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Before using this Instrument, please read the following contents carefully.
This document is designed to assist in using this Instrument. It is not a reference for surgical techniques.

Standard Conventions Used: Caution, WARNING, and Note Statements

Information relative to the completion of a task in a safe and thorough manner will be supplied in the form of a
Caution, WARNING, or Note statement. These statements are found throughout the documentation. These
statements should be read before continuing to the next step in a procedure.

Warning: A Warning statement indicates an operating or maintenance procedure, practice, or condition that, if
not strictly observed, could result in personal injury or loss of life.

Caution: A Caution statement alerts the user of a potentially hazardous situation which, if not avoided, may
result in minor or moderate injury to the user or patient or damage to the equipment or other property. It may
also be used to alert against unsafe practices. This includes the special care necessary for the safe and
effective use of the Instrument and the care necessary to avoid damage to a Instrument that may occur as a
result of use or misuse.

Note: A Note statement indicates an operating, practice, or condition that is necessary to execute a task
efficiently.

Description

The Omnia Reload Units (hereinafter referred to as the Instrument) are sterile, single patient use Instrument
that, when used with iReach Omnia Powered Articulating Staplers, can simultaneously cut and staple tissue.
There are six staggered rows of staples, three on either side of the cut line.

The staples are made of titanium.

The staples are permanent implants that provide tissue closure and apposition from the time of implant
through the critical phases of healing. Tissue healing continues with a majority completed by 21-28 days. The
staples remain in place for the patient's lifetime unless, in the opinion of a treating physician, they require
removal.

Nomenclature — Reload Unit (lllustration 01)

[01] Anvil Jaw

[02] Cartridge Jaw

[03] Cartridge

[04] Shipping Wedge

[05] Tip

[06] Staple Mark




[07] Cut Mark [08] Proximal Mark

[09] Knife Blade Indicator [10] Shaft

[11] Alignment Indicator

[12] Protective Sleeve

Compatibility Information

The Instrument is only compatible with the Powered Articulating Staplers, Endoscopic Linear Cutting Staplers
and Protective Sleeve by the manufacturer.

When the Instrument is used for minimally invasive surgery, a trocar is needed.

Product Specifications

Chart 01 - Reload Units Product Codes

Staple Open Tissue

Line Staple Closed Thickness Trocar
Product Code | Color . Staple Compatibility

Length | Height . Range

Height (mm) (mm)

(mm) (mm)
ID3020 Gray 30 2.0 0.75 Vascular 12
ID4520 Gray 45 2.0 0.75 Vascular 12
ID6020 Gray 60 2.0 0.75 Vascular 12
ID3025 White 30 25 1.0 Thin 12
ID4525 White 45 2.5 1.0 Thin 12
ID6025 White 60 2.5 1.0 Thin 12
ID4535 Blue 45 3.5 1.5 Medium 12
ID6035 Blue 60 3.5 1.5 Medium 12
ID4548 Green 45 4.8 2.0 Thick 15
ID6048 Green 60 4.8 20 Thick 15
ID30TAN Tan 30 2.0/2.5/3.0 | 0.75/1.0/1.25 | Vascular/Thin 12
ID45TAN Tan 45 2.0/2.5/3.0 | 0.75/1.0/1.25 | Vascular/Thin 12
ID60TAN Tan 60 2.0/2.5/3.0 | 0.75/1.0/1.25 | Vascular/Thin 12
ID30PUL Purple 30 3.0/3.5/4.0 | 1.25/1.5/1.75 | Medium/Thick 12
ID45PUL Purple 45 3.0/3.5/4.0 | 1.25/1.5/1.75 | Medium/Thick 12
ID60PUL Purple 60 3.0/3.5/4.0 | 1.25/1.5/1.75 | Medium/Thick 12
ID45BLK Black 45 4.0/4.5/5.0 | 1.75/2.0/2.2 Extra Thick 15
ID60BLK Black 60 4.0/4.5/5.0 | 1.75/2.0/2.2 Extra Thick 15
ID3020B Gray 30 2.0 0.75 Vascular 12
ID4520B Gray 45 2.0 0.75 Vascular 12
ID6020B Gray 60 2.0 0.75 Vascular 12
ID3025B White 30 2.5 1.0 Thin 12
ID4525B White 45 2.5 1.0 Thin 12




ID6025B White 60 2.5 1.0 Thin 12
ID4535B Blue 45 3.5 1.5 Medium 12
ID6035B Blue 60 3.5 1.5 Medium 12
ID30TANB Tan 30 2.0/2.5/3.0 | 0.75/1.0/1.25 | Vascular/Thin 12
ID4A5TANB Tan 45 2.0/2.5/3.0 | 0.75/1.0/1.25 | Vascular/Thin 12
ID60TANB Tan 60 2.0/2.5/3.0 | 0.75/1.0/1.25 | Vascular/Thin 12
ID30PULB Purple 30 3.0/3.5/4.0 | 1.25/1.5/1.75 | Medium/Thick 12
ID45PULB Purple 45 3.0/3.5/4.0 | 1.25/1.5/1.75 | Medium/Thick 12
ID60PULB Purple 60 3.0/3.5/4.0 | 1.25/1.5/1.75 | Medium/Thick 12
IDSV3025 White 30 2.5 1.0 Thin 12
IDSV4525 White 45 2.5 1.0 Thin 12
IDSV6025 White 60 2.5 1.0 Thin 12
IDSV4535 Blue 45 3.5 1.5 Medium 12
IDSV6035 Blue 60 3.5 1.5 Medium 12
IDSV4548 Green 45 4.8 2.0 Thick 15
IDSV6048 Green 60 4.8 2.0 Thick 15
IDSV30TAN Tan 30 2.0/2.5/3.0 | 0.75/1.0/1.25 | Vascular/Thin 12
IDSV45TAN Tan 45 2.0/2.5/3.0 | 0.75/1.0/1.25 | Vascular/Thin 12
IDSV60TAN Tan 60 2.0/2.5/3.0 | 0.75/1.0/1.25 | Vascular/Thin 12
IDSV45PUL Purple 45 3.0/3.5/4.0 | 1.25/1.5/1.75 | Medium/Thick 12
IDSV60PUL Purple 60 3.0/3.5/4.0 | 1.25/1.5/1.75 | Medium/Thick 12
IDSV45BLK Black 45 4.0/4.5/5.0 | 1.75/2.0/2.2 Extra Thick 15
IDSV60BLK Black 60 4.0/4.5/5.0 | 1.75/2.0/2.2 Extra Thick 15
IDSV3025B White 30 2.5 1.0 Thin 12
IDSV4525B White 45 2.5 1.0 Thin 12
IDSV30TANB | Tan 30 2.0/2.5/3.0 | 0.75/1.0/1.25 | Vascular/Thin 12
IDSV4A5TANB | Tan 45 2.0/2.5/3.0 | 0.75/1.0/1.25 | Vascular/Thin 12
IDSTV30TAN Tan 30 2.0/2.5/3.0 | 0.75/1.0/1.25 | Vascular/Thin 12
IDSTV45TAN Tan 45 2.0/2.5/3.0 | 0.75/1.0/1.25 | Vascular/Thin 12
IDSTV60TAN Tan 60 2.0/2.5/3.0 | 0.75/1.0/1.25 | Vascular/Thin 12
IDSTV30PUL Purple 30 3.0/3.5/4.0 | 1.25/1.5/1.75 | Medium/Thick 12
IDSTV45PUL Purple 45 3.0/3.5/4.0 | 1.25/1.5/1.75 | Medium/Thick 12
IDSTV60PUL Purple 60 3.0/3.5/4.0 | 1.25/1.5/1.75 | Medium/Thick 12
IDSTV45BLK Black 45 4.0/4.5/5.0 | 1.75/2.0/2.2 Extra Thick 15
IDSTV60BLK Black 60 4.0/4.5/5.0 | 1.75/2.0/2.2 Extra Thick 15
IDSTV30TANB | Tan 30 2.0/2.5/3.0 | 0.75/1.0/1.25 | Vascular/Thin 12
IDSTV45TANB | Tan 45 2.0/2.5/3.0 | 0.75/1.0/1.25 | Vascular/Thin 12
IDSTV60TANB | Tan 60 2.0/2.5/3.0 | 0.75/1.0/1.25 | Vascular/Thin 12
IDSTV30PULB | Purple 30 3.0/3.5/4.0 | 1.25/1.5/1.75 | Medium/Thick 12
IDSTV45PULB | Purple 45 3.0/3.5/4.0 | 1.25/1.5/1.75 | Medium/Thick 12
IDSTV60PULB | Purple 60 3.0/3.5/4.0 | 1.25/1.5/1.75 | Medium/Thick 12




Chart 02 Accessory

Trade Name Product Code

IREACH Protective Sleeve IDP1

Intended Use

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

Indications

This instrument is intended to be used with the Powered Articulating Staplers for transection, resection of
tissues and/or creation of anastomoses. It has applications in open and minimally invasive surgeries including
thoracic, abdominal, gynecological, urological surgeries. It is used for transection and resection of lungs,
bronchial tissue, intestines, stomach, urethra, kidney, uterus.

Intended User

This instrument is used for healthcare professionals who use this instrument for surgical purposes.

Intended Use Environment

This instrument is intended to be used in a hospital.

Intended patient population

Adults and children requiring resection and reconstruction of tissues in the thoracic and abdominal cavities.

Clinical Benefits

The instrument can be used safely and effectively in transection, resection of tissues, and/or creation of
anastomoses.

Contraindications

® Do not use the instrument on the aorta, heart and central circulatory system.

® Do not use the Instrument on ischemic or necrotic tissue.

® Tissue thickness should be carefully evaluated before firing. Refer to the Chart 01 — Reload Units
Product Codes for tissue compression requirement (Closed Staple Height) for each staple size. If tissue
cannot comfortably compress to the closed staple height, or easily compresses to less than the closed
staple height, the tissue is contraindicated as it may be too thick or too thin for the selected staple size.

® The Instrument is not intended for use when surgical stapling is contraindicated.

Side effects

Potential complications related to the use of the Instrument include hemorrhage, tissue injury, introduction of
non-sterile surface or pathogen transfer, inflammatory or accidental tissue reaction, electrical shock, property



damage or environmental damage. In addition, incomplete suture, inability to cut or Instrument damage may

cause accidental injury, prolongation of operation time or change of operation method.

MRI Safety Information

far

MR Conditional

The product is MR Conditional. A patient with one or more of the product may be
safely scanned under the following conditions. Failure to follow these conditions may
result in injury to the patient.

Parameter

Condition of Use/Information

Static Magnetic Field Strength (T)

1.5-Tesla or 3.0-Tesla

Static Magnetic Field Orientation

Horizontal

Maximum Spatial Field Gradient
(T/m and gauss/cm)

40-T/m (4,000-gauss/cm)

RF Excitation Polarization

Circularly Polarized (CP) (i.e., Quadrature- Transmission)

Transmit RF Coil

Any transmit RF coil may be used

Receive RF Coil

Any receive-only RF coil may be used

MR System Operating Mode

Normal Operating Mode

Maximum Whole Body Averaged
SAR (W/kg)

2-W/kg (Normal Operating Mode)

Scan Duration and Wait Time

Whole body averaged SAR of 2-W/kg for 60 minutes of continuous RF
exposure (i.e., per pulse sequence or back-to-back sequences/series
without breaks)

MR Image Artifact

The presence of this implant produces an imaging artifact. Therefore,
carefully select pulse sequence parameters if the implant is located in
the area of interest.

Instructions for Use

Refer to the Instructions document of the iReach Omnia Powered Articulating Staplers for more information

about operating instructions.

Disposal

Once the Instrument is used, dispose properly according to local regulations. If the Instrument requires

decontamination prior to disposal, follow the hospital protocol and local regulation.

Warnings and Precautions

Examine the shipping carton and Instrument for signs of shipping damage. Note any shortages,

breakage, or apparent damage, retain the evidence, notify Customer Service or Distributor immediately

and replace with a new Instrument. Do not use a damaged product.

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.

Instruments for minimally invasive procedure may vary in diameter from manufacturer to manufacturer.
When such Instruments and accessories from different manufacturers are employed together in a
procedure, verify their compatibility prior to procedure.

Do not use the Instrument if the shaft is visibly bent.

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

The Instrument must be disposed after procedure once the package is opened.

The Instrument is designed, inspected, and manufactured for single procedure only. Do not reuse,
reprocess or resterilize the Instrument as it may compromise the structural integrity of the Instrument,
and/or lead to Instrument failure that in turn may result in patient injury, illness, or death.

Reusing the Instrument may create risk of contamination, infection, or cross-infection, including, but not
limited to, the transmission of infectious diseases, which may lead to injury, illness, or death.

Prior to installing instrument to the stapler, make sure the stapler is not articulated.

Do not remove the Shipping Wedge before the Reload Unit is loaded on the Instrument.

Insert the Pin at the distal end of the Shaft into the Reload Unit. Make sure the arrow sign on the Shaft is
aligned with the arrow sign on the Reload Unit. After the Reload Unit is completely inserted into the Shaft,
turn 45° clockwise to lock it.

After removing the Shipping Wedge, observe the surface of the Cartridge. The Reload Units must be
replaced with another Reload Units if any staple tray is visible. (If staple tray is visible, the Reload may
not contain staples.)

Do not articulate when the jaws are closed.

When selecting the Reload Units, careful consideration should be given to existing pathologic conditions
as well as any pre-surgical treatment, such as radiotherapy, that the patient may have undergone.
Certain conditions or preoperative treatments may cause change in tissue thickness that would exceed
the indicated range of tissue thickness for the standard choice of Reload Units.

Avoid using the Instrument adjacent to or stacked with another equipment. If it is necessary to use the
Instrument adjacent or stacked with another Instrument, pay attention, and notice any abnormalities.

Do not modify the Instrument without authorization from the manufacturer.

Use of accessories other than those specified or provided by the manufacturer of this equipment could
result in increased electromagnetic emissions or decreased electromagnetic immunity of this Instrument
and result in improper function.

The Instrument cannot be operated under oxygen enriched environment.

A notice to the user and/or patient that any serious incident that has occurred in relation to the device
should be reported to Reach Surgical, Inc. through Reachquality@reachsurgical.com and the competent
authority of the Member State in which the user and/or patient is established.

The links of Summary of Safety and Clinical Performance (SSCP) refer to
https://www.int.reachsurgical.com/support

If needed, insert the Protective Sleeve into the Anvil Jaw (lllustration 01).

The Protective Sleeve is single-use only. Do not remove it from the Anvil Jaw after installation.



Storage Requirements

Temperature: -10°C ~ 54°C
Relative Humidity: 0 % ~ 70 %

Transport Requirements

Temperature: -10°C ~ 54°C
Relative Humidity: 0 % ~ 70 %

Operating Environment Requirements

Temperature: 10°C ~ 40°C
Relative Humidity: 30 % ~ 75 %

Expiration Date

The Instrument is sterilized by Ethylene Oxide. The expiration date is labeled on the package. Do not use this

Instrument beyond its expiration date.

How Supplied

This Instrument is supplied sterile for single patient use. Discard after use.



EO Batch

Sterilization batch
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Fragile, handle with care
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Single sterile barrier system

L _

r | Country of manufacture

[ _

r 1 Medical device

L _

r 1 Unique device identifier

L _

r 1 Sterilized by Ethylene Oxide.
STERILEEO

L 4

11




r REACH SURGICAL | jREACH Omnia

Kaccetrsl IREACH OMNIA]

HNHcTpykius k kacceTam

[[Teuamsl: «PUY CEPKUKAJI, UHK.» (REACH SURGICAL, INC.) * 1201160154047

]

-

«Puu Cepxuraj, Unk.» (Reach Surgical, Inc.)

120, yn. Cunbcunmy, 3anagHas 30Ha, TAHBI3UHBCKUN pallOH 5KOHOMHUKO-
TexHosornyeckoro pa3sutus, 300462 Tsaupu3unb, Kurait

/Tloonuce/



Pucynku

01

01 04 e ] —
| o e _'—_‘1-«1 (& ‘:’T

02 03

Hepeﬂ HCIIOJIB30BAHUEM JaHHOI'O MHCTPYMCHTA BHUMATCIILHO npquTaﬁTe I/IH(I)OpMaI_II/IIO HMXKCE.

Orta Opoiropa npeIHa3HaYeHa JJis OKa3aHUsl IIOMOIIY B UCTIOJIb30BaHUH JAHHOTO HHCTpyMeHTa. OHa He
COJIEPKUT PEKOMEHIAINH [T0 XUPYPTUIECKUM METOaM.

Hcnoab3yemble cTaHaapTHble o0Oo3Ha4veHusi: Buumanwme, IlpexynpexaeHue u
IIpumeyanue

Wudopmanusi OTHOCHUTENBHO BBITIONHEHHUS 3aAadd Oe30MacHbIM M TINATEIBHBIM 00pazoM OyjaeT
npenocTapieHa B (popme WHCTpyKImii ¢ mometkolt "Banmanue", "[Ipenynpexnenue" u "[Ipumeuanue”.
Otu 0003HaYEeHUS] BCTPEUAIOTCS Ha MPOTSHKEHUH Beero JokyMeHTa. CrenyeT npodyecTs 3TH MHCTPYKIIMY,
IPEeXJIe UeM NIEPEXOAUTH K CIEAYIOUIEMY JTaIly IIPOLELYPbI.

IIpexynpesxnenne: yka3plBaeT HA MHCTPYKLHMH 10 3KCIUIyaTallMd WM TEXHUYECKOMY OOCIY>KHBAHUIO,
KOTOpbIE, €CIM He COOMI0IaTh X CTPOr0, MOTYT IPUBECTU K MPUYUHEHHUIO BpEa 340POBbIO MM THOEIH.

BuuMaHue: B MyHKTE COIAECPIKUTCS OMHCAHUE TMOTEHIHAIBHO OMACHON CHTYalluH, KOTOpas, €Clii e¢ He
IIPENOTBPATUTh, MOKET IIPUBECTH K TPaBMaM JIETKOM UM YMEPEHHON CTETIEHU TSKECTH VIS ITOJIb30BATEIIS
WK TAalMeHTa, a TaKkKe K MOBPEXKICHUIO O00OpYIOBaHUS WM JPYroro uMymiecTBa. Takke MOXKeT
HCIIOJIb30BAThCA JUIS NPEAYNPEXICHUS O HeOe30MmacHbIX Merofqax paboTel. BrimowaeT ocobbie
MPEIOCTOPOKHOCTH, KOTOpPbIE HEOOXOAUMO coOofaTh Uil  Oe3omacHoro u  3((eKTHBHOrO
HCIIOJIb30BaHUs HHCTPYMEHTA, a TaK)Ke JIs TIPEIOTBPAIICHUS TOBPEXKICHNS HHCTPYMEHTA B PE3yJIbTaTe
NPaBUJIBHOTO HJIM HETIPABUIBHOTO UCIIOIb30BAHUSI.

IIpuMevanmne: ONMUCHIBAIOTCA METO/bI MM YCIIOBHS SKCILIyaTallMH, SBJISIFOIIAECS OO0SM3aTCIIbHBIMU JIJIs
3()(HEKTUBHOTO BBITOJIHEHUSI OTICPAIHH.

Onucanue

Kaccetst Omnia (manee - HWHCTPYMEHT) MPEACTABIAIOT CO0OI CTEpUIIbHBIE HHCTPYMEHTHI IS
UCIIOJIb30BaHMSl HAa OJHOM MAlMeHTe, KOTOPhIE NPUMEHSIOTCS B DIIEKTPUYECKUX aAPTUKYIISIUOHHBIX
cmmBaromux anmaparax iReach Omnia, KOTOpble MOTYT OJHOBPEMEHHO pa3pe3aTh W CIIMBATHL TKAHU.
HaxanpiBaeTces mects paaoB KOO B MaXMaTHOM MOPSJIKE, TIO TPH PsiJia C KaXK0H CTOPOHBI IMHAN pa3pe3a.

CKOOBI U3roTaBIMBAIOTCS U3 TUTAHA.
CKOOBI ABISIOTCS OCTOSHHBIMU HUMIUIaHTaMH, KOTOPBIC 00€eCreynBarOT CMBIKAHUE U aIllIO3UITHUIO TKaHeH
OT MOMCHTA YCTaHOBKHU CKO00 0 KPUTUYCCKUX 3TAIIOB 3aKUBJICHUA. Hpouecc 3KUBIICHHS TKaHCH JJIATCA

21-28 HHeﬁ. CkoOBI OCTAIOTCS B OpraHu3sme nanucHTa BCHO JXU3Hb, 3a UCKJIFOYCHUCM CJIYy4acB, KOrja, 1o
MHCHMUIO JICHAICro Bpada, OHHU NOJI?KHbBI OBITH YAAJICHBI.

Homenxknarypa - Kaccera (Pucynox 01)

[01] Hrxusas 6panma [02] Bpanma kapTpuaxa
[03] KapTpumx [04] TpaHcIOPTUPOBOYHBIN KITHMH
[05] HakoHeuHunk [06] MapkupoBKka CKOOBI




[07] MapkupoBka pazpesa

[08] MapkupoBKa IPOKCHUMATBLHOTO Kpast

[09] NeaukaTop y1e3BHs HOXKa

[10] Lladr

[11] MeaukaTop BEIpaBHUBAHUS

[12] 3amuTHAst 060I09Ka

HNudpopmanust 0 COBMECTUMOCTH

WHCTPYMEHT COBMECTUM TOJBKO C DJCKTPUUECKUMH apTHKYIISIIIMOHHBIMU CIITMBAIOIIIMMH ariapaTaMu,
9HJIOCKOITMYECKIMH CITHBAOIIE-PEIKYIIMMH arapaTaMu JTHHEHHOTO aHACTOMO3a U 3aI[UTHOM
000JI0YKO HAIIETO TPOU3BOCTBA.

[Tpu ncnonp30BaHUM CHIMBAOIIICTO anapaTa JUisi MATOMHBA3UBHBIX OMEPATUBHBIX BMEIIATEIbCTB
TpeOyercs Tpoakap.

TexHnveckue XapPaKTCPUCTUKHU U31€/ 1IN

Taoauna 01 - Koabl kaccer

Jnuna BricoTa

— OTKpHITOM Broicora } JTnanason CoBMeCTHMOCTD
Kox mznenmus | IBer 3aKpBITO# ¢ TpoaKapom

CKO0OYHOIO | CKOOKI TOJIIIMHBI TKAHH

CKOOBI (MM) (Mm)

mBa (MM) | (Mm)
1D3020 Cepbrii 30 2,0 0,75 Cocyaucrast 12
1D4520 Cepprii 45 2,0 0,75 Cocyaucrast 12
1D6020 Cepprii 60 2,0 0,75 Cocyaucrast 12
1D3025 Benprii 30 2,5 1,0 Tonkas 12
1D4525 Benprii 45 2,5 1,0 ToHkas 12
1D6025 Benprii 60 2,5 1,0 Tonkas 12
1D4535 CuHuii 45 3,5 15 Cpeansist 12
ID6035 Cunuii 60 3,5 15 Cpennsist 12
1D4548 3esneHbli 45 48 2,0 Toncras 15
1D6048 3esneHbli 60 48 2,0 Toncras 15
ID30TAN Kopuunessiii | 30 2,0/2,5/3,0 |0,75/1,0/1,25 | Cocyaucras/Tonkas | 12
ID45TAN Kopuunessiii | 45 2,0/2,5/3,0 |0,75/1,0/1,25 | Cocyaucras/Tonkas | 12
ID60TAN Kopuunessiii | 60 2,0/2,5/3,0 |0,75/1,0/1,25 | Cocyaucras/Toukas | 12
ID30PUL ®uoserossiii | 30 3,0/3,5/4,0 |1,25/1,5/1,75 |Cpennsisi/Toncras |12
ID45PUL ®uonerosslii |45 3,0/3,5/4,0 |1,25/1,5/1,75 |Cpennsisi/Toncras |12
ID60PUL ®duonerossiii | 60 3,0/3,5/4,0 |1,25/1,5/1,75 |Cpennsisi/Toncras |12
ID45BLK UYepHblii 45 4,0/4,5/5,0 |1,75/2,0/2,2 | Ouens Toncras 15
ID60BLK YepHblii 60 4,0/4,5/5,0 |1,75/2,0/2,2 | Ouens Toncras 15
1D3020B Ceppirit 30 2,0 0,75 Cocyaucrast 12
1D4520B Cepprit 45 2,0 0,75 Cocyaucrast 12
1D6020B Cepporii 60 2,0 0,75 Cocyaucrast 12
1D3025B Benprii 30 2,5 1,0 Tonkas 12
1D4525B Benprii 45 2,5 1,0 Tonkas 12
1D6025B Benprii 60 2,5 1,0 Tonkas 12
1D4535B Cuanit 45 3,5 1,5 Cpennsist 12
ID6035B Cununit 60 3,5 15 Cpennsist 12
ID30TANB Kopuunessiii | 30 2,0/2,5/3,0 |0,75/1,0/1,25 | Cocyaucras/Tonkas | 12
IDA5TANB Kopuynessiii | 45 2,0/2,5/3,0 |0,75/1,0/1,25 | Cocyaucras/Tonkas | 12
ID60TANB Kopuunessiii | 60 2,0/2,5/3,0 |0,75/1,0/1,25 | Cocyaucras/Tonkas | 12
ID30PULB ®uonerossiii | 30 3,0/3,5/4,0 |1,25/1,5/1,75 |Cpenusist/Toncras |12
ID45PULB ®uonerosslii |45 3,0/3,5/4,0 |1,25/1,5/1,75 |Cpenusist/Toncras |12
ID60PULB ®uonerossiii | 60 3,0/3,5/4,0 |1,25/1,5/1,75 |Cpenusisi/Toncras |12
IDSV3025 Benprit 30 2,5 1,0 Tonkas 12
IDSV4525 Benprii 45 2,5 1,0 Tonkas 12
IDSV6025 Benprit 60 2,5 1,0 ToHkas 12
IDSV4535 CunHuit 45 3,5 15 Cpennsist 12
IDSV6035 CunHuit 60 3,5 15 Cpennsist 12
IDSV4548 3eneHbli 45 48 2,0 Toncras 15




Jnuna BebicoTa
.. | BbicoTa CoBMeCTHMOCTH

Koa mznenmusn | IBer JIHHmH OTKPLITOH 3aKpBITO# Auanason ¢ Tpoakapom

CKO0OYHOIO | CKOOBI TOJIIMHBI TKAHK

CcKO0BI (MM) (Mm)

mBa (MM) | (Mm)
IDSV6048 3eneHbli 60 4,8 2,0 Toscras 15
IDSV30TAN Kopwuunesiii | 30 2,0/2,5/3,0 |0,75/1,0/1,25 | Cocyaucras/Tonkas | 12
IDSV45TAN Kopuunessiii | 45 2,0/2,5/3,0 |0,75/1,0/1,25 | Cocyaucras/Tonkas | 12
IDSV60TAN Kopwuunesiii | 60 2,0/2,5/3,0 |0,75/1,0/1,25 | Cocyaucras/Tonkas | 12
IDSV45PUL ®uonerossiii | 45 3,0/3,5/4,0 |1,25/1,5/1,75 |Cpenuss/Toncras |12
IDSV60PUL ®uonerossiii | 60 3,0/3,5/4,0 |1,25/1,5/1,75 |Cpenuss/Toncras |12
IDSV45BLK YepHblit 45 4,0/4,5/5,0 |1,75/2,0/2,2 | Ouensb ToncTas 15
IDSV60BLK YepHslii 60 4,0/4,5/5,0 |1,75/2,0/2,2 | Ouens Toncras 15
IDSV3025B benprii 30 2,5 1,0 ToHkas 12
IDSV4525B benprii 45 2,5 1,0 ToHkas 12
IDSV30TANB | Kopuunessiii | 30 2,0/2,5/3,0 |0,75/1,0/1,25 | Cocyaucras/Tonkas | 12
IDSVA5TANB | Kopuusessiii |45 2,0/2,5/3,0 |0,75/1,0/1,25 | Cocyaucras/Toukas | 12
IDSTV30TAN | Kopuunessiii | 30 2,0/2,5/3,0 |0,75/1,0/1,25 | Cocyaucras/Toukas | 12
IDSTV45TAN | Kopuusessiii |45 2,0/2,5/3,0 |0,75/1,0/1,25 | Cocyaucras/Toukas | 12
IDSTV60TAN | Kopuunessiii | 60 2,0/2,5/3,0 |0,75/1,0/1,25 | Cocyaucras/Toukas | 12
IDSTV30PUL | ®uonerossrii | 30 3,0/3,5/4,0 |1,25/1,5/1,75 |Cpennsisi/Toncras |12
IDSTV45PUL | duonerosslii |45 3,0/3,5/4,0 |1,25/1,5/1,75 |Cpennsisi/Toncras |12
IDSTV60PUL | ®uonerosslii | 60 3,0/3,5/4,0 |1,25/1,5/1,75 |Cpennsisi/Toncras |12
IDSTV45BLK | YepHsiid 45 4,0/4,5/5,0 |1,75/2,0/2,2 | Ouens Toncras 15
IDSTV60BLK | YepHsiii 60 4,0/4,5/5,0 |1,75/2,0/2,2 | Ouens Toncras 15
IDSTV30TANB | Kopuusessiii | 30 2,0/2,5/3,0 |0,75/1,0/1,25 | Cocyaucras/Toukas | 12
IDSTV45TANB | Kopuunessiii |45 2,0/2,5/3,0 |0,75/1,0/1,25 | Cocyaucras/Toukas | 12
IDSTV60TANB | Kopuusessiii | 60 2,0/2,5/3,0 |0,75/1,0/1,25 | Cocyaucras/Toukas | 12
IDSTV30PULB | ®uonerossrii | 30 3,0/3,5/4,0 |1,25/1,5/1,75 |Cpenusisi/Toncras |12
IDSTV45PULB | ®uonerosslii | 45 3,0/3,5/4,0 |1,25/1,5/1,75 | Cpennsisi/Toncras |12
IDSTV60PULB | ®uonerossrii | 60 3,0/3,5/4,0 [1,25/1,5/1,75 |Cpennsisi/Toncras |12
Tadauua 02 IlpunaanexuocTu
ToproBoe HaMMeHOBaHUE Kox uznesns
3amurHas obonouka IREACH IDP1

HpennonaraeMoe HCIIO0JIb30BaHHE

I[aHHLIﬁ HWHCTPYMCHT MPEAHA3HAYCH JJI1 PACCCUYCHU A, PE3CKINN TKaHEH W/ WIn CO3aaHuA aHaCTOMO3O0B.

Iloka3zaHusi K NPMMEHEHUIO

JaHHBIA WHCTPYMEHT NpEIHA3HAYEeH JJIS HCIOJB30BAHUS C DICKTPUUYECKUM apTHKYJISILIMOHHBIM
CIIMBAIOIINM aMNMapaToM sl PACCEUCHMS M PE3eKUUM TKaHEeH W/WIIM CO3AaHHsl aHacTOMO30B. [laHHBIN
WHCTPYMEHT MPUMEHSETCA B OTKPBITHIX M MAIOMHBA3WBHBIX OTEpAIMIX, BKIIOYas OTlepalliil Ha OpraHax
TpyIHON U OPIOLIHOM MONOCTEH, THHEKOJIOTHYECKHE U ypoJoruyeckue onepaunu. OH HCIONIB3yeTcsl s
paccedeHusl U pe3eKLUNH TKaHeH JErKnX, OpOHXOB, KUILIEUHUKA, KETYKa, YPETPHl, TOUEK, MATKH.

IIpeamosiaraemslii moJib30BaTeNb

I[aHHBIﬁ HWHCTPYMCHT MPEAHA3HAYCH JI UCIIOJIBb30BaHUA MCAUIIMHCKUMU pa6OTHI/IKaMI/I B XO0I€

OIEPAaTUBHBIX BMECINATCIILCTB.

Cpena npeamnoJiaraeMoro ucrnojab30BaHHSs

JlaHHBII HHCTPYMEHT NpenHa3HAYeH I UCTIOIh30BAHHA B CTAIlMOHApE.




I_[e.neBaﬂ rpynmna nanmueHroB

B3p00J'IBIC " A€TU, KOTOPBIM Tpe6y}0Tc;1 PE3CKIMA U BOCCTAHOBJICHUC TKaHEH B Fp}/'I[HOI‘/'I nu 6pIOHIHOI71
IIOJIOCTAX.

Kaunnueckue npemmyuiecrea

WucTpymenT 6e30omacHo 1 3GGEKTUBHO MTPUMEHSETCS IS BHITTOTHEHHS PACCEUSHHUI U PE3EKITHiA TKaHeH
W/WIH CO3AaHNS aHACTOMO30B.

IIpoTuBOMOKa3aHMSA

e 3ampelieHo HMCMONb30BaTh JAHHBIM MHCTPYMEHT Ha aopTe, CEpALC M 3JIEMEHTaX OOJBIIOr0 Kpyra
KpOBOOOpAIIICHHUS.

L4 3anpemaeTCﬂ HCIOJIb30BAaTh NHCTPYMEHT HAa HIIEMU3HUPOBAHHBIX UM HEKPOTHYCCKUX TKaHIX.

Ilepen cummBanweM HEOOXOIWMO TIIATENHHO OICHUTH TONIIUHY TKaHH. CM. TpeOOBaHHUS K CKATHIO
TkaHe B Tadsume 01 - Koanl kacceT (BbICOTa 3aKPBITOM CKOOBI) )T KOKIOT0 pa3Mepa ckoObl. Eciin
TKaHb HE MOXET KOM(OPTHO CXKUMAThCS MPH BBICOTE 3aKPBITOM CKOOBI MM JIETKO COKHMAETCS JI0
MEHBIIIeH BHICOTHI, Y€M BBICOTA 3aKPBITON CKOOBI, 5Ty TKaHb 3aIlpeaeTcs CIINBATh, TAK KaK OHA MOYKET
OBITH CIIUIIIKOM TOJICTOM WJIU CIUIIKOM TOHKOM JIJISl BRIOPaHHOTO pa3Mepa CKOOBI.

I[aHHBIﬁ HHCTPYMCHT HE NpE€AHAa3HAYCH JId HCIOJIb30BaHHA IIPU MNPOTUBOIIOKA3aHUAX CIIMBAaHUA

CIIMBAIOIIMUM arrnapaToM.

IHo6ounbIe 3P PeKThI

[ToTenmnmanbpHbIe OCIOKHEHHUSI, CBSI3aHHBIC C UCIIOIH30BAHUEM HHCTPYMEHTA, BKIIOYAIOT KPOBOUM3IHSHUE,
MOBpPEX/ICHNE TKaHH, BBEJICHHE HECTEPHIIBHOMN MOBEPXHOCTH HITU IEPEHOCA TaTOreHa, BOCIAINTEIEHYIO
WA BPEMEHHYIO TKAaHEBYIO PEAKITUIO, YAAP IIEKTPUIECKUM TOKOM, TTOBPEXKICHNE HMYIIECTBA WITH
yiep6 oxpy:xaromeit cpeae. Kpome Toro, HeToHbIH CIIMB, HEBO3MOXKHOCTh pa3pe3a MK MOBPEXIEHUE
W3JIENHS MOKET TIPUBECTH K CIY4YaiHON TpaBMe, IIPOJICHUIO OTIePaIiy WA U3MEHEHHIO METO/1a
oTIepaIum.

HNudopmanns no 6e3onaciocTu npu MPT

JanHOe m3aenue ABIseTCs YCIOBHO Oe3omacHbIM pu npoBeaeHun MPT. [TanueHT, B
OpraHu3Me KOTOPOTrO IPUCYTCTBYIOT OJHO HIJIH HECKOJBKO JAHHBIX U3JICIUH, MOKET
0e30MacHO MmoABepraThcs 00CIEeIOBAHUIO TP COOTIOICHUN YKA3aHHBIX HIDKE YCIOBHI.

HecoOimroaenne 3THX yCcIoBUH MOXKET IIPUBECTH K TPABMHUPOBAHUIO MAIUEHTA.
MP-coBMECTUMOCTH

ITapamerp YcaoBue ucnosnzopanusa/Mudopmanus
HanpspkeHHOCTB CTaTHYECKOT0
1,5-3,0 Tn
marautHoro nosst (To)
OpueHTanus cTaTHIecKoro
I'opuzonTanbHas
MarHMTHOTO TOJISI
MakcuManbHbIi MPOCTPAHCTBEHHBIH
poctp 40 Ta/m (4 000 Tc/cm)

rpaauesT noJist (Tn/m u [e/em)

HOJ’IHPI/B&HI/IX BBICOKOYAaCTOTHOT'O

- C xpyrosoii nomspuzanueit (KIT) (1.e., kBaxpaTypHas nepenaya)

Ilepenaromas PU-karymka MosxeT OBITH HCIIONB30BaHA JTI00as nepegatomas PY-karymka

Moxer OBITh UCTIONIB30BaHa Jr00ast PU-karynika, paboTraromas ToiIbKo Ha

ITpuaumaromas PU-karymka
p Ol y pUeM

Pexxum paboter MP-crcTembr CraHgapTHBIH




ITapameTtp Ycaosne ucnosnzopannsa/Uudopmanus

MaxkcumanbHOE 3HaUYeHHE
ycpenHeHnHoro 1o Bcemy Teiny YKIT |2 B1/kr (cTranaapTHbII pexum)
(Bt/kr)

Ycpennennstii no Bcemy Teiny YKII 2 Br/kr B Teuenue 60 MUHYT
[TponomKUTENFHOCTE CKAHUPOBaHUsL | HenpepsIBHOTO PU-00ydenus (T.€., Ha OJJHy MOCIIEA0BaTEILHOCTD

U BpeMs 0XKHJJaHUS UMITYJIbCOB WJIM Ha HECKOJIBKO ITOCIIeI0BATEIBHOCTEN OAPSII/CepHH,
CIIeAYIONHNX 0€3 IepephIBOB).

[Tpn HaIMUMK B OpraHu3Me JaHHBIX U3/IENUI Ha TOMOTpaMMax
NPUCYTCTBYIOT apTedakThl. [loaToMy, eciy UMIUIaHTBI UIMEIOTCS Ha
HCCIEIYEMOM y4JacTKe, CIIEAYET C OCTOPOKHOCTBIO MMOIXOIUTE K BEIOOPY
TapaMeTPOB UMITYJIbCHOH MOCIEI0BATENbHOCTH.

Aptedakter Ha MP-ToMorpamMmmax

HNHcTpyKUuMs 1o NpUuMeHeHUI0

[MoapoOHas nHpOpMAITUS 00 UHCTPYKIUSX 110 SKCIUTYaTaI[MH dIICKTPUICCKUX apTHKYJIISIIIMOHHBIX
crmMBarIIUX anmnaparoB iReach Omnia npencrasieHa B pyKOBOJCTBE 1O SKCILTyaTal[|H.,

Yruiauzanusa

ITocne ucrionp30BaHus YTHIN3UPYHTE HHCTPYMEHT HaJUIeXkKalUM 00pa3oM COriacHO TpeOOBaHUAM
HOPMAaTUBHBIX aKTOB CTPaHbl HCHOIb30BaHus. Ecnu nepen yruinzanueid HHCTPYMEHT HE00X0IUMO
00e33apa3uTh, ciIeyrUTe MPOTOKOTY OOIBHUIIBI U TPEOOBAHUSM HOPMATHBHBIX aKTOB CTPaHBI
HCIIOJIb30BaHMSL.

[penynpexneHusi 1 Mepbl NPeI0CTOPOKHOCTH

e OcMOTpHUTE TPAaHCIOPTUPOBOUHBIN SIMIUK M WHCTPYMEHT Ha MPEAMET MPHU3HAKOB MOBPEKICHUS MpU
JIOCTaBKe. 3aperucTpupyiTe Bce (aKThl HEMONHOW KOMIUICKTAIlMH, TOJOMKH WJIH OYEBUIHOTO
TTOBPEXICHHUS, COXPAHUTE JJOKAa3aTeIbCTBA ATHX (PAaKTOB, O€30TIAraTeIbHO YBEIOMHUTE TUCTPUOBIOTOPA
WK CIY’KO0y 1Mo paboTe ¢ KJIUCHTaMHU W TOJYYUTEe HOBBI MHCTPYMEHT. 3alperiaeTcs MCIOJIb30BaTh
MOBPEKIEHHbBIE U3/CIIHSL.

e MajouHBa3uBHbIE TPOUEAYPHl JIOJDKHBI  BBINOJHATHCA TOJBKO CHEUUAIUCTaMHM, WMEIOIIMMU
COOTBETCTBYIOIIYIO IOAIOTOBKY Y 3HAKOMBIMM C METOJAMH IPOBEACHUS MAJIOWHBA3UBHBIX NPOLIEAYD.
[lepen BBIMOJHEHHEM MAaJOWMHBAa3MBHBIX MPOLEAYP O3HAKOMBTECH C METOJAMH, OCJIOKHEHUSIMU H
ONACHOCTSMHU, IPUBEJIEHHBIMUA B MEAULIMHCKOM JIUTEPATYPE.

e JlnameTpbl HHCTPYMEHTOB JIJIsi MAJIOMHBA3UBHBIX MPOIETyp MOTYT OBITh Pa3UYHbI B 3aBUCUMOCTH OT
npousBoauTens. [Ipn UCHONB30BaHWM B NMPOLEAYPE TAKMX WHCTPYMEHTOB M NPUHAMICKHOCTEH OT
PasHBIX IPOU3BOAMTEINEH HEOOXOIUMO 3apaHee MPOBEPUTH UX COBMECTUMOCTb.

L 3anpemaeTCﬂ HCIOJIb30BAaTh MHCTPYMCHT, €CJIM YIIAKOBKA IMOBPCIKACHA.

e B orHOmeHun HUHCTPYMCHTOB WJIA yCTpOfICTB, KOHTAKTHUPYIOINHUX C JKXUAKOCTAMH OpraHui3Ma, MOTYT
MMPEABABIIATECA CIICHUAJIBHBIC Tpe6OBaHI/I$I K YTWIN3aluu B HEIAX MPEAOTBPAICHUA OHOJIOrHYECKOI0
3arpsA3HCHUA.

e [locne BCKPHITHS YIAKOBKH M MTPOBEICHHS MTPOLIEAYPHI HHCTPYMEHT HEOOXOJUMO YTHIIH3HPOBATD.

e llHCTpyMEHT pa3paboTaH, MPOBEPEH W W3TOTOBJICH JIJISl WCIONB30BAaHHWS B XOJIE TOJIBKO OJIHOM
npouenypsl. He wucmonesyiite HOBTOPHO, HE 00pabaThiBaliTe M HE CTEPWIM3YHTE HHCTPYMEHT,
MOCKOJIBKY 3TO MOXKET HApyIIUTh CTPYKTYPHYIO IEIOCTHOCTh MHCTPYMEHTA W/WJIM TPUBECTU K €ro
HEUCTIPABHOCTSM, YTO, B CBOIO OYepEb, MOKET MMPUBECTH K TPaBMe, OOJIE3HH UM CMEPTH MAIHEHTA.

e [loBTOpPHOE HCMOIB30BAHUE HHCTPYMEHTA MOXKET CO3/aTh PHCK 3arps3HeHHs, HHOEKIMH WU
nepeKpECTHON MHQEKINK, BKIFOYas, IOMUMO TIPOYEro, rnepenadyy WHPEKIMOHHBIX 3a00JIeBaHUA, YTO
MOJKET IIPUBECTH K TpaBMe, O0JIE3HN UIIH CMEPTH.

e [lepen ycTaHOBKOW WHCTPYMCHTa B CHIMBAIOIIMI amnmapaT CISAyeT YOCTUTHCS, YTO CIIUBAIOIIHIA
amnmapar He IMOBEPHYT.



e He u3Bnekaiite TpaHCHOpTPIpOBO‘lHBIfI KJIMH [0 3aIIpaBKU KaCCCThI B MHCTPYMCHT.

e BcraBbTe COCMUHUTENBHBIA pa3béM Ha JUCTAIBHOM KOHIIE madTa B Kaccery. YOeauTech, 4YTO 3HAK
cTpeniku Ha miadre ykasplBaeT B TOM K€ HAaNpaBJICHUM, YTO W 3HAK CTPEJKU Ha kaccete. [locne
YCHEITHOW 3arpaBKy KacceThl B madT MOBEPHATE eTo Ha 45° 110 9acoBOM cTpemKe A (PUKCAIIH.

e [lociie u3BICUCHUST TPAHCTIOPTHPOBOYHOTO KIMHA OCMOTPHUTE TOBEPXHOCTh KapTpHKa. Eciu BumeH
JIOTOK CO CKOOAaMU, KacceTy ClelyeT 3aMCHUTh Ha HOBYIO (B OTOM CIIydae B KacCeTe MOXKET He ObITh
CK00).

e He noBopaunBaiiTe UHCTPYMEHT C COMKHYTBIMU OpaHIIIaMu.

L HpI/I BI)I60pe KaCCCThI CJICAYCT BHUMATCIBbHO YUYHUTBIBATH CYHICCTBYIOIIHUEC ITAaTOJIOTUYCCKUEC COCTOSAHUA,
a Takxe Jgoboe npeaonepanuoHHOEC JICYCHNUE, TAKOC KaK JIyd€Bas TE€panusd, KOTOPOE€ MOI' MIPOXOAUThH
IMaluCHT. HpI/I HEKOTOPLIX COCTOSIHHUAX WX BUAAX MTPEAOIICPATUOHHOIO JICUCHU S BO3SMOKHO U3MCHCHUE
TOJIIWHBI TKAHU, BBIXOAANICC 3a MPEACIJIbl YKAa3aHHOTI'O AWara3oHa i CTaHAapTHOI'O BLI60pa KaCCCThI.

e 3amperaeTcs UCIOIb30BaTh MHCTPYMEHT PSIOM C IPYTMMHU YCTPOHCTBAMHU WIIN C HAJIOKEHUEM UX JIpYyT
Ha gapyra. Ecnin Heo0XomuMO HCHONb30BaTh MHCTPYMEHT PSOOM C IPYTMM HHCTPYMEHTOM WIIH C
HaJIO’)KCHUEM Ha HETO, BHUMATEJIbHO CIEIUTE 3a JIIOOBIMHU OTKJIOHEHHUSAMH B padore.

e 3anpemaeTcs MOAU(PUIUPOBATE HHCTPYMEHT O€3 pa3perlieHus IPOU3BOIUTEIS.

e lcnonp3oBaHue TPHUHAMISKHOCTEH, Mpeodpa3oBatTeneil u Kabenel, OTIMYHBIX OT YKa3aHHBIX WIIH
NPEJOCTABIICHHBIX IPOM3BOJUTEIEM JAaHHOTO OOOpYIOBaHMsS, MOXKET IPHBECTH K ITOBBIIICHUIO
9JIEKTPOMArHUTHOTO M3JIyYCHHS WJIM CHIDKCHHIO 3JCKTPOMAarHUTHOM YCTOWYMBOCTH JaHHOTO
000pyIOBaHUS U MIPUBECTU K HEMPABWIHLHON padoTe.

e He nomyckaeTcs UCIIONB30BaHUE HHCTPYMEHTA B cpelie, 000raéHHON KHCIOPOIOM.

e VYBeIOMJICHHWE IIOJIb30BATENI0 W/HWIW TAIeHTy O TOM, 9YTO O BCEX CEPbE3HBIX WHIWICHTAX,
MPOU3OIIEIINX ¢ YCTPOMCTBOM, cieayeT coobmars B kommnanuio «Puu Cepxwukan, Muk.» (Reach
Surgical, Inc.) mo ampecy Reachquality@reachsurgical.com u B KOMIIETEHTHBIH OpraH rocyaapcTea-
uwineHa EC, B KOTOpOM HaXOAMTCS TIOIB30BATEINb U/VITN TTAIIHEHT.

e (C O0630poM 6€301aCHOCTH U KIMHUYECKUX XapakTepucTHK (SSCP) MOXXHO 03HAKOMHTBCS 3/1€Ch:
https://www.int.reachsurgical.com/support

o [Ipu HEOOXOIMMOCTH BCTABbTE 3AIIMTHYIO 000JI0YKY B HIKHIOIO Opanmry (Pucynoxk 01)

e 3amuTHas 000JI0YKa MPEAHA3HAYEHO HCKIIFOUUTENIBHO AJISi OJTHOKPATHOTO MPUMEHEHHUs. 3alperaeTcs
CHUMATH 3alIUTHYIO 000JIOYKY C HW)KHEW OpaHIIIN Mocie YCTaHOBKH.

TpeOoBaHusA K XpaHEeHHIO

Temmeparypa: -10-54 °C
OtHocurenbHas BnaxxHocTh: 0-70 %

TpedoBaHusl K TPDAHCIOPTHPOBKE

Temmeparypa: -10-54 °C
OtHocurenbHas BraxxHocTh: 0-70 %

TpeGoBanus K pabo4uM yCJIOBUSIM

Temmnepatypa: 10-40 °C
OtHOcuTeNnbHasA BIaXHOCTh: 30-75 %

Cpok rogHocTn

I/IHCTp}/MCHT CTCPWIN30BAaH 3TUJICHOKCHUIOM. CpOK TrOAHOCTH YKa3aH Ha YIIaKOBKC. 3anpemaeTCﬂ
HCIIOJIb30BAaTh HHCTPYMCHT IO UCTCUYCHHUHU CPOKa r'OJAHOCTH.



®opMaT NOCTABKH

I[aHHLIﬁ HHCTPYMEHT INOCTABJIICTCS CTCPUIIBHBIM JJI1 OAHOKPATHOI'O IIPUMEHEHHNA Ha OAHOM ITAIlKUCHTE.
YTI/IJ'H/ISI/IpOBaTI) IIOCJIC UCIIOJIB30BaHM.
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lllustrations

01

EN/English

Before using this instrument, please read the following contents carefully.
This document is designed to assist in using this instrument. It is not a reference for surgical techniques.

Description

The Single Use Loading Units for Endoscopic Linear Cutting Staplers (hereinafter referred to as the
‘Reload’) is sterile, single patient use instrument, when used with the Endoscopic Motorized Cutting
Staplers (hereinafter referred to as the ‘Stapler’), can simultaneously cut and staple tissue. There are six
staggered rows of staples, three on either side of the cut line.

A Staple Retaining Cap is provided with each Reload to protect the staples during shipping and handling and
must be removed after loading. Each Reload has a lock-out to prevent a spent or improperly installed Reload
from being refired or an instrument from being fired without a Reload.

The staples are made of titanium/Titanium alloy.

The staples are permanent implants that provide tissue closure and apposition from the time of implant
through the critical phases of healing. Tissue healing continues with a majority completed by 21-28 days. The
staples remain in place for the patient's lifetime unless, in the opinion of a treating physician, they require
removal.

Nomenclature — Reload Unit (lllustration 01)

[01] Staple Retaining Cap [02] Alignment Tab

[03] Reload [04] Blade

Compatibility Information

The instrument is only compatible with Stapler by the manufacturer.
When the instrument is used for minimally invasive surgery, a trocar is needed.
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Chart 01 - IREACH MAGNUM PLUS Stapler Instrument Selection Chart

. Length of staple line Shaft Length (mm) Trocar Compatibility
(mm) (mm)
IMS60L/ IMS60L-0 60 365 12
IMS60M /IMS60M-0 60 265 12
IMS60S /IMS60S-0 60 215 12
IMS45L/ IMS45L-0 45 365 12
IMS45M /IMS45M-0 45 265 12
IMS45S /IMS45S-0 45 215 12

Product Specifications

Chart 02 - Reload Units Product Codes

Staple | Open Tissue Thickness Trocar

Product Line Staple Closed Staple Range o
Color . . Compatibility

Code Length | Height Height (mm)

(mm) | (mm) mm)
IMST45TAN | Tan 45 2.0/2.5/3.0 | 0.75/1.0/1.25 Vascular/Thin 12
IMST45PUL | Purple | 45 3.0/3.5/4.0 | 1.25/1.5/1.75 Medium/Thick 12
IMST45BLK | Black | 45 4.0/4.4/4.4 | 1.75/2.0/2.25 Extra Thick 12
IMST60TAN | Tan 60 2.0/2.5/3.0 | 0.75/1.0/1.25 Vascular/Thin 12
IMST60PUL | Purple | 60 3.0/3.5/4.0 | 1.25/1.5/1.75 Medium/Thick 12
IMST60BLK | Black | 60 4.0/4.4/4.4 | 1.75/2.0/2.25 Extra Thick 12

Intended Use

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

Indications

The instrument is intended for transection, resection of tissues, and/or creation of anastomoses. It has
applications in open and minimally invasive surgeries including thoracic, and abdominal surgeries. It is used
for transection and resection of the lungs and alimentary tract.

Intended User

The instrument is used for healthcare professional and people who use this instrument for surgical purposes.

Intended Use Environment

This instrument is intended to be used in a hospital.
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Intended Patient Population

Adults and children requiring resection and reconstruction of tissues in the thoracic and abdominal cavities.

Clinical Benefits

The instrument can be used safely and effectively in transection, resection of tissues, and/or creation of
anastomoses.

Contraindications

® Do not use the instruments on the aorta, heart and central circulatory system.

® Do not use the instruments on ischemic or necrotic tissue.

® Tissue thickness should be carefully evaluated before applying any stapler. Refer to Reload Units
Product Codes below for a guide to the staple size selection. If tissue cannot be comfortably
compressed to the closed staple height or easily compressed to less than the closed staple height, the
tissue is contraindicated as it may be too thick or too thin for the selected staple size.

® The instruments are not intended for use when surgical stapling is contraindicated.

Side effects

Potential complications related to the use of Reload include: hemorrhage, tissue injury, introduction of non-
sterile surface or pathogen transfer, inflammatory or accidental tissue reaction, property damage or
environmental damage. In addition, incomplete suture, inability to cut may cause accidental injury,
prolongation of operation time or change of operation method.

MRI Safety Information

The product is MR Conditional. A patient with one or more of the product may be
safely scanned under the following conditions. Failure to follow these conditions may

result in injury to the patient.

MR Conditional

Parameter Condition of Use/Information

Static Magnetic Field Strength (T) | 1.5-Tesla or 3.0-Tesla

Static Magnetic Field Orientation Horizontal

Maximum Spatial Field Gradient
40-T/m (4,000-gauss/cm)
(T/m and gauss/cm)

RF Excitation Polarization Circularly Polarized (CP) (i.e., Quadrature- Transmission)
Transmit RF Coil Any transmit RF coil may be used

Receive RF Coil Any receive-only RF coil may be used

MR System Operating Mode Normal Operating Mode

Maximum Whole Body Averaged

2-W/kg (Normal Operating Mode
SAR (W/kg) 9( P g )

page 4 of 11



Whole body averaged SAR of 2-W/kg for 60 minutes of continuous RF
Scan Duration and Wait Time exposure (i.e., per pulse sequence or back-to-back sequences/series
without breaks)

The presence of this implant produces an imaging artifact. Therefore,
MR Image Artifact carefully select pulse sequence parameters if the implant is located in
the area of interest.

Instructions for Use

Refer to the Instructions document of the Stapler for more information about operating instructions.

Disposal

Once the instrument is used, dispose properly according to local regulations. If the instrument requires
decontamination prior to disposal, follow the hospital protocol and local regulation.

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

® When using other technologies in the procedure, observe the precautions suggested by the original
equipment manufacturer to avoid the hazards associated with their use.

® Prior to using the Stapler, check the endoscope or endoscopic accessories inserted into the human
body for rough surfaces, sharp edges or protrusions that may cause safety hazards.

® Failure to properly follow the instructions may lead to serious surgical consequences, such as leakage
or disruption.

® Tissue thickness should be carefully evaluated prior to using the Stapler. Refer to Reload Units Product
Codes in this manual for proper Reload selection.

® After removing the Staple Shipping Wedge, observe the Reload surface of the new Reload. The Reload
must be replaced with another Reload if any colored drivers are visible. (If colored drivers are visible,
the Reload may not contain staples.)

® Ensure that the tissue lies flat and is positioned properly between the jaws. Any “bunching” of tissue
along the Reload, particularly in the crotch of the jaws, may result in an incomplete staple line.

® When positioning the Stapler on the application site, ensure that no obstructions such as clips, stents,
guide wires, etc. are within the jaws. Firing over an obstruction may result in incomplete cutting action,
improperly formed staples, and/or inability to open the jaws.

® Ensure tissue has not extended proximal to the proximal black line on the Reload. Tissue forced into
the Reload proximal to the black line may be transected without staples.

® |If the trigger is difficult to be squeezed, reposition the Stapler and take a smaller amount of tissue.
Ensure that the proper Reload selection has been made.
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If the trigger becomes inoperative and the jaws do not clamp on tissue, do not fire the Stapler. Remove
and do not continue to use the Stapler.

Attempting to force the trigger to complete the firing stroke with too much tissue between the jaws, or
with dense/thick tissue between the jaws, may result in motor stall and the knife will stop.

Incomplete firing may result in malformed staples, incomplete cut line, bleeding, and/or difficult removal
of the Stapler.

If the firing mechanism becomes inoperative, do not continue to use the Stapler.

Examine the staple lines for pneumatosis/hemostasis and proper staple closure. Minor bleeding can be
controlled with manual sutures or other appropriate techniques.

Prior to loading a new Reload, hold the Stapler in a vertical position, with Anvil and Reload Jaw
completely submerged in sterile solution. Swish vigorously and then wipe the inside and outside
surfaces of the Anvil and Reload Jaw to clean any unused staples from the Stapler. Do not use the
Stapler until it has been visually inspected to confirm there are no staples on the Anvil or Reload Jaw.
When selecting the Reload, careful consideration should be given to existing pathologic conditions as
well as any pre-surgical treatment, such as radiotherapy, that the patient may have undergone. Certain
conditions or preoperative treatments may cause change in tissue thickness that would exceed the
indicated range of tissue thickness for the standard choice of Reload.

The Stapler and the Reload should not be used on tissues such as liver or spleen, as the compression
of such tissues may cause damage when the jaws are closed.

If the hemostasis of the staple line cannot be clearly observed, this Stapler should not be used.

If Stapler and auxiliary devices from different manufacturers are used in one operation, the compatibility
of Stapler with devices from different manufacturers must be checked, and the insulation as well as
grounding must be checked.

User should not try to load the Reload while squeezing the trigger.

A notice to the user and/or patient that any serious incident that has occurred in relation to the device
should be reported to Reach Surgical, Inc. through Reachquality@reachsurgical.com and the
competent authority of the Member State in which the user and/or patient is established.

The links of Summary of Safety and Clinical Performance (SSCP) refer to

https://www.int.reachsurgical.com/support.

Store At Room Temperature

Do not expose to temperature above 54°C (130°F) or under -10°C (14°F), or humidity greater than 80%.

Transport Requirements

Temperature: -10°C ~ 54°C
Relative Humidity: 0% ~ 70%

Operating Environment Requirements

Temperature: 10°C ~ 40°C
Relative Humidity: 30 % ~ 75 %
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Expiration Date

The instrument is sterilized by Ethylene Oxide. The expiration date is labeled on the package. Do not use this

Instrument beyond its expiration date.

How Supplied

The Reloads are supplied sterile for single patient use. Properly dispose of after use. Do not resterilize.
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Sterilization batch

EO Batch

A

42\

PE-HD

HDPE recyclable

N

&

Consult Instructions for use

Do not use if package is damaged.

r !
L |
Do not resterilize
r 1
L _
Manufacturer
r 7
L _
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Date of manufacture

r ml
L |
- - Serial number
L a1
- - Batch code
L |
- 1 Use-by date
L g a
- - Fragile, handle with care
L ! |
- . Keep dry
‘ I‘ da
L a1
Keep away from sunlight
r I 1
-
/\\
]
L |

Up
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Do not re-use

r m|
L |

r m|

L |

- - Catalogue number

L |

- 1 Storage temperature limit

L a1

- - Storage humidity limitation
L |

- - Single sterile barrier system

L _

- - Country of manufacture
[ |

- 1 Medical device

L 4
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ub

Unique device identifier

-

STERILE

EO

L

Sterilized by Ethylene Oxide.
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L= reach suraicaL | iREACH Magnum

Cwmennnle kaccetsl IREACH MAGNUM PLUS

RU Opnnopa3oBble kacceThl AJs1 F3HA0CKONMYECKHX CLIMBAIOLIE-PeKyLIUX allllapaToB JMHEIHOI0 aHAacCTOMO03a

WHCTpyKIus 0 MTPUMEHEHHIO

" K «Puu Cep:xuxai, Huk.» (Reach Surgical, Inc.)
“ 120, yn. Cunbcunity, 3anagaas 30Ha, TAHBI3UHBCKIH
L . palioH SKOHOMHKO-TEXHOJOTHYECKOro pa3Butus, 300462
Taapn3une, Kurait

[Teuars: «Puu Cepaxuxai, Muk.» (Reach Surgical, Inc.) 1201160154047
/Mopmucen/
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Pucynxku

01

RU/Pycckuit

Hepeu HCIOJb30BAHUEM JTaHHOTO MHCTPYMCHTA BHUMATCIIBHO HpO’-IHTaﬁTe I/IH(I)OpMaLlI/IIO HHXC.
DToT JOKYMCHT Np€AHa3HAYCH JIA OKa3aHUA IMOMOIINU B UCIIOJIB30BAHUN JAHHOTO HHCTPYMCHTA. Omna He CONCPIKUT

PEKOMEHJALMN 110 XUPYPTrUYECKUM METONAM.

Onucanue

OnHopa3oBasi KacceTa /1Jisl JHAOCKONNYECKUX CIIMBAIOIE-PEeKYIIMX aNNapaToB JUHEHHOT0 aHacTOMO3a (Janee —
KacceTa’) — 3TO CTEPUIIbHBINA MHCTPYMEHT JIJIsl UCTIONB30BAHMSI Y OJHOTO MAIMEeHTa, MPUMEHSIEMbI B COUETAaHUU C
IHAO0CKOMUYECKUMU NIEKTPUIECKUMHU CIIMBAIOIIE-PeKYIIUMHU annaparamMu (Jajiee — CIIMBAIOIIMIi annapar),
MOTYIIMMH OJHOBPEMEHHO pa3pe3aTh U CIIUBAaTh CkoOaMu TKaHU. HakmapiBaeTcs MecTh psAJ0B CKOO B IIIAXMATHOM
TIOPSJIKE, TI0 TPHU Psifia C KAKIO0H CTOPOHBI JIMHUU pPa3pesa.

C KaXXJI0# KacCeTOH MOCTaBISIETCS KONAYOK, IPEAHA3HAYSHHBIH JUIST 3aIIUTHI CKOO B X0/l TPAHCIIOPTUPOBKHU, KOTOPBIN
HEOOXOIMMO CHATH TOCTe 3ampaBku. Kaxkaas kacceTa ocHaIeHa OJOKHPOBKOW, YTOOBI HE JOMYCTHTH CITHBAHUS
HHCTPYMEHTOM C M3PACXOJIOBAHHOW WIIM HETIPABIUIFHO YCTAaHOBJICHHOW KACCETOH Mt 06e3 KacCeTHl.

CkoOBI M3rOTaBINBAOTCS U3 THTAHA/TUTAHOBOI'O CILIABA.

CKOOBI SBISIFOTCS TOCTOSSHHBIMU HMIUTAHTAMH, KOTOpbIe 00€CTICYNBAIOT CMBIKAHHE M alllIO3HUIINI0 TKAHEH OT MOMEHTa
YCTaHOBKH CKOO JI0 KPUTHUYECKUX ATAIOB 3aKuBIeHN. [Iporece 3axupnenus Tkanent auures 21-28 nueit. CkoObI
OCTAIOTCSl B OPraHU3Me MallMeHTa BCIO )KU3Hb, 32 HCKIIIOYCHUEM CITydaeB, Korja, 10 MHEHHIO JISUaIlero Bpada, OHU

JOJI’KHBI OBITh YaaJICHBI.

Homenkaarypa - Kaccera (Pucynok 01)

[01] ®ukcupyrouuii Koamauok [02] VYmop st BeIpaBHUBAaHUS

[03] CmeHnHas kacceTa [04] JIe3Bue

Nudopmanusi 0 COBMECTUMOCTH

I[aHHBIﬁ WHCTPYMEHT COBMCCTHUM TOJIBKO CO CHIMBAIOIIHM aIiapaToM OT TOTO K€ IMPOU3BOAUTEIIA.
HpI/I HCIOJb30BAHUUN JAHHOI'O UHCTPYMCHTA JJII MUHUMAJIbHO MHBA3WUBHBIX ONICPATHBHBIX BMCHIATCILCTB Tpe6yeTCH

Tpoakap.
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Taoauuna 01 - [londop cuBaromero annapara IREACH MAGNUM PLUS

Jnauna cko6o4HOTO CoBMeCTHMOCTD C
Moneans uznenus Jumna madra (Mm)
mBa (MM) Tpoakapom (MM)
IMS60L/ IMS60L-0 60 365 12
IMS60M /IMS60M-0 60 265 12
IMS60S /IMS60S-0 60 215 12
IMS45L/ IMS45L-0 45 365 12
IMS45M /IMS45M-0 45 265 12
IMS45S /IMS45S-0 45 215 12
TexHuuyeckune XAPAKTCPUCTUKU U31CIUA
Taoauna 02 - Koabl kaccer
Jauna Brbicora JAunana3zon
BbicoTa CoBMeCTHMOCTD
Kon JMHUH OTKPBITOH TOJIIMHBI TKAHU
Color 3aKpBITOI ¢ TPOaKapoM
H3AeJIus CKOOOYHOT0 | CKOOBI
CKOOBI (MM) (Mm)
mBa (MM) (MMm)
IMST45TAN | KopuuneBsiii | 45 2,0/2,5/3,0 | 0,75/1,0/1,25 | Cocynucras/Toukas | 12
IMST45PUL | ®uoneroBeiii | 45 3,0/3,5/4,0 | 1,25/1,5/1,75 | Cpennsst/ Toncrast 12
IMST45BLK | YepHnsrit 45 4,0/4,4/4,4 | 1,75/2,0/2,25 | Ouens TojcTas 12
IMST60TAN | Kopuusessiii | 60 2,0/2,5/3,0 | 0,75/1,0/1,25 | Cocynucras/Toukas | 12
IMST60PUL | ®uoneroseiii | 60 3,0/3,5/4,0 | 1,25/1,5/1,75 | Cpennsist/ Toncrast 12
IMST60BLK | Yepwnsrit 60 4,0/4,4/4,4 | 1,75/2,0/2,25 | Ouens Tojcras 12
Hasnauyenue

I[aHHLIﬁ HWHCTPYMCEHT NPECAHA3HAYUCH JAJI IPUMCEHCHUSA MPU PACCCUCHUAX U PE3CKIUAX TKaHEeH u/uiu CO31aHUN

aHaCTOMO30B.

IToxka3anus K NPUMEHEHUIO

I[aHHLIﬁ HWHCTPYMCEHT NPCAHA3HAYUCH AJId MIPUMCEHCHUS MTPU PACCCUCHUAX U PE3CKIUAX TKaHEeH u/uin CO3J1aHUH

aHaCTOMO30B. HpI/IMCHﬂCTCﬂ B OTKPBITBIX U MUHUMAJIbHO MHBA3UBHLIX OII€paliuAX, BKIIKOUad BMEIIATCIILCTBA HA pr}.‘lHOﬁ

nu 6pIOHIHOf/‘1 IIOJIOCTAX. HpI/IMCHﬂeTCSI IIpU pacCCUYCHUAX U PE3CKUUAX JICTKUX U NUIIEBAPUTCIBHOI'O TPAKTA.

I[IpeanmonaraeMblii M0J1b30BaTE /b

I[aHHLIﬁ HWHCTPYMCEHT NPEAHA3HAYUCH JJI UCITOJIb30BaHU MEIUITUHCKUMU pa6OTHI/IKaMI/I B XOA€ Ool€paTUBHBIX

BMCIIATCIIbCTB.
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Cpena npeanojaaraeMoro McIoJib30BaHusi

ﬂaHHLIﬁ HWHCTPYMCHT NPECAHA3HAYUCH JJI UCIIOJIb30BaHUA B CTallTUOHAPE.

LleneBasi rpynmna nauMeHToB

B3spocieie u 1etr, KOTOpBIM TPEeOYIOTCS PE3EKIHSI U BOCCTAHOBJICHNE TKaHEH B TPyIHON M OPIOITHON TONOCTAX.

Kiaunndeckue npemmyiniecrea

Wucrpyment 6e3zonacHo 1 3¢ (GEKTUBHO MPUMEHSAETCS AT BBIOTHEHHS PACCEUCHUH M PE3EKIIUH TKAHEH W/MITH CO3aHuUs

aHaCTOMO30B.

Hpmnnonoxawnua

®  3anpenieHo UCIIONB30BaTh JaHHBIH HHCTPYMEHT Ha aopTe, Ceplle H IeMEHTaxX OONBIIOro Kpyra
KpOBOOOpAIICHUS.

®  3anpenieHo UCIOIB30BaTh HHCTPYMEHT Ha HIIIEMHU3UPOBAHHBIX HIIM HEKPOTHYECKUX TKaHSIX.

® [lepex NpUMEHEHUEM CIIMBAIOIIETO anapara HeoOX0IMMO TIIATEILHO OLECHUTh TOMIUHY TKaHH. /171t BEIOOpa
pa3mepa ckob cM. TabJIUIly pa3MepoB KacCeTHBIX ckoO. Eci TkaHb HEBO3MOXKHO JIETKO CHKaTh JI0 BBICOTHI
3aKPBITOH CKOOBI JINOO €CIIN OHA JIETKO CKMMAETCsl 10 MEHBIIIEH BBICOTHI, YEM BBICOTA 3aKPBITOH CKOOBI, 3Ty TKaHb
3amnpelaeTcs CIINBaTh, TAK KK OHA MOKET OBITh CJIMIIKOM TOJICTOH WITM CIIMIIKOM TOHKOH 1J1sl BHIOpaHHOTO
pasMepa CKOOBI.

® JlaHHBIA MHCTPYMEHT HE Npe/iHa3HaueH ISl MCII0JIb30BaHMs TIPH HAJTMYUH NPOTHUBOIIOKA3aHUIT JJIsl CHIMBAHHUS

XUPYPTUYECKUMHU CKOOaMHU.

ITo6o4HnbIE P PeKThI

B uucno OCHOX(HCHHﬁ, KOTOPbIE MOT'YT BO3HUKATH ITPU UCIIOJIB30BaHUN KACCCT, BXOAAT: KPOBOTCUYCHU, ITOBPEKICHUEC
TKaHeﬁ, BBCICHUC HCCTepI/IHLHOﬁ TMOBEPXHOCTHU WJIM MEPEHOC MATOTCHOB, BOCHAJINUTEIbHAA UJIN BPEMCHHAA TKaHCBAaA
peakius, TOBPeXACHNE UMYIIIECTBA WK yiepd okpyxkaroleit cpene. Kpome Toro, HeCIIOMHONW CITUB U
HEBO3MOXKHOCTB pa3pe3a MOTYT MPHUBECTH K CIyYalHOW TpaBMe, YBEIIMICHHUIO MPOAOIKUTEIIEHOCTH OTIEPAIIAH HITH

HN3MCHCHHUIO METOJUKHU €€ BBIIIOJITHCHUA.

Nudpopmanus no 6ezonacuoctu npu MPT

JlanHOE nM3aenue SBIseTCs YCIOBHO Oe3omacHbIM mpu poBeneHnu MPT. [TanuenT, B
OpraHu3Me KOTOPOTO IPUCYTCTBYIOT OJHO MJIM HECKOJIBKO JAHHBIX H3IEIHN, MOXKET 0e30MacHO

noABePrarbCAa O6CJ'I€,HOBaHI/IIO npu COGJ’IIOI[CHI/II/I YKa3aHHBIX HUKC yc.]'[OBPIﬁ. HGCOGJ'IIOHGHI/IC

MP-

9THX YCJIOBUI MOXET NIPUBECTU K TPABMUPOBAHUIO MAIHEHTA.
COBMECTUMOCTh
IMapameTtp Yenosue ucnosin3opanusi/Mudopmanus

HanpsxeHHOCTb CTaTHYECKOro
1,5-3,0 Tn

marautHoro nostst (Tor)
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OpueHTanus CTaTHUeCKOro
T'opuzonranbHas
MarHUTHOTO MOJI

MaxkcumanbHbII IPOCTPAHCTBEHHBII
40 Tn/m (4 000 I'c/em)
rpaauenT noist (Ta/m u ['c/em)

ITonspuzarus BBICOKOYaCTOTHOTO . .
C xpyrosoit nonspuszanueii (KII) (T.e., kBaaparypHas nepenaua)
BO30YXKICHUS

IIepenaromas PY-karymnika MoskeT OBITh HCTIONB30BaHA JTI00ast nepenatomas PU-karymka

Mosket ObITh HCTIONB30BaHa M00ast PU-karymika, paboraromas ToIbKO Ha
IIpunumaromas PU-karymka

pueM
Pexxum pabotsr MP-cucteMsr CrannmapTHBIiI
MaxkcumanbHOE 3HadeHUE
ycpeaHeHHOro o Bcemy teiny YKII 2 BT/Kr (cTaHAapPTHBIA PEXKIIM)

(Bt/kT)

Yepenuennsrii mo Bcemy termy YKII 2 Br/kr B Teuenue 60 MuHYT
IIponomKHUTENbHOCTD CKAHUPOBAaHHUS | HempepslBHOTO PU-o0myuenns (T.e., Ha OHY MOCIEI0BaTEILHOCTD
Y BpeMs O>KUIaHHS HMITYJIbCOB WJIM HA HECKOJIBKO ITOCIIEIOBATEIILHOCTEHN ITOApsA/Cepuid,

CIIEAYIOMHUX Oe3 TIepEePHIBOB).

[1pu HaMYMK B OpraHU3Me JaHHBIX H3IEIUi Ha TOMOrpaMMax

NPUCYTCTBYIOT apTedakTsl. [ToaTOMY, €CITH UMILTAHTH MIMEIOTCS Ha
Apredaxrsl Ha MP-ToMorpammax
HCCIIelyeMOM Y4acTKe, CIIelyeT C OCTOPOXKHOCTBIO IIOAXOAUTE K BEIOODY

apaMeTpPOB UMITYJIBCHOM MOCIEI0BaTEIbHOCTH.

PykoBoacTBO MO/Ib30BATEIIS

[MonpoOHas nHpoOpMaus ¢ yKa3aHUSMH 1O IIPUMEHEHUIO COAEPIKUTCS B PYKOBOJICTBE O AKCIUTyaTalliK CIIUBAIOIIETO

armapara.

Yruanzanus

IMocie wconb30BanHus yTIIIM3UPYHTE HHCTPYMEHT HaaJIeKaliM 00pa3oM COIIacHO TpeOOBaHUSIM MECTHBIX
HOpPMAaTHBHBIX akTOB. Ecnm nepen yTunnsaiueil HHCTpYMEHT HEOOXOIUMO 00€33apa3uTh, CICIYHTE MPOTOKOIY

60J'[LHI/I[H)I U MECTHBIM HOPMATHUBHBLIM aKTaM.

IIpexynpeskaeHusi 1 Mepbl NPeIOCTOPOKHOCTH

® MuHMMAJIbHO WHBAa3UBHBIE MTPOLIETYPHI JOJKHBI BHITOIHATHCSA TOJIBKO CHEUATUCTAMU, UMEIOITUMU
COOTBETCTBYIOIIYIO OJATOTOBKY M 3HAKOMBIMH C METOAAMH NIPOBEICHNUSI MUHUMaJIbHO HHBA3UBHBIX MPOILIEAYD.
Ilepen BbINOTHEHHEM MAJIOMHBA3UBHBIX MPOLEAYP 03HAKOMBTECH C METOJAMH, OCJIIOKHEHUSIMU U OTACHOCTSIMH,
MPUBEJICHHBIMU B MEJIMLIMHCKOM JIUTEpaType.

® CmmBaroIKe anmapaTsl A1 MaJOWHBA3UBHBIX MIPOLEAYP MOTYT UMETh Pa3HbIE THAMETPHI B 3aBUCUMOCTH OT
npousBoauTes. [Ipu coBMECTHOM HCIOIB30BAaHUHU CUIMBAIOIIETO arapara JJisi MaJIOWHBa3UBHBIX MPOLEAYpP U
MIPUHAJIKHOCTEN OT pa3HbIX MPOU3BOAMUTENICH MPOBEPHTE UX COBMECTUMOCTh MEPE] BHITOJTHEHUEM MPOLIETYPHI.

®  [Ipu UCIIOIB30BaHUM B XOJI€ NMPOLEAYPHI APYTUX TEXHOJIOTUI COOMIOAAalTE MEPHI MPEAOCTOPOKHOCTH,
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PEKOMEHIyeMble TIPOU3BOANTENIEM OPUTHHAIBLHOTO 000PY/I0BaHHsI, YTOOBI H30€KaTh ONACHOCTEH, CBSI3aHHBIX C UX
HCIIONB30BaHUEM.

IIpexnae ueM HCIOIB30BaTh CUIMBAIOLINM anmapar, IPOBEPETE SHAOCKOI MM YHA0CKOIIMYECKUE
MIPUHAJIC)KHOCTH, BBEJCHHBIC B TEJIO YEIOBEKA, HA HAJMYHE [MIEPOXOBATHIX MIOBEPXHOCTEH, OCTPBIX KPaeB HIIN
BBICTYIIOB, KOTOPBIE MOTYT CO3/1aTh YIPO3y 0€30MacHOCTH.

HecobmoneHrne HHCTPYKINIA MOJKET IPUBECTH K CEPHE3HBIM XHPYPTUUECKUM MOCIEACTBUAM, TAKUM KakK
HapyIIeHHEe TePMETHYHOCTH MIIH PACXOKICHHUE IIIBOB.

Iepen ncnonp30BaHIEM CHIMBAIOMIETO AIIIapaTa HEOOXOANMO TIATEIHHO OIIEHUTH TONIIMHY TKaHU. YTOOBI
MIPaBUIIBHO MOA00PATh KACCETY, CM. TaOJIHUITy ¢ KOJaMH B JAHHOM PyKOBOJZICTBE.

CHuMHTE TPAaHCIOPTUPOBOUHBIN KJIMH CIIUBAIOIETO anmapara 1 OCMOTPUTE TOBEPXHOCTh HOBOI kacceTsl. Ecnu
BUJIHBI IIBETHBIE TOJIKATEJIN, KACCETY HEOOXOAMMO 3aMeHUTh. (Eciy BUIHBI LIBETHBIE TOJIKATEIH, 3TO MOXKET
03HauaTh, YTO B KacceTa He COIEPIKUT CKOD).

VY6enutech, 4TO TKaHb PACIIOIOKEHA POBHO U 3aHUMaET MPABHIILHOE MOJIOKEHUE MeKay OpaHiiamu. Jlro6oe
«CMOPIIMBaHKE» TKaHH BIOJb KACCEThI, 0COOEHHO B MECTE CXOXK/ICHUS OpaHIel, MOXKET IPUBECTH K
00pa30BaHKIO HECIUIOMIHOTO CKOOOYHOTO IIIBA.

[Tpu ycTaHOBKE CIIMBAOLIETO aNIIapaTa B MECTE BMEUIATEIHCTBA yOSIUTECHh B TOM, YTO MEXIY OpaHIIaMu HET
HHUKAKHX MPEISATCTBUN, TAKUX KAaK 32)KUMBbI, CTCHTBI, IPOBOJHUKH | T.1I. [IpomiBaHue uepes npensTCTBHE MOXKET
MIPUBECTHU K HECIUIOMIHOMY Pa3pe3aHHIo, HEPaBUIHLHOMY (POPMUPOBAHHIO CKOO M/MIIH HEBO3MOKHOCTH OTKPHITh
OpanIIy.

VY6enntech, 4TO TKaHb HE BBIIIIA 32 IPOKCHMAJIBHYIO YEPHYIO JIMHHUIO Ha KacceTe. TkaHb, IOMaBIIas B KACCETY 3a
MIPOKCUMAJIbHOW YepHOH JIMHNEH, MOXeT OBbITh pa3pe3aHa Oe3 CIIMBaHMS CKOOaMU.

Ecnu peryar TpynHO Ha)kaTh, TOMEHSHTE MOJIOKEHNUE CITMBAIOIIETO anlapara | 3aXBaTUTe MEHbBIIE TKaHH.
Y6enuteck, 4To Kaccera BbIOpaHa MPaBUIbHO.

Ecnu peryar He cpabarsiBaeT M OpaHIIM HE CMBIKAIOTCS Ha TKaHU, HE HCTIOIB3YHTE CIIMBAONIHM ammmapar Ayt
npomuBaHusl. N3BIEKUTE CHIMBAIONINIA anmapaT v OOJIbIIE €ro HE HCIIONIb3YHTE.

[TombITKa NPUIIOKUTH YCUIIHE, YTOOBI 32CTABUTh PhlYar NPOLIMBAHUS 3aBEPILUTh JIBU)KEHHE TTPH CITHIIKOM
0O0JIBILIOM KOJIMYECTBE TKAHW MEX/y OpaHIIaMH MJIH CIIMIIKOM IUIOTHOM/TOJICTON TKaHU MEXy OpaHIIaMH MOXET
MIPUBECTHU K TOMY, YTO ABHUTATEIb 3aCTPSHET U HOXK OCTAHOBHTCSL.

HemnonHoe npomiBaHie MOXKET IPUBECTH K Ae(hOPMHUPOBAHUIO CKOO, HECTUIONTHOW JIMHUMN pa3pesa,
KPOBOTEUECHHIO W/UIH 3aTPYTHEHHOMY M3BJICYEHHIO CIIMBAIOIIETO amnnapara.

Ecnu MexaHu3M npommBaHus He cpabaThIBaeT, HE UCHOIb3yHTe OOJIbINE CHIMBAIONIMN armnapar.

OcMmoTpuTe cCKOOOYHBIE BBl HA IIPEMET MTHEBMOCTA3a/TeMOCTa3a M MPABHILHOTO 3aKPHITHSI CKOO.
He3HauutenbHOE KPOBOTEUEHHE MOKHO YCTPAHUTh HAJIOKEHUEM PYUHBIX IIBOB MM UCIONb30BaHUEM APYTHX
COOTBETCTBYIOIINX METOIOB.

[Ipexxie 4eM ycTaHABIMBATH HOBYIO KaCCETY, YACPKHMBas CIIMBAIOIINI anmapaT B BEPTUKATBHOM HOJIOKEHHH,
MTOJTHOCTBIO TOTPY3UTE OpaHITy HAKOBAaJIbHU M KACCETHYIO OpaHIITy B CTEPHIBHBIN pacTBOpP. DHEPTUIHO
BCTPSIXHHTE, a 3aT€M IPOTPHUTE BHYTPEHHUE U BHEITHIE TOBEPXHOCTH OPaHIITN HAKOBAJIbHH U OpaHIIIN KaCCETHI,
9TOOBI YAATUTH N3 CIIUBAIOIIETO allllapaTa BCe HEMCIIOIF30BaHHbIE CKOOBI. He nemomnp3yiiTe crmBarommii
ammapar, MoKa BU3yaJbHO He yOennTech B OTCYTCTBHH CKOO Ha OpaHIlle HAKOBAJIbHU M OpaHIIIe KaCCETHL.

[Tpu BbIOOpE KacceTs! ciaeayeT BHUMATEILHO YUNTHIBATH CYIIECTBYOIHE TTATOJIOTHYECKHE COCTOSHUS, & TaKKe
mo0oe IpeoTepalioHHOE JICYEHUE, TAKOE KaK JTydeBas Tepariusi, KOTopoe MOT IPOXOAUTb nauueHt. [Tpu

HEKOTOPBIX COCTOAHUAX WUIIU BUJAAX MPCAONCPALIUMOHHOTO JICUCHUSA BO3MOKHO U3MCHCHUEC TOJIIWHBI TKaHU,
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BBIXOZAIIIEE 3a Mpeeibl YKa3aHHOTO JUana30Ha TONIUHBI TKaHU Ul CTaHJapTHOTO BEIOOpA KacCEeTHI.

®  CmMBaroLIMif anmapar ¥ KacCceTy He PEeKOMEHIyeTCs HCIIOIb30BaTh HA TKAHAX MEUEHH UM CeNE3eHKH, IOCKOIbKY
C)KaThe TaKuX TKaHEeH MOXKET IPUBECTH K UX ITOBPEKACHUIO ITPU CMBIKAHUU OpaHIIeH.

® FEcmou Ha CKOOOYHOM IIBE OTCYTCTBYET BBIPAKCHHBIH T€MOCTa3, HE UCIONB3YHTE JaHHBIN CITUBAIOIINH armapar.

® [Ipu COBMECTHOM HCIIOIB30BAHUH IS OTIEPALIMH CIIMBAIOIIETO alapara ¥ BCIIOMOTaTeNIbHBIX IPHHAIICKHOCTEH
OT pa3HbIX IPOU3BOAUTEIICH MPOBEPHTE COBMECTHMOCTH CIIMBAIOMIETO aMapaTa ¢ yCTPOHCTBAMH JPYTHX
MIPOM3BOJUTEINEH, a TAK)KE M30JIIINIO U 3a3E€MJICHHUE.

® He nbiTaiitech 3apsauTh KacCETy IPU HAXKaTOM pbIUare.

®  VBeIOMIICHHE MTOJIB30BATEII0 W/MIIN MAIIUEHTY O TOM, YTO O BCEX CEPhE3HBIX HHIMACHTAX, IPOU30IIE/IINX C
yCTpo#cTBOM, cienyeT coobmars B kommnanuio «Pua Cepyxukan, Muk.» (Reach Surgical, Inc.) no agpecy
Reachquality@reachsurgical.com 1 B koMeTeHTHBII opra rocyaapcrea-aiena EC, B KOTOpOM HaXOAUTCS
TIOJIb30BATENb W/MIIH MALUEHT.

® (C O030poM 0e30MacHOCTH U KIMHUYECKHX XapakTepucTHK (SSCP) MOKHO 03HAaKOMHTBCS 31€Ch:

https://www.int.reachsurgical.com/support.

XpaHUTh NPH KOMHATHOM TemMmepaTrype

TemmepaTypa xpaHeHus He noybxHa npessiate 54°C (130°F) mnu onyckatbes Hioke -10°C (14°F); ypoBeHb BIaKHOCTH

He JToJbKeH npeBbimaTh 80%.

TpeGoBaHus K TPAHCHIOPTHPOBKE

Temmnepartypa: -10°C ~ 54°C

OTtHocurensHast BIaxuoctb: 0—-70%

TpeOoBanus k pado4unM yCJI0BUSIM

Temmneparypa: 10-40 °C

OTtHOCHUTENBHAS BIAXHOCTE: 30-75 %

Cpok ronHocTu

HHCTpyMeHT cTepuiIn30BaH dTUIEHOKCHIOM. CpOK rOIHOCTH yKa3aH Ha YHaKOBKe. 3allpeIiaeTcs HCIOoNb30BaTh

HWHCTPYMEHT IO UCTCYCHUUN CPOKA TOTHOCTH.

®opmart NOCTaBKHU

CMeEHHBIC KaCCEThI IIOCTABIISIOTCS CTCPUJIbHBIMU JI1 OAHOKPATHOTO MMPUMEHCHUA Yy OAHOTO MMallUCHTA. Ilocne

HCIOJIb30BaAHUA YTUIN3UPOBATh HALJICKAITUM 06p8.30M. BanpeluaeTc;I CTCPUIIN30BATh ITOBTOPHO.

cTpaHuua 7 n3 11



EO Batch

Cepus cTepuin3aiu

A

OTKIIENTH 371€CH

42\

PE-HD

Bropuuno ucnonezyemsriit [IDH/T

N

&

[IpuronHsIit A7 BTOPUYHON TIepepadOTKI

CM. pyKOBOJICTBO MOJIb30BATEIS.

He ucrnonn3oBath B CJIy4ac MOBPCKACHNA YIIAKOBKH

r al
L _
HE CTEPUJIN30BATH IIOBTOPHO
r il
L 4
[IpousBoagurens
r 1
[ |

cTpaHuua 8 mns 11




- Jlatra U3roToBJIEeHUS
_I
- CepuiiHbIii HOMEp
_
- Kon maptuu
_I
- Hcnone3oBats 10
g _
- OcropoxHo! Xpynkuii rpy3
I r
A XpaHUTB B CyXOM MeCTe
]
‘ I‘ e
_
1 He nonseprarb BO3AEHCTBUIO IIPSAMBIX COJHEUHBIX JIy4eH
..._,\;/,.
A\
]
-
Up
I

cTpaHmua 9 mns 11




He ncnonn3oBarh TOBTOPHO

r M

L _|

r 1 Buumanue

L 4

- A Karanoxubiit Homep

L 4

- - [IpenenpHast TeMIeparypa XpaHeHHS

L _|

- _ IIpenenbHast BIaXHOCTb IIPU XPAHEHUU
LA

L _|

- - OnuHapHas CHCTeMa 3aIUTHl CTePHIHLHOCTH

L i

- - CrpaHa mpon3BOICTBA

L 4

- . MeauuuHCKoe U3lenue

L J

cTpanmya 10 n3 11




- - VHHKaNBHBIN HASHTH(UKATODP U3NESITUS
L _I

- - CTepunn30BaHO STUIEHOKCHIOM
STERILE|EO

L |

cTpaHmua 11 mn3 11




	10 IFU-ID Reload
	10 IFU-ID Reload(ru)
	10 IFU-IMS Reload-0903update
	10 IFU-IMS Reload-0903update(ru)

