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1. MEDICAL DEVICE (MD) NAME AND CLASSIFICATION 1. HAVNMEHOBAHWE 7 KITACCNPUNKALINA
MEOVNLUMNHCKOI O N3AEJTNA (MIN)
1.1 MD name, models or variations of MD
Circular stapler with staples and adjustable height of their closure ECHELON
CIRCULAR®, electric, autonomous in versions: 11 HawumeHoBaHMe MW, mofenu nnm BapuaHTa ncnosHeHnsa M
1. ECHELON CIRCULAR® Powered Stapler, 232 mm (CDH23P), contents: ~ ANnapat CLUWBalOWMUIA LNPKYNSAPHBIA €O CKOGKamu 1 perynupyemoit
1.1. Circular stapler with staples and adjustable height of their closure BblCOTOW nx 3akpbiTus ECHELON CIRCULAR®, aneKTpuueckui,

ECHELON CIRCULAR®, electric, autonomous, model CDH23P - 3 aBTOHOMHbIA B BApUaHTax UCMOHEHUS:
1. ECHELON CIRCULAR® Powered Stapler, 23 mm (CDH23P), B

pc.
1.2. Battery Pack (model D34924, manufacturer Ethicon Endo-Surgery cocTaBe:
LLC) - 3 pc. 1.1. Annapart CluMBalLWnii LMPKYNSAPHBIA CO CKOBKamu 1

1.3. Instruction for use —1 pc.
2. ECHELON CIRCULAR® Powered Stapler, 25 mm (CDH25P), contents:
2.1. Circular stapler with staples and adjustable height of their closure
ECHELON CIRCULAR®, electric, autonomous, model CDH25P - 3

perynupyemoii BbicoToit nx 3akpbliTus ECHELON CIRCULAR®,
3NEKTPUYECKUNiA, aBTOHOMHbIN, mogens CDH23P - 3 wr;

1.2. Akkymynsatop (mogens D34924, npounssogcrea Ethicon Endo-
Surgery LLC) - 3 wr;

pc.
2.2. Battery Pack (model D34924, manufacturer Ethicon Endo-Surgery 1.3. HCTpyKuMa no akcnayataumm - 1.
LLC) - 3 pc. 2. ECHELON CIRCULAR® Powered Stapler, 25 mm (CDH25P), B
2.3. Instruction for use —1 pc. cocTaBe:
3. EEHCE'LOII\I ClRCIULARSD Povvlered Sdtaplﬁr, 29blmmh ('CEHZEPZ{ _contlents: 2.1. Annapart CLUMBAKOWMUIA LUPKYNAPHBIA CO CKOBKaMM 1
.1. Circular stapler with staples and adjustable height of their closure o o
ECHELON CIRCULAR®, electric, autonomous, model CDH29P - 3 perynmpyemomv BbICOTOM X iaKpblTMﬂ ECHELON CIRCULAR®,
3NEKTPUYECKUIA, aBTOHOMHbIW, mogens CDH25P - 3 wr;
pc. .
3.2. Battery Pack (model D34924, manufacturer Ethicon Endo-Surgery 2.2. AkkymynaTop (moaens D34924, npoussogcTea Ethicon Endo-
LLC) - 3 pc. Surgery LLC) - 3 wr;
3.3. Instruction for use - 1pc. 2.3. VIHCTpyKumMa no akcnnayartaumm - 1.
4. ECHELON CIRCULAR® Powered Stapler, 31 mm (CDH31P), contents: 3 ECHELON CIRCULAR® Powered Stapler, 29 mm (CDH29P), B

4.1. Circular stapler with staples and adjustable height of their closure
ECHELON CIRCULAR®, electric, autonomous, model CDH31P - 3

cocTase:
3.1. Annapart clwuBalLWUii LMPKYNAPHBIA CO CKOOKammn 1

pc. o o
4.2. Battery Pack (model D34924, manufacturer Ethicon Endo-Surgery perynupyemont BbicoToi ux 3akpbiTha ECHELON CIRCULAR®,
LLC) - 3 pc. 3NeKTpMYecKmnii, aBTOHOMHbIA, mogens CDH29P - 3 wr;

4.3. Instruction for use —1 pc.
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3.2. Akkymynatop (mogens D34924, npoussogctea Ethicon Endo-



(Hereinafter, the devices may be referred to as “MD”, “Device”, “ECHELON
CIRCULAR® Powered Staplers”, “circular stapler, model CDH23P” (etc.),
“stapler model CDH23P” (etc.), “model CDH23P” (etc.), “CDH23P” (etc.),”,
“Vegas” and etc.

1.2 MD classification

Table L1
Classification Class
Sterility Sterile (ethylene oxide

sterilization)
Scope of use Surgery
2 INTENDED USE AND PRINCIPLE OF OPERATION
MD is intended for use during open or laparoscopic surgical procedures on the
digestive tract to create anastomoses (for example, end-to-end, end-to-side or
side-to-side).

Device Description

The ECHELON CIRCULAR® Powered Staplers are anastomotic staplers
available in four sizes to permit proper matching of device to diameter of the
lumen.
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Surgery LLC) - 3 wr;

3.3. VIHCTpyKUKMA no akcnayataumm - 1 wr.

4. ECHELON CIRCULAR® Powered Stapler, 31 mm (CDH31P), B
cocTaBe:

4.1. Annapar CLUMBaKLWNA UNPKYNAPHbIA CO CKOBKaMMK 1
perynupyemoii BoicoTol ux 3akpbitns ECHELON CIRCULAR®,
3NEeKTPUYECKNiA, aBTOHOMHbIN, Mogens CDH31P -3 wr;
Axkkymynatop (mogens D34924, npoussogcetsa Ethicon Endo-
Surgery LLC) - 3 wr;

MHCTpyKUMA no akcnayataumm —1 wWr.

4.2.
4.3.

(3pecb v panee Mo TeKCTY U3fenve MOXET WMETb Cheayrolue
cokpauwieHua: “MWN”, “usgenne”,” Annapat ECHELON CIRCULAR®?”,
“UMPKYNAPHbLIA cTennep, “cluuBatowinii annapat4 mogens CDH23P” (u
T.4.), “cTennep mogenn CDH23P” (n T1.4.), “mogens CDH23P” (u T1.4.),
“CDH23P” (n T1.4.), “Berac” nt.4.)

1.2 Knaccngpumkauma M

Tabnuua 1
Knaccutmnkauyms Knacc
CTepunbHOCTL CTepunbHbIi (CTepunnsaumns oKCUaom
3TuNeHa)
O6nacTb NpUMeHeHUs Xupyprus

2 HABHAYEHWE W MPNHUWNT PABOTbI

MW npegHazHa4yeHO 418 WCMNOMb30BAHWSA BO BPEMSA OTKPbITBIX WK
NanapocKOMMYecKNX XUPYpruyvecknux npouesyp Ha nuweBapuTenbHOM
TpakTe AN CO34aHWA aHacTOMO30B (Hanpumep, KOHeL,-B-KOHel, KOHel-B-
60K 1 60K-B-60K).

OnucaHune nsgenus

AnnapaT ECHELON CIRCULAR® 3T0 aHacCTOMO3HbIli CLUMBAOLLNIA
annapat, KOTOPbIi [JOCTYMeH B YeTblpex pasmepax Ans o6ecneyeHus
Ny4Llero cooTBeTCTBUS gMameTpa U3Lenus u gnameTpa OTBEPCTUSA.



Each device has a detachable anvil that allows the surgeon to place the anvil
in the desired location. The devices allow the surgeon to control tissue
compression by varying the height of the closed staple. The devices have been
designed to facilitate insertion, operation, and removal. The device is
designed to prevent the device from being fired with an unsecure anvil and/or
outside the device’s firing range.

Each device is packaged with a primary lithium Battery Pack that must be
installed prior to use. There are specific requirements for disposing of the
Battery Pack. Refer to Battery Pack Disposal for Battery Pack disposal

instructions.
A Staple Retaining Cap on each device’s head protects the staple leg points
during shipping and transporting.

ECHELON CIRCULAR® Powered Stapler Product Codes Table
Open

Adjustable Staple .
Product SL';apIe Closed Housing gn;fe_:d Nfumber Staple
Code Leg th Staple Outside D.u 3! te (S)t | Rows
g Height Diameter lameter aples
CDH23P 52mm 1,5-2,2 mm 23 mm 14,6 mm 20 2
CDH25P 52mm 15-2,2 mm 25 mm 16,5 mm 22 2
CDH29P 52mm 15-22mm 29 mm 20,4 mm 26 2
CDH31P 52mm 15-22mm 31 mm 22,5 mm 30 2
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Kaxaoe u3genne MMeeT CbeMHbI OMOPHbIA CTEPXKEHb, YTO MO3BONSET
XMpPYpry pasmewiatb CTepXeHb B TpeGyemMom MecTe. M3genusi no3ponsitoT
XWPYPry KOHTPONMPOBATb [aB/EHWE, OKa3blBAEMOE Ha TKaHW, MNyTem
M3MEHEHWs BbICOTbl 3aKpbITOW CKOGbl. W3genus paspaboTaHbl  Ans
o6neryeHns npolecca BBefeHWS, MPOBEAEHWUs OMepauun U M3BEYEHUS.
N3nenve paspaboTaHO TakMM 06pa3oM, YTO MEXaHW3M He MOXEeT
cpaboTaTb NpW He3aKpenseHHOM OMOPHOM CTepXKHe W/MNKU 3a Mpeaenamu
peXxxmuma paboTbl M3genus.

K KaXgoMmy u3fennio npunaraetcs CTaHAAPTHbIA aKKyMynsTop, KOTOPbIi
HEeo6X0AMMO YCTaHOBUTbL Neped  WCMoNb3oBaHvem. K yTunumsaumm
aKKyMynsTopa npeabsBnsoTcs 0cobble Tpe6oBaHUS. WHCTPYKUMUIO MO
YyTUN3aLMN aKKYMYISTopa CM. B pasaene «Y TUNM3aLMs aKKyMynsaTopar.

B Kaxgom  uM3genuum  nnacTUHa € [OMONHWUTENbHLIM  TPOAKapoM,
pacnonoXeHHas Ha ronoBke M3fenus, 3aliuiiaeT KOHUbl HOXEK CKOG npw
[0CTaBKe W TPaHCMOPTUPOBKE.

Tabnunua kogos msgenus Annapat ECHELON CIRCULAR®
OnnHa Perynupy  Hapyxwu

o Konu
HOXEK emasi bIlA
Kopg, 6 Onamet MecT Paabl
npogyKTa CKOOblI B BbICOTa anameTp b HOXa B0 KOG
OTKPbITOM 3aKpbITO  fiep)KaTe
CKO0O
COCTOSAHUM CKOObI N cKob
CDH23P 5,2 MM 15-22 MM 23 MM 14,6 Mm 20 2
CDH25P 5,2 Mm 15-22mvMm 25 MM 16,5 Mm 22 2
CDH29P 5,2 MM 15-22 MM 29 MM 20,4 Mm 26 2
CDH31P 5,2 MM 15-22 Mm 31 MM 22,5 Mm 30 2



3 INDICATIONS AND CONTRAINDICATIONS FOR MD USE AND
POSSIBLE ADVERSE EFFECTS

3.1 Indications
The ECHELON CIRCULAR® Powered Staplers have application throughout
the alimentary tract for end-to-end, end-to-side, and side-to-side anastomoses.

3.2 Contraindications

Tissue thickness should be carefully evaluated before firing any stapler. Do
not use where the combined tissue thickness cannot be comfortably
compressed to the selected closed staple height, or too easily compresses to
less than the selected closed staple height or where the internal diameter of the
structure is less than 23 mm. If the device is used on tissue that cannot be
comfortably compressed to the selected closed staple height, or too easily
compresses to less than the selected closed staple height, an inadequate
anastomosis could be formed resulting in leakage, inadequate hemostasis or
improper healing.

3.3 Adverse effects

Undesirable side effects and risks associated with powered surgical stapling
include the potential for bleeding, tissue injury, introduction of nonsterile
surfaces or pathogen transfer, inflammatory or unintended tissue reaction,
property or environmental damage, electrical shock, and foreign body
magnetic resonance incompatibility. Other risks include: unintended harm,
extended surgery, or altered surgical approach as a result of staple line
failures, inability' to cut, or damaged devices.
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3 MOKA3AHNA 7 MPOTNBOMOKA3AHNA K
NCIMOJIbSOBAHNIO M 1 BO3MOXXHbIE HEXXE/TATEJ/IbHbIE
BO3AENCTBUSA

3.1 MNokasaHUA K NpUMEHEHUIO

Annapat ECHELON CIRCULAR® npumeHAeTca BO BpeMA OTKPbITbIX
WM NanapoCcKONMMYeCcKNX XMPYPruyeckmx npolesyp Ha nuiesapuTesibHOM
TpakTe 418 CO3[aHWs aHaCTOMO30B (Hanpumep, KOHeL-B-KOHEL, KOHeL-B-
60K nnn 60K-B-60K).

3.2 IpoTmnBOMNoKasaHNA K NPpUMeHEHUIO

Mepen wcnonb3oBaHMem /060ro ClUMBaKOLWEro annapara Heo6Xo4umo
TWaTe/IbHO OLEHWUTb TONLWMHY TKaHW. 3anpeLiaeTcs MCNonb30BaTb TaM, e
pasnuuyHas TO/ULMHA TKaHell He o6ecrneynT Haj/exallero fasneHus Ans
3aKpbITUA CKOOGbl Ha BbIGPAHHYK BbLICOTY, WM TKaHU CXKUMAKOTCA
C/IMLLKOM /1erKO Ha BbICOTY, MEHbLUYI, YeM BblOpaHHasa BbICOTA 3aKPbITUA
CKOObl, NN TaM rAe BHYTPeHHWA [uaMeTp CTPYKTYpbl MeHblle 23 MM.
Ecnu usfenvie ncnonb3yetcd Ha TKaHAX, KOTOPble He MOryT ObITb CXaTbl
f0 BbIOPAHHOW BbLICOTbI 3aKPbITUA CKOObI, WAM TKaHW CXMUMaKOTCA
CMIMLIKOM Nerko Ha BbICOTY, MEHbLUYIO, YeM Bbl6paHHas BblCOTa 3aKPbITUSA
CKOObl, BO3MOXHO (OPMWPOBaHME HEHaj/ieXxallero aHacToMo3a, 4To
MOXET MPUBECTUN K MOATEKAHWIO, HeYy40BNETBOPUTENIbHOMY FeMocTasy unu
HeHaa/1exallemy 3aXuUBNEHNIO.

3.3 MNo6ouHbIe ahheKTbl

HexenatenbHble N060YHbIE 3WHEKTbI N PUCKM, CBSA3aHHbIE C NPUMEHEHWEM
3NIEKTPUYECKOTO0 XMPYPrMYEcKOro CLUMBAOLWEro annapaTa, BKAKYalOT
BO3MOXHOCTb BO3HWKHOBEHMWSI KPOBOTEUEHWS, TMOBPEXAEHUS TKaHeM,
BBEleHNEe HECTEPW/bHbIX MOBEPXHOCTE/ MMM 3aHeceHWe naToreHa,
BO3HWKHOBEHWE BOCMANEHUS WKW HEMpPefyCMOTPEHHOW peakuuu TKaHEN,
MOBPEXAEHMS  MMYLLECTBA WM  OKPY>XXaloleli  cpedbl, MopaxeHue
3NEKTPUYECKMM TOKOM, a TakKkKe HecOBMECTUMOCTb C MarHUTHbIM



4. INFORMATION ON POTENTIAL USERS OF MD AND
DIRECTIONS FOR USE

4.1 Directions for use

PE30HAHCOM  WMHOPOAHbLIX  Ten. Mpoune  pPUCKM  BK/OYAIOT:
HernpegHaMepeHHOe  MPUYMHEHMEe  Bpeda  3[0POBblO,  YCNOXHEHUe
XVPYPruYeckoro BMeELLATeNbCcTBa, WM U3MEHEHWE  XUPYPruyecKoro
AOCTYMNa M3-3a HapyLllEeHUs CKPEeMmoYyHOro LIBa, HEBO3MOXHOCTb paspesa
UK NOBPEX/EHHbIE N3AENUs.

4, CBEAEHWA O MOTEHUWMANBHBIX MOTPEBUTENAX MN U
CMNOCOBE MPNMEHEHWNA
4.1 Cnocob NpMMeHEHUS

Hlustration and Nomenclature (lllustration 1)
. Orange Band

. Device Trocar

. Staple Housing

. Knife Outside Diameter

. Tissue Compression Scale

. Adjusting Knob

. Battery Pack

4o A WN R
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PucyHkn n HammeHoBaHue (PUCYHOK 1)
1. OpaHxeBasi MapKepHas nonoca

2. Tpoakap

3. OTcek ans ckob

4. vameTp HOXa

5. Wkana Komnpeccuu

6. Perynupytowiaa pykoaTka

7. AKKymynatop



$. Red Safety

9. Firing Trigger

10.
11
12.
13.
14.
15.
16.
17.
18.
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Staple Retaining Cap
Finger Notch

Ancillary Trocar

Anvil Cap

Suture Tying Area

Anvil Shaft

Locking Spring

Anvil Grasping Area
White Breakaway Washer

8. MNpepoxpaHunTesnb
9. Pbluar npoLmsaHus

10.
11.
12.
13.
14.
15.
16.
17.
18.

MnacTvHa ¢ 4ONONHUTENbHLIM TPOAKapoM
Bblemka nog nane,

JononHnuTensHbI Tpoakap

OnoOpHbI CTEPXKEHb

LLloBHas 6opo3ga

LLlathT rosioBku

Mpy>XnHHaA 3aLlenka

O6nacTb 3axBaTa WagTa ronoBKu

Benas oTcekalowas npopesaemMas npoknanka
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« 1 Verify compatibility ofall devices and accessories prior to using the device.

Preparing the Device for Use

2. Using sterile technique, remove the device and battery from the package.
To avoid damage, do not flip or drop the device or battery into the sterile
field.

3. Install the Battery Pack. The Battery Pack must be installed prior to use.
Insert the Battery Pack by lining up the release tabs on the Battery Pack with
the slots on the rear of the device. (lllustration 2). Ensure Battery Pack is fully
inserted into the device. An audible click will be heard and the Tissue
Compression Scale (Illustration 1-5) backlight will be illuminated when the
Battery Pack is fully inserted.

CAUTION: The device must be used within 12 hours of inserting the Battery
Pack. Failure to use within this time frame may cause the battery to be
depleted. Refer to Battery Pack Disposal for Battery Pack disposal
instructions.

4. Turn the Adjusting Knob counter-clockwise to remove the Staple Retaining
Cap (Illustration 1-10) which contains the Ancillary Trocar (Illustration 1-12)
and is attached to the anvil (lllustration 3). If use of the Ancillary Trocar is
anticipated, do not discard the Staple Retaining Cap. Keep the retainer in the
sterile field for later use. Refer to Using the Ancillary Trocar.

Using the Device

CAUTION: Do not inadvertently release the Red Safety or Firing Trigger
until ready to fire the device. Releasing the Red Safety removes protection
from premature firing which will compromise the ability to select the desired
staple height.
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BCeX [AeTanei u

COBMECTUMOCTb KOMMNMIEKTYO W nx

1 MpoBepbTe
n3genunsa.

MogroToBKa nsgenusa K pabore

2. M3Bnekute usgenve v 3NeMeHT NUTaHUA W3 yMnakoBKu, cobntogas
CTEPUNIBHOCTb. Bo n3bexaHue NoBpexaeHuns, 3anpeLaetcs
nepeknagbiBatb WAN POHATb WU3LeNINe WIN 3NEMEHT NUTAHUA B CTEPU/IbHOE
nosne.

3. YCTaHOBUTE  aKKyMynatop.  AKKYMYnAaTop — JO/DKEH  6biTb
YCTaHOBNEH rMepes Havyanom paboTbl. BcTaBbTe aKKymMynsTop, COBMECTUB
BbICTYMbl Ha aKKyMynsTope C nas3amMu, pPacrnoNoXeHHbIMW Ha 3ajHel
NnoBepxHoOCTW un3genus. (PUCYHOK 2). Y6eauTech B TOM, UTO aKKyMynaTop
NMONIHOCTbIO BOLWWEN B usgenue. Ecnm akkymynaTop BCTaB/eH Hajnexalum
00pa3oM, YeTKO OyfeT CAblleH LWen4yoK U BKIKUUTCA MOLCBETKA LUKabl
komnpeccun (PucyHok 1-5).

BHUMAHWE: M3genne 4ONXHO 6bITb MCNO/Ib30BAHO B TeYeHMe 12 4acos
C MOMeHTa BCTaBKM akKymynaTtopa. Ecnu nsgenvem He BOCNOJb30BaThCA B
yKa3aHHbIli BpeMeHHOW WHTepBan, 3TO MOXET NpuBecTM K paspagke
Gatapen. VIHCTpyKUMIO NO YTWUAM3aLMKM akKymynatopa CM. B pasgene
«YTuUnusauna akkymynaropa»

4. lMoBepHMTE PeErynnpyroLLy0 PYKOATKY MPOTMB 4acOBOW CTPESKM,
4yT06bl OCBOOGOANTL NNACTUHY C JONONHUTENbHLIM Tpoakapom (PucyHok 1-
10), B KOTOpPYH BXOAWUT AONOMHUTENbHbIA Tpoakap (PucyHok 1-12) u
Ecnu

KoTopas MpUCOEAMHEHA K OMOPHOMY CTepXHt (PuUcyHOK 3).
npeanonaraeTcs  UCNOMb30BaHMEe  [JOMONHWUTENbHOrO  Tpoakapa, He
BbibpacblBaiiTe  NAacTUHY C  [JOMONHWUTENbHbIM  TpoakapoMm.  [ns

AaNbHENLLEro WUCNONb30BaHUSA, [EPXUTE MNAACTUHY C AONOMHWUTENbHLIM
Tpoakapom B cTepunbHoM none. CMm. pasgen «licnonb3oBaHue

AOMOSTHNTENIBHOTO TPOaKapa.

Mcnonb3oBaHme usgenus.

BHNUMAHWE: 3anpewaetca 6e3 uennm cHMMaTb NpefoxpaHuTens wuau
CNycKaTb pblyar NpolnBaHNA L0 rOTOBHOCTM paboTatb musgennem. CHaTue
C NpefoXpaHnTeNs CHUMAET 3aliuTy OT MpPeXAeBpeMeHHOro cpabaTbiBaHUA
N3[enus, Y4TO MOXET HEeraTuBHO MNOBAWATb HAa BbIOOP >KENAEMOW BbICOThI
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5. The device can be used with either of the following two techniques: A) the
Open Lumen Purse String Technique, or B) the Closed Lumen Stapling
Technique (double or triple stapling technique). (lllustration 4)

6. Open the device by turning the Adjusting Knob counter clockwise
(IMustration 1-6) until the Anvil Shaft (Illustration 1-15) is fully exposed.
Remove the anvil to expose the Device Trocar (lllustration 1-2). Retract the
Device Trocar by rotating the Adjusting Knob clockwise until a stop is
reached. Check the Device Trocar to verify that it is fully retracted before
proceeding. (lllustration 5)

The device may also be inserted without removing the anvil if the preferred
application is a sutured purse-string technique. In this case, however, prior to
insertion, ensure the anvil is properly attached and the device is fully closed
by rotating the Adjusting Knob clockwise.

7. Insert the anvil into the lumen using either technique ensuring the tissue is
located at the Suture Tying Area. (lllustration 1-14, 6)

8. With the anvil removed and the Device Trocar fully retracted, insert the
device up to the closed lumen. (lllustration 7A)

9. Fully extend the Device Trocar and pierce tissue by holding the device
while gently rotating the Adjusting Knob counter-clockwise. Continue to push
the tissue down until the Orange Band is visible. (Illustration 7B)

CAUTION: Keep the Device Trocar visible at all times to prevent injury or
inadvertent trauma to adjacent structures. DO NOT use the Anvil Shaft to
assist in piercing the tissue by placing it over the unexposed Device Trocar to
avoid inclusion of tissue within the Anvil Shaft. DO NOT use it for piercing.
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CKOObI.
5. N3penne MOXHO MCMONb30BaTb C MNMPUMEHEHUEM OHOW U3 ABYX

TEXHUK: A) TeXHWKa KWCETHOrO LWBa Ha OTKPbLITOM MpocseTe, unu B)
TEXHUKA  CKpenneHus  ckobaMu  3aKpbITOro  npoceeta  (TexHWKa
LBYXPAQHOIO UAn TpeXpAagHOro ckobo4yHoro wea). (PUCyHOK 4)

6. OTKpoliTe u3genue, MOBEPHYB PEryNMpPYIOLW Y PYKOATKY MPOTUB
yacoBoi cTpenku (PucyHok 1-6), go Tex nop, noka wafT ronoBKu
NONHOCTbIO He BblgBMHETCA (PUcyHOK 1-15). Y aanuTte OnOpHbIA CTEPXKEHD,
4yTOObLI TPOaKap MONHOCTLIO BblABUHYNCA (PUcyHOK 1-2). BTAHWUTE Tpoakap,
noBopayMBas Perynupyrowyto pyKkoaTKy Mo 4acoBOW CTpenke O ynopa.
Mepen Tem KakK NpoOLO/MKWUTL, MPOBepbTe Tpoakap, ybeauTecb, 4TO OH
NOMHOCTbIO BTAHYT B n3genue. (PUCYHOK 5)

N3genve MOXHO Takxe BCTaBUTb 6e3 yjaneHWs OMOPHOro CTEPXKHA, ecnun
npegnosaraeTca MCMonb30BaHWE TEXHUKU YLIWBAHWUA KUCETHbIM LWBOM. B
3TOM cfydyae, nepef BBefeHWEM W3[eNus, MNOBOPOTOM pPerynupytoLlei
PYKOSITKM MO 4acoBOW CTpenke yb6eautecb B TOM, YTO OMOPHbIA CTEPXEHb
Hagnexawmum o6pa3om nNPUCOESUHEH W U3fenue AO0MXKHbIM - 06pasom

3aKpbITO.
7. Wcnonb3ya ofHY W3 TexXHWK, BCTaBbTe OMOPHbLIA CTEPXEHb B
npoceeT, yb6eAMBLIUCL, 4YTO TKaHb HaxoguMTcA B LWOBHOW 6opo3ge.
(PucyHok 1-14, 6)

8. Korpa onopHbIil cTepXeHb yfaneH W Tpoakap NONHOCTbI BTAHYT B
nsgenne, BCTaBbTe U3fenme B 0TBEPCTUE A0 KOHUa. (PUCYHOK 7A)

9. [MONHOCTLIO BbLIABMHUTE TpOakap W BbIMOMHUTE MNPOKOM TKaHW,

fepxa npu 3TOM Wu3genvie U OCTOPOXKHO MOBOpPAyYMBasf PErynvmpyroLyto
PYKOSTKY MPOTWB 4acoBOi cTpenku. MpogomkaliTe OKasbiBaTb AaBfieHue
Ha TKaHb, MOKa He OyfeT BMAHA OpaHXeBas MapkepHas nonoca. (PUCYHOK
7B)

BHVIMAHWE: Bo wn3beXxaHue HaHeCeHWS MOBPEXAEHWI npunerawowmum
CTPYKTYpaMm WM HenpefHamepeHHbIX TpaBM, NMOCTOAHHO JepXUTe Tpoakap
B none 3peHusa. 3ATMPEWAETCH wucnonb3oBaTth WapT rOAOBKKM A4
CO3[aHunsA [OMOJSIHUTENIbHOrO YCW/IUA MPU NPOKOJIe TKaHW, pasmellas ero
Haj HEeBbIABMHYTbIM TpOakapom, BO M36eXaHWe 3aleMeHUs TKaHu

wagpTom ro/I0BKU. 3AMPEWAETCA ncrnonb3oBaTb  ero  And
npoKasblBaHNA.
n



10. Grasp the Anvil Grasping Area and reattach the anvil by sliding the Anvil
Shaft over the Device Trocar and pushing until the anvil snaps into its fully
seated position. The Orange Band on the Device Trocar will be covered when
the anvil is fully attached. (lllustration 8). If necessary, hold the adjusting
knob to prevent the Device Trocar from retracting during laparoscopic anvil
attachment (lllustration 19).

CAUTION: DO NOT clamp across or grip on the Locking Springs
(Mlustration 1-16) when attempting to reattach the anvil as this will prevent
anvil attachment.

CAUTION: Ensure the Anvil is attached by verifying the Orange Band is
covered and the anvil is secure. The device will not fire with an unsecure

anvil.

11. While closing the device, keep the organ segments in proper orientation.
Inspect to ensure extraneous tissue is excluded. To close the device, turn the
Adjusting Knob clockwise.

CAUTION: Ensure tissue thickness lays flat and is evenly distributed within
the device. Excess tissue on one side may result in unacceptable staple
formation and can result in staple line leakage.

12. As the final adjusting revolution is approached, the orange staple height
indicator moves into the green range of the Tissue Compression Scale.
(IMustration 9). (A: Green Range) (B: Orange Staple Height Indicator) Adjust
the device until appropriate tissue resistance is felt for a secure anastomosis.
Wait 15 seconds to allow for adequate tissue compression, and adjust if
needed to maintain appropriate tissue resistance. Providing the orange staple
height indicator falls fully within the green range of the Tissue Compression
Scale upon firing, the device will form staples at the height indicated for the
selected tissue compression.

Markings are provided in the Tissue Compression Scale to serve as reference

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

10. BosbMuTecb 3a 06nacTb 3axBaTa LWadTpa TFOM0BKA W 3aHOBO
NPUCOEAMHUTE OMOPHLIA CTepXeHb, nNepemelias wWwagpT ronoBKU BAO/b
Tpoakapa W Haxumas [0 Tex nop, MNoKa OMNOPHbIA CTepXeHb He
3aleNKHeTCs B NpaBUbHOM NOMOXeHMW. OpaHXXeBas MapkepHas nonoca
Ha Tpoakape Oy[eT CKpbiTa, KOrfa OMOPHbIA CTepXeHb MOMHOCTbIO
npucoefuHeH. (PucyHok 8). Ecnm 310 HeobXo4uMMO, NpU NPUCOeANHEHUU
NnanapoCcKOMWYeCcKON rOM0BKM YAepXuBaTe pPerynampyroLllyo pyKosTKY
4NA NpefoTBpalLeHns BTArMBaHWUSA Tpoakapa B yCTpolicTBo (PucyHok 19).
BHNMMAHWE: S3SAMNPEWAETCA 3axumarb WAM fgepxaTbca  3a
NPY>XWHHble 3awenkn (PucyHok 1-6) npuM NONbITKE MOBTOPHOIO
NMPUCOeLNHEHNS OMOPHOrO CTEPXHSA, MOCKO/bKY 3TO AenaeT HEBO3MOXHbIM
NPUKPenaeHne ONOPHOr0 CTEPXHS.

BHUMAHWE: Y6eanTecb, 4TO OMOpPHbIA CTEPXXEHb MPUCOEANHEH, €CN
opaHXeBas MapKepHas Mosoca CKpbiTa W OMOPHbIA CTEPXEHb 3aKpernneH.
N3genve He OygeT BbINOAHATL LWOB, €CAW OMOPHbLIA CTEPXEHb He
3aKpenseH.

11. Mpu 3aKpblBaHUW U3[eNus, AepXWUTe YacTW opraHa B Hanexallel
opveHTauuun. MNpoBepbTe, YTOOLI He ObIIM 3aTPOHYTHI MpUAEXaLL e TKaHW.
[nsa Toro, 4tobbl 3aKpbITb U3JeNMe, NOBEPHUTE PErYIUPYIOLLYIO PYKOATKY
Mo 4acoBOW CTpesKe.

BHUMAHWE: Y6eautecb, 4TO CNoM TKaHW pacnonaralTcs Naocko U ux
TONWMHA pacnpefeneHa paBHOMEPHO OTHOCUTeNIbHO n3genus. N36bITouHas
TONWMWHA C OAHOMN CTOPOHbI MOXET MPUBECTU K HeHagnexallemy

(opMMpPOBaHUIO CKOGbI, YTO MOXET CTaTb MNPWUYMHOIN NpPOTeKaHUs no
NMHUU CKPENOYHOrO0 LBa.
12. Mpu  JOCTMXKEHUW  MOCMeAHEero  PeryiMpoBOYHOro  o6opoTa

OpaHXXeBas MapKepHas MoJfioca BbICOTbI CKOObI MepeMeLlaeTcs B 3e/1eHYH0
30HY WkKanbl kKomnpeccun. (PucyHok 9). (A: 3eneHas 30Ha) (B: OpaHxeBas
MapKepHas nosoca BbICOTbl CKOObI) OTperynupyiTte usgenune Tak, 4toObl
owyulanocb Hag/aexallee COMNPOTMBAEHWE TKaHel, Heobxogumoe pAns
(hopMMpPOBaHMA COCTOATENLHOrO aHacTomosa. [logoxauTte 15 CekyHg,
4yTOObl YCTAaHOBU/IOCH afleKBaTHOe CAaBileHWe TKaHewl, W OTperynupyiTe,
ecnn  HeobxoAMMO  MoggepxaTb  Tpebyemoe  cAaBfeHUE  TKaHeid.
CobniofeHne ycnosus, YTO opaHXXeBas MapKepHas Monoca BbICOTbl CKOOBbI
MO/IHOCTLIO MONajaeT B 3€MEHYI 30HY LWKanbl KOMMpeccunm npu
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points only. Refer to the Product Codes Table for adjustable closed staple
height range.

13. Prefire checklist:
» Orange staple height indicator is fully within green range.
« Anvil is properly attached. (Illustration 8)

CAUTION: The device will not fire if the anvil is not properly attached or if
the orange staple height indicator is not fully within the green range of the
Tissue Compression Scale.

14. To fire the device, draw the Red Safety (lllustrations 1-8 and 10) back
toward the handle. To ensure the device remains in the safe firing range, once
the Red Safety has been released, do not turn the Adjusting Knob. Activate
the firing sequence by completely depressing the Firing Trigger (lllustrations
1-9 and 11). Remain still until the full firing sequence is completed which will
be indicated by the illuminated green check mark on the indicator window
(Iustration 12).

It is not necessary to hold the trigger once the firing sequence has initiated.
The user may notice audible feedback during the firing sequence when cutting
through the breakaway washer. Once fired, the device cannot be fired again.

~  CAUTION: Do not attempt to manipulate the Adjusting Knob during the
firing sequence. Doing so may result in malformed staples, incomplete cut
line, bleeding, and leakage from the staple line and/or difficulty removing the
device.

CAUTION?: If excessive force is required to close the device, this may
indicate there is too much tissue or thickened tissue in the device. Attempting
to fire the device in this condition may result in malformed staples,
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HafloXEeHUW CKOO, MPMBOAMT K TOMY, 4TO u3fdenue 6yneT (opmupoBaThb
CKOObI TOI BbICOTbI, KOTOpas BblbpaHa AN JaHHOW KOMNPeccun TKaHew.
OTMETKM Ha LWKane KOMMPECCMM CAYXAT Wb OTHOCUTENbHLIM
OpVeHTUPOM. VIHTepBan perynumpyembiX BbICOT CKO6bl CM. B pasfene
«Tabnuua KoLoB NPojyKTay.
13. NvcT npoBepku nepef HanoXeHWeM CKO6:
» OpaHxeBas MapkepHas nosoca BbICOTbl CKOObl MOAHOCTHH HaxOAUTCH
B 3€/1€HOIi 30He.
* OnNOpHbLIN CTepXXeHb NpUcoefnHeH Hagnexawmnm obpasom. (PUcyHok 8)
BHUMAHWE: W3genne He cpaboTaeT, €CAM  OMOPHbIA CTepXKEeHb
NPUCOeSMHEH HeHafnexalwunm obpasoM WM ecivu OpaHXeBas MapKepHas
nosioca BbICOTbI CKOObI pacnofioXeH B 3e/€HOW 30He LIKaibl KOMMNpeccuu
He MOJIHOCThLIO.
14. UTobbl n3genue cpabortano, otBegute npegoxpaHutens (PUCYHKU
1-8 n 10) Hasag, MO HaMpaBNEHUIO K Perynupytollein pykoatke. UTobbl
y6eanTbCA, 4TO WU3JeNne HaxoAuTcAa B 6e30NacHOM pexume HanoXeHwus
CKOO, Korga npefoxpaHUTeNb CHAT, He MOBOpayMBanTe pPerynmpytoLlyto
PYKOSITKY. HauHMTe ceputo onepaunii HanoXXeHus cKob NOMHbIM HaXaTnem
pblyara npowmnsaHua (PucyHku 1-9 n 11). MpoponxaliTe A0 3aBepLueHUs
npoueaypbl  HaloXeHUs Ccko6, O 4Yem OyfeT CBUAETENbLCTBOBATb
NnofCcBeYeHHas 3e/eHas OTMeTKa B OKOLWIKe UHAnKaunu (PUCyHoK 12).
HeT HeobxoAumocTW fepXaTb pblyar MNPOLIMBAHUA HaXaTbiM, Korpa
Hauata npouegypa HanoxeHus ckob. [lonb3oBaTeNb MOXET pas3finyunTb
CNbIWUMbIA OTKAWK B MNpOLECCe HaN0XeHUs CKOO, Mpu MNPOXOXAEHWUU
yepes OTCeKawoLLyt Waiby. Ecnu 6bin NpomsBefeH «BbICTPEN», U3genune
He MOXET «BbICTPENNTb» CHOBA.

’(%HI/IMAHI/IE: 3anpewaetca NpouM3BOAMTbL Kakue-nmbo [AeicTBusA C
perynupytoLLein pyKosaTKon B X0f4e HanoXeHUs ckob. B NnpoTuBHOM cnydae
3TO MOXeT NPWBECTU K MNOX0 CPOPMOBAHHLIM CKO6GaM, He3aBepLUEHHO
NNHUKN  paspes3a, KPOBOTEUEHMIO, MNpOTeYyKam Mo /AuHUKM ckob6  wu/mnn
TPYLHOCTAM NPU U3BMEYEHUN U3[ENUA.

BHMUMAHWE: Ecnn agna 3akpbiTua nsgenus tpebyetcs LOMNOAHUTENbHOE
ycunme, 3TO MOXET roBOpUTb O TOM, 4TO B YCTPOWCTBE HaxXoAUTCH
C/UIKOM MHOF0 TKaHW WAM ee TOMWMHA CAMWKOM Benuka. [lonbiTKa
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incomplete cut line, bleeding, and leakage from the staple line and/or

difficulty removing the device.

WARNING: |If the firing cycle is not complete as indicated by the
illuminated green check mark, the knife may remain exposed and staples may
not be fully formed. Use caution when removing a device with an exposed
knife. Since staples may not be fully formed, consider further reinforcement
of staple lines.

WARNING: The device is designed to stop automatically at the completion
of the stroke. If device fails to automatically stop, remove the battery. Use
caution when removing the device. Failure to automatically stop may
compromise the integrity of the anastomosis. Use caution when inspecting the
anastomosis and consider further reinforcements of staple lines.

15. To safely release the device from the newly formed anastomosis, turn the
Adjusting Knob counter-clockwise for two complete revolutions or four half
turns. (Illustration 13)

16. To withdraw the open device, rotate it 90° in both directions taking care to
minimize movement of the distal tip. This ensures the tissue is released.
Gently pull out the device while simultaneously rotating. (Illustration 14).

CAUTION: If the device does not freely release from the anastomosis or
withdraw easily after rotation, turn the adjusting knob

counterclockwise one additional complete revolution (360°) and attempt
removal again by rotating the device 90° in both directions, taking care to
minimize movement of the distal tip. Gently pull out the device while
simultaneously rotating.

17. To inspect the donuts, remove the anvil, breakaway washer (if present),
and donuts from within the circular knife (lllustration 15). Examine the
integrity of the donuts and white breakaway washer. Donuts should be intact
and include all tissue layers. Ensure that donuts are complete, and the white
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BbICTPENMUTbL U3 yCTpOVICTBa B TaKOM Chny4dae MOXET nNpueBectm K nNjaoxo
ChOpMOBaHHbIM CKO6aM, He3aBepLUEHHON IMHUK pa3pe3a, KPOBOTEUEHUIOD,
NpoTeyYkKam Mo AMHUKN CKOO W/Au TPYAHOCTAM NPU U3BAEYEHUN W3AENus.
MPEOOCTEPEXEHWVE: EcnM  uukn  HanoxeHmss CKo6 ele He
3aBeplUeH, 4YTO MOKa3blBaeT 3efeHas OTMEeTKa, HOX MOXET O0CTaBaThbCs
BbIBMHYTbIM W CKOBbl MOTYT BbITb CHOPMUPOBAHbI He MOMHOCTLI. ByabTe
BHUMATeNbHbl  MPU  U3BNEYEHUW W3LENNs C  BbIABUHYTBIM  HOXOM.
Mockonbky  CKOObl ~ MOryT  6bITb  HEMOJHOCTBI  CHOPMUPOBaAHDI,
paccMOTpUTE BapUaHT YCUNEHUA NMUHUK CKOG.

NMPEAOCTEPEXEHWE: W3genue paspaboTaHO Takum 06pa3om, 4TO
OHO aBTOMAaTMYeCKW OCTaHaB/MMBaeTCs MO 3aBepweHun nopxoga. Ecnu
n3gennme He OCTaHaB/NMBaeTCA aBTOMATUYECKU, BbIHbTE aKKyMynsTop.
ByabTe BHMMaTeNbHbl MNpW  WM3BAeYeHUMM u3genus. Ecnm usgenue He
OCTaHOBMIOCb aBTOMAaTMYECKW, 3TO MOXET MOBAMATb Ha LENOCTHOCTb

aHacTomosa. bygbTe BHMMaTeflbHbl MpuM  OCMOTpPe aHacTomo3a W
pPaccMOTpUTE BapUAHT YCUNEHNUS NIMHUN CKO6.
15. [nsa 6e30nacHOro W3BMeYEHMsS YCTPOMCTBA W3 TOMBKO 4TO

C(hOPMMPOBAHHOIO aHacTOMO3a MOBEPHUTE PerynampyroLlylo PyKoATKY
NPOTUB 4acoBOW CTPENKM Ha [Ba MOMHbIX 060poTa WAN YeTbipe
nonyo6opoTta. (PucyHok 13)

16. UTo6bl yAanuTb OTKPbITOE M3genune, NnoBepHUTe ero Ha 90° B 060mMX
HanpaBfeHUAX, 4YTOObl MUHMMU3MPOBATbL ABMXKEHWE AWCTaNbHOI0 KOHLUA.

310 o0b6ecneynBaeT BbLICBOOOXKAEHME TKaHel. AKKYpaTHO BbITAHUTE
nsgenve, o4HOBpeMeHHO nosopauynsas ero. (PucyHok 14).

BHVUMAHWE: Ecnu ycTpoiCcTBO He W3BMeKaeTca W3 aHacToMo3a
cBOOOLHO MM MoOcne MOBOPOTa He ypjanseTcs Nerko, MOBEpHUTE

Perynmpyrowyto pyKosaTKy NpOTUB YacOBOW CTPeNKK elle Ha OAWH MOJHbI
ob6opoT (360°) n cHoBa monpobyliTe WM3BAEYbL YCTPONCTBO, MOBOpa4vuBas
ero Ha 90° B 060MX HanpaBneHuWsax, obecneymeas Npu 3TOM MUHUMaANbHOE
OBWXEHWe  AWCTaNbHOrO0  KOHUA. bBepexHO  BbITAHUTE  u3fefve,
O[lHOBPEMEHHO M0OBOpaynBas ero.

17. YT06bl OCMOTPETb WCCEYEHHbIE UMPKYNSPHbIE YYaCTKM TKaHeil,
yAanuTe OMOPHbIA CTepXeHb, OTCEeKaloWyl MNpope3aemylo MNpoKnagKy
(ecnn OHa ecTb) W WCCEYEHHbIe LMPKYNAPHble Y4yacTKM TKaHeil, ¢
LMPKYNAPHOTO Hoxa  (PucyHok  15). OcmoTpuTe NCCeYBHHbIE
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breakaway washer is completely transected into inner and outer concentric
rings. If donuts or breakaway washer are not complete, the anastomosis
should be carefully checked for leakage and appropriate repairs made.

18. Dispose of all opened devices whether used or unused. This device is
packaged and sterilized for single use only.

19. Dispose of the Battery Pack. See Battery Pack Disposal.

Using the Ancillary Trocar

The radiopaque Ancillary Trocar is designed to facilitate controlled
penetration through tissue selected by the surgeon. For example, a surgeon
may elect to use the Ancillary Trocar to perform a triple stapling technique or
end-to-side anastomosis.

CAUTION: Injury hazard. Keep the Ancillary Trocar visible at all times to
prevent personal injury or inadvertent trauma to adjacent structures.

Attaching the Ancillary Trocar to the Anvil

1 The Ancillary Trocar is shipped in the Staple Retaining Cap of the
ECHELON CIRCULAR® Powered Stapler (Illustration 16).

2. To remove the Ancillary Trocar from the Staple Retaining Cap, grasp the
Finger Notches (lllustration 1-11) and pull straight out, parallel to the retainer
body.

3. Place the blunt end of the Ancillary Trocar into the Anvil Shaft.
(Ilustration 17) Rotate the Ancillary Trocar with respect to the Anvil Shaft
approximately 45 degrees to ensure secure attachment (lllustration 18).
CAUTION: If Ancillary Trocar is not properly seated in the anvil, the
Ancillary Trocar could detach from the anvil during manipulation.
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LMPKYNAPHbIe YYaCcTKM TKaHeld U oTceKalwllyl npope3aemMylo MpoKnagky
Ha NpeAMeT UX LEeNoCTHOCTU. OHM JOMKHbI ObITb LENbIMW U BKAOYAThL BCE
CNoW TKaHel. Y6eanTech, YTO UCCEYEHHbIE LUPKYNSPHbIE YYaCTKN TKaHel
uenble, a Genas oTceKkawlas npopesaemas MNPOKNagka MOMHOCTbIO
pacceyeHa Ha BHeWHee U BHYTPEHHee KOHLEHTPUYECKMe Konbua. Ecnu
MCCEYEHHble YUYACTKN TKaHel N oTcekatolias npopesaeMas NpokKiafKa He
SBNAOTCA  LEeNbIMW, aHacTOMO3 cnefyeT OCTOPOXHO MNPOBEPUTb Ha
LL€/IOCTHOCTb M MPeAnpuUHATL COOTBETCTBYIOLLME MEpbI.

18. YTunnsupyiTte Bce OTKPbITbIE U3AeNNs, He 3aBUCUMO OT TOro, 6bian
OHW  WCMOMb30BaHbl  uAM  HeT. [laHHOe u34enue  YMakoBaHO U
CTEPUIM30BaHO TOMIbKO A/19 04HOPA30BOr0 MCMO/b30BaHUSA.

19. YTunusnpyite akkymynatop. CMm. pasgen «YTunusayms
aKKymynsatTopa.

Vicnonb3oBaHune JONOMHUTE/IBHOIO Tpoakapa

PEHTreHOKOHTPACTHbI  JOMONMHWUTENbHbIA  Tpoakap pa3paboTaH  Ans

obecrneyeHnss KOHTPONMPYEMOr0 NMPOHWKHOBEHWUA 4yepe3 TKaHW No BblGopy
xupypra. Hanpumep, Xupypr MOXeT  Bbl6paTb  WUCMNO/Mb30BaHWE
[LOMONMIHUTENBHOrO Tpoakapa AN BbIMOAHEHUA TeXHUKM HanoXeHus
TPEXPSAHOr0 CKOGOYHOTO LWBa WM aHAaCTOMO3a «KOHel, B 6OK».
BHVUMAHWE: OnacHocTe TpaBmatu3aMa. Bo wu3bexaHue HaHeceHus
NOBPEXAEHWIA NepcoHany WAU HenpefHamMepeHHbIX TPaBM MpuaerakLwmm
CTPYKTypaM, MOCTOSHHO [epXWUTe JOMNONHUTE/bHbIA Tpoakap B Mofe
3peHus.

MpucoegnHeHVEe JONONMHUTENBLHOIO TpoaKapa K ONopHOMY CTEePXHI0

1 LononHuTenbHbIi  Tpoakap  nNocTaBfseTcd B NjacTuHe ¢
LOMONHUTENbHbIM  TpoakapoMm 3nekTpuyeckoro annapata ECHELON
CIRCULAR® (PucyHok 16).

2 UTo6bl M3BMEYL [AOMNOMIHUTENbHBbIA Tpoakap W3 MAacTUHbLI C
LOMONIHATENIbHBIM  TPOAKapoM, BO3bMWUTEChb 33 BBIEMKW 04 Nafblbl
(PucyHOK 1-11) 1 NOTAHMTE HapyXXy, napanjefibHO KOpPnycy fepxxaTens.

3 MomecTuTe TynoW KOHel, [ONOMHUTENLHOrO Tpoakapa B wWadT
ronoskn.  (PucyHok 17) T[loBepHWTe  AOMOMAHWUTENbHBLIA  Tpoakap
OTHOCWUTENbHO wWagTa rosoBKM NpubAM3MTenbHO Ha 45 rpafycos, 4TOObI
y6eanTbCca B NPOYHOCTU npucoeguHeHna (PucyHok 18).

BHVMAHWE: Ecnu fONOAHWTENbHbLIA Tpoakap Henpo4yHO 3aKpenneH B
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ONOpPHOM CTEPXHE, ,D.OI'IOI'IHI/ITGI'II:HI:IVI Tpoakap MOXeT oT Hero
OTCOEAUHNTBLCA B XO0A€E MaHUNYyNALNN.

Detaching the Ancillary Trocar from the Anvil OTcoefnHeHVE AOMNONHNTENBLHOIO TPoaKapa OT OMNOPHOIo CTEPXKHA
1 Using the Finger Notches, rotate the Ancillary Trocar approximately 45 1 Mpy nomowM BbLIEMOK MO NafeL, MOBEPHWUTE [OMOSHUTENbHbIN
degrees in the Anvil Shaft and pull the Ancillary Trocar out of the Anvil Tpoakap B OMOPHOM CTEpPXHe MNPUMEpPHO Ha 45 rpagycoB W BbITAHUTE
Shaft. JOMONHUTENbHbIM Tpoakap u3 wadta ronoBKu.
Discard the Ancillary Trocar in a sharps disposal. YTUnusnpyite ONOMHUTENbHBIA Tpoakap BMECTe C OCTPbIMY
npegmeTamu.

4.2 Potential users of MD 4.2 TloTeHuManbHble NoTpebutenn MU
Surgeons. Xnpypru.
4.3 Use/operation conditions of MD 4.3 Ycnosusa akenayataunm/pabotsl MIA
Table 2. Tabnuua 2.

Environmental conditions YcnoBus oKpyXXaroLen cpegpl

Humidity 100% BnaxHocTb 100%

Temperature 32°C-42 °C Temnepatypa 32°C-42 °C

Pressure N/A JasneHue H/n

Operation conditions YcnoBua akcnayataymm

Humidity 30% - 75% BnaxHocTb 30% - 75%

Temperature 10°C-40 °C Temnepatypa 10 °C - 40 °C

Pressure N/A JasneHune H/N

5 DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD 5 OMMNCAHWE TNABHbIX ®YHKUMNOHAJNIbHbIX S3/IEMEHTOB

MU

5.1 General description of functional elements of MD 5.1 O6bLee onucaHne PyHKLMOHaA/IbHbLIX 31eMeHToB MU

Key features of the ECHELON CIRCULAR® Powered Stapler (Subject Kntodesble — ocobeHHocTn  annapata  ECHELON  CIRCULAR®
Device): (OnuceiBaemoe nsgenue):

*Available in 4 end-effector sizes (23mm, 25mm, 29mm and 31mm) to */lOCTYMNeH C HAKOHEYHWNKOM B 4 pasmepax (23 MM, 25 MM, 29 MM 1 31 MMm)
permit proper matching of the device to the diameter of the lumen Ana AOCTUXKEHWA  HaA/lexallero COOTBETCTBUA [AWAMETPOB  U3fenna 1
 Battery powered transecting and stapling functions 0TBEpCTUA

« Shaft length of 24 cm » dyHKUMM paspesa U CluMBaHWA, u3genne paboTaeT OT aKKyMynsaTOPHON
* Features that prevent the device from inadvertent firing 6arapem.

* Rotatable adjustment knob allowing selection of target closed staple height <« AnuHa wadTta 24 cm.

16
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ranging from 1.5mm to 2.2mm using the tissue compression scale

* Pocket extensions on the staple guide (also known as Gripping Surface
Technology GST) that interact with compressed tissue

« Two rows of staples

 Titanium alloy implantable staples that form a cross-over B form shape

The ECHELON CIRCULAR® Powered Stapler has advanced tissue effects
over the currently marketed circular staples that includes Gripping Surface
Technology (GST) and 3-D staple formation to reduce the total compression
on the tissue.

The device provides an automated, powered firing sequence for a complete
anastomosis that reduces surgeon user variation. The powered firing system
eliminates force to fire. As with the other devices within the Circular Stapler
Product Family, the staplers are intended for all procedures requiring a
circular anastomosis within the gastrointestinal tract including Colorectal,
Bariatric, and Upper Gastrointestinal / Thoracic procedures.

5.2 The possibility and ways of integrating with other medical devices

Required and Adjunctive Devices and Accessories Not Included in CER
Scope

The ILS Circular Sizers (line extension for the ECHELON CIRCULAR
Powered Staplers) are intended to aid in selecting the appropriate size ILS
Stapler in a variety of applications when an intraluminal stapler is used. They
are non-sterile, resterilizable, stainless steel instruments (see Figure below)
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» Oco6GeHHOCTKN, NpegoTBpawjato L Me cnydyaiHoe cpabatoiBaHue M3agenus.
e [MOBOpPOTHAsi  perynMpoBOYHas  pyyka, Mo3Bonsiollas  BbI6GpaTh

TpebyemMyl BbICOTY 3aKpbiBaHUS CKOObl B Anana3oHe oT 1,5 ao 2,2 MM C
MCNOMNb30BaHNEM LUKa/Ibl KOMMpPeccuu

e Hebonbline HaKMagku Ha HanpaBuTeNb CKOO (TakXe M3BECTHble Kak
Gripping Surface Technology - GST [/ TexHonorus 3axBaTHOWA
NMOBEPXHOCTK), KOTOPbIE B3aUMOAENCTBYIOT CO CAABMEHHON TKaHbHO

 1Ba paga ckob

e MmnnaHTMpyemble  CKOGbl M3  TMTAHOBOFO cnfaea, B  (opme
nepeyvyepkHyTOl OYKBbI B.

dnekTpnyecknin  cwmBatowmii  annapat ECHELON CIRCULAR®
obnafjaeT  yAYYWEHHbIM  BO3f4EWCTBMEM Ha TKaHW OTHOCWUTENbLHO

BbIMYCKaeMbIX B HACTOSLLEE BPEMS LUPKYNSPHbIX CLUMBAKOLLMX annapaTos,
a VMEHHO BKIKOYaeT TEXHOMOrM 3axBaTHOM noBepxHocTn (GST) wu

TpeXMepHoe (HOPMUPOBaHME CKOGbl, 4YTO TMOMOFaeT CHU3NUTL O6Lyee
[aBNeHNe Ha TKaHb.
N3nenne o6GecneuymBaeT aBTOMAaTWMUECKWI, 3MEKTPUUYECKUIA  MpoLecc

HanoXeHus CKo6 [ANns NOAHOrO mMpolecca CO3A4aHMs aHacToMO03a, YTo
CHMXXA@eT BapMaTMBHOCTb Mpolecca B 3aBUCUMOCTM OT MONb30BaTeNs -
Xupypra. OneKTpuyeckas cCUCTeMa HanoXeHus CKo6 COKpaliaeT ycunue
3anycka npouecca. Kak v B cnyyae Apyrux W3fennii cemeiictea NpoayKToB
UMPKYNAPHbIX — CLUMBAlOLMX  annapaTtoB,  ClUMBaloWiMe  annapatbl
npegHasHayalTcs AN BCeX Npoueayp, TPe6ylWMX  HanoXeHus
LUMPKYNAPHOrO aHAcTOMO3a Ha >KEeNy[O4YHO-KULIEYHbI TpakT, BK/Yas
KofopeKTanbHble,  GapuaTpuuyeckue,  TopakanbHble  npoueaypbl  /
npoueaypbl B BEPXHUX OTAENaX XKenyAOUHO-KULWEYHOro TpaKTa.

5.2 BO3MOXHOCTW 1 CMoOCco6bl MHTerpaunum ¢ Apyrumn MeamLuHCKUMM
n3gennamm

Heo6xoanmMble M BCMOMOraTe/ibHble M3AENNUs U MPUHALMNEXHOCTU, He
BXoAsALMe B OTYET 0 K/IMHUYECKON OLiEHKe

KannbpoBLWUKN  LUMPKYNAPHbIX BHYTPUMPOCBETHLIX cTennepoB (ILS)
(MMHelHOe  [OMNOSIHEHME  3NEKTPUYECKUX  LUPKYNSPHbIX  CLUMBARLLLNX
17



designed to correspond with the heads of the Intraluminal Staplers (ILS), both
Mechanical and Powered. Class | devices.

Circular Sizer Set for ILS Staplers
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annapatoe ECHELON) npegHa3HauyeHbl Ans ob6bnervyeHnss nopgbopa
noaxo4saLWlero pasMepa cuwusalowero annapata ILS pgna  pasnmyHbIX
obnacTeil NpuUmMeHeHWs nNpu paboTe C BHYTPWUMNPOCBETHLIM CLUMBAIOLLNM
annapaTtoM. OHW NpeacTaBAsAlOT cO60 HecTepwunbHble, NOAXOAALME ANS
MOBTOPHO CTEPUAM3ALUN WHCTPYMEHTbl W3 HepXXaBeroweh cTanm (Cwm.
PUCYHOK HMWXe), pa3paboTaHHble TakuM o06pas3oMmM, 4YTO WX pasmep
COOTBETCTBYET TrOJIOBKE BHYTPUMNPOCBETHOrOo CLUMBAlOLWEro annapara
(1LS), mexaHunueckue v anekTpuyeckue. Msgenns knacca |.

Habop LMpKynsapHbIX KannbpoBLmKoB ansa ILS



5.3 Technical characteristics of MD / TexHUYecKne xapakTepuctukun MU

#/
Ne

10

n

12

13

14
15
16

17.1

Name of parameters and characteristics /
HavmeHoBaHVe napameTpa 1 XapaKTepucTuK

Overall dimensions, mm /

abapuTHbIE pasMepbl, MM

Mass, g / Macca, r

Length of the fixed handle, mm /

[nnHa HenofBMXHON PYKOATKU, MM
Length of the lever handle (trigger), mm /
LnnHa pblYaXHOW pyKOSTKM (pblyar), Mm
Length of the working part (applicator), mm/
[nuHa pa6ouyein yacTn (annankaropa), MM
Staple Housing Outside Diameter, mm /
HapyxXHblii gnameTp gepxatens ckobd, Mm
Rod length, mm / nnHa CTepXHS, MM

Rod diameter, mm / ilnameTp CTEPXKHA, MM

Maximum pressing force on the handle, N /
MakcumanbHoe ycuame Haxatusa Ha pykosTky, H

Effort when pressing the opening button, N-m /
Ycunume Haxatusa Ha OTKPbITYH KHOMKY, H M
The roughness parameter of metal parts, micron /
MapameTp LWepOXoBaTOCTMN METaNIMUYeCKNX YacTel,
MKM

Rockwell hardness /

TBepfocTb No wkane Poksenna

The radii of blunting working parts of tools, pm /
Pagnyc nputynieHns paboymx yacteid, MKM
Operating voltage, V / Paboyee HanpshkeHune, B
Current mA / Cuna ToKa, MA

Power rating, W/ HomnHanbHas mMowHoOCTb, BT
Open Staple Leg Length, mm /

[OnvHa HOXeK CKOObl B OTKPLITOM COCTOSHUW, MM
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CDH23P

505,5 x 205,7x40,6

(+10%)
761 (+5%)

198,5 (+10%)
28 (+10%)
240 (+10%)

23 (£5%)

188 (+10%)
19,05 (+5%)

17

0,113

0,8 RA

60 HRB

500

9
2700
25

5,2 (£5%)

19

Value / 3HaueHue

CDH25P

505,5 x 205,7x40,6

(+10%)
761 (5%)

198,5 (+10%)
28 (+10%)
240 (£10%)

25 (+5%)

188 (+10%)
19,05 (+5%)

17

0,113

0,8 RA

60 HRB

500

9
2700
25

5,2 (+5%)

CDH29P

505,5 x208,3 x40,6

(+10%)
761 (£5%)

198,5 (+10%)
28 (+10%)
240 (+10%)

29 (+5%)

188 (£10%)
19,05 (+5%)

17

0,113

0,8 RA

60 HRB

500

9
2700
25

5,2 (£5%)

CDH31P

505,5 x208,3 x40,6

(£10%)
761 (+5%)

198,5 (+10%)
28 (+10%)
240 (+10%)

31 (£5%)

188 (+10%)
19,05 (£5%)

17

0,113

0,8 RA

60 HRB

500

9
2700
25

5,2 (£5%)



Adjustable Closed Staple Height, mm /
Perynupyemasi BbiCOTa 3aKpbITOl CKOGbI, MM

17.3 Number of Staples / Konnuectso ckob
17.4 Staple Rows / Pagbl ckob
18 Battery parameters / lMapamMeTpbl akKkymynatTopa

*17.2

18.1 Battery Type / Tun akkymynsatopa

18.2 Capacity, mAh / EMKoCTb, MAY

Operating voltage, VDC /

Pabouee HanpsykeHne, B NOCTOAHHOrO TOKa

18.4 Battery Weight, g / Macca 6artapen, r

19 Knife Outside Diameter, mm / ilnameTp HOXa
(paboueli ronoBKKu), Mm

18.3

1,5-2,2 (£50%) 1,5-2,2 (x50%) 1,5-2,2 (£50%) ' 1,5-2,2 (£50%)
20 22 26 30
2 2 2 2
Lithium metal / Lithium metal / Lithium metal / Lithium metal /
Nntnii-OAnokeng NuTnit-Anokeng Nutnin-Aunokeng Nuntnii-Onokeng
MapraHueBblii MapraHueBblii MapraHueBblii MapraHLueBblii
1550 1550 1550 1550
9 9 9 9
73,7 (x10%) 73,7 (x10%) 73,7 (£10%) 73,7 (£10%)
14,6 (£10%) 16,5 (£10%) 20,4 (x10%) 22,5 (x10%)

The tolerance is 10%, unless otherwise indicated / Jjonyck coctaBnseT £10%, ecnnm He yKa3aHO MHOe.

MD classification / Knaccugukauyma M

Supply connection / MuTtaHue

IP (Ingress protection) / Knacc 3awutbl IP
(MblneBnarosawmTa)

Applied Part / Pabouyaa yacTb

Operating mode / Pexxum paboTbl

6 DESCRIPTION OF MD PARTS
See in the section 4.1

7 DESCRIPTION OF ACCESSORIES
N/A
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Internally Powered / C BHYTPEHHUM UCTOYHUKOM MUTaHUA
IPX0
Type CF / Tun CF

Continuous / MpoAcIKUTENbHbIN

6 OMVUCAHWNE COCTABHbIX YACTEN MW
CmoTpuTe B pasgene 4.1

I7_I}DI'II/ICAHI/IE NPUHALNEXHOCTEN
Mn

20



A

8 LIST AND DESCRIPTION OF MD MATERIALS
Material information for permanent patient contact materials

Part Name Generic Material Name

Materials in the device classified as implant device, tissue, permanent
contact (greater than 30 days) as defined by ISO 10993-1

Staple Titanium Alloy

Material information for limited patient contact materials

Part Name Generic Material Name

Materials in the device classified as external communicating device,
tissue, limited contact (less than 24 hours) as defined by ISO 10993-1

Styrene Ethylene Butylene

Distal End of
Device Shaft Styrene Block Copolymer
with End- Acrylonitrile-Butadiene-Styrene
Effector (ABS)
Components Stainless Steel

Polyether Block Polyamide Copolymer
Polycarbonate
Polyetherimide, 30% Glass Fiber
Nylon, 60% Glass Fiber
Aluminum
Polyurethane Oligomer Mixture
Epoxy-Based Printing Ink
Hardener
Sodium Stearate

9 DATA ABOUT LABELING OF MD
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- T

8 MEPEYEHb 1 OMNCAHMNE MATEPVA/TIOB MU
WHpopmaumns o maTepuanax, WMeKOWMX NOCTOSHHbIN

opraHM3Mom nauneHTa

KOHTaKT C

HanmeHoBaHue
XapakTepucTnyecKoe HaMMeHoBaHVe matepuana

fetanu
Martepunanbl  u3genuda, uMmewowme  corsacHo  ISO 10993-1
NMOCTOAHHbINA  KOHTakKT (6onee 30 CyTOK) €O  CAM3UCTbIMU

060n104YKaMn, MAFKUMWN TKaHSIMW M BHYTPEHHEN Cpeaoli opraHmsma
CKoO6bI TuTaHOBbIV cnnas

WHpopmaums o maTtepuanax, MMeOLWMX KPaTKOBPEMEHHbI KOHTaKT ¢

OpraHW3mMoM naLmeHTa:
P 'I*f .Ul
HanmeHoBaHue
XapaKTepucTUYeCcKoe HanMeHOBaHKe MaTepuana
fetanu
MaTepunansl nsgenus, MMeLLlMe  corjacHo 1SO 10993-1
KPaTKOBPEMEHHbIN  (MeHee 244)  KOHTaKT CO  C/AU3UCTbIMU

060/104KaMN, MATKUMUN TKaAHAMW U BHYTPEHHEWN cpefoil opraHmsma
AuncTanbHbI KoHel, CTWpoN 3Tu/eH GyTuneH

wapTa u3aenus c Bnok-cononvmep cTupona
AKPUNOHNTPUN-BYTaANEH-CTUPON

KOMMOHEHTamm
HaKOHEeYHMKa (ABC)
HepxaBetowas cranb
Monunathupbnokamung,
Monukap6oHat

Monunagpupummng, 30% CTEKNOBONOKHO
HelinoH, 60% CTeK10BOMIOKHO
ANOMUHNIA
Cmecb nonnypeTaHoOBbLIX 0/IMTOMEPOB
Tunorpadckas Kpacka Ha anoKCMAHOW OCHOBe
OTBepXAaKLUnin peareHT
HaTpus cteapart

9 AAHHBIE O MAPKVPOBKE MW
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interpretation of symbols used on the package.
Symbol Description

f<°EED Open

Close
FOR
REMOVAL
For removal, turn knob 360° two times
00
Packaging Unit
REF Catalogue Number

STERILE €o Sterilized using Ethylene Oxide

Do Not Re-Use

Do Not Resterilize

Do Not Use if Package is Damaged
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PaCLLIVI(*)pOBKa CUMBOJ10B, UCMOJIb30BaHHbIX MPU MapKUPOBKE.

CumBon

<°EE

1]

FOR
REMOVAL

360°

F 2
LLALL

REF

STERILE EO1

Onucanve

OTKpbITO

3aKpbITO

[na n3snevyeHus ABax bl NoBepHUTE
perynnpyrowyro pykoaTky Ha 360°

KonnuecTso m3aenuii B ynakoske

Homep no karanory

CTepunn3oBaHO OKCUAOM 3TUNEHA

3anpelaetcsa UCNONb30BaTb NOBTOPHO

3anpeLaeTca CTepunM30BaTh NOBTOPHO

3anpeLaeTcs UCNOMb30BaTh, CNM YNaKoBKa
noBpexaeHa
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Keep Away from Heat

Batch Code

LOT

CC..

European Conformity

Use By Date

WA Peel Here

R
Packaging
Each ECHELON CIRCULAR® Powered Stapler is packaged in a clear
PETG blister package with a heat-sealed preprinted Tyvek lid. The subject
device and the separate battery pack are packaged together in the same
blister.
Each sealed PETG blister is placed in a SBS (solid bleached sulfate) carton.
Three of the cartons are placed in a corrugated board sales unit shipper. The
PETG blister package with heat-sealed preprinted Tyvek lid creates the
sterile barrier package that allows for EO sterilization and maintenance of
the sterile barrier until the point of use.

Hre

9.1 Shelf life, use by date
The shelf life of the ECHELON CIRCULAR® Powered Stapler is 3 years.

9.2 How supplied

The ECHELON CIRCULAR® Powered Staplers are supplied sterile for

single patient use. Discard after use.
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XpaHuTb BAANN OT UCTOYHWKOB Tenna

LOT Kog naptuu
| BRI 3Hak EBpOMeiickoro cooTBeTCTBUS
g Vicnonb3oBaThb A0
f L MoTAHYTL 34echb
Pedl Hre
YnakoBka

Kaxablii Annapat ECHELON CIRCULAR® ynakoBaH B MNpO3pauyHblii
M3Tr-6nuctep, 3anasHHbIA MembpaHOil TaliBeK C HaHECEHHO Ha Hee
NHGopMaLmein. OnucbiBaemMoe M3fenne U akKyMynaTop ynakoBaHbl B OAWH
6nucTep.

Kaxablii 3anasHHblA MOTI-6nMcTep NOMeLWEH B KAPTOHHYH YNaKOBKY U3
6eneHoi cynbaTtHOM LEeNnonosbl. ATU KapTOHHble YMNakoBKWM MO Tpu
ynakoBaHbl B TrO(POKAPTOHHYI YNakKoBKY W COCTaBAAKT TOProBytO
eanHuly. MI3Tr-6nmcTep ¢ 3anasHHON Memb6paHoi TaliBeK C HaHECEeHHOW
Ha Hee MH(opMaLmeln co3faeT CTePUNbHY0 6apbepHYHO YNaKoBKY, KOTOpas
No3BO/MieT NPOBOAWUTL CTepunmsauuio 30 U NojaepXKUBaeT CTEPUIbHbIN
6apbep L0 MOMEHTa UCMOMb30BaHUA.

9.1 CpoK rogHocTu, Ncnosib3oBaTh [0
Cpok rogHoctn annapata ECHELON CIRCULAR® cocTasnget 3 roga.

9.2 ®opma BbInycKa

Annapatr ECHELON CIRCULAR® nocTaBfsetTca CTEPU/IbHbLIM, [ANd
OHOKPAaTHOro MCNonb3oBaHUA. [locne MCMNOMb30BaHWUA YTUANU3UPYIATE
nsgenve.
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10 LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN
N/A

11 MD SAFETY AND EFFECTIVENESS REQUIREMENTS

11.1 Warnings

Warnings and Precautions

* 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 devices. Ensure that electrical insulation or grounding is not
compromised. Do not immerse electrosurgical devices in liquid unless the
devices are designed and labeled to be immersed.

» 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.

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

 Pre-operative radiotherapy may result in changes to tissue. These changes
may, for example, cause the tissue thickness to exceed the indicated range for
the selected staple. Careful consideration should be given to any pre-surgical
treatment the patient may have undergone, which may require alterations to
surgical technique or alternative surgical procedures.
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10 MEPEYEHbL MATEPMAOB XNMBOTHOIO NnNnmn
UEJTIOBEYECKOI'O NMPONCXOXOEHNA
H/N

11 TPEBOBAHWNA MO BE3OMACHOCTN N 9PPEKTUBHOCTU
MEAVNUMNHCKOIO N3LAENNA

11.1 MpepynpexaeHnsa

MpeaynpexaeHnsa v Mepbl NPesoCTOPOXHOCTHU

e TuaTenbHasa OUeHKa NPUHLUNMNOB M METOAOB, MPUMEHSEMbIX B Na3epHbIX,
3NEKTPOXMPYPTMUYECKMX W YNbTPa3BYKOBbIX MNpoueaypax, UMEEeT BaXKHOe
3HayeHWe [Ans NpefoTBpalleHMs MNOPaXXeHWs TOKOM W 0XOroB AN
nauueHTa M MegMLMHCKOro MepcoHana, a Takke MOBPexXAeHus usgenvs
UM ApYyrux MeAuMLUHCKUX WHCTPYMEHTOB. Y6eauTecb B LIENIOCTHOCTU
3M1eKTPOM30NALUN nnu 3a3eM/IeHus. He norpyxaire
3NeKTPOXUPYPrUYECKNe WHCTPYMEHTbl B >KWUAKOCTb, €CMM  OHU  He
npeaHasHayeHbl A1 3TOF0 U He WMeKT MapKUPOBKM OTHOCMTENLHO
BO3MOXXHOCTMW MOTFPYXXEHMS.

e MMHMMaNbHO WHBA3WBHbIE MPOLUEAYPbl CMeayeT BbIMONHATL TOJbKO
nmuaMn, UMEKLWMMN COOTBETCTBYIOLLYHO MOATOTOBKY M 3HAaKOMbIMMW C
3TUMM  TexHuKamu. O3HAKOMbTECb C MeAULMHCKOWA  nuTepaTypoit
OTHOCUTENbHO TEXHWK, OCMOXHEHWIA N ONACHOCTEN A0 BbINMOMHEHMWS NtOOOWA
MWUHUMaNbHO MHBA3WBHOW MpoLeaypbl.

* MWHMMaNbHO WHBa3MBHbIE M3A4eNNsa MOTYT pas3nnyaTbCa N0 AMaMeTpy B
3aBMCMMOCTM OT npoussoanTens. [lpu COBMECTHOM WCMO/Mb30BaHUK
MWHUMANIbHO WHBA3UBHbIX W3AeNWiA U NPUHALNEXHOCTE OT pasHbIX
npons3BoauTenein B npoueaype, NPoOBepbTe MX COBMECTMMOCTb A0 Hauyana
paboThbl.

* [peaonepaunoHHasa nyyesas Tepanus MOXET MPUBECTU K M3MEHEHWAM B
TKaHAX. TN U3MeHeHUs MPMBOAAT K TOMY, UTO TOMWMHA TKaHW MPEBbICUT
YKasaHHbIA Anana3oH [Ans BblOpPaHHOW CKO6GKKW. CnegyeT TWATENbHO
OLleHMBaTb N060e A00OMEepaLMOHHOE NeYyeHue, KOTOPOe MepeHec MauueHT,
UTO MOXET MnoTpeboBaTb W3MEHEHUI B XUPYPrUYECKOW TeXHUKe WIu
anbTePHaTUBHbIX XUPYPruyYecKnx npouemypax.
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* Dispose of all opened devices 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 crossinfection,
including but not limited to, the transmission of infectious diseases.
Contamination may lead to injury, illness, or death.

¢ Always inspect the anastomotic staple line for hemostasis and check the
completed anastomosis for integrity and leakage. Metal clips, staples, or
sutures contained in the area to be stapled may affect the integrity of the
anastomosis.

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

«Do not immerse the device in alcohol or any quaternary ammonium
solutions.

* Do not use the ECHELON CIRCULAR® Powered Stapler after the Use by
Date or if the package is damaged. This may render the equipment inoperable
or non-sterile.

e The device must be used within 12 hours of inserting the Battery Pack.
Failure to use within this time frame may cause the battery to be depleted.
Refer to Battery Pack Disposal for Battery Pack disposal instructions.

« Do not inadvertently release the Red Safety or Firing Trigger until ready to

fire the device. Releasing the Red Safety removes protection from premature
firing which will compromise the ability to select the desired staple height.

» Keep the Device Trocar visible at all times to prevent injury or inadvertent
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-YTmnmsmpyMTe BC€ MCNONb30BaHHblE MW HE UCNONb30BaHHbLIE U3AennA
nocne BCKPbITUS YMNakoBKW. W3fenue ynakoBbIBaeTCA w CTepUInU3yeTcs
TOMbKO ANS OLHOKPAaTHOr0 MCMNONb30BaHMA.

* [TOBTOpPHOE WCMONb30BaHUe, MepepaboTka WAM CTepunusauma MmoryT
HapywWnTb CTPYKTYPHYIO LENOCTHOCTL YCTpPOCTBA W/MAM MpUBECTU K
OTKaly yCTpoicTBa, 4YTO B CBOK O4epefb, MOXeT MpuBecTu K
MOBpPexAeHWt0, 60Ne3HN NN CMEPTU MauneHTa.

* MepepaboTka uaM NOBTOpPHas cTepunu3auuy OLHOPA30BbIX YCTPOWNCTB
MOXeT cO03f4aTb PUCK 3arpasHeHUs wu/uan  BbI3BaTb  WMHMEKLMIO  Unu
NepeKpecTHY WH(EKUUIO nauueHTa, BK/OYas, HO He OorpaHu4uBas,
nepefayy WH(peKLMOHHOro 3ab0/eBaHUA. 3arpsa3HeHne MOXeT NPUBeECTU K
NnoBpeXaeHnto, 60Me3HN NI CMepTU.

» Bcerga npoBepsiiTe NMHUIO CKPENOYHOrO LWBAa aHacTOMO3a Ha npegmet
reMocrasa W LENOCTHOCTU W HaIM4yMe HecoCTOATENIbHOCTM aHacToMo3a.
MeTannmyeckme 3aXuWMbl, CKOOKWM WAM LWBbI, Haxoaswwuecs B obnactu,
nognexatiein CKpenneHuto, MOryT NoOBAUATL Ha LLeIOCTHOCTb aHACTOMO3a.
* N8 WHCTPYMEHTOB WAW W3JeNWiA, KOTOpble BCTYNaldT B KOHTaKT C
OMONOrNYECKUMUN  XKUAKOCTAMKW, MOXET MoTpeboBaTbCa  CcreuunanbHas
yTUAn3aumus ¢ Lenbio npefoTepaleHns 6Mon0orMyeckoro 3arpsasHeHus.

* He norpyxaiite nsgenve B cnupT uam nobble pacTBOPbI YeTBEPTUYHOIO
aMMOHMA.

* He ncnonb3yinte cwwusarowmii annapat ECHELON CIRCULAR® nocne
NCTeYeHUs aaTbl «UCMOJSIb30BaTb A0» WAM B C/lyyae MNOBPEXAEHMUs
yNnakoBkKM. 3TO MOXET MpuBeCTM K HepaboTOCNOCOGHOCTM WK
HeCTepUALHOCTMN N3aeNus.

* N3penve cnepyet MCMo/nb30BaTbh B TeYeHMe 12 4acoB NOC/ie YCTAHOBKMU
akkymynaTtopa. Heucnonb3oBaHve B TeYeHMEe AaHHOr0 Nepuofa BPeMeHU
MOXeT MpuBeCTU K paspagke 6ataper. CM. MHCTPYKUUM NO yTuausauuu
aKKymynaTopa.

* He ponyckaiiTe HenpegHaMepeHHOro OTMNycKa nNpefoXpaHUTeNns uamn
CNYCKOBOr0 KplUkKa [0 Tex nop, noka wusgenve He Oy[eT rotoBo K
cpabaTbiBaHWUIO. YpaneHWe nNpejoxXpaHUTens CHUMaeT  3alluTy  OT
npeXxaeBpeMeHHOro cpabatbiBaHWd, 4YTO fMlWaeT BO3MOXHOCTU Bbl6opa
HY>KHOI BbICOTbI CKOOKM.

* Bcerga obecneumBaiTe BMAMMOCTb Tpoakapa,

4yTo6bl NPefoTBPaTUTL



trauma to adjacent structures. DO NOT use the Anvil Shaft to assist in
piercing the tissue by placing it over the unexposed Device Trocar to avoid
inclusion of tissue within the Anvil Shaft, DO NOT use it for piercing.

*« DO NOT clamp across or grip on the Locking Springs when attempting to
reattach the anvil as this will prevent anvil attachment.

* Ensure the Anvil is attached by verifying the Orange Band is covered and
the anvil is secure. The device will not fire with an unsecure anvil.

 Ensure tissue thickness lays flat and is evenly distributed within the device.
Excess tissue on one side may result in unacceptable staple formation and can
result in staple line leakage.

* The device will not fire if the anvil is not properly attached or if the orange
staple height indicator is not fully within the green range of the Tissue
Compression Scale.

« Do not attempt to manipulate the Adjusting Knob during the firing
sequence. Doing so may result in malformed staples, incomplete cut line,
bleeding, and leakage from the staple line and/or difficulty removing the
device.

« If excessive force is required to close the device, this may indicate there is
too much tissue or thickened tissue in the device. Attempting to fire the device
in this condition may result in malformed staples, incomplete cut line,
bleeding, and leakage from the staple line and/or difficulty removing the
device.

« If the firing cycle is not complete as indicated by the illuminated green
check mark, the knife may remain exposed and staples may not be fully
formed. Use caution when removing a device with an exposed knife. Since
staples may not be fully formed, consider further reinforcement of staple
lines.

* The device is designed to stop automatically at the completion of the stroke.
If device fails to automatically stop, remove the battery. Use caution when
removing the device. Failure to automatically stop may compromise the
integrity of the anastomosis. Use caution when inspecting the anastomosis and
consider further reinforcements of staple lines.
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TpaBMy WM HemnpejHaMepeHHYK TpaBMy COCEAHMX KOHCTpykumin. HE
NCMONBb3YWUTE onopHblii CTepXeHb 418 NPOKanbiBaHWA TKaHW NpW ero
pasmelLeHMN Ha 3aKpbITblii Tpoakap, 4To6bl M3bexaTb MonafaHus TKaHu B
cTepxeHb, HE WICMOJIb3YWTE ero fns npokanbiBaHWA.

* HE 3aXkuMaiiTe 1 He CXMMaiTe GMIOKUPYIOLLME NPYXWUHBI NPU MOMNbITKe
YCTaHOBKW OMOPHOr0 CTEPXHS, TaK Kak 3TO HapyLINT KpenseHue.

* Y6eauTecb, YTO OMOPHbIA CTEPXXEHb HAAEXHO NMPUKPENJIEH, a OpaHXeBas
MapKepHaa nonoca 3akpbiTa. M3genve He cpabatbiBaeT npy He6e3onacHoOM
pasMeLL,eHU ONOPHOIO CTEPXKHS.

* Y6eantecb, 4TO TONWMHA TKaHW OAHOPOAHAsA, a TKaHb pPaBHOMEPHO
pacnpegeneHa BHYTpu mn3genus. M36bITOK TKAHW Ha OAHOA CTOPOHE MOXET
NpuMBeCcTN K (hOPMUPOBAHMNIO HELOMYCTUMOIO LIBA U K YTEUYKe JIMHUY LUBA.

* N3nenne He 6ypet cpabaTbiBaTb, €C/iM OMOPHbIA CTEPXEHb HenpaBUIbHO
NPUKpPensieH, UKW ecain opaHXXeBas MapKepHas Mosoca BbICOTbl CKOOKMU He
MOMHOCTbIO HAXOAUTCA B 3e/IeHOM AMana3oHe LUKa/bl CKaTus TKaHW.

* He nbiTailTecb MaHUNynupoBaTb PeryaMpoBOYHON FOMOBKOW BO Bpems
OCYLLLEeCTBNIEHNA NOCNef0BaTeNIbHOCTU AeACTBUIA. ITO MOXET MPUBECTU K
pethopmanuy CKOBOK, HEenosHON NMHUK cpe3a, KPOBOTEUEHUIO M YTeuke ¢
NUHUKN CLUMBAHUA U/ UMK 3aTPYLHEHUIO U3BMIEYEHUSA U3JENNS.

* Ecnn ans 3akpbiTMsa usgenus TpebyeTcs ype3MepHoe ycunive, aTo MOXET
yKasblBaTb Ha TO, 4YTO B MW34eNMM pasMelleHO C/UWKOM 60bLuoe
KOMIMYECTBO TKaHW WAN MMEETCH YTO/ULeHWe TKaHW. PaboTa ¢ n3genvem B
JaHHbIX YCNOBUSAX MOXeT NpuBeCTM K fedopMauum CKO6OK, HeMnoHOiA
JIMHUN Cpe3a, KPOBOTEUEHUID W YTeYkKe C JIMHUU ClUUBaHUA u / unn
3aTPYLHEHUIO U3BNEYEHUA U3LENNS.

e Ecv uukn paboTbl He 3aBeplUeH, YTO [EMOHCTPUPYETCH C MOMOLLbLIO
CBETSALLeACA 3eNeHOW MeTKW, HOX OCTaeTcsi OOHaXKEHHbIM, a CKOOKM He
MOJIHOCTbIO 3aKPbIBAKOTCA. BybTe OCTOPOXHbI MPU U3BMEYEHUN U3LeNuns C
He3aKpbITbIM  HOXOM. [10CKONbKY CKOOGKM 3aKpbITbl HE MOMHOCTHIO,
paccMOTpuTE BO3MOXHOCTb AajibHeAero yCuaeHns MMHUN CLUMBaHWS.

* V13genne aBToMaTU4eCcKM 3aBepluaeT paboTy npu 3aBeplleHMW xoda. Ecnu

n3nenne He MOXeT ObiTb OCTAaHOBMIEHO aBTOMATWYECKW, W3BNEKUTE
aKKyMynaTop.  ByAabTe  OCTOPOXHbI ~ NPU  U3BMEUEHUWN  W3[ENUS.
HeBO3MOXHOCTb ~ AaBTOMATMYECKOW  OCTAHOBKM  MOXET  HapyluTb
LLeNIOCTHOCTb aHacTomo3a. CobnogaliTe OCTOPOXHOCTb MpW  OCMOTpe
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« If the device does not freely release from the anastomosis or withdraw easily
after rotation, turn the adjusting knob counterclockwise one additional
complete revolution (360°) and attempt removal again by rotating the device
90° in both directions, taking care to minimize movement of the distal tip.
Gently pull out the device while simultaneously rotating.

e Injury hazard. Keep the Ancillary Trocar visible at all times to prevent
personal injury or inadvertent trauma to adjacent structures.

 If Ancillary Trocar is not properly seated in the anvil, the Ancillary Trocar
could detach from the anvil during manipulation.

« Do not use autoclaves, ethylene oxide, or radiation to sterilize or disinfect
the Battery Pack.

e Use of any other type of battery other than the battery supplied with the
device may result in increased EMISSIONS or decreased IMMUNITY of the
ECHELON CIRCULAR® Powered Stapler.

» Portable radio and mobile RF communications equipment can affect
Medical Electrical Equipment. Follow the directions of the following
Electromagnetic Emissions and Electromagnetic Immunity Guidance tables
when using the ECHELON CIRCULAR® Powered Stapler.

» Avoid use of the ECHELON CIRCULAR® Powered Stapler adjacent to or
stacked with other equipment. If adjacent or stacked use is necessary, monitor
the ECHELON CIRCULAR® Powered Stapler and the other equipment to
assure normal operation.

» Federal (USA) law restricts this device to sale by or on the order of a
licensed healthcare practitioner.

11.2 MRI statement

aHaCcTomMoO3a M paccMoTpuTe ,u,aaneVlLuee YKpenneHmne NnMHUN ClnBaHmA.

* Ecnn ycTpoiCcTBO He M3B/EKaeTCcs M3 aHacTomo3a CBOGOAHO wAu nocne
NMoBOpPOTa He YAANAeTcd J1erko, MOBEPHUTE PerynmpyroLlyr pyKoATKY
NPOTUB 4acOBOW CTPeNKW ele Ha OAMH MOMHbIA 06opoT (360°) n cHoBa
nonpobylite n3BAeYb YCTPOWCTBO, MNoBOpaymBasi ero Ha 90° B 060mx
HanpasneHuax, obecneymsasd nNpu 3TOM  MUHUMA/IbHOE  [BUXKEHUe
OUCTaIbHOTO  KOHUA. bBepexxHo BbITAHWUTE U3jenne, OLHOBPEMEHHO
noesopaymeas ero.

* OnacHoCTb TPaBMbl. Bcerga obecneynsanite
JONOMHUTENLHOrO  Tpoakapa, 4ToObl  MpefoTBPaTUTL
HenpeAHaMepPeHHY TpaBMY COCEAHUX KOHCTPYKLUA.

* ECin [ONONMHMTENbHbIA Tpoakap HenpaBW/bHO YCTAHOB/IEH B OMOPHOM
CTEPXXHE, OH MOXET OTCOeAMHUTLCSA BO BPEMA MaHUNYNALUUN.

* He wucnonb3yiiTe aBTOKNaBbl, 3TWEHOKCUA WU  06ayYeHue
cTepunu3aunum unu gesnHpeKLmm akkymynaTopa.

e cnonb3oBaHne 6GaTapem nwb6oro pgpyroro Tuna,
nocTaBnseMoll C  W3LenueM, MOXeT  MNPUBECTU
N3NYUEHUA wam  cHmkeHnio  YCTOWMUMBOCTU
annapata ECHELON CIRCULAR®.

» O6opynoBaHMe NOPTATUBHOWN U MOOGUBLHOI PasMoCBA3N MOXET NOBAUATb
Ha paboTy MeAWUMHCKOro 3nekTpoobopyposaHus. [Mpu KMCnonb3oBaHUU
ClInBaloLLero annapara ECHELON CIRCULAR® cnegyiTe
WHCTPYKLUMAM U3 NpPUBELEHHbIX HWXKe Tabnuy ¢ PyKoBOACTBamMuU Mo
3N1EeKTPOMarHUTHbIM N3NyYeHNUAM " 3M1EKTPOMArHUTHOM
MOMEX0YCTOWUYMBOCTH.

* I36eraiiTe  MCNonb30BaHWsA  ClUMBAKOLLEro  annapaTa
CIRCULAR® B6AM3M wAnm BMecTe C Apyrum obopygosaHuem. [lpu
pasMeleHUN U3Jennini - pagoMm  UAM  OJHO Haf Apyrum cneguTte  3a
CLUMBAKOLULMM annapaTtom 1 apyrum obopyfoBaHUEM C Lenblo obecrneveHuns
€ro HopmanbHoW paboTsbl.

e ®egepanbHblit - 3akoH  (CLLUA)  orpaHuymMBaeT npojaxy AaHHOro
YCTPOICTBa TO/IbKO MO 3aKa3y /IMLEH3MPOBAHHOIO Bpaya.

BUANMOCTb
TpaBMy WM

ans
Kpome 6aTapewm,

K YBE/INYEHUIO
clinBarOLETO

ECHELON

11.2 3asdBNeHne 0THOCUTE/ILHO coBMecTUMOCTU ¢ MPT
WHdopmaumsa o 6esonacHocTu npu nposefeHun MPT

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

« Static magnetic field of 1.5 Tand 3.0 T

* Maximum spatial field gradient of 12,800 gauss/cm (128 T/m.)

* Maximum MR system reported, whole body averaged specific absorption
rate (SAR) of 4 W/kg (First Level Controlled Operating Mode)

Under the scan conditions defined above, the staples are expected to produce
a maximum temperature rise of less than 2.0 C after 15 minutes of continuous
scanning.

In non-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.

11.3 EMC
Specifications
The ECHELON CIRCULAR® Powered Stapler has a power rating of 25 W.

The ECHELON CIRCULAR® Powered Stapler is resistant to water ingress
and is classified per 1EC 60601-1 as IPXO0.

The ECHELON CIRCULAR® Powered Stapler needs special precautions
regarding EMC and needs to be installed and put into service according to the
EMC information provided in this document. Portable and mobile RF
communications equipment can affect Medical Electrical Equipment.

WARNING: Use of any other type of battery other than the battery supplied
with the device may result in increased EMISSIONS or decreased
IMMUNITY ofthe ECHELON CIRCULAR® Powered Stapler.
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JOKNMHNYECKNEe WCMbITAaHUA MNOKasanu, 4YTO CKOOKW, W3rOTOBMIEHHble W3
TutaHosoro (Ti3A12.5V) cnnasa, asnaoTca MP-coBMecTUMbIMU. TauueHT
C WMNNAHTMPOBAHHLIMU CKOOKaMW MOXET nofBepraTbcs 6e30nacHOMY
CKaHMpoBaHUO B MP-cucTeme, 0TBeYaloL e cnefyrolmnm yYCnoBUAM:

» CTaTnyeckoe MarHuTHoe nose 1,5 1 3,0 Tn

e MaKc/ManbHbliAi NPOCTPAHCTBEHHbLIA rpagneHT nons 12 800 raycc / cm
(128 T/ m)

* MakcumanobHaa 3aaBneHHad cuctema MP, ycpegHeHHasa ypenbHas
cKopocTb nornoweHns (SAR) pgna Tena 4 BT / kr (pexum paboThl,
KOHTPONMpPYEMbIli Ha MePBOM YPOBHE)

OxunpgaeTcs, 4To B YCNOBUAX CKaHWPOBaHWUS, YKasaHHbIX BbIlEe, CKOOKM
OyayT LEMOHCTPUPOBATb MakKCUMAalbHbIA POCT TemMnepaTypbl MeHee 4em
2,0 ° C nocne 15 MUHYT HENpPEPbLIBHOIO CKaHMpPOBaHUSA.

B [OKAMHWMYECKMX WCMNbITAHUAX MNOMEXU U306paXKEHUs, BbI3BaHHbIE
nsgenvem, HabnogaoTcs NPUOBAN3NTENBHO HA PacCTOAHUM 4 MM OT NIMHUU
CLUMBAHMA TMpPU CKaHUPOBaHUM C TMOC/efOBATE/IbLHOCTHIO  UMMY/bCOB
rpagueHT-axo u cuctemoin MPT 3,0 Th.

11.3 EMC

XapaKTepnucTukKu

Cwwuatowunin annapatT ECHELON CIRCULAR® wumeeT HOMWHaNbHYHO
MOLLHOCTb 25 BT.

CwwuBatownin  annapat ECHELON CIRCULAR® ycToiiume K
NMPOHWKHOBEHUIO BOAbI M OTHOCUTCA K Knaccy IPXO0 B cootBetcTBum ¢ IEC
60601-1.

CwwuBatowmin annapat ECHELON CIRCULAR® HyxpgaeTcsd B 0COObIX
Mepax NpefoCcTOPOXKHOCTHU B OTHOLUEHUN 3M1EKTPOMarHUTHOW
COBMECTUMOCTU W A0/DKEH ObITb YCTAHOB/IEH U BBEAEH B 3KCMyaTauuto B
COOTBETCTBUU C WHDOPMALMeA Mo 3NeKTPOMarHUTHOW COBMECTMMOCTH,
NPMBELEHHON B [AaHHOM [AOKyMeHTe. [lopTaTuBHOE © MOGUAbHOE
obopyfoBaHMe pajgMocBA3M MOXET MNOBAUATL Ha paboTy MeuLMHCKOro
anekTpoobopyLoBaHUA.

MPEAYMPEXAEHWME: Wcnonb3oBaHne 6aTapen nt060ro pyroro tmna,

Kpome 6aTapeu, NOCTaBAAEMON C W3AeNMeM, MOXET MNpUBeCTM K
yBenuyennio  IBIYUEHUA  wnnm CHUXEHUIO YCTONYNBOCTW
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cwwusatouiero annapata ECHELON CIRCULAR®.
WARNING: Portable radio and mobile RF communications equipment can PEAYTIPEXAEHWE: O6opyaosanne noptatueHoii 1 Mob6unbHOM
affect Medical Electrical Equipment. Follow the directions of the following PaAN0CBA3N MOXeT noBNUATb Ha pa6oTy MeAULMHCKOro
Electromagnetic Emissions and Electromagnetic Immunity Guidance tables 3/1€KTP0O000pyAoBaHuA. [lpn  MCMONb30BAHMM  CLUMBAIOLIErO  annapata

when using the ECHELON CIRCULAR® Powered Stapler. ECHELON CIRCULAR® cnepnyiiTe MHCTPYKUMAM W3 NPUBEAEHHbIX HUXKE
Tabnnul, C PYKOBOACTBAMM MO  3NEKTPOMArHUTHLIM  U3NYYEHUAM I
3/1EKTPOMArHUTHOM NMOMEX0YCTONUNBOCTHM.

WARNING: Avoid use of the ECHELON CIRCULAR® Powered Stapler MPEAYTIPEXXAEHWE:  VsberaoT  ucnonb3osanns  CLIMBAIOLLErO

adjacent to or stacked with other equipment. If adjacent or stacked use is @nnapara ECHELON CIRCULAR® B6nusn wv Bmecte C Apyrum

necessary, monitor the ECHELON CIRCULAR® Powered Stapler and the o6opypaoBaHuem. Mpu pasMeLleHUU U3AeNNIA PAaoOM UK OAHO Haf ApYrUMm

other equipment to assure normal operation. CNefuTe 3a CLUMBAOWMM annapatoM W ApYruM 060pY[0BaHUEM C LEfbio
obecneyeHUss ero HopMasnbHOI pPaboTbl.

Table of Toxic and Hazardous Substances / Elements and Their Content ~ 12671MUa C A3HHBIMU MO TOKCU4HBIM W ONacHbIM BeljecTsam 1 ux

COAEP>KaHMI0
As required by China’s Management Methods for Controlling Pollution B cooTBeTCTBMM C TpeGOBaHMAMMU KUTAWCKMX METOAOB YNpasfieHUs no
KOHTPO/IO 3arpsA3HeHmns
By Electronic Information Products Mpy NCNONbL30BAHUM UH(POPMALMN B 3NEKTPOHHOM BUje
Product Codes: ECHELON CIRCULAR® Powered Stapler series Koabl nspenuii: Cepus Annapat cLIMBAtOWMA UMPKYNAPHBIN CO CKOGKamy

n perynupyemoli BbicoTOl ux 3akpblTus ECHELON CIRCULAR®,
3M1eKTPUYECKUNIA, aBTOHOMHbIIi B BapuaHTax UCMOAHEeHUA

TOKCMYHbIE 1 ONacHble BELLEeCTBa U 3/1eMeHTbI

LLlecTnBane Monnépomu MOAMGPOMUHIPOBaHH

Toxic and Hazardous. Substances and Elements

Part Name Lead(Pb) Mercury Cadmium Hexavalent ~ Polybiommated Polyrominated

) ) diohenyl eth HassaHue CsuHel, PTyTbH Kagmuit HTHbIV poBaHHble . [VDEHINOBbIE
(I-g} (Cd) Ch-rorr_uum biphenyls iphenyl ethers netanm (Pb) (Hg) (Cd) XpOM (Cr ,CI,VI(*JEHVI!'IbI adwlpbl (HEAS)
(ci<vi)) (PBB) (PBDE) v) (N6
0
Handle X ° 0 ° 0 PykosiTka X O (0] (0] (0] 6]
Shaft 0 0 0 0 0 0 CTepXeHb o o) 0 0 0 0
This table is prepared in accordance with the regulations of SJ/T11364. JaHHas Tabnuua noAroToBneHa B COOTBETCTBAM C pernameHTamu SJ /
T11364.

O: indicates that this toxic or hazardous substance contained in all of the O: YKasbiBaeT Ha TO, 4TO 3TO TOKCMYHOE WAN OMacHoe BeLiecTBo,
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homogenous materials for this part is below the limit requirement in GB/T
26572.

X: indicates that this toxic or hazardous substance contained in at least one of
the homogeneous materials used for this part is above the limit requirement in
GBI/T 26572.

* All parts named in this table are in compliance with the European union’s
RoHS legislation “Directive 2011/65/EU of the European Parliament and of
the Council of 8 June 2011 on the restriction of the use of hazardous
substances in electrical and electronic equipment.”

The referenced Environmental Protection Use Period Marking was
determined according to normal operating conditions of the product such as
temperature and humidity.

Electromagnetic Emissions Guidance

Guidance and manufacturer's declaration—electromagnetic emissions

The assembled ECHELON'CIRCULAR Powered Stapler is intended for use in the electromagnetic environment specified below. The custom-
eror the user of the assembled ECHELON CIRCULAR Powered Stapler should ensure that it is used m such an environment.

Emissions test Compliance Electromagnetic environment - guidance
Harmonic emissions

Notapplicable
1EC 61000-3-2

The assembled ECHELON CIRCULAR Powered Stapler is suitable for use w all
establishments other than domestic and those directly connected to the public low-

voltage power supply network that supplies buildings used for domestic purposes.

Voltage fluctuations/

flicker emissions Not applicable

IEC 61000-3-3

The assembled ECHELON CIRCULAR Powered Staplers are not suitable for
interconnection with other equipment.

RF emissions

Complies
CISPR 14-1
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cofiepalleecs BO BCeX OAHOPOAHbLIX MaTepuanax Ans aToi AeTanu,
COAEPXMUTCA B KOMMYECTBE HWXE MpefeNbHON HOpMbl cornacHo GB / T
26572.

X: yKasblBaeT Ha TO, 4TO 3TO TOKCMYHOE WM OMacHOe BeLlecTBo,
cofiepxalleecss No KpaiiHeii Mepe B OAHOM W3 FOMOTEHHbIX MaTepuanos,

MCNONb3yeMblX [Aas  [JaHHOW fAeTanu, COAEPXWTCA B  KOMMN4YECTBe,
npesblLaloLem npefensHy0 HopMy cornacHo GB / T 26572,
e Bce pgetann, npuBedeHHble B 3TOW  Tabnuue, COOTBETCTBYIOT

3aKoHofAaTenbCTBY EBponeiickoro coto3a RoHS «[upektnea 2011/65 / EU
EBponeiickoro napnameHTa u Coseta oT 8 wuoHA 2011 roga 06
OrpaHMYeHNN WCMONb30BaHWA OMacCHbIX BELECTB B 3M1EKTPUYECKOM W
3NeKTPOHHOM 060pyA0BaHN».

YKazaHHas MapKupoBKa OTHOCUTENIbHO Nepuofa MCNob30BaHMsA C YY4ETOM
3aWMTbl  OKpYXatoleid cpedbl onpedeneHa B HOPMaAbHbIX YCOBUSAX
aKcnayataymm msgenusa (Temnepatypa U BAaXHOCTb).

PyKOBO,U,CTBO Mo 3INIEKTPOMArHNTHLIM NU3NY4YEHUAM
PYKOBOACTBO W AeKNapayus Npou3BOAUTENS - 3NEKTPOMArHUTHbIE U3NYYeHUs

AnnapaT ClIMBalOLWNIA LUPKYNAPHBIA CO CKOGKaMW W perynupyemoii BbICOTOW ux 3akpbiTua ECHELON
CIRCULAR®, 3nekTpu4eckuit, aBTOHOMHbI B BapuaHTax UCMOMHEHWUS MpefjHa3Ha4yeH A8 UCMONb30BAHUA
B 3/1eKTPOMAarHUTHOW cpeje, ykasaHHOW Hwxe. lokynaTenb WAM NoNb3oBaTenb CLIMBAKOLWEro annapara
FCHFI ON CIRCULAR B cb6ope gomkeH y6eanTbCA, YTO MHCTPYMEHT UCNO/b3yeTCsA B yKa3aHHOW cpefge.

McnbiTaHne Ha usnyueHne CooTBeTCTBUE ONeKTPOMarHWTHas cpefa - pyKOBOACTBO
3amuccus rapMOHNYECKUX Annapat CLUMBALO LNl LUPKYNAPHbIN co
COCTaBAAKWMNX HenpumeHumo CKOGKaMMN W perynupyemoi BbICOTOW WX 3aKpbITUS
IEC 61000-3-2 ECHELON CIRCULAR®, 3N1IEKTPUYECKUIA,
aBTOHOMHbIV B BapMaHTax WCMOMHEHWUS MOAXOAUT
4N UCNONb30BaHWA BO BCEX YCMOBUAX, Kpome
Kone6aHus  HanpsxeHnus [ 6bITOBBIX, W NPy NPAMOM MOAKNOYEHUN K
mMepuaTenbHble BbIGPOCHI Henpumennmo HU3KOBONLTHON  ceTW  o6Wero  nonb30BaHWs,
IEC 61000-3-3 KoTOopas cHabXxaeT 34aHus, WCNonb3yemble ANA

6bITOBbIX Leneil.
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Electromagnetic Immunity Guidance
For electromagnetic immunity, essential performance is no knife movement

without activation of the Firing Trigger.

Guidance and manufacturer's declaration-electromagnetic immunity

The Assembled ECHELON CIRCULAR Powered Staplers are intended foruse in the electromagnetic environment specified below. The
customer or the user of assembled ECHELON CIRCULAR Powered Staplers should ensure that they are used in such an environment.

IMMUNITY test

Electrostatic
discharge (ESD)

IEC 61000-4-2

Electrical fast transientburst

1EC 61000-4-4

Surge

1EC 61000-4-5

Voltage dips, short
interruptions and voltage
variations on power supply
input lines

WC 61000-4-11

Power frequency (50/60 Hz)

magnetic field

LW C 61000-4-S

NOTE

FEC 60601 test level

+ 6 kV contact

+ 8 kV air

+ 2 kV forpower supply-
lines

+ 1kV foruiput/output
lines

+ 1 kV linefs) to line(s)

+ 2 kV linefs) to earth

<5 % LT (>95 % dip in Ur)
for 0.5 cycles

40 % Uj (60 % dip in UT)

for 5 cycles

70 % UT (30 % dip in UT)

for 25 cycles

<5 % t/T (>95 % dip in LT)
forss
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Electromagnetic environment —

Compliance level
guidance

+ 6 kV contact Floors should be wood, concrete or ceramic tile. If
floors are covered with synthetic material, the relative

+ 8 kV air humidity should be at least 30 %.

Notapplicable

CITis the a.c. mains vohage prior to application of the test level.

ONs OLEHKN 3M1eKTPOMAarHUTHOW YCTOMYMBOCTU BaXKHa XapaKTepuUCTUKa -

32

PY n3nyuenus
CISPR 14-1

o)

4

CooTBeTCTBYET
Tpe6oBaHNAM

Annapatsl

cwwunBawwune

LNPKYNSpHbIE

co

cKOGKamMun 1 perynnpyemMoi BbICOTON UX 3aKpbITUS

ECHELON
aBTOHOMHbIA B
noaxoaaT ans
o6opyaoBaHuem.

CIRCULAR®,

BapuaHTax WCMONHEHMS
coeanHeHns c

PykoBOACTBO N0 31EKTPOMArHUTHOW YyCTONRYMBOCT W

OTCYTCTBME ABUXKEHNA HOXXa 6e3 akTUBaLuUM CMYCKOBOIo Kpro4ka.

PyKoBOACTBO U fleKnapaluus npou3BOANTENS - 3/IeKTPOMArHUTHAsA YCTOWYNBOCTb

3NeKTPUYECKUIA.

He

Apyrum

AnnapaTt CWMBAOWNIA LUPKYNAPHbLIA CO CKOBKaMW W perynmpyemoii BbICOTON uX 3akpbiTus ECHELON
CIRCULAR®, 3aneKTpUYeCKNin, aBTOHOMHbI# B BapMaHTax UCNOAHEHNA NpejHa3HayeH ANA WCNONb30BaHUA
B 3/1eKTPOMarHUTHOW cpefde, yKasaHHOW Huxe. [okynaTenb WAM nonb3oBaTenb annapata ECHELON
CIRCULAR nomxkeH y6efnTbCA, YTO MHCTPYMEHT UCNONb3YeTCA B yKa3aHHOW cpefe.

TecT
YCTONYNBOCTb

Ha

dneKTpocTaTUYeCKuii
paspag (ESD)
IEC 61000-4-2

HaHocekyHAHbIe
MMNYbCHbIE MOMEXM
IEC 61000-4-4

mnynse
nepeHanpsxeHns
IEC 61000-4-5

MageHus HanpsXxeHus,
KpaTKOBpPEMeHHOe
npepbiBaHme
3HeprocHabxeHuns n
M3MEHEHUs  HanpsXXeHus
Ha  BXOAHbIX  JIMHUAX
3NeKTponuTaHus

IEC 61000-4-11

YpoBeHb ucnbiTaHus
cornacHo 1EC 60601

+ 6 KB KOHTaKT
+ 8 KB BO3ayX

+ 2 kB pana  nuHwnii
anekTponepeAayun
+ 1 kB pgns  nuHwni

BBOAA / BbIBOAA

+ 1 kB oT nuHum (i) go
nuHum (i)

+ 2 kB oT nuuun (iA) go
3a3eMneHmns

<5% Ur (> 95%
nageHve B Ut) ana 05
LUUKNoB

40% UT (60% nageHue
B Ut) B TeyeHne 5
LUKNoB

70% Ut (30% nageHue
B UT) B TeyeHue 25

LMKNoB

<5% UT (> 95%
nageHme B Ut) B
TeyeHune 5¢

YpoBeHb
COOTBETCTBU

A

+ 6 KB
KOHTaKT

+ 8 KB
BO34YyX
Henpumenumo

JneKTpOMarHuTHas cpefja -
PYKOBOACTBO

Monbl LOJIKHbI 6bITh
LepeBsHHbIMYU, 6eTOHHbIMN

UNn BblNTOXKEHbI KepaMmquKoﬁ
NANTKONA. ECAn nonbl NOKPbIThI

CUHTETUYECKNM
OTHOCUTENbHAsA
LOMKHA 6bITb He MeHee 30%.

maTtepuanom,
BNaXXHOCTb



Guidance and manufacturer's declaration—electromagnetic immunity

The ECHELON CIRCULAR Powered Stapler is intended for use w the electromagnetic environment specified below The customer or the

ofthe ECHELON CIRCULAR Powered Stapler should assure that it is used w such an environment

EEC 60601

IMMUNITY Compliance Electromagnetic environment - guidance
TEST |
test evel
LEVEL
Portable and mobile RF communications equipment should be used no closer to
any part ofthe ECHELON CIRCULAR Powered Stapler, including cables, than the
recommended separation distance calculated from the equation applicable to die
frequency of the transmitter.
Recommended separation distance
Conducted 3Vims
RF 150 kHz to SO 3Vims d= 12v?
IEC 61000 MHz
4-6
Radiated RF 3V 3vm d = 1.2V? 80MHzto 800MHz
EEC 61000- 80 MHz to 2.5
4-3 GHz d =2.3v? 800 MHzto 2.5 GHz
*-here Pis the maximum output power rating of the transmitter in watts (W) according
to the transmitter manufacturer and if is the recommended separation distance in
neters (m).
Field strengths from fixed RF transmitters, as detenmned by an electromagnetic site
wrvey, *should be less than the compliance level m each frequency ranged
interference may occur in the vicinity of equipment marked with the following
ryinbol:
NOTE 1 At 80 MHz md 800 MHz. the higher frequency range applies *nA reflection from
NOTE 2 These guidelines may not apply m all s.tuations Electromagnetic propagation is affected by absorption and reflection from

b

structures, objects and people

Pov~edStapler should be observed to verify normal operation Ifabn”alp~formance isobserv-ed, additional measures may be
necessary, such as reronentmg or relocating the ECHELON CIRCULAR Powered Stapler.

Over the frequency range 150 kHz to 80 MHz field strengths should be less than 3V/m
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MaruuTtHoe none Ha
yactoTe cetn (50-60 u)
IEC 61000-4-8

3AIm

3AMEYAHMUE UTsensercs Hal'lpﬂ)KeHVlEM CeTu nepemMeHHOro Toka o NpMMeHeHUA UCNbITaTeNIbHOTO YPOBHA.

PYKOBOACTBO U fieKnapayuns npousBoauTeNs - 31eKTPOMarHuTHas ycToitumnsoe ib

Annapat clwuBal WA LUUPKYNAPHBIA CO CKOGKaMu W perynupyemoidi BbiCOTOW WX 3akpblTus bUIU.ON
CIRCULAR® aneKTpu4eckuit, aBTOHOMHbI# B BapuaHTax UCMONHEHUS NpefjHa3HayeH ANA UCNOMNb30BaHUA B
3/1eKTPOMArHUTHON cpede, YyKasaHHOW Hwxke. [lokynaTenb WAM nonb3oBaTens annapata ECHELON
rTnn AR nNNXeH y6eauTbCs, YTO MHCTPYMEHT UCNONb3YeTCA B yKasaHHO cpefe.

Tect wa EC 60601 YpoBeHb dneKTpoMarHuTHas cpeja - PyKoBoACTBO
YCTOW YPOBEHb COOTBETCTBMA
4MnBOC NCIMbITAH
Tb na
HasegeHH B 3 g 30pTaTuBHOe W MOGunbHOE  060pyAosaHMe  PU-casa
ble PB [cpeaneksaagpa (CPeAHekBajpa :neflyeT WUCNONb30BaTb He 6anKe K Kakoi-nn6o uacTm
EC 61000- ruueckoe Tnyeckoe cwusatwero annapata ECHELON CIRCULAR, Bkntwouas
46 HanpaxeHue) HanpskeHme) Kabenu, uYem peKOMeHAyemoe pPacCTOSiHUE pasHeceHus,
W3nyyaem oT 150 kly go  5V/m paccuyuTaHHOe MO ypaBHEHWIO N0 4acToTe nepeaaTumka.
bie PB 80 MIy PekomeHzyemMoe paccTosiHWe pasHeceHus
EC 61000- 3 V/m d - 12\(D
4-3 OT 80 My go

25Ty d- 0T 80 MI'y fo 800 MIy

800 go 2,5 MMy
rae P - MakcuMManbHas BbIXOJHas MOLLHOCTb nepejaTyMka B
BatTax (BT) B COOTBETCTBMM C [aHHbIMU U3roTOBUTENS
nepegatunka, a 0 - pekomeHgyemoe paccTosiHne pasHeceHUs
B MeTpax (M).
HanpsxeHHOCTb nons oT (HNKCUPOBAHHbIX PY
nepefaTynkoB, OMpejeneHHas npu  31eKTPOMarHUTHOM
o6cnefoBaHUM NNOLWLAAKN, 3HAYEHUE a [OMKHO 6biTb HUXKeE
YPOBHA COOTBETCTBMA B KaX/JA0M YacTOTHOM fgnanasoHe, b
Momexwu MOFyT  BO3HMKaTb  B6iM3M  o6opyaoBaHus,
0603HaYeHHOT0 Cefy oM CMBOIOM:

(<£>))

3AMEYAHWE 1Mpwn yactote 80 My 1 800 My npumeHseTca 6onee BbICOKUM YacTOTHbIN fnanasoH.
BAMEYAHWME 2 Yka3aHHble peKOMeHJaLWu NMPUMEHUMbI He BO BCeX cuUTyauusax Ha pacnpocTpaHeHue
971eKTPOMArHUTHbIX BOMH BAUAET NOTNOWEHNE M OTPaXKeHMe OT KOHCTPYKLMIA, NpeAMeTOoB U Nto Aeil.

a HanpsXeHHOCTb Mons OT (UKCUMPOBAHHbIX MepefaTYMKOB, Hanpumep, 6a3oBbiX CTaHUWM AN paguo
Torosbix / 6ecnpoBoAHbIX! Tene)OHOB M Ha3eMHbIX MOGWNbHbLIX pagMoOCTaHLUWii, NlO6UTeNbCKOro paauno, J
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o

paguoselaHns B fguanasoHe AM u FM 1 TeneBM3MOHHOrO BeLiaHWA, HeNb3s CNPOrHO3MpoOBaTb C
TOYHOCTbIO. [NA OLUEHKWU 3NEeKTPOMarHUTHOW cpefbl, CBA3aHHOW C PUKCUPOBaAHHbIMU PY-nepegatynkamu,
cnefyeT pacCMOTPeTb 31eKTPOMArHUTHYO OLEeHKY nnowagku. Ecnn ycTaHOBNEHHAA HanpsXXeHHOCTb nons
The ECHELON CIRCULAR Powered Stapler ts intended far use m an electromagnetic environment m which radtaled RF disturbances Ha y4yacTKe, Ha KOTOpPOM ucnonb3yetcs cwwusawmit annapat ECHELON CIRCULAR, npeBblwaet
are controlled. The customer or the user ofthe ECHELON CIRCULAR Powered Stapler can help prevent electromagnetic interference by o~ o o

P I X . L . . NPUMEHNUMbI A OBEHb COOTBETCTBMA YCTOWYMBOCTM K PUY, yKasaHHbI# Bbiwe, TpebyeTca OCMOT
maintaining a minimum distance between portable and mobile RF communications equipment (transmitters) and the ECHELON CIRCULAR p yp Y y peoy P

Recommended separation distances betreen
portable and mobile RF communications equipment and the ECHELON CIRCULAR Powered Stapler

Powered Stapler as recommended below, according to the maximum output power ofthe communications equipment ECHELON CIRCULAR 0THOCMTENbHO HOpManbHoi pa6oTel. B cnyuae oGHapyxeHus paboTsl c
OTK/OHEHUSAMW MOTYT NOTPe6OBaTbCA [OMONHUTE/NbHbIE Mepbl, Hanpumep, MepeopueHTayms uam
Separation distance according to frequency of transmitter nepemetyeHune cwusatowero annapata ECHELON CIRCULAR.

Rated maximum output b B gnanasoHe yactoT 0T 150 KI'y Ao 80 ML HAaNPSXXEHHOCTb NONA JO/MKHA 6bITb MeHee 3 B/ M.

power

of transmitter 150 kHz to 80 MHz 80 MHz to 800 MHz 800 MHz 10 2.5 GHz
W § PekoMeHyeMble paccTOAHMA MeXAy NopTaTUBHbIM U MO6UNbHbIM PY o6opyaoBaHuem CBS3U W”
d=12V? d= 12Vv? d a23vpP AnnapaTtoMm CWWBAOLWNUM LUPKYNAPHbIM CO CKOOGKamMu W perynupyemoit BbICOTOW WX 3aKpbITUA
001 012 0.12 0.23 ECHELON CIRCULAR®, 3neKTPMYECKNM, aBTOHOMHbIM B BapuaHTax UCMOJIHEHNSA
CwwBatowuit annapat ECHELON CIRCULAR npegHasHauyeH ANf MCNONb30BAHUA B 31eKTPOMAarHUTHOM
0.1 038 0.38 0.73

cpege, B KOTOPOW KOHTponupyloTca n3nydvaemble PY nomexu. MokynaTenb Mnu nonb3oBaTenb annaparta
1 12 12 23 ECHELON CIRCULAR moXxeT NpeAoTBpaTUTb 31eKTPOMArHUTHbIE NOMeXU, NOAAEPXMNBAA MUHUMANbHOE
paccTosHMe  MexAy nopTaTUBHbIM M MO6MNbHbIM  060pyAOBaHMEM  pajnoyvacTOTHONW  CBA3M

7.3
LU1 38 38 (nepegatynkamMn) M CclIMBAKOLWKMM annapaToM, Kak PEKOMEHJ0BaHO HUXE, C y4yeTOM MaKCUManbHOW
100 12 12 23 BbIXOAHO! MOLWHOCTW KaHanoB CBA3W 060pyA0BaHUA.
For transmitters rated at a maximum output power not listed above, the recommended separation distance d in meters (m) can be estimated HomuHaneHa PaccTosnmne Mexay npn6opamin 3aBUCUMOCTM OT HAcTOThI nMepedaTumnka
mmyg the equation applicable to the frequency of the transmitter, where P is the maximum output power rating of the transmitter w watts (W) A ot 150 kI'y go 80 ot 80 MTIu pgo oT 800 MI'y o 2,5 Iy
according to die transmitter manufacturer MakKcumanbH MrIy 800 MTI'y d x 2.3VP
— . . as BbIXoAHas . o)
NOTE 1 At SOMHz and 800 MHz, the separation distance ft» the higher frequency range applies. it = 12V { d =UyfP
MOLHOCTb
NOTE 2 These guidelines may not apply w all situations. Electromagnetic propagation is affected by absoiption and reflection from nepepatdnka
structures, objects and people - BT
0,01 0,12 0,12 0.23
0.1 0.38 0.38 0.73
1 1.2 12 2.3
3.8 3.8 7.3
100 12 12 23

[ns nepefaTynMKoB, pacCUMTaHHbIX Ha MaKCUMManbHYK BbIXOAHYIO MOLWHOCTb, He YyKa3aHHYI0 Bbllle,
pekomeHgyemoe paccTosiHue d B MeTpax (M) OLeHWBAETCA C UCNONb30BAHWEM YpPaBHEHWUS, NPUMEHUMOTO K
yactoTe nepejatuvmka, rage F - MakcumanbHas BbIXOAHAs MOLWHOCTb nepejaTyMka B BaTTax (BT) B
COOTBETCTBUU C JAaHHbIMU NPOU3BOAMTENS NepefaTunKa.

3AMEYAHWE 1 Mpu uyactote 80 MIy n 800 MIy ucnonb3yeTcs paccTOosiHMe pas3HeceHus ans 6onee
BbICOKOYaCTOTHOrO AnanasoHa.

SAMEYAHWE 2 Yka3aHHble pekOMeHAauuu fnpuMeHUMbl He BO BCeX CUTyauuax. Ha pacnpoctpaHeHue
3716KTPOMArHUTHbIX BOMH BAWSAET MOTNOWEHNE U OTPaXKEHUE OT KOHCTPYKLUIA, NpesMeToB U NtoAeit.

12 INEFORMATION ABOUT MEDICINES AND (OR) 12 NH®OPMALMA O JIEKAPCTBEHHbLIX CPEACTBAX WU

PHARMACEUTICAL SUBSTANCES INCLUDED IN MD )y ®APMALEEBTUYECKNX CYBCTAHUMAX B COCTABE
N/A MEJOVNLUMNHCKOIO U3AENNA

H/M

34

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



13. DESCRIPTION OF STERILIZATION METHOD

The ECHELON CIRCULAR® Powered Staplers are intended for single
patient use and are not intended to be reused or resterilized. The ECHELON
CIRCULAR® Powered Staplers are disposable devices intended for single
patient use and shall be sterilized by Ethylene Oxide (EO) to a Sterility
Assurance Level (SAL) of 10*6.

14 REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR OF

MD
N/A. Single use device.

14.1 Applicable Standards
HARMONIZED STANDARDS LIST (EU)

EN ISO 13485:2016

EN ISO 14971:2012

EN I1SO 15223-1:2016

EN 1041: 2008

EN I1SO 16061:2015

EN ISO 14630:2012

EN 62366:2008

EN 60601-1:2006/A1:2013/A 12:2014

EN 60601-1-2:2015

EN 60601-1-6:2010/AL2015

EN 60601-1-9:2008

EN 60086-4:2015

EN 50581:2012

EN 62321-1:2013

EN ISO 10993-1:2009

EN ISO 10993-2:2006

ENISO 10993-3:2014

EN ISO 10993-5:2009
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13 ONMNCAHVME METOOA CTEPUNNSALINA

Cuwwusarowme annapatel ECHELON CIRCULAR® npegHasHayeHbl Angd
MCNONb30BaHWNA Yy OLHOrO naunmeHTa n He nNpegHasHayeHbl AN MOBTOPHOIO
NCMOMb30BaHMSA WAU NOBTOPHOW cTepunusauuun. CliuBarowme annapatbl
ECHELON CIRCULAR® gBnfalTCA O0OfHOPa30OBbIMW YCTpOACTBaMM,
npegHasHauyeHHbIMU A/19 UCMOJIb30BaHUA Y OQHOr0 MauneHTa, WU JO/HKHbI
nofBepratbca cTepunusaunmn atuneHokcngom (30) 40 rapaHTUPOBAHHOIO
ypoBHA cTepunbHocTn (F'YC) 10'6.

14 TPEBOBAHUA K TEXHUYECKOW MOAAEPXKE W
PEMOHTY MEAVNLUIMNHCKOIO N3AQENNA
H/M. OgHopa3oBoe u3genue.

14.1 TlpyMeHUMble CTaHAAPTHI
CNMCOK rAPMOHW3NPOBAHHBIX CTAHAOAPTOB (EC)

EN ISO 13485:2016

EN I1SO 14971:2012

ENISO 15223-1:2016

EN 1041:2008

EN ISO 16061:2015

EN I1SO 14630:2012

EN 62366:2008

EN 60601-1:2006/A 1:2013/A 12:2014
EN 60601-1-2:2015

EN 60601-1-6:2010/A 1:2015

EN 60601-1-9:2008

EN 60086-4:2015

EN 50581:2012

EN 62321-1:2013

EN 1SO 10993-1:2009

EN 1SO 10993-2:2006

EN 1SO 10993-3:2014

EN 1SO 10993-5:2009
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EN 1SO 10993-6:2016

ENISO 10993-10:2013
ENISO 10993-11:2018
EN ISO 10993-12:2012
EN I1SO 10993-18:2009
EN 556-1:2001

EN ISO 11737-1:2018

EN 1SO 11737-2:2009

EN ISO 11135-1:2014

EN I1SO 10993-7:2008

ENISO 11607-1:2017

EN 1SO 11607-2:2017

EN 1SO 14644-1:2015

ENISO 14644-2:2015

ENISO 14644-5:2004

IDENTIFICATION OF APPLICABLE STANDARDS

EN 62366:2015
(1EC 62366:2007 1st Ed)

ENISO 10993-6:2016

EN 1SO 10993-10: 2013
EN ISO 10993-11:2018
ENISO 10993-12:2012
ENISO 10993-18:2009
EN 556-1:2001

EN ISO 11737-1:2018

EN ISO 11737-2:2009

EN ISO 11135-1:2014

EN ISO 10993-7:2008

EN ISO 11607-1:2017

EN 1SO 11607-2: 2017

EN ISO 14644-1:2015

EN ISO 14644-2:2015

EN I1SO 14644-5:2004

NOEHTUND®UNKAUNA MPUMEHUMBIX CTAHOAPTOB

EN 62366:2015
(IEC 62366:2007 1-e n3fa.)

MpoekT: IEC 62366 2-e n3g,.

EN ISO 11737- 1:2006/AC:2009/Cor:2011) (ISO 11737-1:2006/Cor
1:2007/Cor:2011)

EN ISO 11737-2:2009 (ISO 11737-2:2009 2-e n3ga.)

Project: IEC 62366 2nd Ed.
EN ISO 11737- 1:2006/AC:2009/Cor:2011) (ISO 11737-1:2006/Cor
1:2007/Cor:2011)
EN ISO 11737-2:2009 (ISO 11737-2:2009 2nd Ed)

ENISO 14644-1:1999 (ISO
EN 1SO 14644-2:2000 (ISO
EN ISO 14644-5:2004 (1SO
EN 556-1:2001/AC:2006

EN 1SO 11607-1:2009 (1SO

Work Item:
ISO 11607-1:2006/NP Amd

EN ISO 11607-2:2006 (ISO
Work Item:

14644-1:1999)
14644-2:2000)
14644-5:2004)

11607-1:2006)

1ENISO 11607-1:2009/prAl

11607-2:2006)

EN I1SO 14644-1:1999 (ISO
EN I1SO 14644-2:2000 (1SO
EN I1SO 14644-5:2004 (1SO
EN 556-1:2001/AC:2006
EN I1SO 11607-1:2009 (ISO
Pabounin anemeHT:

ISO 11607-1:2006/NP Amd
EN ISO 11607-2:2006 (1SO
Pabouunii anemeHT:

14644-1:1999)
14644-2:2000)
14644-5:2004)

11607-1:2006)

1EN ISO 11607-1:2009/prAl
11607-2:2006)

EN ISO 11607-2:2006/prAl 1SO 11607-2:2006/NP Amd 1
ENISO 11135-1:2007 (ISO 11135-1:2007, 1-¢ U3gaHue)

EN ISO 11607-2:2006/prAl 1SO 11607-2:2006/NP Amd 1
ENISO 11135-1:2007 (ISO 11135-1:2007 1st Ed)
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EN 1SO 10993-7:2008/AC:2009 (ISO 10993-7:2008/CORR 1:2009 2nd
Ed)

ANSI/AAMI/ISO 10993- 7:2008/(R)2012
ENISO 14630:2012 ISO 14630:2012 4th

EN ISO 16061: 2015 (1SO 16061:2015)
EN 1041:2008/A 1:2013

2002/96/EC

2012/19/EU

ROHS (2002/95/EC), 2011/65/EU
IEC 50581:2012

2006/66/EC

EU Regulation (EC) No 1907/2006
EN 60086-4: 2015 (IEC 60086-4:2014)

EN 60601 -1:2006 (3rd Ed) A 11:2011
(IEC 60601-1:2005)
IEC AMD 1:2012

EN 60601-1-2: 2015 (IEC 60601-1-2:2014)

EN 60601-1-6:2010/A1:2015 IEC 60601-1-6:2010/AMD1:2013

EN 60601-1-9:2008

(IEC 60601-1-9:2007 1st Ed)

Project:

IEC 60601-1-9 ami Ed. 1.0 (FDIS: 2013-05)

JIST 0601-1:1999 (Japanese)
JIS T 0601-1-2:2002 (Japanese Collateral Standard)

AS/NZS IEC 60601.1:2015
AS/NZS 3200.1.2:2005 (Australian Collateral Standard)

EN I1SO 15223-1:2012 1SO 15223-1:2012 AAMI/CDV-3: 15223-01
ASTM F2052
ASTM F2213
ASTM F2119
ASTM F2182
EN 13427:2004 (R2009)

2006/42/EC

IEC TR 62354:2009 2nd Ed ANSI/AAM1/IEC TIR62354:2009
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EN 1SO 10993-7:2008/AC:2009 (ISO 10993-7:2008/CORR 1:2009 2-e
n3g.)

ANSI/AAMI/ISO 10993- 7:2008/(R)2012

EN ISO 14630: 2012 ISO 14630: 2012 4-e

ENISO 16061: 2015 (ISO 16061:2015)

EN 1041:2008/A 1:2013

2002/96/EC

2012/19/EU

RoHS (2002/95/EC), 2011/65/EU

IEC 50581:2012

2006/66/EC

PernameHT EC (EC) Ne 1907/2006

EN 60086-4: 2015 (IEC 60086-4:2014)

EN 60601-1: 2006 (3-e u3g) A1l 2011

(IEC 60601-1:2005)

IEC AMD 1:2012

EN 60601-1-2: 2015 (IEC 60601-1-2:2014)

EN 60601-1-6:2010/A 1:2015 IEC 60601-1-6:2010/AMD1:2013
EN 60601-1-9:2008

(IEC 60601-1-9:2007 1-e n3g.)

MpoekT:

IEC 60601-1-9 ami u3g. 1.0 (FDIS: 2013-05)

JIST 0601-1: 1999 (AnoHus)

JIS T 0601-1-2: 2002 (ANOHCKKIA BCMOMOraTe/bHbIA CTaHAapT)
AS/NZS IEC 60601.1:2015

AS / NZS 3200.1.2: 2005 (aBCTpanuinckuii BCnoMoraTebHblA CTaHAapT)
ENISO 15223-1:2012 ISO 15223-1:2012 AAMI/CDV-3: 15223-01
ASTM F2052

ASTM F2213

ASTM F2119

ASTM F2182

EN 13427:2004 (R2009)

2006/42/EC

IEC TR 62354: 2009 2-e u3g. ANSI / AAMI / IEC TIR62354: 2009



15 INFORMATION ABOUT IMPLANT REMOVAL AND
EXTRACTION

Once the staple has completed its functional lifetime, the device remains in
the patient for the lifetime of the patient or may be expelled after healing
during normal cellular renewal or, if the physician deems it necessary the
implant may be removed either intra-operatively or post-operatively. The
clinical safety results of the literature assessed over the period of 1 January
1991 to 1 June 2018 showed no events of either staple loosening or staple
being expelled. Permanent surgical titanium alloy staples are well-established

technologies with extensive history of safety over the lifetime of the patient.

Based on product testing using accelerated aging, the ECHELON

CIRCULAR® Powered Stapler has a shelf life of 3 years.

16 CONDITIONS OF TRANSPORTATION AND STORAGE
Table 5. Transportation conditions:
Designation
Temperature
Relative humidity
Barometric pressure
Keep Dry
Keep Away from Heat

Range

-22 °C- 60 °C
10%-80%
500-1060 hPa

Table 6. Storage conditions:

Designation Range
Temperature -20°C- 30 °C
Relative humidity 10%-65%
Barometric pressure N/A
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15 WVH®POPMAUMA OB YOAJTEHUWU
MMIMNTAHTUPOBAHHbBIX CKOB

Mocne 3aBeplleHNs cpoka CnyxObl CKOOKU uU3fenne ocTaeTcs y nauueHTa
Ha BCI >XXW3Hb WM MOXeT OblTb YAaneHO MOoC/e 3aXWBMNEHUS BO BpeMs
HOpManbHOro OOHOBMIEHWA  KMETOK  WAW, ecnM  Bpay COYTeT 370
He06X0ANMbIM, MMMAAHTUPOBHHbIE CKOGbI MOTYT 6blTb YAaneHbl NM60 BO
Bpems onepauuu, nuM60 nocne onepauuum  XUPYPruvyeckum MeTOLOM.
Pe3ynbTaTbl OLEHKN KIWMHWYECKOW 6e30MacHOCTU B iMTepaType 3a nepuos,
c 1 aHBapa 1991 roga no 1 wioHa 2018 roga He BbIABUAW Cy4aes
pacwartblBaHUA WAU yaaneHus CcKo6ku. [1OCTOAHHbIE XUPYypruyveckue

n  M3BIEYHEHUU

CKOGKM M3 TWTAHOBOTO CMfaBa OTHOCATCA K LWWPOKO W3BECTHBIM
TEXHOMOTMAM C OGLWMUPHBIMY AaHHbIMK NO 6e30MaCHOCTM 3a MEPNOJ XKN3HU
nauueHTa.

YuutbiBass  pe3ynbTaTbl aHanM3a YCKOPEHHOro  CTapeHus  uU3fenus

cwwusatowmnii annapat ECHELON CIRCULAR® unMeeT cpoK rogHoctn 3
roga.

16 YC/1OBA TPAHCITOPTUPOBKWN NN XPAHEHUA
Tabnuua 5. Ycnosus TpaHCNOPTUPOBAHUA:
O603Ha4veHue Onana3oH
Temnepatypa -22 °C - 60 °C
OTHOCUTENbHAA BIAXKHOCTH 10%-80%
bapomeTpuyeckoe faBsneHune 500-1060 hPa
XpaHUTb B CyXOM MecTe
Bepeyb OT HarpeBaHus

Tabnunua 6. YCnoBms xpaHeHus:

O603Ha4veHne Junanas3oH
Temnepartypa -20 °C - 30 °C
OTHOCUTE/NIbHAA BIAXXHOCTb 10%-65%
BapomeTpuyeckoe gaBneHue H/M
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17 MD DISPOSAL RULES AND CONDITIONS

Dispose of the device in accordance with applicable
local/regional/national/international regulations

» At the end of product life, dispose of all components in accordance with
your governmental regulations.

* Dispose of batteries properly in accordance with your local, state, and/or
government requirements.

Medical devices in Russian Federation must be disposed of in the local public
entities in accordance with SanPiN 2.1.7.2790-10 "Sanitary-epidemiological
requirements for the handling of medical waste".

After the use the product and packaging should be disposed of in accordance
with hospital, administrative and / or approved local national standards
(regulations) on disposal of infected or potentially infected materials.

Unused product is utilized in accordance with the handling of medical waste
of class A.

The used product that was in contacted with biological fluids could represent
epidemiological risk and must be disposed of in accordance with the rules of

handling medical waste of class B.

Battery Pack Disposal

The Battery Pack contains a built-in battery drain and must be installed into
the device to trigger the automatic battery drain feature. The battery does not
need to remain in the device - it will continue to drain after it has been
removed from the device. Once removed, depending on your local
regulations, the battery can be put directly into the battery recycling bin or
normal waste stream.

Batteries used in this device contain 1,2-dimethoxyethane.

Prior to Installation into the Device

If the Battery Pack needs to be disposed of prior to installation into device
(e.g. product is beyond the Use by Date indicated on the package, or the
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17. MPABUA N YCNTOBUA YTUITNIAUNN MEONUMNHCKOIO
N3OENNA

YTunusauma u3Lenus BbINONHAETCS B COOTBETCTBUM C MECTHbIMU /[
pernoHanbHbIMW / HALMOHANBHBLIMU / MEXAYHAPOLHbIMU HOpMaMu

* [10 OKOHYaHWUW CPOKa CNYXObl M34enus yTUAN3NPYRTe BCe KOMMOHEHTLI B
COOTBETCTBUU C rOCYAapPCTBEHHLIMU HOPMaMW.

» batapen yTUAM3NPYIOT Hagnexauium obpasom
MECTHbIMW, TOCYAapCTBEHHLIMN TPE6OBAHUAMM.
YTununsauns MeguUUMHCKUX n3gennin B Poccuiickoin degepauumn LomKHa
BbIMOMHATLCA B MECTHbIX rOCYAapCTBEHHbLIX OpPraHn3auunsax B COOTBETCTBUU
¢ CaHlunH 2.1.7.2790-10 «CaHWTapHO-3NMAEMNONOTNYEeCKe TpeboBaHmMs
K 06paLleHno ¢ MEAULMHCKUMU OTXO4aMU».

[Mocne wncnonb3oBaHWA W3JenMe U YNakoBKY C/fiefyeT YTWUAM3UPOBaTb B
COOTBETCTBUM C  BONbHWUYHBLIMW, AAMUHUCTPATUBHBLIMU U [ WK
YTBEPXKAEHHBIMW MECTHLIMU HALWOHAaNbHbIMW CTaHAapTamu (nNpasunammu)
no  yTWAM3aUMKM  3aPaXEHHbIX  WAW  MOTEHUWANbHO  3apaXKeHHbIX
maTepuasnos.

Hewncnonb3oBaHHOE M3genue yTUAN3UPYIOT B COOTBETCTBUWU C MpaBuiamu
obpalleHuns ¢ MeAULUUHCKMMM OTXo4aMn Knacca A.

Wcnonb3oBaHHOe  M34enue  nocne  KOHTakTa € 6MOIOrMYECKUMM
XULKOCTAMM  MOXeT NpeAcTaBAATb  3NUAEMWONIOTUYECKUIA  PUCK  U©
NOANEXUT YTWAM3ALMM B COOTBETCTBMM C MNpaBuiaMy obpalieHus ¢
MeAULMHCKMMK 0TX0A4ammn Knacca B.

B COOTBETCTBUMN C

YTunumsauua akkymynatopa

AKKYMynaTOpHas 6aTapesi COAEPXWUT BCTPOEHHbIN aKKymynaTop W
yCTaHaBNMBaeTCA B M3denve ANA BKAOYEHMA (DYHKLMM aBTOMaTUYeCKOro
paspsiga akkymynstopa. AKKYMYnsiTop He cnegyeT OCTaBAATb B U3AENUN -
OH OygeT npogo/mkaTb paspskaTbCAd Mocne ero ypaneHmsa. [locne
yAaneHus, B 3aBUCUMOCTU OT MeCTHbIX HOPM, 6aTapetd MOXHO NOMelaTb
HEMnocCpeACTBEHHO B MYCOPHYH KOP3UHY UAW YTWUAW3MPOBATb MPUBbIYHLIM
crnoco6om.
AKKYMYnaTopbl,
AVMETOKCUITaH.
Mepen ycTaHOBKON B U3genue

ncrnonb3yemble B JaHHOM u3genun, cogepxar 1,2-
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Battery Pack is dropped), first install the Battery Pack into the device, then
remove, to trigger built-in battery drain.

After Device Use

The Battery Pack must be removed from the device prior to disposal.

If the Battery Pack requires decontamination prior to disposal, follow hospital
protocol or the Battery Pack Cleaning and Disinfection instructions.

To remove the Battery Pack, squeeze the release tabs and pull the battery pack
straight back. Do not disassemble the Battery Pack.

Battery Pack Cleaning and Disinfection
WARNING: Do not use autoclaves, ethylene oxide, or radiation to sterilize
or disinfect the Battery Pack.

Manual Cleaning

1 Remove the Battery Pack from the device before cleaning. The Battery Pack
should not be submerged in water or cleaning solutions.

2 Clean the Battery Pack surfaces with a neutral pH detergent or neutral pH
enzymatic detergent, prepared according to the manufacturer’s instructions.

3 Use soft bristle brush to manually clean the Battery Pack with the cleaning
solution.

4 Ensure areas containing crevices are scrubbed thoroughly.

5 Wipe off detergent thoroughly with lukewarm tap water.

6 Perform visual inspection to determine if debris is removed.

7 Repeat cleaning as necessary to obtain a visually clean Battery Pack.

8 Ensure excess water has drained from the battery before final disposal.
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Ecnn akkymynaTop HeoO6XOAMMO YTWAM3MPOBaTb MNepef YCTaHOBKOW B
nsgenne (Hanpumep, WCTEK CPOK TOAHOCTM W3A4eNNs, YKas3aHHbI Ha
ynakoBKe,  WAM  MNPOM30OWIO  NafeHue  akKymy/nsaTopa), CHadvana
yCTaHaBNMBaAKOT aKKyMynsaTop B M3Aenue, a 3aTeM W3BNEKalOT ero, 4tobbl
aKTUBMPOBATb BCTPOEHHbIV aKKyMynaTop.

Mocne akcnayaTauum nsgenns

AKKYMYNATOP JO/KEH ObITb YAaneH v3 n3genvs nepeg ytuansauuen.

Ecnn  TpebyeTca AesakTuBauus akKymynsTopa nepej yTuausauuen,
CNefyrT MPOTOKONY /IeYEeOHOT0 YUPEeXAEHUS WAN  WHCTPYKUMSM MO
OYMCTKE N Ae3NH(EKLUN aKKyMynsaTopa.

UTo6bl U3BMEYL aKKyMYyAAaTOp, HaXMWUTE Ha (QUKCATOpbI
aKKyMynsTop Hasaf. He pasbupalite 6atapeto.

N NOTAHUTE

Ounctka n fesnHpekuna akkymynatopa
NMPEAYNPEXAEHWE: He ucnonb3yinTe aBTOKNaBbl, 3TUNEHOKCUA UK
061y4YeHne Ang CTepuansaLnm Uan ge3nHMeKLun akkymynatopa.

PyuyHaa ouuncTka

1 V13BneknTe akKKyMynsTop M3 yCTPOICTBa Nepef OUMCTKON. AKKYMYNsTop
Henb3d NOrpyXaTb B BOAY WM YUCTALLUE PACTBOPSI.

2 OuncTnTe NOBEPXHOCTU aKKyMynsiTopa C MOMOLLbI MOIKLLEr0 CpeAcTBa
C HelTpanbHbiM pH wWAM  (epMeHTATMBHOIO MOIOLWEro CcpeacTea ¢
HeilTpanbHbIM pH, NPUroTOBNEHHOr0 B COOTBETCTBUM C WHCTPYKLMAMU
npov3BoANTENS.

3 Vicnonb3yiiTe LWeETKY C MATKOA LWETUHON
aKKyMynsTopa ¢ NoOMOLLbI0 YMCTSALLEr0 pacTBopa.
4 Y6enuTech, YTO TULATeNIbHO OUYMLLEHbI YHACTKMW C TPELLMHAMMU.

5 TwaTenbHO CMOIiTE MOHKOLLEE CPEACTBO Tennoi BOAOMNPOBOAHON BOAON.

6 BbinONHMTE BM3yasbHbI OCMOTP A4 ONpejeneHns 0TCYTCTBAS OCTaTKOB
YNCTALLEro CpeacTBa.

7 Mpy Heo6XOAUMOCTM MOBTOPUTE OYUCTKY A1S MNOAYYEHUS BU3YaSibHO
YNCTOro akKymynsTopa.

8 MNMepef, OKOH4YaTeNbHOIA
yAaieHa NMULLIHAS Boja.

AN PYYHOW OYUCTKU

yTunusauunein ybeautecb, 4TO M3 6GaTapeu
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Chemical Disinfection

Disinfectants should be prepared and used according to the manufacturer’s
recommendations. It is recommended that the chemical disinfectant be wiped
off with gauze or cloth dampened with tap water.

» Simple Green D Pro 3®
« 10% Bleach (sodium hypochlorite solution)
» 70% lIsopropyl alcohol

18 WARRANTY

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 the shelf life as indicated on the product labeling.
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.

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

DEVELOPER:

Ethicon Endo-Surgery, Inc.
4545 Creek Road
Cincinnati, OH 45242, USA

MANUFACTURER:

Ethicon Endo-Surgery, LLC

475 Calle C

00969 Guaynabo, Puerto Rico, USA

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

e

Xumunyeckasa gesmHpeKymns

JesnHuuupyouwme cpefctea cnefyeT TOTOBUTb W MNPUMEHATH B
COOTBETCTBMM C  PeKOMeHAauusMu  npoussoauTens.  XMMUYeCKOoe
Ae3nHpMUMpytolee CpPeacTBO PEKOMEHAyeTcAa yaanaTb Mapnei  uam
TKaHbl0, CMOYEHHOW BOAOMPOBOAHOW BOAON.

» Simple Green D Pro 3®

» 10% oTb6enuBaTens (pacTBOP HaTPUS FMMIOXA0pUTA)

» 70% 130MpPONUAOBLIA CAMPT

18 TAPAHTUNA

Mpou3BoAMTENb FapaHTUPYeT COXPaHeHWe CTepUIbHOCTM MPOAYKTa U ero
MPUrOAHOCTb ANl UCMOMb30BAaHMS MO  HAa3HAYeHUO MpU  YC/IOBUM
MpaBWbHOV TPAHCMOPTUPOBKM W XpaHEHUs B TeYeHWe CpokKa rogHOCTM
W3henns, yKasaHHOrOo Ha ynakoBke. [1pou3BOAWTENb  He  HeceT
OTBETCTBEHHOCTb 3a N06GON yuep6 WM BO3HUKHOBEHME HECYACTHbIX
CNyyaeB B pe3ynbTaTe  HeMpaBUILHOTO  UCMO/Mb30BaHUS  WU3AeNus,
Ye/IOBEYECKOTro (haKTopa WM BHEWHWX aBapuiiHbIX cuTyauuit. o
BOMpOcaM  KauyecTBa  MPOAYKUWM,  MOXanyicta,  CBSXWTeCb  C
YNONHOMOYEHHbIM NpPeACTaBUTENEM NMPOU3BOANTENS.

19  HAUMEHOBAHUE U  IOPUONYECKUIM  ALPEC
MPOUN3BOANTENSA n YMONHOMOUYEHHOIO
NPEACTABUTENA B POCCUNCKOWN ®EAEPALNN

PASPABOTUUK:

Ethicon Endo-Surgery, Inc. (3TukoH 3HA0-Cepaxepun, VIHK.)
4545 Creek Road

Cincinnati, OH 45242, USA (CLLA)

MPON3BOANTE/b:

Ethicon Endo-Surgery, LLC (3TukoH 3Hgo-Cepgxepu, 3n-9n-Cun)
475 Calle C

00969 Guaynabo, Puerto Rico, USA (CLUA)
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PLACE OF PRODUCTION: MECTO NMPON3BOACTBA:
Nypro Healthcare Baja Inc., Avenida de las Torres 7125, Colonia Salvarcar Nypro Healthcare Baja Inc., Avenida de las Torres 7125, Colonia Salvarcar
118, Ciudad Juarez Chihuahua, Mexico 118, Ciudad Juarez Chihuahua, Mexico

YMNONMHOMOUYEHHbIN MPEACTABUTE/Ib MPON3BOANTENA
AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN B POCCUN:

RUSSIA: 00O «[1>KOHCOH & [1XOHCOH»,
Johnson & Johnson LLC, 121614, Mocksa, yn. Kpbinatckas, 17/2.
121614, Moscow, Krylatskaya str., 17/2. Ten.: +7 (495) 580-7777, dakc: +7 (495) 580-7878

Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878
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</ bromt <GTI/KF>(EI'H®\D> «9TUKOH JHAo-Cepaxkepu, 31-31-Cu»

FPYMMNA KOMMAHNIA «AXKOHCQH & AXOHCOH» 475 Kanne C
lNyaiiHa6o, MyapTo-Puko 00969,
CWA

MognucaHo nog NpUCAroi B MOEM MPUCYTCTBUN

cerogHsa, 19 oktabpsa 2021 roga

<W Tamn: CTUBEH ' HECBUTT

<nognucaHo> o o
Horapmyc HI[_J|VICFI)l(HbIVI I'IOBe}zjeHHUbII/I «YTBEPXJAIO»
oTapwuyc, wrat Urano 3TUKOH 3HI0-CEPIKEPW, 3N-3/1-CW», CLUA
MonHoMo4Yna npefocTaBfieHbl 6ecCPOYHO
Ctatba 147.03 CBofia NepecMOTPEHHbIX 3aKOHOB> 3amecTuTenb [upekTopa
AO/MKHOCTb
Amunm Hecbutr
VA
<nopanucaHo>
noanuce
«19» oKTAbps 2021
«fAeHb» Mecal (Lnuppamu)
Mn
MHCTPYKUWNWN MO NPUNMEHEHWNIO
MEAVWUWMHCKOIO N3AENUNA:
Annapar clnBalWnii LUPKYNAPHBIA CO CKOBKamMu
N perynupyemoii Boicotoli ux 3akpbiTus ECHELON CIRCULAR®,
3N1EKTPNYECKNIA, aBTOHOMHbIA B BapMaHTaxX UCMONHEHMS
NPoOM3BOACTBA KOMMAHUM
«3TUKOH DHA0-Ceppxepu, In-9n-Cu»
(Ethicon Endo-Surgery, LLC)
475 Kanne C, lNyaiiHa6o, MyapTo-Puko 00969, CLUA
2021 rop
Ctp. 1un342
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[BajguaTb LIECTOro HosI6psa ABe ThicsSYM ABaALATb MNEePBOro roga

A, Mowuceesa /lnnua BnagumumpoBHa, HoOTapuyc ropoga MOCKBbI, CBWUAETENLCTBYIO
NOAMIMHHOCTb NOANUCK NepeBogynka AinosH Lasuga Meopruesmya.
Moanuch caenaHa B MOEM MPUCYTCTBUMN.
JlnyHoCTbL NnoAnucasLlero AOKYMeHT yCTaHOB/IeHa.
BaH0%peecTpe: Ne 50/995-H/77-2021- 3&c/

HoTapuanbHoro gencteua: 400 py6. 00 kon.

J1.B.MownceeBa

Bcero npowHypoBaHo, NPOHYMepOBaHO 1 CKpensieHo neyartbto 43 nuct(-a,-0B)

J1.B.Mowucee
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