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1. HAUMEHOBAHHUE MEAHUHUHCKOI'O U3JEJIUA (MHU) U ETO
KIJACCHDPUKALIUA

1.1. HaumenoBanune MH, moaenn uan BapHaHTsl ucnojHenns MU
Annapar XHpYpru4ecKkunit CumnBatoLe-pexywmii usorny et Contour co cMeHHO#H
KacceTOW. B BAPHAHTAX MUCIOTHEHHA,

I. Annapat xupypruueckuid cumsaloue-pexyunii usoruyteid  Contour co
CMEHHOM KacceToH /11 HOPMaJbHbIX TKaHCH, B COCTaBe:

l. Annapar XMpYpruueckuii ClIMBAIOUIC-PeAKYMIHA u3ornyTolit Contour ans
HOPMaJbHbIX TKAHEH — 3 WT./yn:

2. CMmeHHas KacceTa co CKoOaMH s HOPMalibHbIX TKaHe#i — 3 wr./yn:

3. UHcTpyKuus no npumMeneHuto — | wr./yvn.

1. Annapatr XUpYpruveckvil cuiusarowe-pexywi n3orayTelii Contour co
CMEHHOM KacceTol 119 NAOTHLIX TKaHeH, B cocTaBe:

1. Annapar XHpYpruuyeck#ii cUIMBaIOWIE-PCKYVIUHA H30rryTHIA Contour
IIOTHBIX TKaHeh — 3 wit./yn.:

2. CmeHHan KacceTa co cKoOaMmM 1A NJIOTHLIX TKaHe# — 3 wt./yn;

3. UHctpykums no npumeHenmio — | wr./yn.

A4

Haaee Moxcem ynoMunamsca kax

Meduyunckoe  wzdenue,  uncmpyMenm.  U30ZHYMbIU  CULUGAINYE-PCHCVIUL
annapam CONTOUR, annapam. annapam CONTOUR, uzocnymuiic annapam:
Cyennasi kaccema: MOOV:1b CAMEHHOU KACCeMbl, KACCeMd, KUPMPUOXC,
AKmugamop oepanuuumens meany (1 YOepICUCAaIowe’o wWmsipsi) — KHONKA
ukmusamopa

Oezpanuyume:ts MKAHU (100 YOCPHCUSAIOWUT WIMBIPL) — (PUKCUPVIOW Uil wumugm,
CMonopioco wmughma;

Potuae npowtusanus - pykosameu RYCROGO20 Poiddeld. 3anyCRAIOWUIL Pulidul,

Poiyae 3akpeimict - 3urporeaiouquit puiiae.;

Hepacame:1s ko6 — hukcamop ckod.

1. MEDICAL NAME AND
CLASSIFICATION

1.1. MD name, models or variations of MD

DEVICE (MD)

The CONTOUR Curved Cutter Stapler with Reload. in versions:
I. The CONTOUR Curved Cutter Stapler with Reload
(Standard). blue, contents:

I. The CONTOUR Curved Cutter Stapler (Standard). blue - 3 pc.
/ Pack

2. Reload with staples (Standard). blue - 3 pc. / Pack

3. Instruction for use — | pc. / Pack

I1. The CONTOUR Curved Cutter Stapler with Reload (Thick).
green, contents:

1. The CONTOUR Curved Cutter Stapler (Thick). green - 3 pc.
/ Pack

2. Reload with staples (Thick), green - 3 pe. / Pack

3. Instruction for use — I pc. / Pack

Hereinafter may be referred to as

Instrument

Hereinafter may be referred to as

Medical device, tool, CONTOUR Curved Cutter Stapler,
CONTOUR Stapler. curved cutter:

Reload: reload module, relvad. cartridge module;
Retaining pin actuator — actuator button

Retaining pin — fixing pin, lock pin;

Suturing lever — firing trigger handles, firing trigger;
Closure lever — closure lever;

Staple holder - staple retainer:

Releuse button - unlock bution;
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Knonka pazveikanua  6pamweit (Wi Knonka  ewicoboxcoenwt) - knonka | Handle:

PazbrokuposKu, Staple holder — staple holding cap. cap.
Pyuka-pyrosmia:

[Ipedoxpanumensuan  niacmuna  (uan  oepicamets  ckobGok) —  KOANAYOK,

VOEPACUBAIOWUTI CKODBI, KOINUYOK.

1.2. Kaaccnpukauna MU

Knacc norennmansHoro pucka
NPUMEHEHUA  MEANLIUHCKOIO
“3JelUA B COOTBETCTBHUM €
HOMEHKNAaTypHOM
knaccuukanuuei
MEIHUMHCKUX U3AC.TUH

3]
(=)

KpaTtHocTb npumenenus

MH 0aHOKpaTHOro NPUMCHEHHA

OTHOWIEHHE K CTEPHIN3ALNHK:

CrepunbHoce

Knaccudukauma usaeani no
THITY W MPOAOIKHTENBHOCTH
KOHTAKTa C TEJOM YCJI0BEKa

HucTpymeHT: KparkoBpeMeHHBli
(MeHee 24 4) KOHTAKT € MATKUMU
TKAHAMH

HUHuBa3uUBHOCTDL

Ckobbl:  llocToaHnmit  (6onee 30
JAHEHN) KOHTAKT ¢ MATKMMH TKAHAMH
Annapart XHUpYpPru4ecKui
ClUMBAIOLLE-PEKY LN H30THY ThIi
Contour  aBiseTci  MHBA3WBHbLIM
H3e/IUEM.

CkoObl ABJIAIOTCS

MMIMJIAHTHPYCMBIMH H3JETHAMM.

Knaccudukaumns yCTaHOBKH ¢
NpUMCHCHHA

PyuHoi

1.2. MD classification

Class potential risk of
medical device use
according to the

nomenclature classification
of medical devices

I1b

Multiplicity of application

Single-use device

Sterilization

Sterile

Class of the contact time of

Short term Contact (<24 hours)

installation and use

thec medical device with

human body The staples are designed fd
permanent) (e.g. > 30 days
implantation.

Invasiveness The CONTOUR Curved Cuttg
Stapler is invasive.
Staples are implantable.

Classification of | Hand-held

2. HABHAYMEHUE MEJHUHUHCKOI'O U3JAEJIUA

2.

INTENDED USE OF OPERATION

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



IMpeanaznauch TKaHeH HW/vunu

aHACTOMO30B.

ANA pacCceyEHHA, pPe3CKUHH HATOXCHUA

is intended for transection, resection, and/or creation of
anastomoses.

3. NMMOKA3AHHA U NPOTHBOIIOKA3AHUA K TPUMEHEHHIO MU H
BO3MOXHBIE ITIOBOYHDIE Y®DOEKTDI
3.1 llokazauus
HsornyTthil  cumsatowe-pexymuit  annapat CONTOUR  npeanazsaven  ans
pacceueHHs, pe3eKilMM TKaHel W/ UIK HAI0XKCHUSA AaHACTOMO30B. DTOT HHCTPYMEHT
MOMHO TPHMCHATH MPH MHOrMX OTKPBITBIX MW MaJOHHBA3MBHBLIX MpPOLEYpax
obweit  (Ha  KEAVAOUYHO-KWUICHHOM  TPaKT€ W CKEJNETHBLIX  MblLLAX),
'MHEKOJIOTMUYCCKON. YPONOru4ecKOn U TOpPaKajibHON XHPYpPrUH.
Kannnueckne cocrosHus, npu  kotopbix annapatel  CONTOUR  moryt
MCMNONB30BATLCA 11 PACCEUEHUS H PE3EKIIMH, CIEIYIOLLHE:
o CemMeiinbiii aaeHomaTo3ubii nonunos (CAII)
o Cunapom Jlnnua
e ['MnokuHeTHUECKHH 3an0p
e Bocnanutenbhbie 3abonesanus kuumeuHuka (B3K), Britouas 0osie3Hb
KpoHa u s3eHHbIH KosnT (AK).
e 310Ka4eCTBEHHbIC W NMPEAPAKOBBIE KOIOPEKTANbHBIE [IOPAKCHUS (BKItOUAS
NpeapaKkoBbie NOAUNbI U KAPLIMHOMDI)
e JKCTpcHHasi KOMIKTOMHUA™*

o MexaHuueckas KULlevHas HENpOXOIMMOCTb (MHBarHHaLM.
3aBOPOT KMILOK)

o Huemns

o Kposounsaunsuue

o IMepdopalins (B TOM HMCIIE TPABMATHYECKAs)

e JluBepTHKynspHas 00ne3Hb
e boae3ns I'npisnpyura
¢ BoinageHue npamMo# KMUIKKY
* ITH CUTYALUHU MOFYT OBITb OCTIOXKHEHUAMHM JAPYTHX NEPEHHCIIEHHBIX COCTOAHHIA.

3. INDICATIONS AND CONTRAINDICATIONS FOR
MD USE AND POSSIBLE ADVERSE EFFECTS

3.1. Indications

The CONTOUR Curved Cutter Stapler is intended for
transection, resection. and/or creation of anastomoses. The
instrument has application in multiple open or minimally
invasive general (gastrointestinal and skeletal muscle),
gynecologic. urologic. and thoracic surgical procedures.

The clinical conditions where the CONTOUR devices may be
used for transection and resection are the following:
e Familial adenomatous polyposis (FAP)
¢ Lynch syndrome
¢ Slow transit constipation
e Inflammatory bowel disease (IBD) including Crohn’s
disease and ulcerative colitis (UC)
e Malignant and premalignant colo-rectal
(including pre-cancerous polyps and carcinomas)
e Emergency colectomy*
o Mechanical
volvulus)
o Ischemia
o Hemorrhage
o Perforation (including traumatic perforation)
e Diverticular disease
e Hirschsprung disease
e Rectal prolapse
*These situations can be secondary to other listed conditions.

lesions

obstruction  (Intussusception,

3.2. [lporuBonoka3zaHH#

3.1.Contraindications
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* DTOT MHCTPYMCHT HC MPEJHA3HAUYCH A8 NPUMEHEHHUA B Ciay4asax, Korjia
XHPYPru4ecKoe cluMBaHue ckobamu NPOTHBOMOKA3aHO.

e He npumeHsfiTe HHCTPYMEHT C CHHEH CMEHHOM KacceTOW Ha MOOOH TKaHM.
KoTopas TpeOyeT UMMILHUX YCHINHA s ckaTug 10 1.5 MM. unu Ha ‘11000ii TKaHu.
KOTOpas JICTKO CXKMMaeETca A0 MeHee 1.5 mm.

« He npuMeHsNTC MHCTPYMEHT C 3€.1€HOR CMeHHOM KacceTol Ha atoboi Tkanm,
KoTOpast TpeOyeT U3JIMILHUX YCHINA Ans cxaTus 40 2.0 MM, nin na oo Tkany,
KOTOpast JIEI'KO CKUMaeTca 10 MeHee 2,0 MM.

* He npuMensiiTe Ha HILEMU3HPOBAHHON MK HEKPOTH3IUPOBAHHOH TKAHH.

e He npuMmeHsiiiTe Ha KpynHbIX cocylax Oe3 obecneyeHus MpOKCHMANLHOFO H
JUCTANBHOIO KOHTPO.

e He npuMeHsiiTe 3TOT MHCTPYMEHT Ha NtOOOM YACTH A0PThI, KOPOHAPHBIX, COHHbIX
MM JIErOYHbIX apTePUAX MM BEHAX. BCPXHEH WM HMXKHEH nonoit Bede. oOuei,
BHYTPEHHEH WM HApYXKHOH MNOAB3JOLIHOW apTepyH HIH BEHE, a TaKXKe Ha
MASYEro;I0BHOM CTBOJE.

* e npuMEHANTE 3TOT MHCTPYMEHT A1 YIIMBAHHA KYJIbTH Bjaraauiua.

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

* Do not use the instrument with blue reload on any tissue that
requires excessive force to compress to 1.5 mm or on any tissuc
that compresses easily to below 1.5 mm.

* Do not use the instrument with green reload on any tissue that
requires excessive force to compress to 2.0 mm or on any tissue
that compresses easily to below 2.0 mm.

* Do not use on ischemic or necrotic tissue.

* Do not use on major vessels without provision for proximal and
distal control.

* Do not use the instruments on any portion of the aorta, the
coronary. carotid, or pulmonary arteries or veins, the superior or
inferior vena cava, common, internal or external iliac arteries and
veins and the brachiocephalic trunk.

* Do not use the instrument on the vaginal cuff.

3.2.[1o6ounbIe YPpderThI

Hexenarenbhbie 110604Hbie 3PPeKTbl H PHCKH. CBA3aHHBIE C XUPYPrHYECKUM
cliMBaHHeM cKoGaMu. BKJIIOYAIOT BO3MOXKHBIC KPOBOTEUEHMS, MOBPEKICHHUA
TKaHeH, NPOHUKHOBEHHA HECTEPHIILHBIX MOBEPXHOCTEH HIIH NEPEHOC MaTOreHOB,
BOCMANUTENbHbIE WM HEMpEAHAMCEPEHHBIE  TKAHEBbIE  PEaKUMH M
HECOBMECTHMOCTb C MarHUTHbIM PE30HAHCOM MHOPOAHBIX Ted. Kpome Toro.
HENpeHAMCPCHHOE MOBPEXAEHHE, ATUTENBHOE XHPYPrHYECKOE BMEWIATETLCTBO
MK KU3MEHEHHC XHUPYPrHHYECKOH TEXHUKM MOIYT BO3HUKHYTL B pesysibTaTe
HapYyLWEHUs CKOO. HCBO3MOXKHOCTH Pe3alis H.H NOBPEXICHUA U3/ IMN.

3.3.Adverse effects

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

4. OBJIACTD NPUMEHEHMUASI H
NOTPEBHUTEJIU MH
LlesieBble nob3oBaTeH: MeAMUHHCKHE paDOTHHKH, XHPYPrH.

NMNOTEHIYHAJIBHBIE

Ipeanonaraemoe uHpopMHpoBaHne noubsosateas: Mucrpykummu no
NPUMEHEHUIO.
AHaToMHYecKasn obacTn HCMOJIb30BAHMA:

KoJsiopekTaiibHbli OT;1e/1 IIUILEBAPHTENILHOIO TPaKTa.

4. SCOPE AND POTENTIAL CONSUMERS OF MD
Intended Users: Healthcare professionals. surgeons.

Intended User Training: Instructions for Use.

Anatomic Area of Use: Colorectal section of alimentary tract.
Target Patient Population: General population where the size
of the device is appropriate for use with the patient.
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IHesepan nonyasuus nanHenTos: O61as NONYAAUHA NARHEHTOS, ANNA KOTOPO#
pazMeEp M3IACAHA ABAAETCA NOAXOAALMM.
IIpeanoaxaraemas Ccpeia  HCROALIOBAHNS:
aMOynaTopHbie XUpYpPrudecKHe LUEHTpb.
Kaunuyeckoe NpeHMYIUECTBO: 5e30NaCHOE paccedeHHe U pPe3eKUHS BO BpeMsa
KOJMOPEKTANBHLIX TPOLCAYP MUIA NOMECPKKH IPPeKTUBHOIO 3aKpHITHA H
32KUBMICHHA PaH.

JleueOnuie  yupexAeHHA,

Intended Use Environment:
center.

Clinical Benefit: Safe transection and resection during colorectal
procedures to support effective wound closure and wound
healing.

Hospital, outpatient surgical

5. Ycaopua npamenenns/yxcnayaranas MU

§8. Use/operation conditions of MD

YCoNoBHN IKCHAVATAIHE Operation conditions .~ - L
Braxuocts Ot 20 % no 60 % Humidity 20 % t0 60 %
Temneparypa Ot 20 °C po 24 °C Temperature 20°C to 24°C
6. Onncanne cocTaBRbIX Bacreli MM 6. Description of MD parts
$ 3 2 4

1. H3zoruyras ronoska

2. Moaynab cMEHHO# KacCeThl

3. OrpauuynTens TkaHu (KIH Y ASPKHBAOUWA WITHIPH)

4. CrepXeHb-TONKATEAb

5. AxruBatop OrpaHHYeHHS TKaHeH

6. KHonka pazmbikasus Gpaniueii (MM KHONKA BLICBOOOKACHH)
7. Pyuka

8. Poivar 3akpuTia

9. Puiyar npominBaHus

10. Moayib CMEHHOH KaCcCeThl

L e

Curved Head
Cartridge Module
Retaining Pin

Push Rod

Retaining Pin Actuator
Release Button

Handle

Closure Trigger

Firing Trigger

0 Cartridge Module

SORNAMEWN -
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11. IlaccuBhas OpaHwa KacceTh
12. [lpepoxpanurtenshas naactunHa (unu Jepxaresnb ckobok)

11. Cartridge Anvil
12. Staple Retainer

7. OMHCAHUE OCHOBHBIX ®YHKIHOHAJIBHBIX JIEMEHTOB H
NMPUHLMIIA PABOTBI MH

7.1. O6ee onucanue MU

HzornyTsiil cuinsatoie-pexkyuiMint annnapatr CONTOUR sBasercs ycTpoiicTBOM.
NPUMEHACMbIM /11 HAJIOKEHHA HECKOJIbKHX UIBOB Y OAHOTO MAUMCHTA:
pacceueHHe TKaHEH W HanokeHHe CKOO BbLINOMHAETCS HW3OTHYTOI roNoBKOM
MHCTpYMEHTA. HMHCTPpYMEHT HaKknadblBacT 4YEThipe Ppsaa TUTAHOBBIX CKOD.
Pacno;10’)KEHHBIX B LAXMATHOM MOPAAKE. NPHYEM HOK. PaCOIOKEHHBII MEK1y
BTOPBIM M TPETbUM pAAaMi CKOO, HAHOCHT KPHBOJIMHEHHBINA pa3zpe3 AnnHOH 40 MM.
DTOT MHCTPYMEHT 00OpPYAOBAH MEXAHH3MOM, HE JOMYCKAKOLUMUM CMbIKAHHUSA ¢ro
OpaHweid, eciM He YCTAHOBJIEHAa CMEHHAs KacceTa MM YCTaHOBJIEHa
M3pacxoJ0BaHHas CMeHHas Kaccerta. Jlpyroit MexaHuU3M npejoTBpallaeT
cpabarTbiBaHWe MHCTPYMEHTA, €CITH Phiuar 3aKpbITUS HE GUKCUPOBAH B 3aKPbITOM
nonoxeHUu. OrpaHnymnTeb TKAHH YACPKUBACT TKAHb B HYXKHOM MOJOKEHHH; €ro
MOXHO YCTAHOBHUTb BPYUYHYIO MM AYTEM HaXKaTHA HAa pblual 3aKpbiTH.

JITOT MHCTPYMEHT MOXHO nepe3apsintb MATh pa3, gonyckaercs He 6olee wectu
NPOLIMBAHUIA KaX10r0 HHCTPYMEHTA HAa MNPOTAKEHMH OJHOW npoucaypsl. B
KaXAbIA MO/1yJib CMCHHOIT KacCeTbl BXOHT pPexyILee e3BHE, N0 KakKAY IO CTOPOHY
OT KOTOPOr0 HaxXoJATCA ABd psiaa CKOO, pacnoONOKEHHbIX B LUIAXMATHOM MNOpPSAAKE,
naccHBHas OpaHLLa, NPOKIIAAKa HOXKA, OTPAHUYUTENb TKAHK H MPe10XPAHUTEIbHAS
nnactuxa. [lepesapskaeMble KAPTPHIAKH JOCTYIHBI B IBYX pa3mepax.

Annapat | Kaccera Onucanne Kon-so Liser Tonunua
cK0b KapTpHIXaA TKaHH
CS40B CR40B dna nHopmanbHbIX 46 CHHu# 1.5 MM
TKAHEH
CS40G CR40G Jlna naorubIx 46 3enensli 2.0 MM
TKaHeH

HPUMLEYAHHUE: Kaptpuku ¢ cHHUMH (A1 HOPMAJIbHbIX TKaHeH) ¥ 3eNeHbIMH
(A9 NJAOTHBLIX TKAHEH) CKOOKaMW MOI'YT NPHUMEHATLCH B3AUMO3AMEHAEMO C
MHCTPYMEHTAMH.

7. DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS
AND PRINCIPLE OF OPERATION OF MD

7.1. General description of MD

The CONTOUR Curved Cutter Stapler is a multifire, single
patient use device with a curved head that cuts and staples. The
device delivers four staggered rows of titanium staples, with a
knife between the second and third row of staples. and creates a
40 mm curved transection. The device is designed with a feature
which prevents closing if a used reload or no reload is in the
instrument. Another feature is provided to prevent firing unless
the closure trigger is latched in the closed position. A retaining
pin holds tissue in place and can be positioned either manually or
by squeezing the closure trigger.

The instrument may be reloaded five times. for a maximum of six
firings per instrument during a single procedure. Each reload
cartridge module includes a knife blade with two staggered rows
of staples on each side, an anvil, a cutting washer. a retaining pin.
and a staple retainer. Reload cartridges are available in two sizes.

Instrument | Reload | Description | Number | Reload Tissue
of Color Thickness
Staples
CS40B CR40B Standard 46 Blue 1,5 mm
CS40G CR40G Thick 40 Green 2.0 mm

NOTE: The blue (standard) and green (thick) reloads can be used
interchangeably with the instruments.

This device is intended to be used for transection and resection
during colorectal procedures by healthcare professionals.
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310 M3mENHEe NPEAHAZHAYCHO AN HCTIONL3OBAHHS MEAHUMHCKMME pabOTHHKAMH
AN PACCEYCHHA H PE3CKLIHH BO BPEMA KONMOPEKTAILHBIX Onepaunit.
OcofenROCTH KORCTPYXKIHYU

YV npaunelx uspenuit cornacio MDD/MDR  oTCYTCTBYIOT KOHCTPYKTHBHGIE
ocobeHHocTH, TpeSylomme o0co0oro BHUMAHHS, TakHe KaK  HANMYMe
NEKAPCTBEHHLIX CPEACTB, KOMTIOHCHTOB  YCJOBEYECKOrO MW  >KHBOTHOrO
NPOUCXONACHHA HAH TPOM3BOACTBEHHBIX npucnocobnennii. Bo Bcex cayyaax
HCMONB30BAHAE HMHCTPYMEHTA HBJIACTCA MHBA3HBHBIM H  BPEMEHHbIM H
NPOAOIKAETCA B XOJAE BCErO XHPYPrH4eckoro Bmewarenscrsa. CkoOw
npeaHasHaueHbl AN BAHTeNbHON (Hanpumep, > 30 asueit) uMnnanTaumy.

Special Design Features

There are no special design features for these MDD devices that
require specific attention such as the presence of medicinal,
human or animal components or manufacturing aids. In all cases,
use of the instrument is invasive and transient in nature, lasting
the duration of the surgical procedure. The staples are designed
for long-term (e.g. > 30 days) implantation.

7.2 Cnocol npumenenns

TMepen ucnoNb30BaHHEM 3TOFO HHCTPYMEHTa yOEAHTECH B COBMECTHMOCTH BCEX
AHCTPYMEHTOB K npuHaanexHocTel. (Cm. pasaen «IIpeaocrepeaenns H Mepnl
NPEROCTOPORHOCTH.)

1 B cTepunsHEIX YCAOBHAX U3BACKUTE HHCTPYMEHT U3 yNnakoskH. YToOw nibexars
noBpexXAcHR, He BOpachIBaiTe HHCTPYMEHT B CTEPHALHOE MONeE.

2 CHHMHTE C HHCTPYMEHTS AepaTenb CKOOOK, HaXHMas HA TMOBEPXHOCTH ¢
MapkHporkoii «Push to Remove» (Haxate ana cHatud) (Manioctpauua 2). Bo
BpeMA CHATHA NPCAOXPAHHTENBHOM NAACTHHLI yAepkusaiiTe Kaccety. [locae
yaaneHHs NPEeAOXPAHHTENbHOH NAACTHHLI NPOBEPLTE, NOMHOCTHIO NIM KacceTa
BCTAR/CHa B HHCTPYMEHT (NpHKaTh). YIANHTE NPEROXPAHHUTENLHYIO MNACTHHY 8
OTXOAHL.

7.2 Instructions for use

Verify compatibility of all instruments and accessories prior to
using the instrument. (Refer to Warnings and Precautions.)

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

2 Remove the staple retainer from the instrument by pushing on
the pad labeled *“Push to Remove”. (lllustration 2). Hold the
cartridge when removing the retainer. Check that the cartridge is
fully loaded into the instrument (press down) after the retainer
has been removed. Discard the staple retainer.
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3 Oxsarure pyuyKy HHCTPYMEHTA KHCTBIO PYKW. pacnonaras Ranblbi BOKpYr
privara 3akpeiTis. IloMecTuTe TKaHb, AOANCKALYIO PACCCYCHHIO H HANOXKEHHIO
ckoBouHOro 1Ba, MEXAY KacceTol U naccuBHoOH OpaHwieii.

NIPHUMEYAHHE: Jliobas Tkaub, NOKPLIBAIOWIAA OTBEPCTHE B IACCHBHOMN
Opanwmie, Oyzer nepdoprpoBaHa YACPKMBAIOWMM wWTHpeM. Ecim  HyxHo,
H3IMEHUTE NOJNOXKECHHE TKAHH.

4 [MpoaBHHbTE OrpaHHMMTENb TKAHHW BNEPEZ BPYUHYIO C MOMOWIBIO KHOMKH
aKTHBATOPA, PAcNONOXKEHHOH Ha BepxHeH 4acTM pywuxu, 4ToOn ¢PUKCHpOBaThH
TKaHb B npocBere Mexkay OpaHwamu (Hnmoctpauma 3A) uaM aBToMaTHYecKH
NPOABMHLTE OrPARHMMTEND TKAHH BMEPEN, HAXKAB HA pPHIYAr 3aKpPbITHA
(Unmoctpauua 3B).

3 Grasp the instrument handle in the palm of the hand with the
fingers around the closure trigger. Position tissue to be cut and
stapled between the anvil and the cartridge.

NOTE: Any tissue covering the hole in the anvil will be pierced
by the retaining pin. Reposition the tissue if necessary.

4 Either manually advance the retaining pin using the actuator
button on top of the handle to capture the tissue within the jaw
opening (lllustration 3A). or automatically advance the retaining
pin by squeezing the closure trigger (Illustration 3B).
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Ob6patuTe BHHMaHME Ha IMEAYOK, KOTOPHH NPO3BYYHUT Ha NOJNOBHHE NYTH
3aKPHTHR W 0003HaYaeT NMPOMEXYTOUHOE MNONOXEHHe YCTpoiicTRa. B oM
NPOMEKYTOMHOM MOJIOMKEHHK WTHIPL MOAHOCTHIO NOIPYXEH B NAacCHBHYIO
OpaHlly ¥ yJaepKHBaeT TKaHb, a OpaHwH wacTHUHO packpbiThl. Ecau Byxho,
M3MEHHUTE NOJMKEHUE TKAHH B MPEACAaxX HHCTPYMEHTA. Phivar 3akpuTia B 310T
MOMEHT MOXHO OCBOOOAUTL, H OPaHIIN MHCTPYMEHTa OCTAHYTCA PacKPHITHIMH,
4TO0bI MPUAATE OKOHYATEILHOE NOROKEHHE TKAHH, NOJNESKALIEH pPacCeHeHUIO H
cuiMBaHuio. OrpaHHYUTENb TKAHH NIOAHOCTHIO BBEACH.

Buamanne: Jlo vanoxeHns cxobox y6enuTech B NPaBHILHOCTH PacTiONOKEHNA
cmpsaeMoit Tkanu Mexay Opanwami. CMOpIMBAHHE, PACTDKEHHE WM
HepaBHOMEpHas 3arpy3ka TKAHM MOXCT MPUBECTH K HErepMETHYHOCTH Wea,
KPOBOTEUERHIO WIH paspbiBy cKOGOMHOIO 1Ba.

OPHMEYAHUME: ecnn BB NPHMEHACTE ABTOMATHYECKOE  BBIABIDKEHHE
OTPaHHYHTENA TKAHH, YOeAUTeCh B TOM, YTO TKaHb PACNOJIOKEHA NPABUABHO H He
Oyaer ciyya#tHo nepdopupoBaHa WITHIPEM.

OPHUMEYAHHE: He 3axsaThiBaiiTe polyar NpolMBaHHA A0 MOMEHTA, KOraa
HEOOXOAKMO BLINOMHHTDL NPOLIKBAHHE.

HOPHMEYAHHE: pekoMeHayeTCS BLIABHTATh OTPAHHYHTENb TKAHY BPY4YHYIO.

§ HaxXxMuTe Ha phidar 3aKpbhiTHE H MPHXMHKTE €ro K pyuKe A0 PHKCALMH 3a1enKo.
Jonxen npo3py4ath wenqok. Ilocne ¢ukcausn peivara 3aKpHTHA 32IENKOH
pHYar NPOWIHBAHHA NEPEMEUIACTCA B NOROKEHHE FOTOBHOCTH K TIPOLIHBAHHIO

(Hamoctpauus 4).

Note that there is an audible click halfway through the closure
stroke indicating that the device is in the intermediate position. In
the intermediate position, the pin is fully seated in the anvil
capturing the tissue, and the jaws are partially open. Reposition
tissue within the instrument if desired. The closure trigger can be
released at this point, and the instrument will maintain its jaw
opening to allow for final positioning of the tissue to be cut and
stapled. The retaining pin is fully engaged.

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

NOTE: !f using the automatic advancement of the retaining pin,
ensure that the tissue is correctly placed to avoid accidental
piercing of tissue.

NOTE: Do not grasp the firing trigger before the instrument is to
be fired.

NOTE: Recommended operation is to manually advance the
Retaining Pin.
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KacceTa npuxara K TKaHH. KOTOpasi I'OTOBA K HAaHCCEHHIO Pa3pe3a W CUIMBAHUIO
ckobamn. ODOs3aTenbHO 3aBeplIUTe cMblkaHWe OpaHuted uHcTpyMeHTa. Caeayer
NONHOCTBIO CHATH BCE MafbUbl C Pbitiara 3aKpbITHS, YTOObI YOEAUTLCS B TOM, UYTO
CHCTEMA VaepAKHBaeT OpaHLLIM B COMKHYTOM COCTORHHH.

NPUMEYAHHE: eciv  HeoO0XxoaMMoO  HM3MEHHTH  [OJIOKCHHE TKaHW B
MHCTPYMEHTC TMepe MNPOLWBAHWEM, pa3BeanTe OpaHWKM; AAA ITOTO clerka
MPHUKMHUTE PbIYAr 3aKPbITHA K PYUYKE. HAXKMHTE KHOMKY BbICBOOOKICHMS
(pa3MbIKaHua Opatilieit) U MeUIeHHO 0c1adbTe HAKHUM HA pblvar 3aKpuiTHa. Poiuar
3aKPbITUA BEPHETCH B NMOTHOCTBIO PACKPLITOE MOJI0XKEHHE. U OPaHLIW O0CBOOOAAT
TKaHb, HO OrpaHHYMTENb TKAHW OCTaHETCA BbiBeACHHbLIM. Teneph nosoxeHue
TKaHH MOKHO M3MEHHTD.

NPUMEYAHHUE: MHzornyteiii cumsaroume-pexywmii annapat  CONTOUR
000py,10BaH YCTPOHCTBOM. A0NYCKAIOUIUM YAaCTHYHOE cOMKEeHUE OpaHLuei, ecnu
YCTAaHOB.IEHA HCMOJIb30BaHHAs CMEHHas KacceTa. HE YCTAHOBJIEHA CMEHHast
KacceTa MM HENPaBHIILHO YCTAHOBAEHA CMEHHas KacceTa. B 3Tom cnyuyae OpaHwn
UHCTpyMeHTa c6n3aTCa NPUOAMIUTENLHO HAa TPETh PACCTOAHHA W OCTAHOBATCS,
HO BEPHYTCS B TOJIHOCTHIO PACKPLITOE MOJOKEHHEC NPU OTNYCKAHHMM pbluara
3aKpbITHA. Mcnonb3oBaHHbIA KM HENPABUIBLHO YCTAHOBJIEHHBIH MOy 1b CMEHHOMN
KacCeTbl CJIEAYET 3aMEHUTb HOBBIM; €C/IM KacceTa OTCYTCTBOBANa, €€ HYXHO
YCTAHOBHTb B HHCTPYMEHT. Leau nocne BbINOIHEHUS ONHCAHHBIX BbILLE ONEpaumii
OpaHILK HHCTPYMENTA HE CMBIKAIOTCA MMOSTHOCTBIO MM YAaCTHYHO. €ro He cneayeT
MCNOJIb30BATh.

§ Squeeze the closure trigger and handle together until the closure
trigger is latched. Listen for an audible click. When the closure
trigger is latched. the firing trigger moves to the ready-to-fire
position (Illustration 4).

The cartridge has clamped onto the tissue which is ready to be cut
and stapled. Ensure that the closing stroke is completed. All
fingers should be completely removed from the closing trigger to
ensure that the closing system holds.

NOTE: If the tissue needs to be repositioned within the
instrument before stapling, open the jaws by squeezing the handle
and closure trigger together slightly. push the release button. and
slowly release grasp of the closure trigger. The closure trigger
will return to the fully open position and the jaws will release the
tissue but the retaining pin will remain extended. Tissue can now
be repositioned.

NOTE: The CONTOUR Curved Cutter Stapler is designed with
a feature which allows partial closing if a used reload. no reload,
or an incorrcctly inserted reload is in the instrument. In these
cases, the device will close approximately one-third of the stroke
and stop. but will return to the full open position when the closure
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INPUMEYAHHE: nocne cMbikaHus OpaHiwied naysa npoIomkuTenbHOCTbO 15
CEKYH/ nepe NpoiMBaHUEM MOKET YIYULIMTD CIKATHE TKAHU W YINydILUTL popMmy
CcKOOKH.

NPUMEYAHHE: ccau pbluar 3akpbiTUs  TPyJAHO 3alUEIKHYTb. HM3MEHHUTE
NO10KEHNE HHCTPYMEHTA W 3aXBaTHTE MEeHbLUE TKaHH. (JIng npasuibHOro Beibopa
CMEHHOI1 KacceTbl 03HAKOMbBTECH ¢ pasielioM «l1poTHRONOKa3aHHA».)

6 OxBarHTe pYUKY H pblYar 3aKpbITHA WHCTPYMEHTA KUCTBIO PYKH, pacriosaras
Nanblbl BOKPYr psiyara npouiuBaHus. Jlo 1poiuMBaHua yOeauTech B TOM, 4TO
YAEPXKHUBAIOULHI LITHIPb MOIPYXKEH B NACCHBHY1IO OpaHiuy.

Buumanue: o0a3aTenbHo odecneybTe NOJHOE CMbIKAHHE Nepe;l NPoUIMBAHUEM.
Buumanune: 10 npommupanus ybeaurecb B TOM. YTO HYXKHbIA y4acTOK TKaHH
HAXOAWTCA MEX/1y COMKHYTbIMKM OpaHwiamMu uHcTpymenta. Ecau  wteips
pacrioJIOKCH HEAPaBHAbHO, CKOOKH MOTYT MPHHATHL HEMPaBUAbHYIO GopMy. uTO
MOXET NPUBECTH K HErePMETHYHOCTH WM pa3pbiBy LIBA.

Buumanie: npu yCTaHOBKe CLUMBAIOLICTO annapara B MecTe BMEILATEIbCTBA
yOeanuTech B TOM, 4TO MEXK Ay OpaHLIaMi HHCTPYMEHTA HET HUKAKKUX NPENATCTBHIA,
TAKHX KaK 32)KHMBI, CTCHTBL. MPOBOIHKKH U T.1. ITpoumiuBanue yepes npensaTcTaue
MOXET [PUBECTH K HENOAHOMY  pa3pe3aHHio  W/MIW  HElpasUIbHOMY
(opMHpoBaHHIO CKOO.

Buumanmne: cieiyer cobaiofaTh OCTOPOXKHOCTb M HE BBIMOJHATH NPOUIMBAHHE
MHCTPYMEHTOM. ¢CJIH 0Opasytoulniics ckoOoYHbIH WoB Oy/1eT HaTAHYT.

7 BbINojsHWTE TOJIHOE CLUMBAHWE HMHCTPYMCHTOM MNYyTEM CAKATHA pbluara
NPOLUMBAHUA 10 CONPUKOCHOBCHUS € PLIYAroM 3aKpbiTUA (NIACTHK K MAACTHKY).
4TO 03HAYACT, YTO HHCTPYMEHT NPUBESI B ICHCTBUE CKOOKH U Ne3BHE HOXKA, M TKaHb
Osbina paccevena. (Mnmoctpaums 5)

trigger is released. The used or misloaded cartridge module
should then be replaced with a new reload or, if no cartridge was
present, a cartridge should be loaded in the instrument. After
following the above steps. any device which does not close either
partially or completely should not be used.

NOTE: After closing, pausing for 15 seconds prior to firing may
result in better tissue compression

and better staple form.

NOTE: If closure trigger is difficult to lock, reposition the
instrument and take a smaller amount of tissue. (See
Contraindications for appropriate reload selection).

6 With the handle and closure trigger grasped in the palm of the
hand, place all fingers around the firing trigger. Before firing.
check to ensure the retaining pin is seated in the anvil.

Caution: Always ensure complete closing prior to firing.
Caution: Before firing, verify that the intended tissue is in the
closed jaws of the instrument. It the pin is not properly
positioned, staples may not form properly. which may result in
leakage or disruption of the staple line.

Caution: When positioning the stapler on the application site.
ensure that no obstructions such as clips. stents, guide wires. etc..
are incorporated into the instrument jaws. Firing over an
obstruction may result in incomplete cutting action and/or
improperly formed staples.

Caution: Care should be taken not to fire this instrument when
the resulting staple line will be in tension.
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Poiuar MpoWIMBAHMA  AaBTOMATHYCCKW  BO3BPALLACTCA B NPOMEXYTOYHOE
MONOKEHUE CPaA3Y MOCIE CHATHA C HENO YCHIIUA PYKH. @ pbiuar 3aKpbITHA OCTAETCA
B MOJHOCTBIO 3aKPLITOM NoJIoXeHHU. Hu B KoeM cnyuae He HaxuMaiiTe Ha KHONKY
BbICBOOOXIEHHS BO BPEMs NMPOLIKBAHMUA, TaK KAK 3TO MOXET BOCIPEeNATCTBOBATL
npaBuibHOMY HOPMHPOBAHHIO CKOOOK M IMHUHK paspeia.

Buumanue: 1onbITKM NpUAOKEHHA K PbIYAry YCHUINS /115 3aBEPLICHHS CMbIKAHUS
OpaHiuel NpH HAJIMYUH U3IHLIKOB TKAHW WK W3NHUIHEH TOMUHHBI TKAHH MOKET
MPHUBECTH K HAPYLICHHIO UENOCTHOCTH [IMHHKM CKOOOK ¢ nochaeaytowei
HErepMETHYHOCTHIO MW Pa3pbiBoM WwBa. Kpome TOro. 3To MoXeT NPUBECTH K
NOBPEXIACHHIO MM OTKA3y MHCTPYMEHTA.

Buumanne: Llukn upowmsanus poiikeH ObiTh 3aBepuwed. He Boinonusiite
4YacTHYHOE TNPOLIMBAHUE HHCTpyMeHTOM. HesaBepuieHHbli UHMKA NpoOwHBaHMSA
MOXET NPHUBECTH K HEAPaBHIbHOMY (OPMUPOBAHHIO CKOOOK. HEMOMHOH /NTHHUW
pa3pe3a, KpOBOTEHEHHIO, HEFEPMETUYHOCTH CKOOOUHOTO WBA H/HIH 3aTPYAHEHHUIO
MPH VIAN€HHY HHCTPYMEHTA.

8 locne 3aBeplIeHHA NPOUIMBAHUA MHCTPYMEHTOM pa3BeauTe ero Opanwn. Ans
JTOTO HAXMUTE HA PLIMAl 3aKPLITHA M HAXMHUTC OOJILUIMM ManbUEM KHOMKY
BbICBOOOKACHHA (pa3Mbikanusa OpaHuieii). [1ng yrpapiseMoro BbICBOOOKIEHHS
YJAEPXKUBANTC KHOMKY B HKATOM [TOJIOKEHHHW H CHUIMHUTC YCHIHME PYKH C pbivara
3akpbiTua. (Unatoctpauums 6)

7 Completely fire the instrument by squeezing the firing trigger
until it touches the closure trigger (plastic to plastic), signifying
that the instrument has fired the staples and knife blade. and the
tissue has been transected. (Illustration 5)

The firing trigger automatically returns to the intermediate
position as soon as the hand releases it, leaving the closure trigger
in the fully closed position. Make sure, that the release button is
not pressed during firing as proper formation of staples and cut
line may be compromised.

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

Caution: The firing stroke must be completed. Do not partially
fire the instrument. Incomplete firing can result in malformed
staples, incomplete cut line, bleeding. and leakage from the staple
line and/or difficulty removing the device.

8 After firing the instrument. open the jaws of the instrument by
squecezing the closure trigger and pushing the release button with
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Tonxarenu KacceThl OOHAXAIOTCA H CHYXKAT UHAMKATOPAMH HCNOJL3OBAHAA
KacceTol. ECNM HHCTPYMEHT oOCTaeTcd (UKCHPOBAHHBIM HA TKAHM H He
PACKPHIBACTCA HAKATHEM KHONKH BHICBOGOKIACHHA, €r0 MOXKHO pPacKpuiTh
OAHOBPEMCHHBIM HRXKATHEM HA3 KHOMKY BRICBOGOXKACHUA H OTTAMMBAHHEM pHIMara
3aKPbITHS.

BunMansie: OCMOTPHTE cKOOOuHbIE WIOB, 4TOOb YOEeAUTHCS B OCTAHOBKE
KPOBOTEUCHHR W NpaBHAbHOM GopMHupoBaHuH ckoBok. Eciau xposoreucHue
NPOAOAKAETCA, €TI0 CACAYET OCTAHOBUTL HAANEKAMMMH METOJIAMH.

Bunmause: nocne paccevyesns MpAMOK KHIIKY PCKOMEHAYSTCA BLINOIHUTD TECT
HA YTEUKY 0 HANOXKEHHA aHACTOMO3a.

9 BpyuHyio OTBEAHTE OrpaHMYHTENb TKAHW. YOCAWTECH B MOJAHOTE AuHME
CcKOBOYHOro 11BA U pa3pesa. Yaanure HHCTpyMeHT. (Mantoctpaums 7)

the thumb. For controlled release, while holding the release
button

down, open your hand to release the closure trigger. (Illustration
6)

The cartridge drivers are exposed as a spent cartridge indicator.
If the instrument becomes locked onto tissue and will not open
by pressing the release button, the device can be opened by
depressing the release button and pulling the closure trigger
simultaneously.

Caution: Examine the staple line for hemostasis and proper
staple formation. If hemostasis is not present, appropriate
techniques should be used to achieve hemostasis.

Caution: Following a division of the rectum, it is recommended
that a leak test is performed prior to the creation of the
anastomosis.
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Tlepezapaaka HIOTHYTOro clinBaoue-pexyniero annapata CONTOUR

1 B cTepuabHbIX YCHOBUAX M3BJICKUTE CMEHHYIO KacceTy M3 ynaxoeku. Bo
u3bexanue nospexacHni He BOpachiBalite CMEHHYIO KACCETY B CTEPHIbHOE NoJiE.
2 HaxMuTe Ha KHOMKY BHICBOGOXHEHMA, YTOOK YOemuThLCHA, 9T0 WHCTPYMEHT
packphiT. YOeauTrecs 8 TOM, YTO OFPAHKUHMTENL TKAHH OTBEACH.

3 Vaanure HCNOAL30BAHHYIO KaCCETY U3 HHCTPYMEHTA. 3aXBATHTE BEPXHIOIO HacTh
KacceTbl ¥ NOAHHMHUTE €€ BfiepER, OTACAAA ee oT OpanuieH. (Mnuoctpauua 8)

9 Retract the retaining pin manually. Ensure that the staple line
and the cut line are complete. Remove
the instrument. (Mllustration 7)

Reloading theCONTOUR Curved Cutter Stapler

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

2 Depress the release button to ensure the instrument is in the
open position. Ensure that the retaining pin has been retracted.

3 Remove the used reload from the instrument. Grasp the top of
the reload and lift upward, unsnapping the reload from the jaws.
(Illustration 8)
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Haanexamum obpa3oM YAARHTE HCMOAL30BAHHYIO CMCHHYIO KacCeTy B OTXOMM.
TuwaTeIbHO OMHCTHTE HHCTPYMEHT, MOJIHOCTBIO NOTPY3UB €r0 facCHBNYIO Opaniny
H KaHa/) KACCETHl B BEPTHKANBHOM NONOXKEHHH B CTEPHABbHBIH PacTBOP, MOCHE Yero
SHEPruuHo BeTpaxHuTe. Iocne BCTPAXHBAHNA OCMOTPHTE NaCCHBHYIO GpaHiuy u
KaHai KacCeTbl; fepeN nepe3apsakoil WHCTPYMEHTZ yAanuTe M3 HEro Bee
OCTaBIIHECH CKOOKH H/HAK MHOPOAHLIE OCTaTKH.

Brumausre: HenpaswibHas ouHCTKA HHCTPYMEHTa NEpEA Mepe3apAnxoii Moxer
NPHBECTH K €ro NOBPEKACHHIO W HAPYILIUTL paspe3aHHe TKaHH B GopMHUpOBaHHKE
CXODOK APH NOCHCAYIOMEM NPOUTHBAHHA.

4 OcCMOTpHTE HOBYIO CMCHHYIO KacCeTy Ha MPEAMET HaNMuY4A KOANauKa,
yaepxueaiotiero ckoOsl. Ecim koanauok, yaepkusatomtnii ckobst, OTCYTCTBYeT,
YAANUTE CMEHHYIO KacceTy B oTxoab. He cuumalite konnauok, yaepxusaiomuii
cKoObl, A0 YCTAHOBKM CMEHHOii KacCEThl B HHCTPYMEHT.

NPHMEYAHHE: Konnayok, yaepxusatoliuii ckoObl, MOXKHO CHHMATb TONILKO
nocae NpasunbHOi YCTRHOBKH CMEHHOMR KacceTst B HHCTPYMeHT. HMHCTpyMenHTt ¢
YCTAHOBRECHHOH KAacCeTOH MOXHO HCMONL30BATL TONLKO TOCHE  YAAIEHHS
KO/IMAuKa, YACPHUBAIOWIErO CKOODI.

5 BcTaBbTe HOBYIO KACCETY B METAIHYECKHi KOpiyc A0 wmenuka, (Mnmoctpausus
k)

Properly discard the used reload. Thoroughly clean the
instrument by vertically submerging completely the anvil and
cartridge channel in a sterile solution and swish vigorously. After
swishing, visually inspect the anvil and cartridge channel and
remove all residual staples and/or foreign matter from instrument
prior to reloading.

Caution: Failure to properly clean the instrument prior to
reloading could damage the instrument; compromise cut line and
staple formation of subsequent firings.

4 Examine the new refoad for the presence of a staple retainer. If
the retainer is not in place, discard the reload. Do not remove the
staple retainer untif the reload cartridge is inserted into the device.

NOTE: The staple retainer cannot be removed until the cartridge
is correctly loaded into the device.
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®

JIOpOXKKH Ha K&XKJAOH CTOPOHE KAaCCETH CNEAYET HCNONb30BATL KAK OPHEHTHPH AN
npaeunbHOM YCTAHOBKM xacceTl B Opanmax wuHcTpymenta. Ecau kaccera
33HHMAET NPAaBUIbHOE TIONOKEHNE, HAKMHTE HA Hee A0 TOMHOTO NOTPYXEHUA B
uHcTpyMmenT. (Mamoctpanus 10).

Crnmure konna4ok, yaepxusaowni ckobul. (Mnmocrpauus 11)

The loaded device cannot be used until the staple retainer is
removed.

S Insert the new reload into the metal housing and snap into
position. (Hlustration 9)

®

The tracks on cach side of the reload should be used as guides to
align the reload within the jaws of the instrument.
When the reload is properly aligned, push the reload into the
instrument until it is fully seated. (1)lustration 10)

Remove the staple retainer. (Illustration 1)
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[poBepbTe, NAOTHO MK YAEpKHBaAETCA KacceTa B Gpanwax.

MPREMEYAHHE: Ecau u3pacxonosaHHas WIH HEH3paCXOAOBaHHAN KacceTa, ¢
KOTOpPO#i paHee OB CHAT KOJNNAHOK, yAepusalownil ckoGbl, ymaneHa u3
HHCTPYMEHTA, TO TAKYIO KACCETY Hefb3A YCTAHOBHTh B HHCTPYMEHT NOBTOPHO.

6 ITocsie nepe3apaAKH MHCTPYMEHTA M CHATUS KOAMAYKa, YACPKHBAIOHIEro CKoOH,
OCMOTPUTE NOBEPXHOCTH HOBOH Kaccernl. Ecau Tonkarenn seictynaior M3
KacCeThl, 3aMEHHTE €€ HOBOI.

7 Tenepb ClUMBAIOWINHA HHCTPYMEHT 3apsDKCH H MOTOB K MPHMEHEHHIO.

HECTpYKIHSA N0 HAR0KESHHIO CKODOUHONO INBA HA MbIIIIbLE

[lepen HCMOAL30BAHHEM ITOrO MHCTPYMEHTa YOEAUTECH B COBMECTHMOCTH BCEX
HHCTPYMERTOB 4 npuHaanexHocteii. (CMm. pasaen «llpenocrepexenns @ Mepsl
NPEROCTOPOARHOCTH.)

1 B cTeprabHbiX YCA0BUAX HIBACKHTE HHCTPYMEHT U3 YRaKoBKH. UToOn n3bexars
NOBpeXACHHH, He BOpactIBaiiTe HHCTPYMEHT B CTEPUABLHOE NOJC.

2 CHHUMUTE C HHCTPYMCHTA jJiepKaTellb CKOOOK, HKUMAA HAa MNOBEPXHOCTH ¢
Mmapkuposkoit «Push to Remove» (Haxars ana cHsris). (Manoctpauus 2)

Check that the reload is held firmly within the jaws.

NOTE: If the cartridge is removed from the device, whether the
cartridge is spent or not, and if the staple retainer has already been
removed from the cartridge. the cartridge cannot be reloaded into
the device.

6 After reloading and after removing the staple retainer, observe
the surface of the new reload. If

drivers protrude out of the reload, replace with another reload.

7 The stapler is now reloaded and ready for use.

Muscle Stapling Instructions for Use

Verify compatibility of all instruments and accessories prior to
using the instrument. (Refer to Warnings and Precautions.

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

2 Remove the staple retainer from the instrument by pushing on
the pad labeled “Push to Remove™. (1ljusteation 2).
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Bo Bpemsa CHATHA AepXaTens yaepkunaiite kaccety. [focae yaanenus aepxarens

apoBepbTE, MONHOCTHIO IH KACCETA BCTABJICHA B MHCTPYMEHT (NplkaTs). Yaanure

NpeAOXPAHUTERBLHYIO MAACTHHY B OTXOABI.

3 Oxearnre Pyuxky MHCTPYMEHTA KHCTbIO PYKH, Pacnojarat najlblbl BOKpYr

puivara 3akpuitus. [loMecTHTe TKaHb, MOANEKANLYIO PACCEUCHHIO H HANOXKEHHIO

CKOBOYHOTO LWIBA, MEXAY KacceToH 1 naccHBHoi OpaHeit.

MPUMEYAHHE: Jo6as TKadb, NOKPHBAIOWAA OTBEPCTHE B TMAacCHBHO#M

Opanme, Oyaer nepdopuposaHa yAcpKHBAIOWMM WTHpeM. Ecan RyxHo,

H3MEHHTE MONOXKEHHE TKAHH.

4. [lp¥ npoNNBAHHH CXEAETHBLIX MBIl PEKOMCHAYETCA BHIABHIATH CTEPKCHB-
TONKATEND BPYHHYIO C MOMOIIBIO AKTHBATOpA OrpaHHynTeNns TKaHn, Haxmure

Ha purvar 3axphitus (Mamoctpauns 3B). Y

-y

Ob6parure ‘BHUMaHMe Ha WIEAYOK, KOTOPHIF NPO3BYYHT HA NOJNOBHHE NYTH
3aKPHITHS M 0DO3HAYAET NPOMEXYTOuHOe noNoXKeHue ycTpoiicrsa. B sTom

Hold the cartridge when removing the retainer. Check that the
cartridge is fully loaded into the instrument (press down) after the
retainer has been removed. Discard the staple retainer.

3 Grasp the instrument handle in the palm of the hand with the
fingers around the closure trigger. Position tissue to be cut and
stapled between the anvil and the cartridge.

NOTE: Any tissue covering the hole in the anvil will be pierced
by the retaining pin. Reposition the tissue if necessary.

4 Recommended operation, in skeletal muscle, is to manually
advance the Push Rod using the Retaining Pin Actuator. Squeeze

the closure trigger (Illustration 3B). y
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NPOMEXKYTOUHOM NOJIOKCHHH WITHIPb NOAHOCTBLIO MOrPYXKEH B MACCHBHYIO
OpaHly W yJEep)KWUBAeT TKaHb, a OpaHIUM HaCTHYHO PAcKpbiThl. Ecan HyxHO,
M3MEHHTE NOJIOKEHUE TKaHU B NpejicaX UHCTPYMEHTA. Prluar 3akpbiTHA B 3TOT
MOMEHT MOXHO OCBOOOMTbL. U OpaHILNW MHCTPYMEHTAa OCTAHYTCA PACKpPbITbIMHU,
4TOObI NPUAATH OKOHYATENBHOE FOJOXKEHHE TKAHW, NOANCKAUIEH PACCEHCHHIO H
cluBaHno. OrpaHHYUTENh TKAHH MOJHOCTbIO BBEACH.

Buumaune: Jlo cMblkauua OpaHuweid WM HanokceHua ckobok yOeauTech B
MPaBUIILHOCTH  PACTIONIONKEHHA  CLIMBAEMOW  TKaHM M1y  OpaHiiamu.
CMOpILUMBAHUE, HaMPAXEHUE, PACTAXKEHUE HIIM HEPABHOMEPHAs 3arpy3Ka TKaHW
MOKET NPUBECTU K HEFEPMETHYHOCTH LIBA, KPOBOTEUEHKIO HIIH

pa3pbiBY CKOOOHHOrO LIBA.

NMPUMEYAHHUE: Tpu G0onbuioil TOAWMHE CKEIETHLIX MbILL AN CMbIKAHHA
OpaHllei HHCTPYMEHTA PEKOMEH/IYIOTCS 1Ba METOA:

* OJMHOYHOC MCNICHHOE, YNPABIISEMOC W NOCTOAHHOE CXKaTHE pbliara 3aKpbiTHi;
e MONEPEMEHHOE CXKATHE M OTIYCKAHME pblYara 3aKpbiTHA € HAPACTalOLIHM
YCHIIHEM.

NMPUMEYAHHUE: He 3axpaTbiBaiiTe pbivar NpollMBaHUS A0 MOMEHTaA, Korja
HEOOXOIMMO BbIMOJHHTD ITPOLLIUBAHHE.

5.HaxmuTe Ha pbluar 3aKpbITHA W NPHKMUTE €ro K pyuke 10 (PHKCAUNH 3a1LENKOH.
Jomxen npo3Byuath wenyok. Ilocae dukcaumu peidara 3akpbiTHA 3aLLETKOW
pbl4ar NPOLMXBaHUS MEPEMELLIAETCA B 110;I0KEHHE FOTOBHOCTH K NPOILKWBAHHIO
(MnmocTtpauns 4).

KacceTa npuxkara K TKaHW., KOTOpas roToBa K HAaHCCCHHIO WIBA W paspesa.
Q06a3aTEALHO 3aBEPIINTE CMbIKaHHe OpaHILcit tHcTpyMenTa. CaeslyeT NoJNHOCTLIO

Note that there is an audible click halfway through the closure
stroke indicating that the device is in the intermediate position. In
the intermediate position. the pin is fully seated in the anvil
capturing the tissue. and the jaws are partially open. Reposition
tissue within the instrument if desired. The closure trigger can be
released at this point, and the instrument will maintain its jaw
opening to allow for final positioning of the tissue to be cut and
stapled. The retaining pin is fully engaged.

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

NOTE: In thick skeletal muscle tissue. two approaches are
recommended for device closure:

* A single slow, controlled and continuous squeeze of the Closure
Trigger

* Progressively squeezing and relaxing (pumping) the Closure
Trigger

NOTE: Do not grasp the firing trigger before the instrument is to
be fired.

5 Squceze the closure trigger and handle together until the closure
trigger is latched. Listen for an audible click. When the closure
trigger is latched. the firing trigger moves to the ready-to-fire
position (Ilustration 4).
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CHATHL BCE ManblUbl € pbluara 3aKpbiTHs, 4ToObl YOCAUTBCA B TOM, YTO CHCTEMA
ViepXXHUBaeT OpaHWH B COMKHYTOM COCTOSHHH.

IMMPUMEYAHMUE: Ecan pblyar 3aKpbiTHS TPYJAHO 3all€NIKHYThb, HW3MCHHTE
[I0JIOAKECHUE HHCTPYMCHTA M 3aXBaTHUTE MEHbBLIIE TKaHH.

NMPUMEYAHHE: He npuknaapiBaiiTe H3NKWHIOW CHIY A8 CMBIKaHHA
OpaHwei. TlpunoxeHne M3AMUINETO  yCHUNMA A CMbIKaHWs  Opauuied
MHCTPYMEHTA C W3IUIIHUM KOJHYECTBOM TKAHH MOXKET MPHUBECTH K [ONOMKE
pbluara 3aKpbITHs.

IMPUMEYAHMUE: Eciu HeoOX0AMMO  H3MCHUTb NOJIOXKEHUWE TKAaHH B
HHCTPYMEHTE TNepel MPOUIMBAHUEM. Pa3BCAMTE OpaHIuM: A18 3TOro cicrka
IPUKMMTE PbIYar 3aKpbLITHA K py4Ke, HAXMHTE KHONKY BbICBOOOXIEHHS W
MEUIEHHO OcnabbTe HAaXWUM Ha pblvar 3akpbiTha. Peluar 3akpbiTs BepHetcs B
NOJIHOCTBIO  PACKPLITOE NOJOKEHHE. W OpaHWH o0cBOOOAST TKaHb, HO
OFpaHUUHTENb TKAHW OCTAHETCA BbIBECHHBIM. Tenepk 1oJ10XKeHHe TKAaHH MOKHO
M3MEHHTD.

NMPUMEYAHHUE: UsornyTeiii cuunsatome-pexymui annapat CONTOUR ans
Mbllil  O0OPY/I0BaH YCTPOHCTBOM. JONYCKAIOWIMM HacTHuHOe cOinKeHHe
OpaHilei. €ClM YCTAHOBICHA UCNIONBL30BAHHAN CMEHHAsA KAcCeTa, HE YCTAHOBJICHA
CMCHHAs KacceTa WM HENpaBHLHO YCTAaHOBIEHAa CMEHHas Kaccera. B ntom
caydae OpaHuIM HHCTPYMEHTA CONUBATCS NPUOIN3UTENIBHO HAa TPETh PACCTOSAHHS W
OCTAHOBATCA. HO BEPHYTCA B NOJHOCTLIO PACKPBITOE NOJ0XKEHHE NPH OTNYCKaHHH
pbluara 3akpbiTus. Mcnonb30BaHHbIA MM HEMPABWILHO YCTAHOBJIEHHbI MOIY b
CMEHHOM KacCeThbl CACAYET 3aMEHUTbL HOBBLIM: CCIIM KacceTa OTCYTCTBOBana, ee
HYAHO YCTaHOBUTb B MHCTPYMEHT. Ecin nocie BbINOAHEHHWS ONMHMCaHHbLIX Bbile
ollepaluil OpaHLIN MHCTPYMEHTA HE CMBIKAIOTCS MOJHOCTBIO WIIH YaCTHYHO. Cro
HE CNEAYCT UCNOAbL30BATD.

NMPUMEYAHHUE: Tlocne cMbikanus OpaHilei nay3a npojomkHTeNbHOCTbIO 15
CEKYH/1 NCpel NPOILINBAHHEM MOXET YJIYUUIUTh CKAaTHE TKAHW Y YyIYULINTL (popmy
¢KOOKH

6. OxBaTHTe PYUKY M pbl4ar 3aKpbiTHA HHCTPYMEHTa KHCTBIO PYKHU. pacnosiaras
nanblbl BOKPYr phiuara npounBanusg. Jlo npoinuBanus yboeanTech B TOM. 4TO
OFPAHUUMUTENDb TKAHN TOFPYKCH B NACCHBHYIO OpaHily.

The cartridge is clamped onto the tissue, which is ready to be
stapled and cut. Ensure that the closing stroke is completed. All
fingers should be completely removed from the closing trigger to
ensure that the closing system holds.

NOTE: If the closure trigger is difficult to lock. reposition the
instrument and take a smaller amount of tissue.

NOTE: Do not use excessive force to close the instrument.
Forcing the instrument to fully close, with excess tissue, may
result in the closure trigger breaking.

NOTE: If the tissue needs to be repositioned within the
instrument before stapling. open the jaws by queezing the handle
and closure trigger together slightly, push the release button, and
slowly release grasp of the closure trigger. The closure trigger
will return to the fully open position and the jaws will release the
tissue but the retaining pin will remain extended. Tissue can now
be repositioned.

NOTE: The muscle stapling CONTOUR Curved Cutter Stapler
is designed with a feature that allows partial closing if a used
cartridge reload. no cartridge reload, or an incorrectly inserted

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




Buumanue: OGaszatensno olecneubTe NONMHOE cMbikaHue OpaHweil nepea
NpOLUHBAHHUEM.

Bunmanne: o npournBanus ydeauTech B TOM, YTO HYXHbIH y4acTOK TKaHM
HAXOAMTCA MEXIY COMKHYTbIMM OpaHlIaMH HHCTpyMeHTa. Ecin  wthipb
PAClONOKEH HENPABHABHO, CKOOKH MOI'YT MPHHATL HENPaBHIbHYIO (OpMY, 4TO
MOXET MPHBECTH K HErEPMETHYHOCTH HITH Pa3pbiBy LIBA.

Buumanue: [Ipu ycranoBke cluMBaroliero amnmnapara B MecCTe BMEWATE1bCTBA
y6e/IMTeCh B TOM, H4TO MEXAY OpaHLIaMH HHCTPYMEHTa HET HUKAKHX NPENnsTCTBHMA,
TAKWX KaK 32XKHMbI, CTCHTBI, NTPOBOAHHUKH M T.A. | Ipowineanue yepes npensarcTeue
MOXET MPHBECTH K  HEMOJHOMY  pa3pe3aHuio  H/MAM  HENpaBUIILHOMY
¢$hopMHpoBaHHIO CKOD.

7. BbINOAHHTE MOMHOE CLIMBAHME WMHCTPYMEHTOM NYTEM CXKATHA pbluara
NPOLHBAHHUA 10 COTIPUKOCHOBEHHS € PbIYArOM 3aKPbITHA (NAACTHK K NNACTHKY).
YTO O3HAYAET, YTO HHCTPYMEHT MPUBE.T B ICHCTBUC CKOOKH W IE3BHE HOXKA. M TKaHb
Obina paccedena. (Mnntoctpaums 5)

Poluar  (poliMBaHMs  aBTOMATHYECKH  BO3BPALLACTCA B MPOMEXYTOUHOE
NOJIOKEHHE CPa3y MOCie CHATUS C HETO YCHIUS PYKH, a pblyar 3aKpbITHA OCTaeTCs
B HOJIHOCTHIO 3aKPHITOM NMONOKCHHU. HU B KOEM ciydac He HakUMaHTe Ha KHOMKY
BbICBODOKACHHUA BO BPEMs MPOLIHBAHNSA, TAK KAK 3TO MOXKET BOCNPCNATCTBOBATH
npasuibHOMY (hOPMHPOBAHUIO CKODOK U JIMHWH paspesa.

Buitmanue: [TonbITKy NPUIOKCHUA K PIYArY YCHIIKA /LIS 3aBEPLICHHA CMbIKAHUS
OpaHlueit Mpy HAJINYKUKU UTHLIKOB TKAHK HITH M3NILHEH TOUHHBE TKAHH MOKET
MPUBECTH K HAPYLICHHIO LENOCTHOCTH JHMHHU cKODOK ¢ mocneayroiei
HErePMETUYHOCTHIO MW Ppa3pbiBoM wIBa. KpoMe TOro. 7To MOKET NPHBECTH K
1OBPEKICHHIO WiIM OTKA3Y MHCTPYMEHTA.

cartridge reload is in the instrument. In these cases. the device
will close approximately one-third of the stroke and stop, but will
return to the full open position when the closure trigger is
released. The used or misloaded cartridge module should then be
replaced with a new cartridge reload or, if no cartridge was
present, a cartridge should be loaded in the instrument. After
following the above steps. any device that does not close either
partially or completely should not be used.

NOTE: After closing, pausing for 135 seconds prior to firing may
result in better tissue compression and better staple form.

6 With the handle and closure trigger grasped in the palm of the
hand, place all fingers around the firing trigger. Before firing.
check to ensure the retaining pin is seated in the anvil.

Caution: Always ensure complete jaw closure prior to firing.
Caution: Before firing, verify that the intended tissue is in the
closed jaws of the instrument. If the pin is not properly
positioned, staples may not form properly. which may result in
leakage or disruption of the staple line.

Caution: When positioning the stapler on the application site,
ensure that no obstructions such as clips. stents. guide wires, etc..
are incorporated into the instrument jaws. Firing over an
obstruction may result in incomplete cutting action and/or
improperly formed staples.

7 Completely fire the instrument by squeezing the firing trigger
until it touches the closure trigger (plastic to plastic). signifying
that the instrument has fired the staples and knife blade. and the
tissue has been transected. (Illustration 3)
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Bunmanue: [luxn npownsanns aomxed OwiTh 3asepwien. He swinonusiire
YaCTHYHOE MPOLUMBAHUE HHCTPYMEHTOM. HesasepiueHHbIH UHKA NPOWHBAHUA
MOXET TNPUBECTH K HenpasuisHOMY GopMmupoBanns cxobox, HENoAHOH NUHHU
paspesa, KPOBOTCHEHHIO, HETEPMETHYHOCTH CKOGOUHOTO LIBA W/HIIN 3aTPYAHCHHIO
NPH YAANCHHH HHCTPYMEHTa

8. [ocne 3apepuieHHA NPOLIHBAHHA HHCTPYMEHTOM passeauTe ero Opanun. an
3TOr0 HHKMMUTE HA PHIYAr 38KPLITHA H HAKMHTE OONBLIIMM NaNbUeM KHONKY
BRICBOCOXKACHNA (pa3sMbikaHua Opanmeii). Ilns ynparnsemoro BLICBOGOXKAEHHS
YACPXKHBAHTE KHOMKY B HAKATOM MOMAOKCHHN W CHHMHTE YCHIHE PYKH ¢ phiyara
3akpsiTia. (MamocTtpaumsa 6)

Tonkarenu xacceTh OOHAKAIOTCA M CAYKAT HHAMKATOPAMH HCHONL30BAHWA
KacceTol. ECnM UHCTPYMEHT oOCTaeTcAd (UKCHPOBAHHBIM HA TKAHH W He
PacKpHIBAaeTCA HAKATHEM KHOMKH BHLICBODOXKIACHHA (pasMbikaHuA Gpanweii), ero
MOXHO PacKpbiTh OJHOBPEMCHHBIM HAKATHEM HAa KHONKY BLICBOGOXKICHHS W
OTTATHBAHUEM PHivara 3aKpLITHS.

Buumanuae: Ocmotpure cxoGounbifi OB, 4TOOM YOEANTLCA B OCTAHOBKE
KPOBOTEUCHHA W npasuibHoM dopmuposanuu ckobox. Ecam kpoBoTeyexue
NPOJIONAKAETCH, €10 CNEAYET OCTAHOBHTH HAANIEXKAIUMHK METOAAMH.

9. Bpyusyio oTeeAMTE OrpaHHYMTENb TKaHH. YOeaANTECh B MONHOTE JIHHHE
CKOGOYHOrO WiBa M pa3pesa. YaanuTe HHCTpYMEHT. (Mnmocrpauua 7)

The firing trigger automatically returns to the intermediate
position as soon as the hand releases it, leaving the closure trigger
in the fully closed position. Make sure that the release button is
not pressed during firing as proper formation of staples and cut
line may be compromised.

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

Caution: The firing stroke must be completed. Do not partially
fire the instrument. Incomplete firing can result in malformed
staples, incomplete cut line, bleeding, and leakage from the staple
line and/or difficulty removing the device.

8 After firing the instrument, open the jaws of the instrument by
squeezing the closure trigger and pushing the release button with
the thumb. For controlled release, while holding the release
button down, open your hand to release the closure trigger.
(Ilustration 6)
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The cartridge drivers are exposed as a spent cartridge indicator.
If the instrument becomes locked onto tissue and will not open
by pressing the release button, the device can be opened by
depressing the release button and pulling the closure trigger
simultaneously.

Caution: Examine the staple line for hemostasis and proper
staple formation. If hemostasis is not present, appropriate
techniques should be used to achieve hemostasis.

9. Retract the retaining pin manually. Ensure that the staple line
and the cut line are complete. Remove the instrument.
(Ilustration 7)




7.3. Undpopmaunsn 06 apredakrax

KauectBo MP-TroMorpaMMbl MOXKET 110CTpajaTh. eciiv NPeACTaBsIOLHIA HHTepeC
YUYacTOK COBMAJacT ¢ MECTOM pacrojioKEHUs HMINAHTUPOBAHHOH CKOOBI
M30rHyToro cuiusaioule-pexxyitero annapara CONTOUR wunu  pacnonoxex
OTHOCHTEILHO Onn3Kko K Hel. [To3TOMY MOXET BO3BHHKHYTh HEOOXOAMMOCTh
ontuMuiauuu napametrpos MPT B kadecTse nonpaBkM Ha NMPUCYTCTBHE ITOro
ycTpoiicTea. MakcuManbHble pa3Meps! apredakta (T.€. pasMepbl, BUAMMBIC 11PH
[0CJIEA0BATENLHOCTH HMIYJILCOB IPAAMCHT-IX0). CO3;1aBaEMOro OaHOH CKoOOH,
BLIXOJAT MPUMEPHO HA 3 MM 3a npeensbl pasMepoB cKoObl, MOBTOpss €€ (opMy.

7.3. Artifact Information

MR image quality may be compromised if the area of interest is
in the exact same area or relatively close to the position of the
CONTOUR® Curved Cutter Staplers implantable staple.
Therefore, optimization of MR imaging parameters to
compensate for the presence of this device may be necessary. The
maximum artifact size (i.e.. as seen on the gradient echo pulse
sequence) per staple extends approximately 3-mm relative to the
size and shape of the implantable staple.

Pulse Sequence TI1-SE TI1-SE GRE GRE
Plane Orientation Parallel | Perpendicular | Parallel | Perpendicular
Signal Void Size 17 5 0 24
(mm2)

HmnyabcHas

NHOCJ1e10BATEILHOC TI-SE TI-SE GRE GRE

Th

OpuenTtauus Mapannensu | Tepnenankynapu | Tapannensn | lMepnenankynapH
IJIOCKOCTH as an as as
Paimep 30HBI

OTCYTCTBHA 17 5 42 24
curuana (Mm2)

7.4. Bo3mMoXkHOCTDL
H3e/IHAMH
Bo3MOXHO NpUMEHEHHE COBMECTHO ¢ MEAMUMHCKHMM usiennem «Kaccetbl co
ckobGamu Kk annapatam cluiusatoute-pexy M CONTOUR» (@C3 2011/08985 or
23.12.2019) (xaranoxHsie koab: CR40B, CR40G).

H METOo/Abl HHTerpanHH ¢ JIpYruMy MEIHUUHHCKHMH

7.4. The possibility and ways of integrating with other
medical devices

Can be used in conjunction with MD « Cassettes with staples for
stapling and cutting devices» (FSZ 2011/08985 dated
23.12.2019) (codes: CR40B, CR40G)

7. Texuuueckue xapakrtepucrtuku MH / Technical characteristics of MD
Ha sce xapakmepucmuku pacnpocmpansiomes 0onvemumsie omrionenus + 5 %, eciu ne ykazano unoe/ All specifications are subject 1o tolerance
of £ 5 % unless otherwise indicated
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CxemaTHueckoe H300pakeHHe Annaparta XHpYpruyeckoro cuiBaroule-peskyutero wsornyroro Contour/ Schematic of CONTOUR Curved Cutter Stapler
3uauenne / Value

XapaxTtepHcruka / Characteristic Annapam xupypzuueckuii cuuueaiowge-pexcyuquii usozrymesiii Contour co
cMennoil kaccemoii / Curved Cutter Stapler Instruments
Mass. g/ Macca annapara ¢ yctaHOBNeHHOMH KacceTou, r 490.39
Overall dimensions. mm / 'abapuTHbie pazMephi, MM 440*150*36 £10
Curved Head radius, mm / Paa#yc H30riyToi#i ronoBkH, MM 38.1+ 1.9
The force that must be applied to the firing trigger to install the
staples, N / Ycuaue, kotopoe HeoOXx0aHMO NPHUAOKHTS K pblvary maximum / He Gonee 222.41

NpOLIMBAHUS JUIA YCTAHOBKH ¢kol, H

Force when pressing the clossure trigger. N / Ycunne nps Hakatuu

pbivyara 3akpbitus, H
Force when pressing the release button, N / Ycunue npi Haxatnu
KHONKH BbicBOGOXAeHHs, H

The force required to install the cartridge, N / Ycuine Heobxoaumoe

/U1 YCTAHOBKH CMeHHOH kaccerbl. H
Force required to extract the cartridge assembly. N / Ycusiue
HeoOX0IMMOE LIS H3BJICUEH N jiepxaTes ckodok, 11

maximum / He Gonee 222.41

or less / we donee 22.24

4.45-26.68

minimum / MUHHEMYM 44 .48
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Force required to remove the cartridge module, N / Ycunve
Heobxoaymoe AN yaaneHns Moayns CMeHHOM KacceTbl, H
Number of Staples / Konuuectso ckob
Staple Rows / Psabl ckob
Cutting line,mm / JluHuns paspesa, Mm

Mass, mm / Macca, r
Overall dimensions, mm / Ma6apnTHble pa3mepbl KacCETbl, MM
The jaw aperture of the instrument in the detent intermediate closing
position, mm / PaccTosHWe Mexay Mofynem CMeHHOWN KacceTbl 1
MaccMBHOM GpaHLLIE KAacCeTbl B MPOMEXYTOUHOM (PUKCUPYIOLLEM
COCTOSIHWN, MM
Overall dimensions, mm / MabapuTHbIe pa3mepbl HePOPMOBaHHbIE
CKOObI, MM
The roughness parameter of metal parts, pm / INapameTp
LLIEPO.X0BATOCTN META/IIMYECKMX YaCTeln, MKM
Rockwell hardness /
1'BeppocTb no Pokeenny

Requirements for the thickness of sewn fabrics / TpeboBaHus K
TO/ILLMHE NPOLUMBAEMbIX TKaHeM

Overall dimensions, mm / abapuTHble pasmepbl, MM
Rockwell hardness / TBepgocTb no Pokeenny
The roughness parameter of metal parts (Ra), pm / NapameTp
LLIEPOX0BATOCTM MeTanImyecknx yacteir (Ra), MKM
LLvpuHa pexyLiein Kpomku
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4.45-26.68

46
4

not less than / He meHee 40

Kacceta co ckobamu g1 HopMaslbHbIX
TKaHew
28.06
76.2*63.5 *19.05

95 +2

0.2*3.0*3.5
Ra<l16 "

19 HRC

Do not apply on any fabric that
requires excessive force to compress to
less than 1.5 mm, or any fabric that
easily shrinks to less than 15 mm./
He npw.meHsiTe Ha N1t060 TKaHw,
KoTOpas TpebyeT H3IUTHUX YCUINIA
ona oxatna 4o 1.5 Mv, nim Ha nto6oi
TKaHW, KOTOpas Ierko CXXMMaeTcs Ao
MeHee 15 mm.

KacceTa co ckobamu anst NNoTHbIX
TKaHel
28.94
76.2 *63.5 *19.05

10+2

0.23*3.0*4.7
Ra<1.6

19 HRC

Do not apply on any fabric that requires
e.xcessive force to compress to less than
2.0 mm, or any fabric that easily shrinks
to less than 2.0 mm./
He npumeHsiiTe Ha M0G0 TKaHW,
KoTopas TpebyeT M3NNLLHMX YCUiA
Ana okatvs go 2.0 MM, Wi Ha ntoboii
TKaHW, KOTOPas /Ierko CXUMaeTcs 10
MeHee 2.0 M.

Hox / knife

6.98%39.63*15.42
47-56 HRC

Not more than /He 6onee 0.08

Not more than /He 6onee 8



9. OMNCAHWE MPUHALNEXHOCTEW
HenpumeHnmo

10. NEPEYEHbL N OMNCAHNE MATEPUANOB MU
XapaKTepucTnyeckoe
HanmeHOBaHMe
MaTepuana
Annapat XMpypruyecKuii CLUMBatOLLE-PEXXYLLMIA N30rHY TbI Contour

CTepxeHb npoLumBaHus
Pblyar BTArVBaHUA HOXa
Pblyar npowveaHus
Pblyar 6/10K1pOBKM
MnacTuHa HaKoBa/IbHN
Pbiuar cpabatbiBaHNs
NPY>XVHbI

Mpy>XvHa 6/10KMPOBKM
KHomnka BbICBOOOXK/AEHWS
(pas3mblkaHWs GpaHLLeit)

HavmeHoBaHve getanm TV KoHTaKTa

HeprkagetoLasa crasb

HeprkagetoLasa crasb

o Monukap6oHaT

LLlapHMpHbIN pblyar p .
KpaTkoBpemeHHbIN

(hrkcaTopa

Kopnyc MommKap6oHaT (MeHee 24  yYacoB)

HaEl )a/BI/ITe]'Ib CTEPXKHSA KOHTaKkT C MATKAMA

TOI'IKFE;.Te}'Iﬂ P Monunkap6oHat TKaHAMW,  KOCTHbIMU

- TKaHAMM, AeHTUHOM)
KpbiLka HeiinoH
[onoBka  CTyneHyatoi
v HeprkaBetoLLas CTasib

3aK/MEemnKu

KpHUYoK  CTyneHuaToii

3aKMEemnKu

YaepxvBatoLmin - LWITbIPb HepykaBetowwas CTanb
(orpaHvnunTeNb TKaHW)
Hanpasutenb HOXa
CTep)keHb-TONKaTEb
CpegHsas 4acTb

o HeprkagetoLLas cranb
CTYMEHYATON 3aK/IEeNnKm
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9. DESCRIPTION OF ACCESSORIES

Not applicable

10. LIST AND DESCRIPTION OF MD MATERIALS

Name

Material Marks  Type of contact

CONTOUR Cun ed Cutter Stapler

Firing Bar

Knife Retraction Arm
Firing Trigger
Lockout Lever

Anvil Plate

Lockout Spring
Trigger Spring

Detent Toggle
Release Button

Left Shroud, Right Shroud
Rod Guide

Closure

Head Rivet

Hook Rivet
Retaining Pin

Knife Guide Pin

Push Rod

Middle Rivet

Washer

Washer Mounting Pin
Knife

Knife Holder

Head

Firing Trigger Shroud
Retaining Pin Actuator
Closure Trigger

Stainless Steel

Stainless Steel

Polycarbonate

Polycarbonate
Polycarbonate
Nylon

Stainless Steel Limited Tissue

Contact (<24
Stainless Steel hours)

Stainless Steel

High Density
Polyethylene
Polycarbonate
Stainless Steel
Liquid Ciystal
Polymer

Aluminum alloy

Polycarbonate

Polyurethane



LLIanba

CTepXeHb 415 Lwaiibbl
Hox

Jepxartenb Hoxa
"onoBka
MNokpbiTHe
NpoLLNBaHKA
CTeprxeHb-ToNKaTe b
KHOMNKU

Pbluar 3akpbITus
MNokpbITHe

3aKpbITUA
Kacceta

[na HopMasTbHbIX TKaHel

Pblyara

MonuatuneH BbICOKOM

NI0THOCTY
MonvkapboHaT
HepxxasetoLas ctasib
XXngkuii nonumep
ANOMUHWEBDIN cnnas

Monukap6oHaT

Monukap6oHat

pblyara "epMonIacTUYHbIA

nosnypeTaH

KacceTa (ans HopMarbHbIX XKNAKOKPUCTaINYECKUIA

TKaHeih)
[Jpaiisep

KpblLLKa KacceTbl
Jepxxatenb cKoOboK
(NpepoxpaHuTeNbHasA
nnacTnHa)

CoeanHunTenb
YOEPXUBAKOLLEr0 LUThIPSA
[N NNOTHbIX TKaHel

KacceTta

[paiisep

KpblLLKa KacceTbl
Jepxxatenb cKobok
(MpegsoxpaHUTebHasA
nnacTnHa)

nonvmep
XKuakokpuctannnueckumii
nonvumep

Monukap6oHaT

IMonMaTUIeH BbICOKOM
NMAOTHOCTU

XKnNgKoKprCTaNINYeCKui
nosnmmep

YKNAKOKpUCTaNI/TMYECKNIA
nonvnmep

XKng KokpucTasnnyec ki
nonvMmep

Monukap6oHat

MonNuaTuIeH BbICOKON
M/IOTHOCTHU
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KpaTKoBpeMeHHbIi
(meHee 24 yacoB)
KOHTaKT C MArKUMU
TKaHSAMU, KOCTHbIMU
TKaHAMW, JeHTUHOM)

CoverClosure Trigger

Cartridge

Cartridge Blue

Liquid Crystal Polymer /
Blue

Driver
Cartridge Cap

Stepler Retainer

Retaining Pin Coupler
Cartridge Green
Cartridge 40G

Driver
Cartridge Cap
Stepler Retainer

Retaining Pin Coupler

Staptle

Staple

Termoplastic
polyurethane

Liquid
Polymer
Liquid
Polymer
Polyurethane
High Density
Polyethylene
Liquid
Polvmer

Crystal

Crystal

Cry'stal

Liquid
Polymer
Liquid
Polymer
Polyurethane
Calibre

High Density
Polyethylene
Liquid
Polymer

Crystal

Crystal

Ciy'stal

Titanium alloy wire

Limited Tissue
Contact (<24
hours)

Long-Term
ImplantRev H
(>30 days)



COeAHHUTC b DKuakokpuctananyeckuii
/ IEPAKHBAIOLLETO INTLIPA _ MIONIUMED
CxobkH
[locToAHHBII KOHTAKT
6x IpoBonoka 13 THTaHoBoro| (6Gonee 30 aueii) ¢
CxooKa crasa MATKHMH H KOCTHBIMH
TKAHAMH.

11. JAHHBIE O MAPKHPOBKE MH H EI'O YITIAKOBKE

11. DATA ABOUT LABELING OF MD AND ITS
PACKAGING

3HaueHHs1 CHMBOJIOB, KOTOPbIC MOTYT ObITb YKa3aHbl HA YITAKOBKC.

Interpretation of symbols used on the package.

STERILE [R|

PaanausionHas CTCpHIIH3aLIUA

Sterilized by Irradiation

CMOTPH HHCTPYKUHMIO 10 IIPHUMEHCHHUIO

See Instructions For Use

Koa naptun

Hcnonwb3oBats 10

Use Until Date

BHumanue! QPeaepanbubii 3akon CLUA
paspewiaeT Npoaaxy 9IToro YCTpoOHCTBa)
TONLKO BpauaM WK M0 3aKa3y Bpaueh

Caution: Federal (USA) law restj
this device to sale by or on the order
hysician.

[Mpouzsoaurens

Manufacturer

YNOAHOMOYEHHbIK  NPEACTABHTENb B
Esponefickom Coobuiectse

Authorized Representative  in
European Community

' Lot
B0y
aaal

YNOoAHOMOYEHHBIH  [IpeAcTaBuTe)lb B
ICLLIA

USA | REP Authorized Representative in the U

3anpeT Ha MOBTOPHOC IPUMCHCHHUC

Single Patient Usc

= ERLE»oE

Konuyectso 3nemenToB

1 Unit Qantity
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YcnoBHo 6e3onacHo npy MP (.MarHuWTHO-
Pe30HaHCHOM MCCNefoBaHMm)

3HaK
Coto3e

cooTBeTcTBUA B  EBpomneiickom

CE

| REF] Howmep no katanory
- O - 3HaK "3eneHas Touka"
PRC® CODE: Kog npogykTa
B ogHoii  kopobke  cogepxkuTcs 3

CLUTEBITS- T BLI™ (3b " fornegurensckve ynakosky

OnucaHve ynakoBku:

Kaxgbin Annapat Contour ynakosaH B npo3payHbii M3TI-6nucTep, 3anasHHbI
KpbILWKOW TariBek 1073 ¢ HaHECEHHON Ha Hee MH(opMaLmei.

Kaxgblii 3anasHHblil M3Tr-6nmMcTep nNOMeWweH B KapTOHHYH YNakKOBKY U3
6eneHon cynb(aTHOM LENNN03bl. ITW KapTOHHble YMNakoOBKW BMeECTe C
WHCTPYKLMeR, No TpW ynakoBaHbl B rOPPOKAPTOHHYI YMNakoBKY W COCTaBNAKOT
TOprosyt eauHuyy. M3Tr-6amuctep € 3anasHHOW MemOpaHoi TaiBek C
HaHeCEeHHOW Ha Hee MHMOpPMaLMen CO34aeT CTePUSibHYK0 GapbepHYH YNnakoBKY,
KOTOpas Mno3BOMAeT MNPOBOAUTb CTepuUnu3auumio paguvauveidn u nopaepxusaet
CTepu/bHbI/ 6apbep 40 MOMEHTA UCNONb30BaHUS.

12. CPOK TrOAHOCTMW, CPOK CNYXBbbl, CPOK XPAHEHWA

Cpok rogHocTu - 5 feT.

CpokK cnyx0bl - HENPUMEHWUM, WU3[eNne O4HOKPATHOro NpuMeHeHus. [lonyckaercs
He 60nee LECTU MPOLUMBAHWUIA KaXAOr0 WMHCTPYMEHTa Ha MPOTSXEHWUU OAHOM

npoueaypsbl.

Cpok cnyx6bl MMnnaHTaTa:
TepaneBTWUYECKUIA CPOK CNy>KObI: Mepnog 3a>k UBNeHUs paH
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MR (Magnetic Resonance) Conditio lal

Ce

European Conformity

REF Catalog number
Der Grune Punkt
rMAacyx.: PROD CODE

WTEBITE: 18 0 r (3EACH) CONTENTS; 1BOX (3 EACH)

Packaging
Each Contour is packaged in a clear PETG blister package with
a heat-sealed preprinted Tyvek 1073 lid.

Each sealed PETG blister is placed in a SBS (solid bleached
sulfate) carton. Three of the cartons with instructions 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 radiation sterilization and
maintenance of the sterile barrier until the point of use.

12. SHELF LIFE, LIFE TIME, STORAGE LIFE

Shelf life is 5 years.

Life-time is not applicable (single-use device). Functionally, the
Instruments may be reloaded for a maximum of 6 firings during
a single procedure.

Life-time of the implant;
Therapeutic Lifetime: Wound Healing Period




HecMOTpA Ha TO, YTO HA 3aXKHUBNECHHUE PaH OKa3biBacT pAA GaKTOpPOB B OTHOWEHHH
MAUHEHTOB U XMPYPruyeCcKUx onepauuit (HanpuMep, THN TKaHU. COTMYTCTBYIOLLHE
3a00/1CBaHHA U T.1.), oDllee 32X HBCHHE paH B OCHOBHOM 3aBepUIAETCA Yepes TPy
Mecsilia nocsie Havana jevedus (Singh u coasrt., 2017 r.). TlockosbKy TKaHb
MPOAOMKAET 3aXUBAaTh B TCYEHHE YKA3AHHOTO MEPHOIA BPEMEHH, OCHOBHas
TepaneBTHYCCKan GYHKUKA cOMMKeHUs TKaHei nocie pacceyeHus /pe3eKUmH Bee
oonblue KOHTpoOJIMpYyeTCca peMOAeIMpOBaHHEM TKaHeH. [Mosromy
TEPaneBTHYECKUA CPOK City#xObl paccMaTpHBAEMbIX H3JENHA COCTaBIAET TPH
mecaua. besonacHocTh B 3P PeKTUBHOCTL H3ACTNH JACMOHCTPHPYIOT uYepe3 TPH
MecsiLa nocne Havana Jedenus. Jlanubiii nepuoil BpeMeHM BKIIOYAeT MEPHOA
3AKHUBJAEHHA PaHbl (TO €CTb NPOACJKHTEILHOCTL JICYEHHA) H  BO3MOKHbIE
NOCAEACTBHSA, CBA3AHHbLIE C MPOLECCOM 3aXKHBICHUA (HanpUMep. NO3AHUA CBHLL
unu crpuktypa) ((Reinke u Sorg. 2012 r.: Velnar u coasrt., 2009 r.)).

Tocmmepanesemuyeckuil cpox cyaucoot: Joaecoepesmennsii umnianm

[To OKOHUAHHMM TeEpaneBTHUUYECKOTO CpOKa CiyxObl LHOBHbIX CKOO B TeueHHE
MepHo/ia 3aKUBJIEHUS TKAHW M3JeNHe OCTAeTCs BHYTPH NALMEHTA HA BCIO XKH3Hb
HJTM MOKeT OLITh V,1a/ICHO MOCAC 32K HBJIEHHS BO BPEMS HOPMAJILHOr0 OOHOBICHHS
KNETOK (B OCOOEHHOCTH B XKCNYAOUHO-KMIUCHHOM TPaKTe) MWIW. €c/ii Bpay

MOCYMTAET 7HTO HEOOXOAMMbIM, MMIINAHT YAaNseTcs BO BpPEMS WK [locje
onepauum.
HakoHel. 10CTOSIHHbIE XHpYpruyeckue cKoObl H3 THTaAHOBOro CrjlaBa — 9TO

XOpOoWo H3YUCHHBIE TEXHOMOINHHU € 06[UHprIMH JAHHBIMH 110 0€30MMaCHOCTH Ha
NPOTAKCHHH BCCH KHIHNM MauMeHTa.

While there are a number of patient and surgical factors that affect
wound healing (e.g., tissue type. comorbidities, etc.). general
wound healing is essentially complete by thrce months post
treatment (Singh et al., 2017). As tissue continues to heal during
this time period, the staple therapeutic function for approximating
tissues post-transection / resection becomes increasingly
managed by the tissue remodeling. As a result, three months is
considered the therapeutic lifetime of the subject devices. Safety
and performance of the devices will be demonstrated through
three months post treatment. This length of time includes the
wound healing period (i.e.. the therapeutic lifetime) and potential
later consequences associated with the healing process (e.g., late
fistula or stricture) ((Reinke and Sorg. 2012: Velnar ct al.. 2009)).

Post Therapeutic Lifetime: Long-Term Implant

Once the staple has completed its therapeutic lifetime during the
tissue healing period. the device remains in the paticnt for the
lifetime of the patient or may be expelled after healing during
normal cellular renewal (particularly in the gastrointestinal tract)
or, if the physician deems it necessary. the implant may be
removed either intra-operatively or post-operatively.

Finally. permanent surgical titanium alloy staples are well-
established technologies with extensive history of safety over the
lifetime of the patient.

13. ®OPMA BbIIIYCKA

Annapat  XHPYPru4eckMii  CUIMBAIOE-PEKYILHHA
MOCTABIACTCHS  CTEPUABLHBLIM, U1 O/IHOKPATHOI'O
MCIOBL30BAHUA YyTHANHPYHTE M3enHe.

Contour
ITocae

H30THYTbIH
HCNOJIb30OBAHMS.

KOMMIeKTHOCTL  OAHOW  NEPBHYHON  YMAaKOBKH
cumsaioute-pexyitero usornytroro CONTOUR:

- ANnapar XMpypru4ccKiii cuinsarome-pexyunit u3oruyteiii Contour - | wr.
- CMeHHas KaceeTa ¢o ckobamu - | .

annapata XHpPYpruyeckoro

13. HOW SUPPLIED
The Curved Cutter Stapler CONTOUR are supplied sterile for
single patient use. Discard after use.

Completeness of one primary packaging of the Curved Cutter
Stapler CONTOUR with Reload :

- Curved Cutter Stapler CONTOUR - | pe.

- Reload with staples - 1 pe.
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TosapHast eaMHMLA COACPKMT 3 NEPBHUHbIC YMNAKOBKH B OJHOH KOpOOKE ¢
MHCTPYKUHER NO NPUMEHEHHIO.

[MonHas KoMnAeKTaUWs OAHOH TOProBoi eANHULIbI

- Annapat XHpYpIrH4eCKHH CLIMBAIOUE-PEXY WM u3orHyThiil Contour - 3 wiT,
- CMeHHas KacceTa co ckobamu - 3 wr.

- MHCTpyKUKA no npuMeHenudio - | wr.

-~

Sales unit contains 3
instruction for use.

primary packaging in one box with

The full completenes of one sales unit:

- Curved Cutter Stapler CONTOUR - 3 pcs.
- Reload with staples - 3 pes.

- Instruction for use — | pc.

14. TPEBOBAHMUS BE3ONACHOCTH H 2®PPEKTUBHOCTH MH
IMpeaocTepexeHus H Mepbl NPEIOCTOPOKHOCTH:

* MaJIoMHBa3UBHBIC NPOLIEAYPbI J0IKHBI BBIMOJHATHCA HCKIKOUUTEILHO NHLIAMH,
cleuManbHo OOYUCHHBIMH M 3HAKOMBIMM € METOJAaMH  MajOUHBA3ZUBHOIO
sMmewarenscTsa. Ilepen BbiMmonHeHHWeM 000N MalOMHBA3UBHOM MpoLEaypbl

O3HAKOMbTECh €  MEAMUMHCKOW  JMTEpaTypod  OTHOCHTEILHO  METOJOB.
OCNIOXKHEHUH W PUCKA TAKHX MpoUeayp.
e JlnamMeTp MHCTPYMEHTOB /Uil MAajlOMHBA3UBHOIO BMELIATEILCTBA MOKET

pa3iIM4aTbCa B 3aBUCMMOCTM OT HW3rorosutens. Lcan B Xxoae npoueaypsl
HPUMEHSIOTCS  MAJIOHHBA3MBHbIE MHCTPYMEHTBI M MPHHAANCKHOCTH Pa3HbIX
M3roTOBHTENCH, YOCANTECH B UX COBMECTHMOCTH J10 Havana npoueaypsbl.

* ["nyOoKoe NOHMMaKBWe NPUHUMIIOB U METOJO0B. MCTIONB3YCMbIX MPH NA3EPHBIX,
INEKTPOXUPYPIrHUCCKUX W Y.IbTPa3BYKOBbIX MNpoueaypax, HeoOX0auMo. 4ToObI
M30eXKaTh pUCcKa NMOPAXKEHUS IICKTPHUECKHM TOKOM M OXOTOB KaK NatlHeHTa, Tak
M MEAHUMHCKOrO [1€pcoHana, a TaKKe NOBPEKACHUS JaHHOro ycrpoicrsa u
APYTHX MEAHUMHCKHX HHCTPYMEHTOB. YOeANTECh. UTO DACKTPHUCCKAs H30MsLIMs
M 3azeMiende  He Hapyiedsl.  He norpyxkaiite  3neKTpOXHpYpruueckue
MHCTPYMEHTbl B /KHAKOCTb, 33 HWCKJHOYEHHEM TEX HHCTPYMEHTOB. KOTOpbIE
CneunasbHo  pa3paboTanbl QIS MOrPYKEHHWS M MMCIOT COOTBETCTBYIOILYHO
MapKHpOBKY.

* [lpesonepauvonnas nyuepas Tepalis MOXKCT W3MEHMTb XapaKTepPUCTUKH
TKaHed. Takue M3MEHEHMs MOrYT, HanpuMep, YBEIUUWTHL TOJIHMHY TKaHW 3a
fpeaeibl, YCTAHOBIIEHHbIC A1 BbIOPaHHOrO clunBatoulero ycrpoiicrsa. Caeiyer
TLATEABHO [IPOAHAIH3UPOBATL BCC NPOLEYPbl, BHINOJHCHHBIC Y HAIIMEHTA A0

19. MD SAFETY AND EFFECTIVENESS

REQUIREMENTS

Warnings and Precautions

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

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

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

* Prc-operative radiotherapy may result in changes to tissuc
characteristics. These changes may. for example, cause the tissue
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XHPYPrU4eckoi ornepauvn, KoTOpbie MOryT nortpedoBaTh H3IMEHECHUS TEXHUKH
BMELLATEIILCTBA MITK BLIOOpA APYrUX XUPYPruyeckux npoueayp.

 He BbINOAHARTE NpOUIMBAHHE, CCITM B MHCTPYMEHT He YCTAaHOB/IEHA KacceTa.

e O0s3aTC/ILHO VAANANTE KONMAYOK, YAEPAKHBAIOWMK CKOOKH, 10 BBE/ICHUA TKaHH
B MHCTPYMCHT M CMbIKaHHA OpaHiei.

* Ecau Ha Moaylie cMEHHOH KacceThl OTCYTCTBYET KOJINAYOK, YAEPXKHBAIOUIMIA
CcKOOBI. yiaaaute ero B OTX01bl M 3aMeHuTe HOBbIM. He chumaiite konna4ok.
YAEPXKHUBAKILHA CKOObI, CO CMEHHOM KacceThl 10 €€ YVCTAHOBKH B HHCTPYMEHT.

¢ Jlo cMblKaHHs OpaHiei MHCTPYMEHTA Ha TKAHM OCMOTPUTE MOBEPXHOCTH HOBO#M
KacCeThl B MECTaX MPE/ICTOALLErO BbIX01a ckoOoK. Ecan okpauieHHble TOaKaTEAH
BLICTYNAIOT U3 KACCETHI, 3aMEHHUTE €€ HOBOM.

« Jlo HanoxeHns ckoOOK ydeanTech B NPAaBUABHOCTH PacnoIOKEHHUA CLUMBAEMON
TKaHu Mexay OpaHuiamu. CMOpUIMBAHHE, PaACTHKEHUE WIM HepaBHOMepHas
3arpy3Ka TKAHH MOXET MPHUBECTH K HETEPMETHYHOCTH 111BA, KPOBOTEYCHHIO MJIH
pazpbiBY CKOOOYHOTrO LWIBA.

* YOeanTech, Y4TO He OVICT BBINOIHEH pa3pe3 TKAHK B HEHAANEKALUEM MECTE.

» O0a3aTenbHO 00ecneybTe NOMHOE CMBIKAHHE TEpe.1 NPOUIMBAHHEM.

e 1o npoiuusaHus yOeauTech B TOM, YTO HYXHbII YYaCTOK TKAHH HAXOIMTCA
MEXAY COMKHYTbIMH OpaHiiamu HHCTpyMeHTa. Ecau wrhipe pacnonoxen
HENpaBUIbLHO. CKOOKH MOTYT TNPUHATL HENpaBwiIbHYIO (OpMY, UTO MOXET
NPUBECTH K HEFEPMETUYHOCTH HIH Pa3pbIBY LUBA.

* {Ipn vcTaHOBKe CLIMBAIOLIErO annapara B MecTe BMeEluaTebcTBa yoeautech B
OTCYTCTBHMH MPENATCTBUIA, TAKMX KAK 33XKMMBbl. CTEHTbI, NPOBOJHHKH H T.A.. MEXAY
6paHwaMy uHcTpyMeHnTa. [lpolunMBaHue uepes NpenaATCTBUE MOXKET MPHBECTH K
HCNOJNHOMY pa3pe3aHHIO W/HIK HellpasuibHOMY GOPMUPOBaHHKIO CKOD.

* Hln B KoeM ciiyyae He HaXXKHMAHTE Ha KHOMKY BbICBOOOXACHMA (pa3MbiKaHWUs
OpaHiieil) BO BpeMs MpOlUMBAHHWA, TaK KaK JTO MOXET BOCHPENATCTBOBATH
npaBuibHOMY (OpMHUPOBaHHIO CKOOOK U IMHUM pa3pesa.

e Cneayer cobn0aaTb OCTOPOXHOCTb H  HE  BbINO/NHATL  IPOLUWBAHUE
MHCTPYMEHTOM, €CH 00pa3yloWHAcs CKODOUHbIN 1WOB OYACT HATAHYT.

e Jlo npommBanus ybeauTech B TOM. YTO OrPaHUYHMTENb TKAHU MOrPYKEH B
naccuBHylo 6panwly. Eciiv witbipb pacnonoxeH HeENpaBUibHO, CKOOKH MOryT

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.

* Do not fire device without a loaded cartridge.

* Be sure to remove the staple retainer prior to inserting tissue and
closing the device.

* If the staple retainer is not in place in a cartridge module, discard
the cartridge module and replace with a new one. Do not remove
the staple retainer from the cartridge until the reload cartridge has
been inserted into the instrument.

* Before closing the instrument on tissue. observe the surface of
the new reload where the staples will emerge. If colored drivers
protrude out of the reload. replace with another reload.

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

* Ensure that unintentional tissue is not cut.

» Always ensure complete closing prior to firing.

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

* When positioning the stapler on the application site, ensure that
no obstructions such as clips, stents, guide wires, etc., are
incorporated into the instrument jaws. Firing over an obstruction
may result in incomplete cutting action and/or improperly formed
staples.

» Make sure that the release button is not pressed during firing as
proper formation of staples and cut line may be compromised.
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NPUHATbL HENPaBUIbLHYIO QOPMY, YTO MOXKET NPUBECTH K HCTEPMETHYHOCTH MNH
pa3pblBy LLBA.

* He BbimoansiitTe npouiMBaHUME WHCTPYMEHTOM, CCAM pblyar 3aKpbITHUS HE
3aKperieH HaanexawmM obpa3oM Ha pyuke.

+ JIna npaBUALHOTO NPOWIKUBAHUSA pblYar NPOLIMBAHMSA JIOJIAKEH ObITh IOJTHOCTHIO
NPUTAHYT K pbivary 3akpbiTis. He BbinonusiiTe 4acTHYHOE nNpoOLIUBaHHE
MHCTPYMEHTOM.

* [TonbITKK NPHUIOKEHHS K pPbINATY YCHAUA 08 3aBEpPUICHUA CMbIKaHWs OpaHiueH
NPy HAJTKYHUU H3AUUIKOB TKAHHU WIH U3NWLIHEH TONMHBI TKAHW MOXET MPHUBCCTH
K HapYUICHHUIO UENOCTHOCTH AMHUH CKOOOK ¢ NoCcaeayIoWeil HErepMeTHUHOCTBIO
iy paspeiBoM Ba. KpoMe Toro, 310 MOXKeT NpUBECTH K MOBPEXKACHHIO KM
OTKa3y WHCTPYMEHTA.

* [lukn npowmnBanua 10keH ObiTh 3aBeplueH. He BbINOHAHTE 4acTHUHOE
NpowHBaHUe HHCTpyMeHTOM. He3aBepluieHHBIH UUKT MNPOLIMBAHUA  MOXET
NPUBECTH K HENPaBHJILHOMY (POPMHPOBAHUA CKOOOK. HENOJIHON TMHMHK pa3pe3a,
KPOBOTEYEHHUIO, HErePMETHYHOCTH CKOOOYHOIO 1BA W/WIAW 3aTPYAHEHUIO NpPH
YAQJICHUU UHCTPYMEHTA.

* llocne npowMBaHHA M OCBODOXAEHHA TKaHeM. 10 YAAIIEHHWA HHCTPYMEHTA.
yOeauTech B NOTHOTE pa3pesa.

* Jlo vAaJIcHHS UHCTPYMEHTA BPYYHYIO YAANUTE OTPaHUYMUTEIb TKAHH.

* OcMoTpHTE CKOOOYHBIH OB, YTOObI YOEAUTLCA B OCTAHOBKE KPOBOTCYEHHUS U
npaBuabHOM (OPMHUPOBAHHH CKOOOK. Ec/iM KpOBOTEUEHHE [1PO10/IKACTCA, €ro
cieyeT OCTAHOBHThL HAIECKALLMMH METOaAMH.

* [Tocste pacceucHUs NPAMON KULIKM PEKOMEHAYCTCA BBIIIOAHUTD TECT HA VTCUKY
J0 HUIOKEHUSA aHACTOMO3a.

* U3ornyreiit cwuarowe-pexymuit antiapat CONTOUR MoxHO nepesapsixarts B
Xoje ojiHoH npoueaypei. He nepesapsikaiite MHCTpyMeHT Ooniee NATH pa3, YToOb!
odluee KOAUYECTBO IPOLIUBAHKH O;1HUM MHCTPYMEHTOM COCTaRUIO He Oonee
LWECTH.

* HenpasuiibHas O4MCTKA MHCTPYMEHTA nepe Nepe3apaaKod MOXET NPUBECTH K
ero NOBPEXKACHHIO W HAPYIIMThL pa3pce3aHue TKaHH H PopMHUpoBaHHe CKOOOK npu
110CE1YI0IIEM MPOLIHBAHHH.

* Care should be taken not to fire this instrument when the
resulting staple line will be in tension.

* Before firing, check to ensure the retaining pin is seated in the
anvil. If the pin is not properly positioned, staples may not form
properly. which may result in leakage or disruption of the staple
line.

* Do not fire the instrument unless the closure trigger is properly
latched against the handle.

* The firing trigger must be pulled back completely against the
closure trigger to properly fire the instrument. Do not partially
fire the instrument.

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

* The firing stroke must be completed. Do not partially fire the
instrument. Incomplete firing can result in malformed staples.
incomplete cut line, bleeding. and leakage from the staple line
and/or difficulty removing the device.

* After firing and release and before removing the instrument,
check that the cut is complete.

* Retract the retaining pin manually prior to removing the device.
» Examine the staple lines for hemostasis and complete closure.
If hemostasis is not present. appropriate techniques should be
used to achieve hemostasis.

* Following a division of the rectum, it is recommended that a
leak test is performed prior to the creation of the anastomosis.

» The CONTOUR Curved Cutter Stapler may be reloaded during
a single procedure. Do not reload the instrument more than five
times for a total of six firings per instrument.

* Failure to properly clean the instrument prior to reloading could
damage the instrument: compromise cut line and staple formation
of subsequent firings.
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o UHcTpyMeHTbI MK yCTPOHCTBA, HAXOAALLUECS B KOHTAKTE ¢ OHONOTHUECKUMHU
KHAKOCTAMH, MOTYT NMOTPeOOBAaTh CIELHANIbHBIX METOAOB YJANEHHA B OTXOAbL.
4yToObI H30eXKaTh OHONOrHUCCKOro 3arpsA3HEHHA.

* Vaansiite B OTXOIbl Nt0Oblc M3BACYEHHBIC W3 YNAKOBKU HHCTPYMEHTbI, Kak
MCI0JIb30BAHHbIE, TAK W HEHUCTIO1b30BaHHbIC.

e VCTpoHCTBO YNAaKOBAHO M CTEPUIIH30BAHO B PpacHeTe Ha 0;1HOPa30BOE
ucnoJib3oBanue. [IpuMeHeHHEe ero Ha HECKONbKUX NAUMEHTaX MOXET HapyLIWTDb
LEJJOCTHOCTL YCTPOMCTBA WK €03/1aTb PUCK KOHTAMHHAUMH, HTO, B CBOKO OUEPEIb.
MOXXET NPUBECTH K TPaBME Wiy OONC3HHU NalUMUeHTa.

Bo3MoxHO npuMeHeHHe npu onpele/leHHbIX yerosuax MPT

Hekanuuueckne HCNbITAaHUS NPOAEMOHCTPUPOBAIH, YTO UMITIAHTHPYEMas CKOOKa
n3 TuraHoBoro (Ti3Al2.5V) cnnaBa B 3THX yCTpOHCTBAaX COOTBETCTBYET YCIOBUAM
2,1I6pHO-MarHHTHOTO cKaHWposanua. [TauMeHTy ¢ MMIIAHTUPOBAHHBIMH CKOOKaMH
MOXHO 0€30MacHO BLIMONHATL CKAHMPOBAHHUE Cpa3y XKe 10CJ1€ HANOKEHUS 3TUX
cKOOOK Mpy coOMOACHUH CAeAYIOLHUX YCIOBH.

s [TocTosaHHOE MarHuTHoe noJc He dosaee 3.0 Ta.

« [pocTpancTeeHHbli rpaaneHT nosas 720 I'c/cm.

» MakcuManbHblii yaenbHblid kodgduureHT noriouenus seero tena (YKIT) 2.7
Bt/kr 3a 15 Mun ckaHupoBaHus.

HarpeBauune npu MPT

JlaGopaTopHblc  HCNBITAHUA  MNOKa3alu, YTO  WUMIUIaHTUpyemas  ckoda.
uiroTos.leHHas n3 cnaasa turada (Ti3AI2.5V) u Haxoaswascs B M30THYTOM
cuuBaiowe-pexymem  annapare  CONTOUR.  Bbi3biBana  nosbluieHHe
TeMmneparypbl MeHee yeM Ha 2°C npH MaKCMMalbHOM 3HAYEHHH Y.IEAbHOTO
koxpduumenTa nornowmenna Beero Teaa (YKII) 2.7 Br/kr. onpeaenetiHbiM
KaaopuMeTpUiecku 3a |5 MUHYT ckannpoBanus B MPT ckanepe (npu 3 Tn . 128
MI'u, nporpammuoe obecneuenne HDX. nporpammuoe obecneuenue 14X M3,
General Electric Healthcare. Milwaukee, WI).

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

* Dispose of all opened instruments whether used or unused.

« This device is packaged and sterilized for single use only.
Multiple patient use may compromise the device integrity or
create a risk of contamination that. in turn, may result in patient
injury or illness.

MR Conditional

Non-clinical testing has demonstrated the implantable staple
made of titanium (Ti3Al2.5V) alloy in these devices is MR
Conditional. A patient with the implanted staples can be scanned
safely immediately after placement of these staples, under the
following conditions:

* Static magnetic fi eld of 3.0 Tesla or less

* Spatial gradient fi eld of 720 Gauss/cm.

» Maximum whole body averaged specific absorption rate (SAR)
of 2.7 W/kg for 15 minutes of

scanning.

MRI Related Heating

In non-clinical testing. the implantable staple made of titanium
(Ti3AlI2.5V) alloy in the CONTOUR® Curved Cutter Staplers
produced a temperature rise of less than 2°C at a maximum
whole body averaged specific absorption rate (SAR) of 2.7
W/kg, as assessed by calorimetry for |5 minutes of MR
scanning in a (3-Tesla/128-MHz. Excite, Software HDx.
Software 14X.M5, General Electric Healthcare. Milwaukee,
WI) MR scanner.
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15 HHOOPMAILIUA Ob YIAJEHHHA H HU3BJIEYEHHHA
UMILIAHTHPOBAHHBIX CKOb
MMocne 3aBepuieHUs CpoKa cyKObI CKOOKH OCTAIOTCA Y NaLMEHTA Ha BCIO AU3HD
HIW MOTYT ObiTb YyJaJ€Hbl [OCAE 3AKHBJIECHUA BO BPCMA  HOPMANLHOrO
OOHOB/IEHHL  KJIETOK MWJIH. ecAd Bpay COYTCT 3TO  HEOOXOIMMBbIM,
HUMIIAHTHPOBAHHBIE CKOObl MOTYT ObITb YjajeHbl JIMOO BO BpeMs onepauuu,
ambo nocae onepaunmn XUpyprudeckuM mMetooM. [locTosHHbie XHpypruyeckue
CKOOKH M3 TUTAHOBOTO CFJIABA OTHOCATCS K IIUPOKO M3BECTHBIM TCXHOIOTUAM €

O6LUMprH\-IH JIAHHBIMH 110 0€30MaCHOCTH 3a NCPHOA dKH3HH MNAUNCHTA.

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. Permanent surgical
titanium alloy staples are well-established technologies with
extensive history of safety over the lifetime of the patient.

16. THO®OPMAILUS O JIEKAPCTBEHHbBIX INPEITAPATAX H (MJIH)
GOAPMALEBTHYECKHX CYBCTAHLUHUAX B COCTABE MH
Henpumenumo. Jlannoe MU He coiepXuT B cocTaBe JIeKapCTBCHHbBIE NPeNnapaTthl
M HE UCMNONb3YCTCS B COMETAHWU C HUMMU.

16. INFORMATION ABOUT MEDICINES AND (OR)
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD
Not applicable. The devices do not contain medicinal substances
and are not used in combination with medicinal substances.

17. ONUCAHUE METOJA CTEPUJIN3ALIUH, CBEJAEHUS O
METOJIAX BAJJUJALIMH B OTHOLUIEHUH MTPOLUECCA
CTEPUWJIU3ALIMH, O BAJIUJALIUH NTPOLIECCA YITAKOBBIBAHUS
JJIS1 CTEPHUJIBHBIX U3AEJIHUHA

[MpuGop u ynakoBka ;101KHbI NPOACMOHCTPHPOBATL CMTOCOOHOCTH BbIAEPKHBATDL
Ao3y odnyuenns 55 «I'p.

17. STERILIZATION METHOD, STERILIZATION
VALIDATION, PACKAGING VALIDATION FOR
STERILE DEVICES. PACKAGING PROCESS
VALIDATION

The instrument and packaging must be demonstrated to be
capable of withstanding a radiation dose of 55 kGy.

18. TPEBOBAHHsI K TEXHHYECKOMY OBCIHYXHWBAHHIO H
PEMOHTY MU
HenpumeHumo.

18. REQUIREMENTS FOR TECHNICAL SUPPORT AND
REPAIR OF MD
Not applicable.

19. YCJIOBUSA TPAHCIIOPTUPOBKH H XPAHEHHUA
YcnoBust TPaHCNOPTHPOBKH U XPaHEHHUS:

HaumeHoBanue Jinana3zon
Temnieparypa Temnepartypa xpanenus 10 +60 °C
( TPAHCNOPTUPOBKH)

[Temnepatypa (xpaHeHus)  [<25°C
OTHOCHTENILHAS BIAXKHOCTL  [<60%

19. CONDITIONS OF TRANSPORTATION AND
STORAGE
Transportation and Storage conditions:

Designation Range
'Temperature (Transportation)  {Storage temp up to +60 Degree
celcius
[Temperature (Storage) <25°C 3
Relative humidity <60%
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20. NIOPANOK A YCJHOBUS] YTUIU3AIIUN UJIM YHUUTOXEHUSA
MH

YTUAn3upyiiTe MeIMUMHCKOE HW3Je/IME B  COOTBETCTBUHU ¢  TpeOOBaHUAMM
HaUHOHAbHOIO  3aKOHOAATE/NbCTBA W TpeDOBAHUAMH K  HCNOAL3OBAHHUIO
OHOIOIrMYECKH ONACHbIX H3AEAHH MEAHLMHCKOIO Ha3HAYCHHA.

YTuamzauua usgenuid 10/KkHa npoBoanThes cornacHo CanlluH 2.1.3684-21 nu
JOJIKHBE YTH/IW3UPOBATLCSA COOTBETCTBYIOLLIMM 00pa3oM.

Knacc Meaunnuckux oTxoa0B B cooTBeTcTBHH ¢ CaunlluH:

JIng HCHCTIONbL30BAHHONO H3AeNust — K1acc A

Jina ucnoab30BaHHOTO HW3Aens knace - b

20. MD DISPOSAL RULES AND CONDITIONS

Dispose of the medical device in accordance with national legal
and biohazard medical device requirements.

Disposal of products must be carried out in accordance with
SanPiN 2.1.3684-21 and must be disposed of properly.

Medical waste class in accordance with Russian SanPiN:
For unused device — class A
For used device —class b

21. IEPEYEHb MATEPHAJIOB )KHBOTHOI'O U (UJIH)
YEJIOBEYECKOTI'O IMTPOUCXOXIEHHS

HenpuMennmo. JlaHHOE MEAMUMHCKOE U3AEHE HE COAEPXKHUT MaTepHalibl
XHBOTHOTO H (HU.1H) HENO0BEYECKOrO NPOHCXOKAEHHS.

21. LIST OF MATERIALS OF ANIMAL AND (OR)
HUMAN ORIGIN

Not applicable. This medical device does not contain materials
of animal and / or human origin.

22. NEPEYEHb CTAHJIAPTOB
Cranaapr | HazBaune
Cucmemst ynpag.ienid
H3neana meanunHekue. CUCTEMBI MEHEIKMCHTA
KauecTBa. TpeboBaHUA K peryjiMpoBaHHIO.

EN [SO 13485

EN ISO 14971 H3penus MEIMUMHCKHE. [Tpumenenune

MEHEDKMEHTA PUCKA K MEIMUMHCKUM U3/IENHAM
Mapruposra

H3npenuns MEIHLLHHCKHE. CumBonbl,

NpUMeEHACMbIEC npH MapKHpPOBaHHH Ha

MEIMUHHCKHUX  M3ICIHAX, OTHKETKaXx W B

CONpPOBOAMTENLHON JOKYMeHTauuu. Yacts |

Ob6uine TpeboBatins

H3nenus ME/IMLIMHCKHE.

npeoCTaBAseMas H3IrOTOBKUTEICM

Konempykyus

EN ISO 15223-1

EN 1041 Hudopmaums,

22. LIST OF APPLICABLE STANDARDS

Standard [ Title

Management Systems

EN ISO 13485 Medical devices - Quality managemer
systems - Requirements for

regulatory purposes

EN ISO 14971 Medical devices - Application of ris
management to medical devices
Labeling
EN ISO 15223-1 Medical devices - Symbols to be used wit
medical device labels, labeling an

information to be supplied - Part 1: Gener:
requirements

EN 1041 Information provided with medical devicg

Design

EN ISO 16061 Instrumentation for use in association wit]

non-active surgical implants
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EN ISO 16061

MUHCTPYMEHTBI, HCIIOJIb3yeMble  COBMECTHO ¢
HEAKTHBHbLIMH XHPYPruyeCKMMH UMILIaHTaTaMK.

EN ISO 14630

Non-active surgical implants

EN ISO 14630

HeakTHBHbIE XHPYPrUuYeCKHE HMIIAHTATbI

EN 62570 Standard practice for marking medicgl
devices and other items for safety in the
magnetic resonance environment

EN 62366 Medical Devices- Application of usability

engineering to medical devices

EN 62570 OO0uwenpuHaTas MNpaKTHKa A8  MapKUPOBKH
MCAMUMHCKHUX YCTPOHCTB U JPYrUX MYyHKTOB A5
6e30MacHOCTH B CPE.1€ MArHUTHOTO PE30HAHCa

EN 62366 MeanumHekue yCTpOHCTBa -Ilpumenenue
pas3paboTku yao6cTBa Nnosib30BaHHS K

MCAULIMHCKUM _\'CTpOﬁCTBaM

Biocompuatibility

Buocosevecmuniocms

EN ISO 10993-1

Biological evaluation of medical devices
Part |: Evaluation and testing within a risk
management process

EN 1SO 10993-1

buonoruyeckas oleHka MEAMUMHCKHX YCTPOHCTB
- Yactb |: OueHka ¥ HCHBITAHHS B paMKax
npouecca MeHe, LKMEHTa pUCKa

EN ISO 10993-2

T

Biological evaluation of medical devices
Part 2: Animal welfare requirements

EN ISO 10993-2

OueHka Ovooruyeckas MeIHUMHCKUX HIEIHH.
Yactb 2. TpebGoBaHMs K 3aLUMTE KMBOTHbIX

EN ISO 10993-3

Biological evaluation of medical devices
Part 3: Tests for genotoxicity,
carcinogenicity and reproductive toxicity

EN ISO 10993-3

buonoruueckas oueHKa MEAMUMHCKHX H3ICIHIA.
Yacte 3. HcnbltaHHs Ha  FEHOTOKCHUYHOCTD,
KaHUEPOrCHHOCTh 7] PENPOAYKTHBHYIO
TOKCHYHOCTh

EN ISO 10993-5

Biological evaluation of medical devices
Part 5: Tests for in vitro cvtotoxicity

EN I1SO 10993-5

Buonornvueckas oueHka MEAHUMHCKHX W3JIEIHiA.
YacTb 5. UcnbiTaHus Ha IWTOTOKCUYHOCTD N Vitro

EN ISO 10993-6

Biological evaluation of medical devices
Part 6: Tests for local effects afte
implantation

=1

EN ISO 10993-6

Buonoruueckas ouecHka MEIHUMHCKUX YCTPOHCTR
— Yacts 6: Tecthl ans nokaibHbiX 2¢¢eKTOB
110C/1¢ UMILIAHTALMH

EN ISO 10993-10

Biological evaluation of medical devices
Part 10: Tests for irritation and skip
sensitization

EN ISO 10993-
10

OueHka OHONOrHYeCKas MEJMUMHCKHX H3CIH.
Yacts 10. [lpobnl Ha  pasapaxenue H
AJIIEPIHYECKY IO PEAKLIMIO KOKH

EN ISO 10993-11

Biological evaluation of medical devices
Part 1 1: Tests for svstemic toxicity

EN ISO 10993~
11

Hzaenmns meauumHekue. OneHka OMON0ru4eckoro
JeHCTBHS. YacTtb 1. HUccneaoBanus
ODLUETOKCHYECKOTO ACHCTBHA

IEN I1SO 10993-12

Biological evaluation of medical devices
Part 12: Sample preparation and referende
materials

ENISO 10993-18

Biological evaluation of medical devices
Part 18: Chemical characterization qf
materials

Sterilization
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EN ISO 10993-
12

Ouetka 6uonoruyeckas MeIHLIMHCKUX
ycrpoiicte. Yacte 12. Tloarotoka obpa3suos u
JTa/JIOHHBIX MaTepHaJIoB

EN ISO 10993- OueHka OHonoruyeckas MeAHUMHCKHX HM3JIETHA.
18 Yacrb 18. Onpeaenenue XHMHYECKHX
XapaKTCPHCTHK MaTEPHANOB
Cmepuauzayus
EN 556-1 Crepunusaums MEANLIMHCKHX H3JENTHIA.
TpeboBanus K MEAMUMHCKHM  M3/1ENTUAM

KaTeropuu "crepunbhbie”. Hactb 1. Tpebosanus k
MeIUIIMHCKUM H3/1CTTUAM, nojsiexatmum
(UHULIHON CTepHIM3aLHK

EN 556-1 Sterilization of medical devices |-
Requirements for medical devices to be
designated "STERILE" - Part |:
Requirements for terminally sterilized
medical devices

EN ISO 11737-1 Sterilization of health care products |-

Microbiological methods - Part |[:
Determination of a population qf
microorganisms on products

EN ISO 11737-1

Crepunusaums  MCIAMUMHCKHX  YCTpOHCTB -
Mukpobuonorudeckux wmeroaoB - Yacrs |I:
OnpeaeneHue HaceaCHUA MHUKPOOPraHHU3MOB Ha
NpPOAYKTax

EN ISO 11737-2

Sterilization of medical devices
Microbiological methods - Part 2: Tests ¢
sterility performed in the definition,
validation and maintenance of
sterilization process

=]

ENISO 11737-2

CrepuiMsaumns  MEAMUMHCKHUX  YCTPOHCTB -
Mukpoduonornueckux merogaos - Yacre 2:
AHailM3bl  CTEPUIBHOCTH  BBIIIOJAHAKOTCA B
OMpcAENeHNN. MNpoBEepKke M 00CIYKHBAHUH
npouecca cTepuan3aunt

ENISO 11137-1

Sterilization of health care products |-
Radiation - Part 1: Requirements fqr
development, validation and routine
control of a sterilization process fqr
medical devices

ENISO 11137-1

Crepuaunsanms H3enH ME U LIMHCKOrO
HaszHayeHus - Paanaums - Yactb 1: Tpebosanus
AN pa3BUTHA, 1IPOBEPKH U OOBIYHOIO KOHTPOIIA

ENISO 11137-2

Sterilization of health care products
Radiation - Part 2: Establishing the
sterilization dose

o0c33apaXKMBaHUA oOGpalarbiBaloT a0
METMUMHCKHUX YCTPOHCTR
ENISO 11137-2 | Crepuausaums u3aenui MEAMUMHCKOro

HasHaveHHUs - Paanauus - Hacte 2: YeTaHoB1eHHe
[103b1 00€33apaXKMBAHUSA

Puckaging
ENISO 11607-1 Packaging for terminally sterilized medic3l
devices - Part 1: Requirements fqr

| =%

materials, sterile barrier systems an
packaging systems

Vnaxoera

EN ISO 11607-1

YnakoBka A8 MEIHLMHCKHMX H3/1C/HH,
noanaexaunx QUHUUIHOW cTepunuzaunn. Yactb
1. Tpebosanus k Marepuaiam, OapbepHbIM

EN ISO 11607-2

Packaging for terminally sterilized medic3
devices - Part 2: Validation requiremen
for forming. sealing and assembl
processes

[72]

Manufacturing
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CUCTEMAM U1 CTEPUIIM3aUNWM M YIIAKOBOUHBIM
cUCTEeMaM

EN ISO 11607-2 | YnakoBka  aas MEHLUHHCKHX H3JIENNH,
noasnexauux ¢GpuHUILHOA cTepunusauuu. Hacrs
2. TpeboBanns K BaiWJauKMH  NPOLECCOB
$OpMUpOBaHUS. repMETH3ALUMH H COOPKH

IIpouzeodcmao
EN ISO 14644-1 | UucTble nNOMELICHHS M CBA3aHHBIE ¢ HUMH
KOHTPOJHUpYEMbIE cpeast. Yactb l.
Kaaccudukauus YHCTOTBI BO3/yXa no

KOHLIEHTPALIMKM HaCTHLL
EN ISO 14644-2 | Yuctsle NOMELLEHHS H CBS3aHHbIE
Mukpoknumatel - Yacte 2: Koutpons ans
rnpeacTaBlieHHs CBUETENbCTR
NPOU3BOAUTEILHOCTH  YMCTOrO  NMOMELUCHHS.
CBA3aHHOMN c BO3AVUIHOH YUCTOTOH

KOHUEHTpalMEe W HaCTHLbI
EN ISO 14644-5 | YUucTble noMeuieHUs M CBA3aHHble €  HUMH
KOHTpOUpYEMbie cpeabl. YacTb 5. Dkcrutyatauus

EN ISO 14644-1 Cleanrooms and associated controlled
environments — Part 1: Classification (
air cleanliness by particle concentration

—
]

EN ISO 14644-2 Cleanrooms and associated controlled
environments - Part 2: Monitoring to
provide  evidence  of  cleanroo
performance related to air cleanliness b'[y
particle concentration

—

EN ISO 14644-5 Cleanrooms and associated controllefd

environments - Part 5: Operations

23. TAPAHTHA

[FapaHTHiIHBLIA CPOK XPAaHCHWA - MPOM3BOAMTENbL TapaHTUPYET COXPAHCHHUC
CTEPHIBLHOCTH NPOAYKTa M €10 NPUTOAHOCTD A1 HCMOIL30BaHHA 10 HA3HAYCHUIO
NPy YCIOBUH MPaBWILHON TPAHCMOPTHPOBKH H XPaHEHWA B TEUCHHE CpOKa
rOAHOCTH, YKa3aHHOIO Ha DTHKCTKE NPOJYKTa.

[lpou3BoamTENb HE HECET OTBETCTBEHHOCTH 3a JitOOblE [I0BPCHKACHWA HiU
HECYACTHbBIC CY4aH, BOBHUKILIUC B PE3Y.IbTATE HENPABHILHOIO MCIO/Ib30BAHUA,
YCIOBEYECKON OUIMOKM MM BHEILHUX 4pe3BbluaiinbiX cuTyalnit. [lo Bonpocam
KayecTBa MNpOAYKUMH oOpaliaiTecb K aBTOPH30BAHHOMY  MpPEACTABUTENO
[POU3BOAUTENA.

23. WARRANTY

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

24. HAUMEHOBAHHUE U IOPUJIMMECKHUHA AJIPEC
NMPOU3BOJAHUTEJA MU U YIIOJTHOMOYEHHOTI'O
NPEJCTABUTEJA NPOU3ZBOJAUTEJIS B POCCHH

24. NAME AND LEGAL ADDRESS OF
MANUFACTURER AND AUTHORIZED
REPRESENTATIVE IN RUSSIAN FEDERATION
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PA3PABOTYHK:

IHkoH Drao-Cepaxepu, Uuk. / Ethicon Endo-Surgery, Inc.

4545 Creek Road Cincinnati, Ohio 45242 USA

NPOU3BOAUTEID:

D1uron Inpo-Cepmuepu, In-I1-Cw/ Ethicon Endo-Surgery, LLC

475 Calle C

00969 Guaynabo PUERTO RICO USA

MECTO INPOH3BOJACTBA:

1. Ethicon Endo-Surgery S.A. de C.V.,

Avenida de Las Torres 7125. Colonia Salvarcar 118, 32580 Ciudad Juarez,
Chihuahua, Mexico

2. Ethicon Endo-Surgery S.A. de C.V. Planta [l, Calle Durango Ne 2751, Colonia
Lote Bravo, 32575 Cuidad Juarez, Chihuahua, Mexico

3. Ethicon Endo-Surgery, Inc.

3801 University Boulevard SE, Albuquerque, NM 87106, USA

4, Nypro Healthcare Baja Inc., 3801 University Blvd SE, Albuquerque NM 87106,
USA

5. Nypro Healthcare Baja Inc., Avenida de Las Torres 7125, Colonia Salvarcar
118, 32580 Ciudad Juarez, Chihuahua, Mexico

YINOJHOMOYEHHOH NPEACTABUTEJIbL TPOU3BOAUTESA B
POCCHH:

O6wecreo ¢ orpatrdeHHol oTBeTcTBEHHOCTHIO «[hoHcon & Jixoncon» (000
«Jbxoncon & IxoHcon»), 121614, Poccua. r. Mockea, yn. Kpsinarckas 17,
kopn. 2Ten.: +7 (495) 580-7777

Ddakc: +7 (495) 580-7878

DEVELOPER:

Ethicon Endo-Surgery, Inc.

4545 Creek Road Cincinnati, Ohio 45242 USA
MANUFACTURER:

Ethicon Endo-Surgery, LLC

475 Calle C

00969 Guaynabo PUERTO RICO USA

PLACE OF PRODUCTION:

1. Ethicon Endo-Surgery S.A.de C.V.,,

Avenida de Las Torres 7125, Colonia Salvarcar 118, 32580
Ciudad Juarez, Chihuahua, Mexico

2. Ethicon Endo-Surgery S.A. de C.V. Planta I, Calle Durango
Ne 2751, Colonia Lote Bravo, 32575 Cuidad Juarez, Chihuahua,
Mexico

3. Ethicon Endo-Surgery, Inc.

380! University Boulevard SE, Albuquerque, NM 87106, USA
4. Nypro Healthcare Baja Inc.. 3801 University Blvd SE,
Albuquerque NM 87106, USA

5. Nypro Healthcare Baja Inc., Avenida de Las Torres 7125,
Colonia Salvarcar 118. 32580 Ciudad Juarez, Chihuahua,
Mexico

AUTHORIZED REPRESENTATIVE OF THE
MANUFACTURER IN RUSSIA:

Johnson & Johnson LLC,

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

Fax: +7 (495) 580-7878
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Coraacosano

HHCTPYKIUA ITO IPUMEHEHHIO
MEJULIHUHCKOI'O H3AEJIHNS

Annapat xupypruveckuii cuysaloue-pexymuii uzornytuii Contour
CO CMEHHOW KACCETOMH, B BADHAHTAX HCMOAHEHUA

<Kpyrnas nevars: <NOAMHCAHO>
HOTAPUYC; <Huaonuce om pyxu: 24 oxmabpa 2022 200a>
LUTAT OrAHO> <llitar: BPAUAH I'OJIBHH;

HoTtapuyc, wrar Oraiio,
Cpok pelicTera Moelt JMUCH3UK HCTEKaeT
17 nexabpa 2023 rona>




lMepeBof faHHOrMO TeKCTa BbINOSIHEH NepeBofYMKOM axTyHOBbIM Anekceem Bnagummnposuyem

noanmcob

Poccuiickas ®egepaums
Mopos MockBa
OAMHHAALATOro HoA6pSA ABe ThicAYM ABaALaTb BTOPOro roga

A, Bepemuin HOnus MropeBHa, BpPeMEHHO WCMOMHAOWASA 0053aHHOCTM HoTapuyca ropoga Mocksbl
Kopcuk Mapun AnekcaHApOBHbI, CBUAETE/NIbCTBYHO MOL/IMHHOCTL MOAMWCK NepeBofyunka [laxTtyHoBa
Anekcea Bnagnmmposuya.

Moanuck caenaHa B MOEM MPUCYTCTBUN.

JInuHocTb NnofnucasLUero 4OKYMEHT YCTaHOB/EHA.

as "[[I"
3aperunctpupoBaHo B peecTpe: Ne 77/2139-H/77-2022-

YnnayeHo 3a COBepLLEHNE HOTapuaibHOro aeicTams: 400 pyo6.

MNOAMUNCH rep6osas neyarb MepboBas neyatb
HoTapuyca r. MoCKBblI HoTapuyca r. MocKBbl
Kopcuk M.A. Kopcuk M.A.
O.. Bepemuii

Bcero npowHypoBaHo, NPOHYMepoBaHO
1 CKpernieHo neyatbto 43 nucT(-a,-0B).

BPWO HoTapuyca: noannceb

Poccuiickan degepauns
Mopos MockBa
OfMHHagUaToro HoA6pA ABe ThiCAYN ABaALaTb BTOPOro roga

A, Bepemuii KOnus WropeBHa, BPeMEHHO MCMOMHAKOWEAA 006s3aHHOCTUW Y *BINSB® A ropoga Moek
Kopcrk Mapumn AnekcaHApoBHbI, CBUAETE/IbCTBYHO BEPHOCTL KOMWM C N 4CTaBAeHHOT 0 e JOKYMeEb

3apeructpupoBaHo™N pMANe |7/2139-H/77-2022-

YnnayeHo 3”0BepLyeHine" " TapiagbHOro genctaus: 2640 pyo6.

y .
eMuin *

‘Nasaccc*-

BaHo, Mpo:
neubtbto 43 N

Tapuy ca:

N
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