CHU3Y BO
BpeMs (hOpMMPOBaHUA CKOOBI.

3akpbiTad B-ob6pasHasa opma cPOPMMpPOBaHHbIX LIBOB NOMOraeT B CBA3blIBa-
HAM U NPaBUNbHOM ClUMBaHWWM TKaHeir BmecTe / The sharpened ends of the
Suture legs aids in smooth piercing through the patient body tissue. Crown is
supported by the Driver below during Staple forming.

The Closed B shape of the formed Sutures help in binding and proper stapling
the target tissues together

MHCTPYKUWUW no MPUMEHEHWNIO

lMepes MCnonbL30BaHNEM KacCeTbl
1Y6eauTech, YTO pa3Mep KacceTbl COOTBETCTBYET pasMepy MHCTPYMEHTa, KOTOpbIi By-
JeT ucnonb3oBaTbCsl (Hanpumep, ucnonb3yiite Kaccery ENDOPATH ECHELON 35
MM, 4 psga, 6enylo ¢ AnnapatoM CLUMBAIOLLE-PEXYLLMM YCOBEPLUEHCTBOBAHHbLIM, C
KntoBoBuAHoN 6paHwein ECHELON Flex 35 ¢ M3MeHstOWMMCS YIioM paboyeli yacTy,
3HLOCKOMUYECKUM, 3/IEKTPUYECKMM, aBTOHOMHBIM, A/MHa cTBOMa 320).

2 Tepes nNpUMeHeHWEM WHCTPYMEHTa MpoBepbTe COBMECTUMOCTb BCEX YCTPOWCTB U
NPUHALNEXHOCTENA.

YCTaHOBKa KacceTbl B annapar

1 Vi3BneknTe KacceTy W3 ynakoBKW, COONtOf4ass CTepubHOCTb. Bo m3bexkaHue nospe-
XIEHUs He [onycKaiTe HapyLUeHUs CTEPUSIbHOCTU KacCeTbl.

2 lMepep, yCTaHOBKOM KacceTbl y6eAMTECh, YTO UHCTPYMEHT HaXOAUTCA B OTPLITOM MO-
NnoxeHum (puc. 2).

3 OCMOTpUTE HOBYHO KacCeTy™ Ha MpeAMeT 3alMTHOM KPbILWKM Ans CKOOGOK. Ecnn Kpbiww-
Ka OTCYTCTBYET, He UCMO/Ib3yiTe KacceTy.

BHumaHue! Mepen 1cnonb3oBaHWEM WHCTPYMeHTa cnefyeT TLATelbHO OLEHUThL TOS-
LWMHY TKaHW. CM. Tabnuuy ¢ KOLOM U3Lenns ANs KacCeTbl.

OCTOPO>XHOQ! YcTtaHoBKa B MHCTPYMEHT CMEHHbIX KacCeT, HENOAXOAALMX MO TUMY
WK pasmepy, MOXET MPUBECTU K PaCCEYEHMIO TKaHW 6e3 CLUMBaHMS.

4 BcTaBbTe HOBYH KacCeTy, CABMHYB € K HUXKHEN 4aCcTW KacCeTHOM GpaHLUM Tak, yTo-
6bl BbICTYMbI KacCeTbl BOLUAW B YrnyOneHUs AN BblpaBHUBAHMA. 3alllefIKHUTE KacCeTy,
4TOOblI OHA HaAEXHO BCTasa Ha MeCTO. CHUMUTE U YTUAUSUPYIATE 3alUMTHYHO KPbILLIKY
[N CKOBOK. Tenepb MHCTPYMEHT 3apshkeH M FOTOB K UCMOJb30BaHMIo (puc. 3).
OCTOPOX>XHO! Ecnu 3awnTHYIO KpbILLKY 415 CKOGOK He yAaniock CHATL nepes, nosu-
LIMOHMPOBAHMEM WHCTPYMEHTa BOKPYT TKaHW, KOTOpas MOLJIeXUT CLUMBAHMIO, 3TO MO-
XKeT MPUBECTU K HENPaBUIbHOMY (HOPMMPOBAHNIO CKOBOK.
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INSTRUCTIONS FOR USE

Prior to Using Reload

1 Verify that the reload size matches the instrument size to be used (e.g.
use an ENDOPATH ECHELON Vascular White Re-load for Advanced
Placement Tip, (35mm, 4 Row) with an

ECHELON FLEX Powered Vascular Stapler instrument..

2 Verify compatibility of all instruments and accessories

prior to using the instrument.

Loading the Instrument

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

2 Prior to inserting the reload, ensure the instrument is in

the open position (lllustration 2).

3 Examine the new reload for the presence of a staple

retaining cap. If the retaining cap is not in place, discard the reload.
Caution: Tissue thickness should be carefully evaluated prior to using
the instrument. Refer to the Reload Product Code Chart.

WARNING: Loading the incorrect reload for the instrument size or
model may result in transecting the tissue without stapling.

4 Insert the new reload by sliding it against the bottom of the channel
jaw until the reload alignment tab stops in the reload alignment slot.
Snap the reload securely in place. Remove the staple retaining cap and
discard. The instrument is now reloaded and ready for use (lllustration

3).

K
WARNING: Failure to remove the staple retaining cap prior to position-



Buumanue! [10CNE CHATUA 3aMUTHOM KPbILWKA ANS CKOBOK OCMOTPUTE MOBEPXHOCTb
HOBOIi KacceTbl. ECAM BUAHbI CUHUE BbITANIKMBATENN, HEOOXOAMMO 3aMeHUTb KacceTy Ha
apyryto. (Ecnv BUAHbI CUHWE BbIT/IKMBATENN, BOSMOXHO, B KacceTe HeT CK00.)

5 CMOTpUTE MHCTPYKUMIO MO MPUMEHEHUIO WMHCTPYMEHTa [O/1 03HaKOMJ/IEHWS C WH-
CTPYKUMAMM MO UCMOJIb30BaHUIO MHCTPYMEHTA MoC/e YCTaHOBKWN KacCeTbl.

MNepe3apanka MHCTPYMeEHTa

1 N3Bneknte KacceTy W3 YMakoBKMW, cOOMt0f4as CTepubHOCTb. Bo m3bexaHue nospe-
XIEHNA He fonycKaiTe HapyLUeHUs CTEPUIbHOCTM KacCeTbl.

2 Mepep nepe3apsakoi ybeauTech, YTO UHCTPYMEHT HAXOAMUTCA B OTPLITOM NOMOXKEHUM
(puc. 2).

3 Haxxmute BBEpX (B HanpaBfeHMM ONOPHOIA BpaHLLM), YTOObI CHATb KacceTy C KacceT-
Holi 6paHLn. Bbl6pockTe MCMOMNb30BaHHYH KacceTy (puc. 4).

OCTOPOXXHO! TMepen nepesapsaakoii AepXXUTe WHCTPYMEHT B BEPTMKa/IbHOM MO/O-
YXEeHUW, YTOBLI OMOPHas U KacceTHas GpaHLLK Oblv MONHOCTLIO MOFPYXXEHbI B CTEPUIb-
HblA PacTBOp. SHEPrMYHO BCTPAXHWUTE W BbITPUTE BHYTPEHHIOD W BHELLHIOW MOBEpX-
HOCTW OMOPHOW N KAcCETHOIA GpaHLLER, UTOObI YAaNUTb M3 MHCTPYMEHTA BCE HEWCTO/b-
30BaHHble CKOOKW. He MCMonb3yiiTe MHCTPYMEHT, NOKa BU3yaNlbHO He ybeanTech B OT-
CYTCTBUM CKOOOK Ha OMOPHO 1 KAaCCETHOI GpaHLLe.

4 OCMOTpWTE HOBYHO KacCceTy Ha NpeaMmeT 3alUTHOM KPbILLKW AN1s CKOBOK. Ecin KpbILw-
Ka OTCYTCTBYET, He UCMONb3YiiTe KacceTy.

BHumaHune! TMepes 1crnonb3oBaHWEM WHCTPYMEHTA CriefyeT TulaTefibHO OLEHWUTbL TOJI-
LWMHY TKaHW. CM. Tabnumuy ¢ KOAOM U3Lenns 418 KacCeTbl.

OCTOPOXHO! YcTaHOBKa B MHCTPYMEHT CMEHHbIX KacCeT, HEMOAXOAALWMX Mo TUMy
WK pasmepy, MOXeT NPUBECTU K pacCeHeHNto TKaHW 6e3 cLuMBaHUS.

5 BcTaBbTe HOBYIO KacCeTy, CABMHYB e K HUKHEW YaCTW KacCeTHOW 6paHLIM Tak, YTo-
Obl BbICTYMbl KaCCeTbl BOLUAM B Yrny6iaeHns Ans BbipaBHUBaHUA. 3alLefIKHUTE KacceTy,
4TOObl OHa HaZeXHO BCTafia Ha MeCcTo. CHUMUTE W YTUAM3UPYIATE 3aLUUTHYIO KPbILLKY
AN CKOGOK. Tenepb UHCTPYMEHT 3apsKEH U FOTOB K UCMOb30BaHUIO (puc. 3).
OCTOPOXXHO! Ecnu 3alWnTHYIO KpbILLKY 415 CKOGOK He YAaioch CHATb nepes nosu-
LMOHMPOBAHMEM WMHCTPYMEHTA BOKPYT TKaHW, KOTOPas MOAMEXUT CLUMBAHWMIO, 3TO MO-
XeT NPUBECTU K HenpasuibHOMY (DOPMUPOBaHMIO CKOBOK.

BHumMaHme! [Mocne CHATUSA 3alMTHOM KPbILWKW 415 CKOOGOK OCMOTpUTE MOBEPXHOCTb
HOBOM KacceTbl. ECNM BUAHBI CUHWE BbITAIKUBATENN, HEOOXOAMMO 3aMeHUTb KacceTy Ha
apyryto. (Ecnv BUAHbI CUHWE BbITA/IKUBATENIN, BO3MOXHO, B KACCETE HET CK0O.)

6 CMOTpWTE MHCTPYKLUMIO MO MPUMEHEHUIO WHCTPYMEHTA A1 O3HAKOMIEHWUA C WH-
CTPYKLMAMMN NO UCNOJIb30BAHWUIO MHCTPYMEHTA MOC/E YCTAaHOBKM KacCeTbl.
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ing the instrument around the tissue to be stapled will result in improper-
ly formed staples.

Caution: After removing the staple retaining cap. observe the surface of
the new reload. The reload must be replaced with another reload if any
blue-colored drivers are visible. (If bluecolored drivers are visible, the
reload may not contain staples.)

5 Refer to the ETHICON ECHELON FLEX Powered Vascular Articu-
lating Stapler package insert for instructions for using the instrument
after it is loaded.

Reloading the Instrument

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

2 Prior to reloading, ensure the instrument is in the open position (lllus-
tration 2).

3 Push upward (toward the anvil) to unsnap the reload from the channel
jaw. Discard the used reload (lllustration 4).

WARNING: Prior to reloading the instrument, hold the instrument in a
vertical position, with anvil and channel Jaw completely submerged in
sterile solution. Swish vigorously and then wipe the inside and outside
surfaces of the anvil and channel jaw to clear any unused staples from
the instrument. Do not use the instrument until it has been visually in-
spected to confirm there are no staples on the anvil and channel jaw.

4 Examine the new reload for the presence of a staple retaining cap. If
the retaining cap is not in place, discard the reload.

Caution: Tissue thickness should be carefully evaluated prior to using
the instrument. Refer to the Reload Product Code Chart.

WARNING: Loading the incorrect reload for the instrument size or
model may result in transecting the tissue without stapling.

5 Insert the new reload by sliding it against the bottom of the channel
jaw until the reload alignment tab stops in the reload alignment slot.
Snap the reload securely in place. Remove the staple retaining cap and
discard. The instrument is now reloaded and ready for use (Illustration
3).

WARNING: Failure to remove the staple retaining cap prior to position-
ing the instrument around the tissue to be stapled will result in improper-
ly formed staples. n

Caution: After removing the staple, retaining cap, observe the surface of



MPEAYMPEXAEHNA N MPEAOCTEPEXEHWA

» MasiovHBa3vBHble NpoLedypbl JOMKHbI BbIMOAHATLCS TO/IKO TEMW NULaMK1, KOTOpbIe
MMeIKOT COOTBETCTBYIOLLYIO MOATOTOBKY W 3HaKOMbl C Ma/OWMHBA3MBHLIMU MeTOoLaMM
OnepaTuBHbLIX BMeLLaTenbeTB. [lepes BbIMNO/HEHMEM MaNOMHBA3VBHON MpoLeaypbl
03HaKOMbTECb C MPeA0CTaB/IEHHON B MEAMLMHCKOW nuTepaType MHQopMaumeid o MeTo-
Jax, TPYLAHOCTAX U pUCKaX.

» [OvameTpbl MasOMHBa3MBHLIX MHCTPYMEHTOB PasHbIX W3rOTOBUTENE/ MOryT pasnu-
yatbcs. Ecnn B Xoae npouedypbl NPeacToMT MCMONb30BaTb BMECTE WHCTPYMEHTbI W
NPUHaANEXHOCTU ANA MaNOMHBA3MBHLIX MPOLeayp OT pasHbIX M3roToBuTeneld, npo-
BepbTe MX COBMECTMMOCTb Nepes Hauyanom MpoLeaypbl.

* Mpn Mcnonb3oBaHUK APYTUX METOAMK (Hanpumep, 3/eKTpoKayTepusaLmm) Bo Bpems
onepauun 03HaKOMbTeCh C NPefoCcTepeXXeHUS MU NPOU3BOAMTENS MPUMEHSEMOro 060-
pPYLOBaHUS BO M36eXaHWe 0nacHOCTel, CBA3aHHbIX C ero NpUMeHeHMeM.

* [Mpn BbIGOPE MHCTPYMEHTA U KacCeTbl HEOOXOAMMO BHUMATENbHO OLEHWMBATbL CyLle-
CTBYHOLLME NATOIOrMYECKNe COCTOSHUSA W JleYeHne, MPOLeHHOe NauyeHToM [0 onepa-
UMK, Hanpumep Ny4eByto Tepanuto. Mpu onpeaeneHHbIX COCTOSHUAX MK BUAax npea-
OMNepaLyoHHOr0 NleYeHUs BO3MOXHO M3MEHEeHWe TOMLMHbLI TKaHW, KOTOpas MOXET Bbl-
XOAMTb 32 YKa3aHHbIN AnanasoH Ans CTaHLAPTHOW KacceTbl.

» InA yTUAM3aUMn MHCTPYMEHTOB, KAcCeT UK YCTPONCTB, HAXOAMBLUMXCA B KOHTaKTe C
TeNeCHbIMU XUAKOCTAMU, MOTYT NOTPeboBaTLCA CrieumaibHble Mepbl, Npeaynpexjato-
Lye 6MONOTrNYECKOe 3apaXKeHue.

» denepanbHbiM 3akoHOM CLUA npopaxa sToro u3genus paspeLleHa To/bKo Mo pacro-
PSOKEHWIO MMM 3aKa3y Bpaya.

* YCTaHOBKa B MHCTPYMEHT CMEHHbIX KacCeT, HenoAXOAALMX No TUNy Wn pasmMepy,
MOXET MPUBECTM K PacCeYeHnIo TKaHW 6e3 clumBaHus (Hanpumep.kacceT 35 MM B anna-
paT 45 Mm).

» OCMOTpUTE YNaKoBKY Ha Hanuume NOBPeXAeHWI npu TpaHCnopTUpoBKe. He ucnonb-
3yiiTe UHCTPYMEHT, aKKyMYNATOPHbIA 610K UM KacceTy, KOTopble Gbly NOBPeXAeHbI
BO Bpems TPaHCMOPTUPOBKU.

* He 3apskaiiTe MHCTPYMeHT 6onee 12 pas; T. e. He 6onee 12 npowwmBaHuiA Ans O4HOro
WHCTPYMEHTA.

» AnnapaTt CLUMBAIOLLE-PEXYLLNIA YCOBEPLUEHCTBOBAHHBIN, C K/HOBOBMAHON OGpaHLuel
ECHELON Flex 35 ¢ U3MeHsLMMCA Yr/IoM paboyeit YacTu, 3HAO0CKOMUYECKIIA, 3neK-
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the new reload. The reload must be replaced with another reload if any
blue-colored drivers are visible. (If bluecolored drivers are visible, the
reload may not contain staples.)

6 Refer to the package insert for the Instrument for instructions for using
the instrument after it is loaded.

WARNINGS AND PRECAUTIONS

* Minimally invasive procedures should be performed only by persons
having adequate training and familiarity with minimally invasive tech-
niques. Consult medical literature relative to techniques, complications,
and hazards prior to performance of any minimally invasive procedure.

* Minimally invasive instruments may vary in diameter from manufac-
turer to manufacturer. When minimally invasive instruments and acces-
sories from different manufacturer™ are employed together in a proce-
dure, verify compatibility prior to initiation ofthe procedure.

» When using other technologies (e.g.. electrocautery) in the procedure,
observe the precautions suggested by the original equipment manufac-
turer to avoid the hazards associated with their use.

» When selecting an instrument and reload, careful consideration should
be given to existing pathologic onditions as well as any pre-surgical
treatment, such as radiotherapy, that the patient may have undergone.
Certain conditions or preoperative treatments may cause changes in tis-
sue thickness that would exceed the indicated range of tissue thickness
for the standard choice of reload.

* Instruments or devices which come into contact with bodily fluids may
require special disposal handling to prevent biological contamination.

* Federal (USA) law restricts this device to sale by or on the order of a
physician.

* Loading the incorrect reload for the instrument size or model may re-
sult in transecting the tissue without stapling (e.g. loading a 35 mm re-
load into a 45 mm instrument).

* Inspect the package for shipping damage. Do not use an instrument,
battery pack, or reload that has shipping damage.

* Do not load the instrument more than 12 times for a maximum of 12
firings per instrument.

e The ECHELON FLEX Powered Vascular Stapler with Advanced
Placement Tip may only be used with the ENDOPATH ECHELON
Vascular White Reload for AdvarKed Placement Tip, (35mm, 4 Row).

m Tissue thickness should be car'eRilly evaluated prior to using the in-



TPUYECKMA. aBTOHOMHBIRA, AnnHa cTBosia 320. MOXHO MCMONbL30BaTh TOMbKO ¢ KacceTol
ENDOPATH ECHELON 35 mmM. 4 psfa, 6en1oii.

* [Mepen vCnoib30BaHMEM WHCTPYMEHTA ClefyeT TLATe/lbHO OLEHUTb TOSLLMHY TKaHW.
Cw. Tabnuuy ¢ KOAoM 13fenus 4ns KacceTbl.

* ECnu 3alMTHYIO KPbILWKY 419 CKOGOK He yAasoch CHATb nepef No3uLMOHUPOBaHUEM
WNHCTPYMEHTa BOKPYI TKaHW, KOTOpas MOA/IEXMT CLUMBAHWIO, 3TO MOXET MPUBECTU K
HenpasWLHOMY (OPMUPOBAHMIO CKOBOK.

* [ocne CHATYA 3alUMTHON KPbILLKK 45 CKOBOK OCMOTpUTE NOBEPXHOCTb HOBOM Kacce-
Tbl. ECNM BUAHBI CUHWE BbITAIKMBATENN, HEOOXOAMMO 3aMEHUTb KAacCeTy Ha [pyryto.
(Ecnun BMAHbI CUHWE BbITA/IKMBATENW, BO3MOXHO, B KAacCeTe HeT CK06.)

 Mepes nepesapsgkoli fepXXWTe WHCTPYMEHT B BEPTUKAIbHOM MOMIOXKEHUW, YTOObI
OrnopHas M KacceTHas 6paHLUM 6blIM NOMHOCTLIO NOFPY>KEHbI B CTEPUMbHbINA

pacTBop. SHEPrnYHO BCTPSAXHUTE W BbITPUTE BHYTPEHHIOK W BHELUHIOK MOBEPXHOCTU
OMOPHOW U KacCeTHOM GpaHLUei, YTobbl YaanuTb 13 UHCTPYMEHTA BCE HEWMCMNO/b30BaH-
Hble CKOOKW. He ucnonb3yiiTe WHCTPYMEHT, MOKa BU3yaNnbHO He ybeauTech B OTCYT-
CTBUM CKOBOK Ha OMOPHOM 1 KaCCETHOM GpaHLLax.

* YTUAnsmpyiite Bce MCMONb30BaHHbIE Y HEMCMO/b30BaHHbLIE MHCTPYMEHTbI U KacCeTbl,
YMakoBKa KOTOPbIX 6bla BCKPbITa. [aHHble WHCTPYMEHTbl WM KacCeTbl YMakoBaHbl U
CTEPUNN30BaHbl WCKIIOYUTENbHO A/1 OLHOKPAaTHOro npumeHeHus. KIcnosib3oBaHue
JAaHHbIX UHCTPYMEHTOB U KacceT 60/ee Yem [/19 OAHOr0 NauyeHTa MOXET CTaTb Npuun-
HOM MOBPEXAEHUS MHCTPYMEHTOB WM KacCeT WM 3apadKeHus, 4TO, B CBOK O4epesb,
MOXET NPUBECTN K TPABMUPOBAHMIO UM 3a060/1€BaHNIO NALEHTOB.

* [1oBTOpHOE MCMOMb30BaHWE W HeMpaBubHAsA 06paboTKa WM MOBTOpPHas CTepununsa-
LMA MOTYT HapywwWTb CTPYKTYPHYHO LENOCTHOCTb M3Jenus W/uam npyuBECTU K OTKasy
W3Lenns, 4To, B CBOKD O4Yepefb, MOXET MPUBECTU K TpaB.Me, 3a00NeBaHUIO UK CMEPTH
nauueHTa.

O Nto60M Cepbe3HOM MPOMCLLECTBIM, NPON3OLLIEALLIEM C U3AENMEM, CNeayeT coobLIaTh
MPOV3BOAMTENIO 1 MECTHBIM KOMMETEHTHbIM OPraHOM CTpPaHbl, B KOTOPOI 3aperucTpu-
pOBaH No/b30BaTENb U/MN MALMEHT.

WHgpopmauns o 6esonacHocTv npu MPT

PesynbTaTbl BHEK/IMHWYECKOTO WCCMEA0BaHWUSA MOKAa3an, YTO Halnyve UMMNaHTupye-
MOIA COCyAMCTOl CKOBKM M3 TuTaHoBOro cnnaea (Ti3Al2.5V), ncnonb3yemoii B Kacce-
Tax, fjonyckaet nposegeHve MPT npu cobnogeHnn onpefeneHHbIX YCnoBuid. MauneHTt
C VIMMNNaHTUPOBaHHBLIMW CKOOKamMM MOXET NPOXOAMTb TOMOrpatuio Mnpu CrefyoLmx
YCNoBUAX:
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strument. Refer to the Reload Product Code Chart.

* Failure to remove the staple retaining cap prior to positioning the in-
strument around the tissue to be stapled will result in improperly formed
staples.

* After removing the staple retaining cap, observe the surface of the new
reload. The reload must be replaced with another reload if any blue-
colored drivers are visible. (If bluecolored drivers are visible, the reload
may not contain staples.)

* Prior to reloading the instrument, hold the instrument in a vertical posi-
tion, with anvil and channel jaw completely submerged in sterile solu-
tion. Swish vigorously and then wipe the inside and outside surfaces of
the anvil and channel jaw to

clear any unused staples from the instrument. Do not use the instrument
until it has been visually inspected to confirm there are no staples on the
anvil and channel jaw.

» Dispose of all opened instruments whether used or unused. This device
is packaged and sterilized for single use

only.

* Reuse and improper reprocessing or resterilization may compromise
the structural integrity of the

device and/or lead to device failure that in turn may result in patient inju-
ry, illness, or death.

Any serious incident that has occurred in relation to the device should be
reported to the

manufacturer and the local competent authority of the country in which
the user and/or patient is established.

MRI Safety Information

Non-clinical testing has demonstrated the staples made of titanium
(Ti3AlI2.5V) alloy areMR Conditional. A patient with the implanted sta-
ples can be scanned safely under the following conditions:

« Static magnetic field of 1.5 Tand 3.0 T.

» Maximum spatial field gradient of 8,900 gauss/cm (89 T/m)

» Maximum MR system reported, whole body averaged specific absorp-
tion rate (SAR) of 2 W/kg (Normal Operating Mode).

K

Under the scan conditions defined above, the staples are expected to



* VIHOYKUMS CTaTUYECKOrO MarHUTHOMO nons coctasnset 15 Tn n 3,0 Th.

» MakcvManbHbIA NPOCTPAHCTBEHHBIV FPagueHT MarHUTHOMO NoNs CocTasnseT

89 Tn/m (8900 Ic/cm).

* MakcuManbHasa cpefHss yaenbHas MOLLHOCTb MOr/IOLEHNUS U3/yYeHUS OpraHvu3Mom
yenoseka (SAR), peructpupyemasi cuctemoin MPT, cocTaBnseT 2 BT/kr (B HopManb-
HOM paboyeM pexxume).

B ycnoBusx ckaHMpoBaHWA, OMpeAeneHHbIX BbIlIE, OXMWAAETCS, YTO CKOGbl ByayT Aa-
BaTb MaKCMManbHOe MoBbILLeHWe TeMnepaTypbl MeHee yeM Ha 2° C nocne 15 MUHYT He-

NPepbLIBHOr0 CKaHNPOoBaHKUA.

B HEKNMMHMYECKUX UCMbITAHUAX apTedakT WM306paKeHUs, BbI3BaHHbIA YCTPONCTBOM,
npocTupaeTcs NPUMEPHO Ha 4 MM OT JIMHUM CKOGOK Npy BU3yanu3auum C NOMOLLbHO
nocnefoBaTeIbHOCTU MMNY/LCOB rPafMeHTHOro axa 1 cuctemsl MPT 3,0 Th.

TEXHWYECKNE XAPAKTEPUCTUKW / SPECIFICATIONS

produce a maximum temperature rise of less than 2° C after 15 minutes
of continuous scanning.

In noil-clinical testing, the image artifact caused by the device extends
approximately 4 mm from the staple line when imaged with a gradient
echo pulse sequence and a 3.0 T MRI system.

[Jonyck coctasnset + 10%, ecnm npyMeHMMO U He ykasaHo uHoe / Tolerance + 10 %, if applicable and unless otherwise specified.

Xapaksepuctuka / Characteristic

3HauyeHuve napameTpa / Parameter value

CwmeHHan kacceta / Reload Code VASECR35
LiBeT cMmeHHol KacceTbl / Reload Color benas / White
FabapuTHble pa3mepsl KacceTbl, MM / Reload over- < OnaunHa/ Length: 80,67
all dimensions, mm * LLnpuHa: 16,51

* BoicoTa / Height: 9,9
Macca kacceTsbl, I/ Reload mass, ¢ 3.63+5%
Yucno ckob / Number of staples 36
Konnyectso psgoB ckoboyHoro wea / Staple rows 4
BbicoTa 3akpbiToii ckobbl, MM / Closed Staple 10
Height, mm '
LNnHa HOXKM OTKPbITOM CKoBbl, MM / Open Staple 25
Height, mm '
[nnHa ckobbl (No ocHoBaHuto), MM / Staple Lenght 39
(base), mm '
[unameTp ckobbl, MM / Staple Wire Diameter, mm 0,2
dopma cKobbl nocne sakpenneHna / Configuration B- dopma/ B-form
of staple after fixation
OnuHa nuHun paspesa, mm / Cut Line Length, mm 30
OnuHa ckoboyHoro wsa, mm / Staple Line Length, 35

mm
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YCnoBuA TPAHCMNOPTUPOBKW n XPAHEHNA TRANSPORT AND STORAGE

HaumeHoBaHue VASECR35 Designation VASECR35
Temnepatypa xpaHeHus Storage Temperature
MeHee 30 °C MeHee 30 °C
Temnepatypa TpaHCNOPTUPOBKU Transportation Temperature
OTHOCUTENbHASA BIAXKHOCTb 5% — 90% Relative humidity 5% — 90 %
ATMmOcChepHoe faBneHne HeT cneumduyecknx ycnosuii Barometric pressure No specific conditions

XpaHUTL B CyXOM MeCTe.

XpaHuTb B 3aLLWLLEHHOM OT BO3LeNCTBUSA NPAMbIX COTHEYHBIX /ly4eld 1 Ternsa MecTe. Keep Dry.

Store away from direct sunlight and heat.
YCNOBUA SKCIMNYATALNN OPERATING ENVIRONMENT CONDITIONS
MpUMeHseTCS TONbKO B YCNOBUAX NIEUEOHBIX U NeYebHO-NPONNaKTUYECKUX It is used only in medical and preventive health care institutions.

MEAVNLIMHCKUX YUPEXAEHWIA.

Ycnosus npuMeHeHns VASECR35 Operation conditions VASECR35
TemnepaTypa ot 10°Cpo 40"C Temperature 10°Cto 40 X
OTHOCUTE/bHAA BNaXXHOCTb 30%-75% Relative Humidity 30%-75%
ATMOChepHoe faBnieHne HeT cneumnguyeckmx ycnosuii Barometric pressure No specific conditions

He ncnonb3yiite M nocne 1CTeueHrs cpoka rogHocTV UK ecnv ynakoeka nospexxae- Do not use MD after the expiration date or if the package is damaged.
Ha.

®OPMA MNMOCTABKN HOW SUPPLIED

KacceTbl MOCTaBNSIOTCA CTEPUbHBLIMM [ UCMONb30BaHUs Y oAaHoro naumeHTa. Mocne  The reloads are supplied sterile for single-patient use. Discard after use.
MPUMEHEHUS YTUNM3MPOBaTh B OTXOAbl. TOproBas eavHMUa coaepXut 12 ynakosok —Sales unit contains 12 primary packaging in one box with instruction for

M3[EeNMa C UHCTPYKLWMER MO MPUMEHEHUIO B YMNaKOBKe. use.
CTEPUNN3ALNGA STERILIZATION METHOD
MeToz cTepuinsaumm raMmMma-usnyyeHuve. Sterilization is made by gamma irradiation.
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CPOKrogHocTun, CPOK C/N1Y>XKBbI
CPOK rogHocTV 3 roga. MapaHTWiAHbLIA CPOK XpaHEHWS W3AeNNa paBeH CPOKY rOAHOCTM.
YTUNN3ALNA

N3pennsa, MMeBLUIME KOHTAKT C KPOBbKO W/UAW APYTrUMU BGUONOTMUYECKUMWN XKUA-
KOCTAMM, OTHOCMTCH K Knaccy b knaccudukaumm meamuUMHCKUX OTXOLOB, U
noanexar yTunusauuu W/Mnu YHUUYTOXEHUIO COMNacHO MPUMEHAEMbIM Hauuo-
HanbHbIM 3aKOHOAATE/IbHbIM HOPMaM.

Heuncnonb3oBaHHble n3gennsa (He MMeBLUME KOHTaKTa C KpOBbl u/unu ¢ 6nono-
FMUYECKUMWN XULKOCTAMU), B T.4U. C UCTEKLIMM CPOKOM FOAHOCTM, OTHOCATCA K
Knaccy A knaccmmkauum MeguLMHCKUX OTXOA0B, NOAeXaT yTuansauum n/mam
YHUUTOXEHUIO COrMacHO MNpPYMEHSEMbIM HaUMOHaNbHBIM  3aKOHOAATENbHbIM
HOpMam.

MEPEYEHbL MATEPUMAJIOB >XMBOTHOIO N (MN1A) YENOBEYECKOIO
MPONCXOXAOEHNA

He npvmMeHnmo

NH®OPMAUNA O NEKAPCTBEHHbBIX MPEMAPATAX N (UTN) PAPMA-
UEBTUUHECKNX CYBCTAHLUMNAX B COCTABE MU

He npvmMeHnmo

OCHOBHOW COOTBETCTBYIOT
M3OENVA

N3pgenus cooTBeTCTBYIOT TpeboBaHnaMm EN ISO 13485 WM3genns meguuuHCKue.
CucTeMbl MeHe[XXMeHTa KayecTBa. TpeboBaHWA ANS LeNeid perynMpoBaHus.

MONHBIA CMMCOK MPUMEHMUMbIX CTAHAAPTOB AOCTYMEH MO 3anpocy.

CTAHOAPT, KOTOPOMY
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T
SHELF LIFE, USE BY DATE

Shelf life 3 years. The warranty of the product is equal to the shelf life.
DISPOSAL

Products coming 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
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD
Non-applicable

(OR)

BASIC STANDARDS TO WHICH THE PRODUCTS MEET
Devices meet requirements EN ISO 13485 Medical device -
Quality management system - Requirements for regulatory pur-
poses. A full list of applicable standards is available upon re-
quest.



cnucok n ONMMCAHME MATEPUANOB MW/ LIST AND DESCRIPTION OF MD MATERIALS

Bua KOHTakTa ¢
nauneHToOM/4yenoBekom /
Type of contact with the

paticnt/person___

Matepuan KOMMNOHeHTa /

KomnoHeHT / Component Component material

. YKugkokpuctannuyeckuii no-
Kopnyc Kaptpumpka/Cartridge numep/Liquid crystal polymer
MonH3thupumug/ Polyeth-
erimide

Mpasblii gpaiisep/Driver Right

Neseblii gpaiisep/Driver Left KpaTkoBpeMeHHbI (< 24 ua-

Hepxasetowas cTans/Stainless coB) KOHTaKT ¢ MArKAMM TKa-

Jiorox {nopgok)/Pan steel Hamu / Limited - Externally
Monuadmpumng yeunenHblin - Communicating —Direct Tis-
20% CTEeK/10BOIOKHOM, sue Contact (< 24 hours)
Mon3y HOKSled ecTecTBeHHbIN/ Polyetherimide

Reinforced with 20% glass
fiber, natural
3almMTHan KpblLka 41s ckob/Staple
retainer
BHyTpeHHe cLun-
BalOLLAA MPOBO/IOKa
(cKo6a)/Intemal
stapling wire
(staple)

Monukap6oHart/ Polycarbonate

[NpoBosioKa 13 TUTaHOBOTO
crnnasa/Titanium alloy wire

JonrocpouHbliii (>30 cyToK)

Ckobbl/Suture Long-Term Implant - Direct

Tissue Contact (> 30 days)

Creapart Hatpus/ Sodium Stea-
rate

BO3SMOXHOCTb n METOAbI MHTEPALUNW C APYTUMW MELOWN-
UMHCKNUMW N3SAENNAMN

Cwmaska/Lubricant

Annapar CLUMBAIOLLE-PEXYLLMIA  YCOBEPLUEHCTBOBAHHbIN, C K/HOBOBUAHON 6GpaHLLUeii
ECHELON Flex 35 ¢ U3MeHSIOLLMMCS YTIOM pabouyeid YyacTu, 3HAOCKOMNYECKUIA, 3MeK-
TPUYECKWiA, aBTOHOMHBIWA, AnMHa cTBOMA 320, MOXHO MCMO/b30BaThb TONBKO ¢ KacceToit
ENDOPATH ECHELON 35 mm, 4 psga, 6enoid.

He 3apspkaiiTe annapat 6onee 12 pas; T. e. He 6onee 12 npowwmBaHWiA 4N OAHOTO WH-
CTPYMeHTA.
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KOHTaKT C MATKUMW TKaHAMU -

HE POSSIBILITY AND WAYS OF INTEGRATING WITH OTH-
ER MEDICAL DEVICES

The ECHELON FLEX 35 Stapler with Advanced

Placement Tip may only be used with the ENDOPATH

ECHELON Vascular White Reload for Advanced Placement

Tip, (35mm, 4 Row).

Do not load the instrument more than 12 times for a maximum of 12 firings per
instrument.



& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



YNONHOMOYEHHbIA npeacTtaBuTeNlb B

EC REP o
EBponeiickom coobLiecTee

YNoNHOMOUYEHHbI npeacTaBuTens B CLUA

USA REP

@

UDI

3HaK “3eneHas Touka'

YHUKaNbHbI WAEHTUDKUKATOP N3AeNns

FAPAHTUNA N PEKITAMALINA
Mpon3BOANTE b He BGEPET Ha Ce0S1 HUKAKMX AOMOMHUTENbHBIX

[apaHTWIAHbIA CPOK XpaHeHUs - MPOM3BOANTENb FapaHTMPYET COXPaHeHWe CTepUsbHO-
CTU M3[ennsi, a TaKxKe ero MpWUrogHOCTb AN UCMOMb30BaHWSA MO Ha3HAYeHWH, Mpu
YCMOBMM €ro NpaBuibHOr0 TPaHCMOPTMPOBaHMA U XpaHeHUs B TeyeHue 3 feT C Aatbl
MPOV3BOACTBA.

Mpov3BoanTENb He HEeCET OTBETCTBEHHOCTM 3a MOBPEXAEHWS WM HECHACTHbIE CyYyan B
pe3ynbTaTe HenpaBW/IbHOMO MCMO/b30BaHUs, OLIMOGKM MO/b30BaTeNs WM  BHELLUHWX
ype3BblyaliHbIX cuTyauuii. Mo Bompocam KayecTBa MPOAYKLUMKM 06pallaiiTecb K ynon-
HOMOUYEHHOMY NPeACTaBUTE/NI0 MPOV3BOAUTESS.

HAVIMEHOBAHUE U IOPUAVNYECKUW AOPEC MPOU3BOAVNTENA MU U
YNOAHOMOYEHHOIO MPEACTABUTENA TMNPOWN3IBOAWNTENIA B POC-
cnu

NMPON3BOAUNTENDb
«ITUKOH 3HA0-Cepmxepun, In-3n-Cu», CLUA, 475 Calle C, 00969 Guaynabo, Puerto
Rico
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Authorized Representative
in the European Communi-

ty

Authorized Representative
in the USA

Indication Grune Punkt

Unique device identifier

WARRANTY
The manufacturer does not assume any additional warranty obligations,

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 storage

within 3 years from the date of production.

Manufacturer is not liable for any damage or accidents resulting from improper
use, human error or external emergencies.

Regarding the product quality, please contact an authorized manufacturer's repre-
sentative.

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

MANUFACTURER
Ethicon Endo-Surgery, LLC, 475 Calle C, 00969 Guaynabo, Puerto Rico, USA



YMNONHOMOYEHHOW NPEACTABUTE/b MPON3BOAVNTENA BPOCCUWN: AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN

000 «[KOHCOH & [XOHCOH», 121614, r. MockBa, yn. Kpbinatckas, 4. 17, KOpH. 2. RUSSIA:
Ten. +7(495)580-7777, ®akc: +7 (495) 580-7878 Johnson & Johnson LLC,
DL-IJNJRUMedical OA{oi:ITS.JNJxom 121614, Moscow, Krylatskaya str., 17/2.

Tel. +7 (495) 580-7777, Fax; +7 (495) 580-7878
DL-JNJRUMedical OA(rt) ITSINJ.com.
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<Lltamn; 370 JOCTOBEPHAA M TOYHAA
KONWs ¢ NOLIMHHMKA>

<no()nucaHo>

KoopanMHaTOp OTAena nopmaTWBKO-
npaBoOBOro peryimpoBaHuns

5 unona 2023 ropa

<Kpyrnag nevatsb:
MEYATDb
HOTAPNYCA;
LWITAT OrAMO>

CornacosaHo

«QTUKOH SHA0-Cepaxepn, In1-3n-Cu»

OpraHunsauus

475 Kanne C, 00969 TlyaliHa6o, MyspTo-Puko, CLUA

Agpec

[npekTop 0TAena HOPMATUBHO-NPABOBOr0 PEryMpoBaHuUs

[oMmKHOCTb

BpaitaH Py6n

n damunus, uvs

03/07/2023

fatafJ. MM, TTTT

<I'IO,CI,I'II/IC&HO>
Mognuce

<nognucaHo>

<WTamn: Yuneam LW TaliHmey,
Hotapuyc, wTtaT Oraiio
CpoK felicTBUA MOei NULEH3UN UCTeKaeT
20 anpens 2027 roga>

<Hapgnuce oT pyku: 05 nonga 2023 roga>

|/|HCprKLI|I/IF| rno NpMMmeHeHMH MeENUMNHCKOIo U3AE/TNA.
«KacceTbl CMeHHbIE CO CKObaMKM K anmnaparamM CLUMBalLLLe-PeXxyL MM, BapuaHT UCnosiHeHnsA: KacceTbl CMeHHbIe CO CKobamu
Endopath Echelon k annapatam cwwmsatowe-pexxn’wmm ECHELON Flex 35»
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ro TekcTa BbINOHEH NepeBogYMKoM LLIonH6oa0BO Mapxa6o MaiiaH6eeBHOIA.

Poccuiickaa degepauns
["opog MockBa
[lBeHaauaToro nionsa e TbicAYM ABajLUaTb TPETLEro roga

A, FOpakoBa [naHa LLIeBKeTOBHa, BPEMEHHO UCMO/HSAIOLLAs 0653aHHOCTM HOTapuyca ropoga

Mocksbl Kopcrk Mapun AnekcaHApOBHbI, CBUAETENLCTBYHO MOA/IMHHOCTL MOAMUCK NepeBofYnKa
LLlonH6oaoBoi Mapxa6o lMNMaiiaH6eeBHBbI.

Moanuch caenaHa B MOEM MPUCYTCTBUN.
JINYHOCTb MOANMCABLLErO JOKYMEHT yCTaHep/eHa.

peectpe: Ne 77/2m-ii/77-2023-
ne HoTapuanbl”™p gecteuaA: 400 py6. 00 Kon.

A.LL. KOpakosa

Bcero npow ypo”HO, NPOHYMEPOBAHO
1 ckpensieHc nedvatbio 20 nucT(a)(oB)

BPVO
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