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BEFORE USING PRODUCT,PLEASE READ FOLLOWING INFORMATION CAREFULLY.
/N IMPORTANT]

This booklet is designed to assist in using ENDO REACH Endoscopic Linear Cutting
Staplers (Herein after referred as 'Instruments’). It is not a reference to surgical stapling
techniques.

The Instruments and Reloads is designed,tested and manufactured for single patient use
only. Please do not reuse,reprocess or resterilize this instrument. Reuse, reprocessing or
resterilization of the instrument may result in functional failure, contamination,patient injury
or infection.Instruments can be used with various kinds of disposable Reloads of the
IREACH OMNIA Reload Units manufactured by Reach Surgical, Inc.

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

Indications

This instrument is intended for transection,resection,and/or creation of anastomoses.lIt has
applications in open and minimally invasive surgeries including thoracic,and abdominal
surgeries.lt 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.

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

Clinical Benefit
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 Stapler and
Reload Specification Size Chart 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.



DESCRIPTION

The Instruments are EO sterile, single patient use instrument that, when used with Reload

Units, can simultaneously cut and staple tissue.

A sterile, hand-held surgical instrument designed to be used during endoscopic surgical
procedures for the expeditious transection and resection of tissues and the creation of

anastomoses; it may also be used during open surgery. The device is intended to

mechanically cut the tissue and simultaneously apply surgical staples to the resulting sides
of the cut line. This device is typically loaded with staples and may be pistol-like in design.

This is a single-use device.

Nomenclature — Instrument (lllustration 01)

Note: The following information is based on the schematic view of ENDO RLCZ

Series.

Schematic View
A) Reload Alignment Pin

B) Unload/Unlock Button
C) Shaft

D) Articulating Lever

E) Rotation Collar

F) Safety Release Button
G)Return Knob

H) Handle

) Reload

J) Reload Alignment Indicator
K) Shipping Wedge

L) Anvil Jaw

L1) Curved Tip

M) Tissue Stop

N) Staple Mark

O) Cut Mark

P) Increment Markings
Q) Kbnife Blade Indicator
R) Cartridge

Product Specification

ENDO RLCZ Series Staplers Product Codes

ENDO REACH RLC Staplers Specification

Length

Diameter

Models -
Base Size

Base Size

Tolerance

ENDO RLCSZ 311

12.4

+0.5/-1




ENDO RLCZ 381 12.4 +0.5/-1
ENDO RLCLZ 481 12.4 +0.5/-1
ENDO RLCZ Series Staplers Compatibility Reload Units Chart
Staple | Open Tissue Trocar
Product Code | Color | 1%, | DaRE | GosedSieple | Toess | ohneet
(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 35 15 Medium 12
ID6035 Blue |60 35 15 Medium 12
ID4548 Green | 45 4.8 2.0 Thick 15
ID6048 Green | 60 4.8 2.0 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 4.0/45/5.0 | 1.75/2.0/2.2 Extra Thick 15
ID60BLK Black | 60 4.0/45/5.0 | 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 35 1.5 Medium 12
ID6035B Blue |60 35 15 Medium 12
ID30TANB Tan 30 2.0/2.5/3.0 | 0.75/1.0/1.25 Vascular/Thin 12
ID45TANB 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
IDA5PULB 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 35 1.5 Medium 12




IDSV6035 Blue | 60 35 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 45 2.0/2.5/3.0 | 0.75/1.0/1.25 Vascular/Thin 12
IDSV45TANB | 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 4.0/45/5.0 | 1.75/2.0/2.2 Extra Thick 15
IDSTV60BLK Black | 60 4.0/45/5.0 | 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

INSTRUCTIONS FOR USE

Warning: The Instruments are sold sterile. Before use, check the primary package (namely,
aseptic packaging, and tyvek seal), and do not use if seal is broken or damaged.

Loading (lllustrations 3)
1. Ensure that the G) black return knobs on the instrument are completed pulled back and
the articulating lever is in the neutral position of the instrument.

2. To load the Stapler with appropriate Reload, insert the pin located at the distal end of

instrument into the Reload. Ensure that the load alignment indicator on the Reload aligns

with the load alignment indicator on the instrument shaft. Push the Reload downward and
turn 45°clockwise relative to the instrument, so that the Reload will be locked into position.
At this point, the load alignment indicators will realign again.

J) Reload Alignment Indicator (on Reload)



J1) Reload Alignment Indicator (on Shaft)

3. Squeeze the handle once to close the jaw of the Reload. Pull back on the black return
knobs and confirm that the jaw of the Reload open completely.

Unloading (Illustrations 4)

1. To unload a Reload from The Instruments, make sure the articulating lever in the
neutral position, while the jaw of the Reload is open by completely pulling the black return
knobs back. Pull the Unload/Unlock button downward relative to the instrument and turn the
Reload 45°counterclockwise. Remove the Reload from the instrument shaft.

D) Articulating Lever
B) Unload/Unlock Button

Using procedures (lllustrations 5)

1. After closing the jaw of the Reload by squeezing the handle once, insert The
Instruments with Reloads into an appropriately sized trocar sleeve, or a larger one with the
help of a converter.

CAUTION: The Reload should only be opened within the body cavity when the anvil
is completely visible.

The instrument shaft can rotate 360 degrees using Rotation Collar, it can articulate to three ge
ars on both directions using Articulating Lever.

NOTE: When The Instruments with Reloads are used with a 4.8 Reload and the black Reload, the
instrument must be inserted into a 15.5 mm trocar.

2. Once inside the body cavity, completely pull back the black return knobs to open the jaw of the
instrument.

CAUTION: Please do not squeeze the instrument handle while pulling back the black knobs.

3. Apply The Instruments and Reload across the tissue that will be transected.

CAUTION: Make sure that no obstructions, such as clips, are incorporated within the instrument

jaw. Firing the instrument over an obstruction may lead to incomplete cutting and/or improper
staple formations.

Note: The instrument will not cut the tissue beyond the cut mark, which is indicated on the Reload. For
tissue exceeding the length of the Reload (45 mm, or 60 mm), more than one applications of The
Instruments and Reload may be necessary.

O) Cut Mark

CAUTION: Placing the tissue proximal to the tissue stops (on the Reload) may cause instrument
malfunction. Tissue which extended beyond the cut mark will not be transected.

4. Squeeze the handle completely to close the jaw of the instrument across the tissue to be transected.
The jaw of the instrument can be opened and repositioned on the tissue by completely pulling the black
return knobs back. The instrument is designed with a safety interlock. It will not fire the staples and cut
tissue until the green button is pushed.

CAUTION: Safety interlock is provided to prevent an empty Reload from firing a second time.
Please do not try to override the safety interlock.

5. Push the green button prior to fire the instrument. When firing the instrument, squeeze the handle
sequentially until it locks. It may require several squeezes to completely fire the Reload. The total
number of squeezes is related to the length of the Reload.

CAUTION: Failure to fire the Reload completely will result in an incomplete cut and/or incomplete staple
formation, which may lead to poor hemostasis.

F) Green Button

6. Once the instrument is fired completely, pulling the black return knobs back completely to open the
jaw. Remove the instrument from the tissue gently. The site of the application should be checked for



hemostasis after the removal of the instrument. Minor bleeding can be controlled by the application of
electrocautery or manual sutures.

7. Close the instrument jaw by squeezing the handle and remove the ENDO REACH
Staplers and Reloads from the body cavity. Unload the Reload from the instrument.

Note: Do not attempt to insert or remove the instrument from the trocar sleeve if the instrument is in the
articulated position.

The Stapler can be reloaded and fired no more than 12 times in a single procedure.

WARNINGS

1. 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.

2. 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.

3. 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.

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

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

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

7. 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.

8. 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, iliness, or death.

9. Do not load the Instrument more than 12 times. The Instrument can fire for a maximum
number of 12 times. Use of staple line reinforcement material may reduce the maximum
number of firings.

10.Do not articulate when the jaws are closed.

11.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.

12.Do not use hospital autoclaves to sterilize or disinfect the Instrument.

13. 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.



14.Do not modify the Instrument without authorization from the manufacturer.

15.1f the hemostasis of the staple line cannot be clearly observed, do not continue using
this Instrument.

16. The Instrument cannot be operated under oxygen enriched environment.

17. In case of any adverse event related to the Instrument, please communicate with the
manufacturer through Reachquality@reachsurgical.com.

PRECAUTIONS

1. Preoperative radiotherapy can result in tissue changes, which may cause the tissue
thickness exceeds the indicated range for the selected staple size. Careful
considerations should be given to any pre-surgical treatment and select the staple size
correspondingly.

2. Always inspect the thickness of the tissue and select an appropriate staple size before
the application of the Instruments with Reloads. When choosing the Reload of proper
staple height, always consider the combined thickness of the tissue and of any staple
line reinforcement material.

3. Always close the jaw of The Instruments with Reloads before introducing and removing
the instrument from the trocar sleeve.

4. After firing, the staple line should always be inspected for hemostasis. Minor bleeding
can be controlled by electrocautery or manual sutures.

5. Make sure that no obstructions, such as clips, are incorporated into the instrument jaw
when positioning the instrument on the application site. Fire the instrument over an
obstruction may result in incomplete cutting and/or improper staple formations.

6. Endoscopic procedures should be performed by physicians who have adequate training
on endoscopic techniques. Before the performance of any endoscopic procedures,
consult the medical literature relating to techniques, complications and hazards.

7. The Reload can be opened within the body cavity only when the anvil is completely
visible.

8. The Instruments are provided STERILE and intended for use in a SINGLE procedure
only. PLEASE DISCARD AFTER USE AND DO NOT RESTERILIZE.

9. Please do not try to load a Reload while the ring handle is squeezed.

10. The Instruments are sterilized with EO. The period of validity is 5 years and has been
marked on each layer of product package. PLEASE DO NOT use an expired product
clinically.

11. After use, the Endoscopic Linear Cutting Instruments and Reload Units should be
disposed of in appropriate recycling or trash bin.

12. When manipulating the tissue with the curved tip Reload, avoid exerting excessive
pressure on fragile structure with the curved tip of the device.

13. 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.



EFFECTIVE PERIOD OF STERILIZAION
The Instruments and Reloads have undergone EO sterilization and the effective period, 5
years, is marked on each package. Do not use the product outside of the effective period.

STORAGE CONDITIONS
DO NOT EXPOSE TO TEMPERATURES ABOVE 130°F(54°C)OR BELOW 14°F(-10°C)OR HUMIDITIES

GREATER THAN 80%.
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CumBaronue anmnaparsl ENDO REACH RLC

| BHZIOCKOHI/I‘{ECKI/Ie CINUBAKIIC-PEKYIHIHE alllIaApPaTbI JIMHEHHOT0 aHACTOMO3a

«Puu Cepxuxan, Uuk.» (Reach Surgical, Inc.)
120, yn. Cunbcunity, 3anaanas 30Ha, TIHBI3UHBCKHIA PAiOH YKOHOMHKO-TEXHOJOTHUYCSCKOTO Pa3BUTHS,
300462 TaubuauHb, Kurtaii




Pucynku










INEPE/T UCIIOJIb3OBAHUEM U3 JIEJIA BHUMATEJIBHO ITPOYTUTE CJIEAYIOH[YIO NTHOOPMAIIUIO!

/N BAXKHO!

Jlannast Oporrtopa rpeiHa3HayeHa Jiisi IOMOIIY B UCIIOJIB30BaHUU SHIOCKOITMYECKUX CIIUBAIOLIE-
pexymux annaparoB guHerHoro anacromo3a ENDO REACH (nanee - «uacTpyMeHTh»). OHa He
COJIEP>KUT PEKOMEHIAIHH 110 XUPYPTUYECKUM METOaM HaJIO>KEHUSI CKOOOYHOTO I1IBa.

HHCTpyMEHTHI M KacceTsl pa3paboTaHbl, UCTIBITAHBI U U3TOTOBJICHBI ISl HCHIOJIB30BAHUS TOIBKO IS
oJlHOTrO nanuenTa. He nucnonbe3yiite 3T0 U3Aenue MOBTOPHO, HE MOJIBEPTraiiTe €ro MOBTOPHOM
00paboTKe WM TOBTOPHOM cTepuiu3aiuu. [IoBTopHOE MCTIONb30BaHNEe, TOBTOPHAs 00paboTKa UiTH
MOBTOPHAs CTEPUIIM3ALIMS MHCTPYMEHTA MOTYT IPUBECTU K HApYIIEHUIO GYHKIIMOHUPOBAHUS
U3JEeNus, 3arpsI3HEHNI0, TPABMUPOBAHUIO WIIM HH(PHUIIMPOBAHUIO MalMeHTa. Bo3MOXKHO
HCIMOJIb30BAaHUE MHCTPYMEHTOB ¢ paznuuHbiMu Bujiamu kacceT IREACH OMNIA s oqHOKpaTHOTO
npUMeHeHHs pou3BoacTBa komnanuu «Puu Ceprxukan, Muk.» (Reach Surgical, Inc.).

IIpeanoJsiaraemMoe UCIOJIbL30BaAHUE
JlaHHBIN MTHCTPYMEHT NIpeIHA3HAYCH JUISl PACCCUCHUS, PE3CKIIUU TKAHESH W/MITU CO3/IaHus
aHAaCTOMO30B.

Iloka3zaHust K IPUMEHEHHIO

JIaHHBIA UHCTPYMEHT IIpeHa3HAUECH [yl PACCEUEHUs, PE3EKIIUHN TKaHel U/WiIH CO3/1aHus
aHacToM030B. OH MOKET UCIIOJIB30BaTHCS BO BPEMs OTKPBITBIX U MaJIOMHBA3UBHBIX OIIEPATUBHBIX
BMEIIIATENILCTB, B T.4. HA OpraHax IpyIHON 1 OpIOIHON mojocTei. MTHCTpYMEHT NCTIOIB3yeTCs IS
paccedeHus ¥ pe3eKIUN TKaHEeH JIETKUX U MUILIEBAPUTEIBLHOIO TPaKTa.

Hpe)mo.ﬂaraeMblﬁ moJb30BaTe/Ib
Z[aHHI:IfI HHCTPYMCHT IMPEAHA3HAYCH JJIA UCII0JIb30BaHUA MCAUTITMHCKUMHA pa6OTHI/IKaMI/I B XO0I€
OIICPAaTUBHBIX BMCIIATCIILCTB.

Cpena npeamnoJiaraeMoro ucnoJib30BaHHUA
JIaHHBII MHCTPYMEHT IIPEIHA3HAYEH JIJIS UCIIOJIB30BAHUS B CTAllMOHAPE.

LeneBasi rpynmna nauMeHToOB
B3pocinbie u netu, KOTOpbIM TpeOyIOTCS PE3EKIMs U BOCCTAHOBJICHUE TKAHEH B TPYIHOM U OPIOIIHOM
MOJIOCTSX.

Kiaununyeckue npenmyunecrsa
WuctpymenT 6e3omacHo U 3QGEeKTUBHO MPUMEHSETCS JIJIs BBIIOJIHEHUS PACCeUSHHH U pe3eKInit
TKaHEH W/UIKA CO30aHusI aHACTOMO30B.

IIporuBonOKa3aHus
° 3anpelueHo HCIIOJI30BAaTh JAaHHBIC MHCTPYMEHTBI Ha a0PTE, CEPALIC U DJICMECHTax OOJIBIIIOTO Kpyra
KpPOBOOOpAILEHHS.

° 3anpelueH0 HCIIOJIb30BaTh MHCTPYMCHTEI HAa HIHEMHU3UPOBAHHBIX NJIW HEKPOTUYCCKUX TKAHAX.

M Hepe;[ NPUMCHCHHUCM CIIMBAIOIICTO allllapaTa H606XOI[I/IMO THIATCJIIbHO OLCHUTH TOJIINIUHY TKAHH. I[J'ISI
BBIOOpA pazmepa ckoO cM. TaOJIHUITy pa3MEPOB CITUBAIOIIECTO anmnapara u kacceT. Eciu Tkanb
HCBO3MOXXHO JICTKO CKaTbh 10 BBICOTHI 3aKpLITOfI CKOOBI JTM0O €CIIM OHA JIETKO CKMMACTCS a0 MEHBIIICH
BBICOTHI, YEM BBICOTA SaKpBITOﬁ CKO6BI, OTY TKaHb 3allp€uIacTCA CHIMBATDh, TAK KaK OHa MOXET OBITH CIUIIKOM
TOJICTOH MJIH CIHUIIKOM TOHKOH JJIAA BI:I6paHH01“O pa3Mmepa CKOOBI.

* JlaHHBIC UHCTPYMEHTHI HE MPEHA3HAYCH JUIS UCTIOIb30BAHMS TPH HATMYUH ITPOTUBOTIOKA3aHHUN IS
CIIMBAaHUS XUPYPIHUECKUMHI CKOOAMH.



OIIMCAHHUE

I/IHCTp}’MeHTBI CTEPHUIIN30BAHBI OTUJICHOKCHUAOM, ITPEAHA3HAYCHBI IJI MCIIOJIb30BaHUS TOJIBKO IJId
OOHOI'0 ManveHTa IMpU UCIIO0JIL30BAHUU KACCET, MOTYT OJHOBPEMCHHO pa3pe3aTh U CIIMBATh TKAHU.

CrepuIIbHBIN, pyYHOU XUPYPrUUECKU HHCTPYMEHT, IPEAHAa3HAUYCHHBIN /IS UCIOJIb30BAaHUS B XO/I€
SHJOCKOMMYECKUX XUPYPrUUECKUX MPOLETYP UIsl YCKOPEHHOT'O PACCEUCHUS M PEe3EKLIUU TKaHEH 1
CO3/IaHUS aHACTOMO30B; TAKKe MOKET UCIOJIb30BATHCS B XOJI€ OTKPBITHIX XUPYPrUUeCKUX
onepauuid. /[aHHOE yCTPOMCTBO MPEIHA3HAYEHO JUIsI MEXaHUYECKOTO Pa3pe3aHus TKAHEN U
OJTHOBPEMEHHOH YCTaHOBKHM XUPYPTUYECKUX CKOO Ha MOJIyYeHHbIE CTOPOHBI JIMHUU pa3pe3a. Kak
MIPaBUJIO, B TAHHOE YCTPOWCTBO 3aIMpaBIISIOTCS CKOOBI, 1 OHO MOXKET MPEACTABIATH COOOH
KOHCTPYKIIMIO MMHUCTOJIETHOTO TUIA. DTO YCTPOMCTBO AJIsi OJTHOPA30BOT0 UCIOIH30BAHUSI.

Ilepeuyensb neraseit — Uucrpyment (pucynok 01)
IIpumeuanue: cienywmas uHopmanus ocHopana Ha cxeme cepun ENDO RLCZ.

CxeMa
A) Y1iop [utst BBIpaBHUBAHHS KaCCEThI

B) Kuonka u3BiedeHus/pa30oI0KHPOBKI
C) CtBon

D) Peruar apTukyisiuu

E) [ToBopoTHas py4ka

F) KHomka CHATHS IPeOXPaHUTEIS
G) Perymnsitop Bo3Bpara

H) Pyuka

[) Kaccera

J) Wuaukatop BbIpaBHHBAs KACCETHI
K) TpaHcropTHPOBOYHBIN KITHH

L) Hwxuss Opaniina

L1) N30rayThlit HAKOHEYHUK

M) OrpaHuuuTens TKaHU

N) Metka ckoOBI

O) Mertka paspesa

P) MapkupoBka mrara

Q) MWupukatop je3Bust HOXa

R) Kaprpumx

Cneuuduxanus usaeauns
Kogs! nznenust quist coumBaroniux annaparos cepun ENDO RLCZ

Cnenudpukanun cumBamomux annapatoB ENDO REACH RLC

Juauna Juametp

Mopnean CranaapTHbId CranpapTHsbIii
pasmep pasmep

ENDO RLCSZ 311 12.4 +0,5/-1

]_IOHYCTI/IMOC OTKJ/IOHCHHUE




ENDO RLCZ

381

12.4

+0,5/-1

ENDO RLCLZ

481

12.4

+0,5/-1

Ta0anna coBMeCTHMOCTH KacceT ¢ clunBawmuMn annaparamu cepun ENDO RLCZ

Jnuna JAnanazon CoBmecT
JIMHUHU BbICOTa BLICOTa TOJIIUHBI TKAHU
o o HMOCTDB C
Kon n3nenusn Ber CKO0OYH | OTKPBITOI 3aKpBITON CKOOBI TDOAKADO
oro mBa | cko0bl (MM) | (MM) Mp(MM) P
(mMm)
ID3020 Cepsrit | 30 2,0 0,75 Cocynucras 12
1D4520 Cepslii | 45 2.0 0,75 Cocynucras 12
1D6020 Cepslii | g0 2,0 0,75 Cocynucras 12
ID3025 Bensiii | 30 2.5 1,0 Toukast 12
ID4525 Benbiii | 45 25 1,0 Toukas 12
1D6025 Benstii | 60 25 1,0 Tonxkas 12
ID4535 Cuunii | 45 35 15 Cpena 12
ID6035 Cummii | 60 35 15 Cpena 12
ID4548 fle;eH 45 48 2.0 Toxcraz 15
ID6048 3enen | ¢ 48 2.0 Toxcraz 15
bIN
ID30TAN Kopma | 4 202530 | 075/1,001,25 Cocymuoras/Tomk | 4,
HCBBIN as
ID45TAN Kopma | 5 2,0/2,5/3,0 0,75/1,0/1,25 Cocymucras/Tonk | 4,
HCBBIU ast
ID60TAN Kopma | g4 2,0/2,5/3,0 0,75/1,0/1,25 Cocymucras/Tonk | 4,
HCBBIN as
ID30PUL Prore | 4, 3.0/35/40 | 1.25/1,5/175 Cpenwsia/Toneras | 4,
TOBBIU
ID45PUL Puore | o 3.0/35/40 | 1.25/1,5/175 Cpenwsia/Toneras | 4,
TOBBIN
ID60PUL Puone | g4 3.0/35/40 | 1,25M1.,51.75 Cpenusa/Toneras | 4,
TOBBIN
ID45BLK gep‘“’l 45 4,0/4,5/5,0 1,75/2,0/2,2 Otenb ToscTas 15
ID60BLK gep‘“’l 60 4,0/4,5/5,0 1,75/2,0/2,2 Otenb ToscTas 15
1D3020B Cepsrii | 30 2,0 0,75 Cocynucras 12
ID4520B Cepsiii | 45 2,0 0,75 Cocynucras 12
1D6020B Cepsrii | 60 2,0 0,75 Cocynucras 12
ID3025B Bemsiit | 30 2.5 1,0 Tonxas 12
ID4525B Bensiii | 45 25 1,0 Tonkas 12
ID6025B Bensiii | 60 25 1,0 Tonkas 12
ID4535B Cunnii | 45 35 1.5 Cpena 12
ID6035B Cunuii | 60 35 15 Cpena 12
ID30TANB Kopr | 4, 202,530 | 075/1,0/1,25 Cocymcras/Tomk | 4,
HCBBIN as
ID45TANB Kopma | o 2,0/2,5/3,0 0,75/1,0/1,25 Cocynucras/ToHk | 4,
HCBBIN as




Kopuu

Cocynucras/ToHk

ID60TANB T 160 2,0/2,5/3,0 0,75/1,0/1,25 12
HCBBIN ast

ID30PULB f;‘;‘;f; 30 3.0/35/40 | 1251,5/175 Cpenusia/Toneras | 4,

ID45PULB f:)‘;‘l’)f; 45 3,0/3,5/4,0 1,25/1,5/1,75 Cpemuas/Toncras | 4,

ID60PULB Puore | 6o 30/35/40 | 1,25/15/1,75 Cpemwsa/Toncras | 1

IDSV3025 Bemsiii | 30 25 1,0 Touxkast 12

IDSV4525 Benbiit | 45 25 1,0 Touxas 12

IDSV6025 Benbrii | 60 25 1,0 Toukast 12

IDSV4535 Cunmii | 45 35 15 Cpena 12

IDSV6035 Cunnii | 60 35 1.5 Cpena 12

IDSV4548 ffpfeH 45 48 2.0 Toxcraz 15

IDSV6048 Ef;eﬂ 60 48 2.0 Toncras 15

IDSV0TAN | Ko 5 2002530 | 075/1,011,25 Cocymueras/Tork | 4,
HCBBIN ast

IDSV45TAN Kopua |y 2,0/2,5/3,0 0,75/1,0/1,25 Cocymucras/Tonx | 4,
HCBBIN as

IDSV60TAN Koput |- ¢ 2,0/2,5/3,0 0,75/1,0/1,25 Cocymucras/Tonk | 4,
HCBBIN as

IDSVA45PUL ;If)‘;if; 45 303540 | 1.25/1,5/175 Cpenmsia/Toneras | 4,

IDSV60PUL i‘gj 60 3,0/3,5/4,0 1,25/1,5/1,75 Cpenusa/Toneras | 4,

IDSV4SBLK | (P | 45 4,004,550 | 175/2,02,2 Ouieme ToneTast | 4

IDSV60BLK ;IGPHH 60 4.0/4,5/5.0 1,75/2,0/2,2 Ouenb ToJCTast 15

IDSV3025B Bemsiii | 30 25 1,0 Touxkast 12

IDSV4525B Benbiit | 45 25 1,0 Touxkas 12

IDSV30TANB KOPI/I? 45 2.0/2,5/3.0 0,75/1,0/1,25 Cocynucras/Tonk 12
HCBBIU ast

IDSVASTANB | KOPHI | 45 2,0/2,5/3,0 0,75/1,0/1,25 Cocymucras/Tonk | 4,
HCBBIN as

IDSTV30TAN | KOPHY | 35 202,530 | 075/1,0/1,25 Cocymucras/Tomk | 4,
HCBBINU ast

IDSTV45TAN | KOPHY | 45 202,5/30 | 0,75/1,0/1,25 Cocymucras/Tomk | 4,
HCBBIU ast

IDSTV6OTAN | Kopt | 64 2,0/2,5/3,0 0,75/1,0/1,25 Cocynueras/Tonk | 4,
HCBBIU ast

IDSTV30PUL ff)‘;if; 30 30/35/40 | 1,25/1,5/1,75 Cpemnas/Toncras | 4,

IDSTV4SPUL | 1% | 45 30/35/40 | 1,25/1,5/1,75 Cpemnas/Toncras | 4,

IDSTV60PUL i‘g‘;f; 60 3.0/35/4,0 | 1,2515/1,75 Cpennas/Toneras | 4,

IDSTV45BLK ;epm’l 45 4,0/4,5/5,0 1,75/2,0/2,2 Ouenp ToscTas 15

IDSTVBOBLK | CPHEL | g 4,0/4,5/5,0 1,75/2,0/2,2 Otenp Toncras 15

)48




IDSTV30TANB | KOPH | 39 2012530 | 0,75/1,0/1,25 Cocymeras/Touk | 4,
HCBBIU ast

IDSTVA5TANB | KoPHY | 4o 2,0/2,5/3,0 0,75/1,0/1,25 Cocymucras/Touk | 4,
HCBBIN ast

IDSTV60TANB | NOPHI | o4 2,0/2,5/3,0 0,75/1,0/1,25 Cocymucras/Touk | 4,
HCBBIN as

IDSTV30PULB | 2% | 30 30/35/40 | 1,25/1,5/1,75 Cpenwss/Toneras | 4,

IDSTV45PULB i‘;‘;f; 45 3,035/40 | 1,25/1,5/1,75 Cpenuas/Toneras | 4,

IDSTV60PULB f;‘;if; 60 3.0/35/40 | 125/,5/175 Cpenusa/Toneras | 4,

HNHCTPYKIUA 11O IPUMEHEHUIO

BHuMaHue: MHCTPYMEHTHI IPOAAIOTCS B CTEPUIILHOM BUjie. Ilepen ucnonb30BaHuEM TPOBEPhTE
MIEPBUYHYIO YIIAKOBKY (T.€. aCENTHUUYECKYIO YIIAKOBKY U YIUIOTHEHUE tyvek); He UCTIOIb3YITe, eciu
yIaKOBKA MOBPEX/CHA WIIM HapylleHa €€ 11eJI0CTHOCTb.

3apsaka (pucyHok 3)
1. VYOenureck, 4TO YEpHBIC PETYISTOPHI Bo3BpaTa (G) HAa HHCTPYMEHTE TIOJTHOCTHIO OTBEICHBI
Ha3aJ1, @ pplyar apTHUKYJISIMA HAXOJAUTCS B HEUTPAIILHOM IMOJIOKEHHH UHCTPYMEHTA.

2. 3apsauTe CUIMBAIOIIUH armapaTt COOTBETCTBYIOUICH KacCeTOl, BCTaBbTe MITUT,
PacIoyioKEeHHBIN Ha AUCTAIBHOM KOHIIE HHCTPYMEHTA, B KacceTy. Y 0euTech, 4TO HHAUKATOP
BBIPaBHUBAHMS KaCCEThI HA KACCETE COBMECTUIICS C MHAMKATOPOM BBIDAaBHUBAHMS KAaCCEThI HAa
CTBOJIE MHCTpyMeHTa. HajaBuTe Ha KacceTy BHU3 U TIOBEPHUTE €€ 110 YaCOBOU cTpeiike Ha 45°
OTHOCHTEJILHO MHCTPYMEHTA, II0OKA OHA HE 3aIIEJIKHETCS B HY>KHOM I10J10KeHHH. [Ipu aTOM
VHJMKATOPBI BBIPAaBHUBAHUS KACCETHI CHOBA BBIPOBHSAIOTCH.

J) UnaukaTop BelpaBHUBaHUS KacceThl (Ha KacceTe)
J1) Unaukarop BeIpaBHUBAHUS KacceThl (Ha CTBOJIE)

3.  CoxXMuUTE pyKOSTKY OJHMH pa3, 9TOOBI 3aKPBITh OpaHIH KacceThl. OTBEIUTE YEPHBIE
PEryISATOPHI BO3BpaTa U yOeauTech, YTO OpaHIIN KaCCEThI MOJHOCTHIO OTKPBITHI.

N3Bieyenue (pucyHok 4)

1. YtoObl U3BIEYB KACCETY U3 UHCTPYMEHTA, YOeIUTECh, UTO pblYar apTUKYJISILIUN HAXOIUTCS B
HEHUTPaJIbHOM IOJIOKEHUHU, M OTKPOWTE OpaHIIIM KacCeThl, 10 yropa OTBEes Ha3a/l YepHbIe
perynsTopsl Bo3Bpata. [IoTaHHUTe KHONKY W3BJICUEeHUS/Pa30I0KUPOBKYA BHU3 OTHOCUTENHHO
MHCTPYMEHTA U MIOBEPHUTE KACCETY MTPOTHB YaCOBOM CTpeNIKU Ha 45°. M3BieknTe KacceTy U3 CTBOJIA
UHCTPYMEHTA.

D) Peiyar apTukynsuuu

B) Knormka u3BneueHust/pa3z0o10KupoBKU

IMopsinok ucno/ib30BaHusi (PUCYHOK 5)

1. 3axkpoiite OpaHIIM KacceThl, HAXKaB OJJUH pa3 Ha PYKOSTKY, U BBEIUTE MHCTPYMEHT C KacCETOH B
HAaKOHEYHHK TPOaKapa COOTBETCTBYIOIIErO pa3Mepa Wi OOJIBLIETO pa3Mepa C MOMOIIBIO
MEpEXOHUKA.

OCTOPOKHO: Kaccery 1onyckaercsi OTKPbIBaTh B MOJOCTH TeJIa, €CJIM HAKOBAJIbHS
MOJIHOCTHIO BU/IHA.



CTBOJI MHCTpYMEHTA MOXET BpaIarhcsi Ha 360 rpaycoB ¢ TOMOIIbIO MOBOPOTHOU PYUYKH, TOBOPOT
obecrnieunBaeTcs TpeMs repenadaMu B 000X HAMPABICHHUSIX C ITOMOIIBIO phlyara apTUKYJISIUH.
NPUMEYAHMUE: [Ipy ncnonp30BaHUU UHCTPYMEHTA ¢ KACCETOM 4,8 MM M 4EPHOM KACCETOM MHCTPYMEHT
JIOJKEH BBOJMUTHCS Yepe3 Tpoakap pazmMepom 15,5 mwm.

2. Ilocne BBOIA B MOJOCTH TeJa A0 YIOpPa OTBEIUTE Ha3a YepHBIC PETYISITOPHI BO3BPATa, YTOOBI OTKPHITH
OpaHIIM UHCTPYMEHTA.

OCTOPOXKHO: 3amnperaercs CKUMATh PYKOSITKY MHCTPYMEHTA U OJHOBPEMEHHO OTBOIUTH YEPHBIC
PEryJIsTOPEL

3. Pa3mectuTe MHCTPYMEHT M KacceTy Ha TKaHHU, KOTOPYIO HEOOXOIMMO pacceyb.

OCTOPOXKHO: Yoeaurech B TOM, YTO Mexk1y OpaHIIAMU HHCTPYMEHTA HeT HUKAKHUX NPensTCTBUM, TAKHX
KaK 32KUMbl. AKTHBaLMsl HHCTPYMEHTA Ha NPENsITCTBUH MOKeT NPHBECTH K HEMOJIHOMY pa3pe3aHuIo
W/AJI1 HeNpPaBHJIbHOMY (POPMHPOBAHHIO CKOO.

[Ipumeuanue: MTHCTpYMEHT He pa3pe3aeT TKaHb, KOTOpask BBIXOJHUT 32 MApKUPOBKY pa3pesa, yKa3aHHYIO Ha
Kaccete. B ciryuae eciv ITMHA TKAHU MPEBBINIACT JUTMHY KacceThl (45 MM mwiu 60 MM), MOXeT oTpeboBaThCs
HCIIONIB30BAaTh HECKOJIBKO MHCTPYMEHTOB U KacCeT.

O) MapkupoBka pazpesa

OCTOPOXHO: I1pu 3axBaTe TKaHU 0JIU3KO0 K OTPAHNYMTENI0 TKAHU (HA KacceTe) BO3MOKEH BbIXO0/
HHCTPYMeHTA U3 cTposi. JIlodas TkaHb, BLIXOAA LA 32 Npeae/bl MAPKUPOBKH, He OyeT pa3pe3aHa.

4. TlomHOCTBIO COXMMTE PYKOSITKY, YTOOBI COMKHYTh OpaHIIIM HHCTPYMEHTA Ha TKaHH, KOTOPYIO HEOOXO0AUMO
pacceub. bpaHi HHCTpyMEHTa MOXKHO OTKPBITh M U3MEHUTH UX MOJ0XKEHHE Ha TKaHH, JI0 yIIopa OTBEs Ha3al
YepHBIE PETYIATOPHI BO3BpaTa. MIHCTpyMEHT OCHAIIEH 3alIUTHOH O10KHpoBKoH. [IpommBanne ckobamu n
paspe3aHue TKaHU He IPOUCXOIUT, TIOKA He HaXKaTa 3eJIeHast KHOIIKA.

OCTOPOKHO: IlpeaycMoTpeHa 3alIUTHAs 0JIOKHPOBKA, KOTOPasi He M03BOJISIET IOBTOPHO MCM0JIL30BAThH
JUJIS1 MPOIIUBAHKS MycTYyIo kKacceTy. He nbITaiiTech 0TKJIIOYNTH 3aIIMTHYIO 0JIOKHPOBKY.

5.  HaxMuTe 3eneHylo KHOIKY Iiepel akTUBaIie HHCTpyMeHTa. [Ipy ucrons30BaHIM HHCTPYMEHTA
MOCJIE0BATEIbHO CXKUMATE PYKOSITKY ITOKa OHA He 3a0JoKkupyeTcs. [l akTHBAIMK KacCeThl MOXKET
MOTpeOOBaTHCS HECKOIBKO CXKUMaHUH. O0IIee KOIMYeCTBO CKIMAHUH 3aBICHT OT JTTHHBI KaCCETHI.

OCTOPOXHO: HenonHoe npomiBaHue KacCeTol MOKET MMPUBECTH K HECIUIONTHOM JTHHUH pa3pe3a U/
HETIOIHOMY (POPMHUPOBAHMIO CKOO, ITO MOKET IPUBECTH K CIaOOMy TeMOCTa3y.
F) 3enenas kHomka

6. [locie moxHOTO 3aBEpIIEHUS MPOIITUBAHMUS, OTBSANTE HA3a/I YePHBIEC PETYIIATOPEI BO3BPATA, YTOOBI OTKPHITH
Opaniy. OCTOPOKHO yIAIUTE HHCTPYMEHT C TKaHH. Y IAIUB UHCTPYMEHT, HEOOXOMMO MPOBEPUTH MECTO
HaJIOKEHUS I1IBa Ha HaJTM4Ke reMocTtaza. HesHaunTeapHOE KPOBOTEUEHUE MOKHO KOHTPOJIUPOBATH C TOMOUIBIO
JJEKTPOKAyTEPU3ALUHU UM HATOXKEHUS PYUYHBIX ILIBOB.

7. 3axpoiiTe OpaHIIN HHCTPYMEHTA, C)KaB PYKOSTKY U u3BinekuTe cmmBaTenu U kaccetry ENDO REACH u3
noocTH Tena. V3BinedeHne KacceTsl U3 HHCTPYMEHTA

HpnMeanne: He nipITaiiTech BBECTH WM U3BJICYb HWHCTPYMCHT U3 HAKOHCUYHHKA TpOaKapa, €CJIN HHCTPYMCHT
HaXOJUTCA B apTUKYJIMPOBAHHOM I10JIOKCHHH.

CmmBaTtesb MOXKHO Mepe3apskaTh, YU 3TOM MaKCUMAIBHOE KOJIMYECTBO TPOIIUBAHMIA 32 OJTHY MIPOIEypY
cocrasisger 12.

NPEAYIIPEXKIEHUSA

1. OcmoTpuTe TPaHCTIOPTHPOBOYHBIH SIUK ¥ MHCTPYMEHT Ha TIPEAMET MPU3HAKOB TIOBPEKIACHUS
IIpU JOCTaBKe. 3aperucTpupyiTe Bce pakThl HEMOJHOW KOMIIEKTAIUHU, TIOJIOMKH MITH
OYEBHIHOTO MOBPEXKICHHS, COXPAHUTE JOKA3aTENbCTBA ATHX (HAKTOB, O€30TIIaraTeIbHO
YBEIIOMUTE TUCTPUOBIOTOPA HITH CIYXKOY MO paboTe ¢ KIMEHTaMH U TMOJIY4YUTE HOBBIN
MHCTPYMEHT. 3alpeIiaeTcs HCIOoIb30BaTh MOBPEKAEHHbBIE N3ICTIHSL.

2. MaoHuBa3uBHEIE mpoucaypsl JO0JLKHBI BBITTOJIHATHCA TOJBKO ClICHHUAIMCTAMU, UMCIOIITUMU



10.
11.

12.

13.

14.
15.

16.
17.

COOTBETCTBYIOIYIO ITIOATOTOBKY U 3HAKOMBIMH C METOAaMU ITPOBEACHNA MAJIOMHBAa3UBHBIX
mnmpoueanyp. Hepez[ BBITTIOJTHCHUEM MAJIOMHBA3MBHBIX IIPOUCAYP O3HAKOMBTCCh C MECTOJAMU,
OCJIOXKHCHHUSAMHU U OIIAaCHOCTSIMH, HpI/IBC,I[éHHHMI/I B MGHHHHHCKOﬁ JuTeparype.

JlnaMeTpbl MHCTPYMEHTOB JJIs MAJIONHBA3UBHBIX MPOLIEAYP MOTYT OBITh pa3IuyHbI B
3aBMCHMOCTH OT IipousBoauTens. [Ipu ucnonap3oBaHuu B poLeype TAKUX HHCTPYMEHTOB U
MPUHAIIICKHOCTEH OT pa3HBIX MPOU3BOAUTENECH HEOOXOIUMO 3apaHee MPOBEPUTDH UX
COBMECTUMOCTB.

3anpemaeTCﬂ HCIIOJIb30BATh UHCTPYMCHT, €CJIM YIIAKOBKa IMMOBPCKACHA.

B ornomenun HHCTPYMCHTOB HJIN YCTpOﬁCTB, KOHTAKTUPYIOIIUX C ) KUJAKOCTAMU OpraHu3ima,
MOTYT NPCABABIATHCA CIICHHUAJIBHBIC Tpe60BaHI/ISI K YTHJIM3alluU B LEJIAX NPCAO0TBpAIllCHUA
OHOJIOrMYECKOI0 3arpsA3HCHUS.

[Tocne BCKphITHS yIAKOBKU U MPOBEACHUS TPOLEAYPbl HHCTPYMEHT HEOOXOIUMO
YTHUIM3UPOBATh.

WucTpymeHT pa3zpaboTaH, MPOBEPEH U U3TOTOBIICH JIJISl HCIIOIB30BAHMS B X0/1€ TOJIBKO OJTHOU
npouenaypsl. He ucnonb3yiite moBTOpHO, HE 00pabaThiBaliTe M HE CTEPUITU3YIHTE HHCTPYMEHT,
MOCKOJIBKY ATO MOXKET HAPYIIUTh CTPYKTYPHYIO IIETOCTHOCTh HHCTPYMEHTA /U PUBECTH K
€ro HEeHCIPAaBHOCTSM, YTO, B CBOIO O4Yepelb, MOKET IIPUBECTH K TpaBMe, O0JIE3HH UITU CMEPTH
ManueHTa.

IToBTOpHOE MCHOIB30BAHNE UHCTPYMEHTA MOXKET CO3/1aTh PUCK 3arpsi3HeHns, MH()EKIUU 1iIu
nepeKkpECTHON MHPEKINH, BKII0Yast, TOMUMO IIPOYETo, Nepeaady HHPEKIUOHHBIX 3a00JIeBaHHIA,
YTO MOXKET MPUBECTU K TpaBMe, 00JI€3HU UM CMEPTH.

He 3apspkaiite uHcTpyMeHT 6osiee 12 pa3. MTHCTpyMEHT MOKET akTHUBUPOBATHCSI MAKCUMYM 12
pa3. Mcnonbs3oBaHue MaTepuaia, yCUIMBAIOLIET0 CKOOOUHBIH 1I0B, MOXKET CHU3HUTh
MaKCHMaJIbHOE KOJIMYECTBO MPOIINBAHUH.

He noBopauuBaiiTe HHCTPYMEHT ¢ COMKHYTBIMH OpaHIIIaMu.

HpI/I BI)I60pC KaCCEThI CJICAYET BHUMATCIIBHO YUUTBIBATE CYHICCTBYIOIHEC MMATOJIOTUICCKUC
COCTOSIHUS, a TaKXKe J1I000€e MpeonepallnoOHHOE JIeYeHHE, TAKOe KakK JIyueBas Tepanus, KoTopoe
MOT IPOXOAWUTH MAILMCHT. HpI/I HCEKOTOPLIX COCTOAHUAX WM BUAAX MPCAONCPALUOHHOIO JICUCHU A
BO3MOKHO U3MEHEHHE TONIINHBI TKaHHU, BBIXOSIIEE 3a MPe/Iesbl YKa3aHHOTO Wana3oHa Jjs
CTaHJIapTHOT'O BIOOpPA KACCETHI.

3amnpenaercs UCIOJIb30BaTh OOJBHUYHBIE aBTOKJIABBI ISl CTEPUIM3AMU WIN 1€3UH(DEKIUU
MHCTPYMEHTA.

3amperaercs UCIOIB30BaTh HHCTPYMEHT PSAAOM C IPYTUMHU YCTPOHCTBAMU HIIU C HAJIOKEHUEM
uX JIpyr Ha apyra. Ecin Heo0X0uMo HCIoib30BaTh HHCTPYMEHT PSAOM C IPYTUM
WHCTPYMEHTOM WJIH C HAIOKEHHEM Ha HEr0, BHUMATEIHHO CIEIUTE 32 JIFOOBIMU OTKIIOHEHUSMHU B
pabore.

3anpemaeTc;[ MO,Z[I/I(I)I/II_[I/IpOBaTL HHCTPYMCHT oe3 paspCICHuA IIPOU3BOAUTCIIA.

Ecnu He HaOmromaeTcst 4€TKHUIM reMocTa3 CKOOOYHOr0 1IBa, MPEKPATUTE UCIIOJIb30BAHUE ITOIO
UHCTPYMEHTA.

He nonyckaercs ncnosib30BaHie HHCTPYMEHTA B Cpejie, 000ral€HHON KUCIOPOIOM.

B cnyuae BO3SHUKHOBEHUS KaKUX-JINOO HEXKENATEIbHBIX SIBICHUH, CBSI3aHHBIX C MHCTPYMEHTOM,
oOpaTtuTech K Mpou3BOIUTENO TI0 aapecy Reachquality@reachsurgical.com.

MEPBI HPEJOCTOPOKHOCTH

1.

IIpenonepanuonHas aydeBas Tepanus MOXKET IPUBECTH K U3MEHEHHUIO TKAHU, U3-3a YETO



10.

11.

12.

13.

TOJIIMHA TKAHU MO>KET MIPEBBIIIATh YKA3aHHBIH AUATa30H [yl BBIOPAHHOTO pa3Mepa CKOOBI.
Heo6xoanMo TiaTtenbHO aHAIM3UPOBATS JIFOOYIO MPEIONEPALMOHHYIO TEPAITUIO U BHIOUPATh
COOTBETCTBYIOIIHI pa3Mep CKOO.

Bcerna nposepsiiTe TONIIMHY TKaHU U BEIOUpANTe MOIXOASIINI pa3mep cKoO 0 TOro, Kak
UCIOJIb30BaTh MHCTPYMEHTHI ¢ KaccetaMu. IIpu BeIOOpe kacceThl co cko0aMu HEOOXOUMOMN
BBICOTBI BCET/]a YUYUTHIBANTE CYMMapHYIO TOJIIMHY TKAHU MU MAaTEpUIa, YCUIUBAIOIIETO
CKOOOYHBIH I1I0B.

Bcerna 3akppiBaiiTe OpaHIIM HHCTPYMEHTA ¢ KACCETOU Mepe]l BBEICHUEM U U3BJICUCHUEM
MHCTPYMEHTA U3 HAKOHEYHUKA TPOaKapa.

[Tocne mpomrBaHus BCET/1a IPOBEPSANTE CKOOOUHBIH IOB HA HATMYHE TeMOCTa3a.
He3HaunTenpHOE KPOBOTEUEHUE MOKHO KOHTPOJIMPOBATh C IOMOLIBIO JIEKTPOKAYTEPU3aLUU
WJIM PYYHBIX LIBOB.

[Tpu NO3UIIMOHUPOBAHUHM UHCTPYMEHTA B MECTE OTepaliii yOSAUTECh B TOM, YTO MEXTY
6paHHIaMI/I HET HUKaKux HperITCTBI/Iﬁ, TaKHUX KakK 3aKUMBI. AKTI/IBaHI/ISI HHCTPYMCHTA Ha
NPETSATCTBHUA MOXET MPUBECTH K HEMIOJHOMY Pa3pe3aHuIo U/WIU HEIIPABUILHOMY
($hopMHUPOBAHUIO CKOO.

DHAOCKOMUYECKUE ONEPALlUU JIOTKHBI BBIOJIHATHCS BpayaMu, MPOIIeAIINMU
COOTBETCTBYIOUIYIO IIOATOTOBKY 10 IPUMEHEHUIO HIOCKONIMYECKUX TEXHHUK. [lepen
BBIMIOJTHEHUEM JIFOOBIX 9HJOCKOMUYECKUX MPOLETYP CM. MEAUIIMHCKYIO INTEPATypy
OTHOCHUTEIIHFHO METOJIOB, OCI0KHEHHUH M OITaCHOCTEH.

KacceTy AOITYCKACTCA OTKPBIBATH B IMOJIOCTHU TCJId, TOJIBKO €CJIM HAKOBAJIbHS MMOJIHOCTBIO BU/IHA.

Uucrpymentst nocrasisitores CTEPMJIBHBIMU u npeiHasHaveHs! JUst HCIOIb30BAHHS TOIBKO
B OIHOU npouenype. OTBPAKOBATD ITOCJIE UCITOJIb3OBAHUMA. IIOBTOPHA A
CTEPUWIM3ALNA 3AIIPELIIEHA.

He nertaiitech 3apAANUTb KaCCETYy, KOr'la KOJIbIICBAA pydKa CKarta.

HHCTpyMEHTBI CTEpUIN30BaHbl ATUIIEHOKCHAOM. CpOK JEHCTBHS cOCTaBiIsieTcs S JIET U yKa3aH
Ha KaXJI0M cJloe ynakoBku u3zenus. HE ncnonp3oBaTh NpoCcpodYeHHOE U3AETNE B KIMHUYECKUX
LEJIsAX.

Hcrionb30BaHHbBIE Y9HAOCKOIIMYECKHUE CIIMBAIOLIE-PEKYLIUE alapaThl JUHEHHOTO aHACTOMO3a U
KacceThl He0OX0IUMO BBIOPOCUTH B COOTBETCTBYIOLINI MyCOpPHBIM KOHTEHHEP UM KOHTEHHED
JUISL OTXOJIOB.

[Tpu BBINOJIHEHUU MaHMITYJISIIIMNA HA TKAHSAX C UCIOJB30BAaHUEM KaCCEThl C U30THYTHIM
HaKOHEYHMKOM HM30eraiiTe npuiarate 4pe3sMepHoe yCUiINe K XpyIKOMY H30THYTOMY
HAaKOHEYHUKY yCTPOMCTBA.

YBeoMIIeHUE MTOJIb30BATENIO H/UIIU MALUEHTY O TOM, YTO O BCEX CEphEe3HbIX MHIUICHTAX,
MIPOM3OIIEIIINX C YCTPOHCTBOM, CIIeIyeT coo0mmaTh B kommnanuto «Pua Ceprxkukan, MHK.»
(Reach Surgical, Inc.) nmo agpecy Reachquality(@reachsurgical.com u B koMneTeHTHBII Opran
rocynapctBa-wieHa EC, B KOTOpOM HaXOAWTCS MOJIb30BaTENb U/WIIW TIAIMEHT.

3®OEKTUBHBIN MEPUOJ CTEPUJIN3ALIIN
WHCcTpyMEHTBI M KacCeThl MPOILIN CTEPUITH3AINIO STUIICHOKCHIOM, U CPOK UX TOJTHOCTH — 5 JIeT —
YKa3aH Ha KaX/J10H1 YIIaKOBKe. 3alpeIiaeTcss UCI0Ib30BaTh U3/IEINE ¢ UCTEKIIUM CPOKOM T'OAHOCTH.

YCJIOBUSA XPAHEHUA
3AMPEILIAETCS TOABEPTATh BO3JEUCTBUIO TEMITEPATYP BBILE 130 °F (54 °C) UJIA HUXE 14 °F (-
10 °C) 1 BJIAXKHOCTH BBIIIE 80 %.
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CmiuBaromue annaparsl IREACH MAGNUM PLUS

I «Pu4 Cepaxuxai, Huk.» (Reach Surgical, Inc.)

120, yn. CuabcuHIy, 3anaiHas 30Ha, TSIHBIBUHBCKUN paiiloH S5KOHOMHUKO-

TexHoJormdeckoro pa3sutust, 300462 Taapu3uns, Kurait

[Teuars: «Puu Cepaxuxai, Uuk.» (Reach Surgical, Inc.) 1201160154047

/Moanucek/



Pucynku

01

JlnuHa madra

2137






06

07

08

09

N" L1

4 /37



10

5/ 37



Hepe/:[ HCIIOJIB30BAHUEM JaHHOI'0 CHIMBAIOMICTO allllapara BHUMATCIbHO HquHTaﬁTe HH(i)OpMaHI/IIO

HMXKC.

9TO0T JOKYMCHT IIPCAHa3HAYCH IJId OKasaHUWA IIOMOIIH B UCIIOJIb30BAHNU JAHHOI'O HHCTPYMECHTA.

OHa He cOIEepKUT PEKOMEHJAUH 110 XUPYPIUUECKUM METOaM.

JIaHHBIH CIIMBAIOIIMI anmapar pa3padoTaH, IPOBEPEH U U3TOTOBJIEH AJIS UCIIOIb30BAHUS TOJIBKO JJIS
oaHo# npouenypsl. [IoBTOpHOE HCTIONB30BaHKE HITH MIOBTOPHAs 00pabOTKa MOTYT IPUBECTH K
OTKa3y WJIM TPaBMUPOBAHMIO MaruenTa. He ucnone3yiite 3T0T ClunMBaromuii anmnapar noBTOpHO, HE

MOJIBEpraiTe ero MOBTOPHOM 00pabOTKe MM OBTOPHOM CTEpUIIM3ALINH.

Onucanue u3aeaus

DHJ0CKONMYECKHUE NIEKTPUUECKUE CIIMBAIOIIE-PEXKYIIIHE alaparsl (Jajee — CIIMBAIOIINE alllapaThl)
— 3TO CTEPUIIbHBIE MHCTPYMEHTHI ISl UCIOJB30BAHMS Y OMHOTO MAIlMEeHTa JJIsi OJHOBPEMEHHOTO
paccedeHus M CIIMBaHUs TKaHeW. HakiaapiBaeTcs mecTpb psiioB CKOO B IIAXMAaTHOM TOPSIZIKE, 110 TPH
psifa ¢ Kax10i cTopoHsl IMHUU paspesa. [lladT cBoOogHO MOBOpauynBaeTcs B 000MX HaMpaBICHUIX, a
MEXaHW3M apTUKYIAIUU 00ecrneyuBaeT IOBOPOT ITUCTAIbHOM dYacTh ImadTa, 4YTro objerdyaer

J'IaTepaJ'IBHBIﬁ AOCTYII K MECTY OIlCpalliu.

CumBaroniye anmaparbl TOCTaBISIOTCS B KOMIUIEKTE C OCHOBHOW aKKyMyJsITOpHOW Oarapeei,
KOTOPYIO HEOOXOJMMO BCTaBUTh IEpe]] HCIOIb30BaHneM. K yTHiIn3anum akKyMynsaTopHOU Gatapen

MIPEABSIBISIIOTCS CIIeIUaibHbIE TpeOoBaHus. CM. paznen «Y TUIu3alus akKyMyIssTOpHON Oarapen».

CimBarole anmaparsl OCTABISAIOTCS 0€3 CMEHHBIX KacCeT, KacCeTy He0OX0AUMO YCTaHOBUTH MEpe]
ucrnoibp3oBaHueM. Ha xaccete Mmeercs KONMAa4oK, yAEp>KUBAIOLINI CKOOBI, KOTOpPbI o0ecredrnBaeTr
3alIMTy CKOO B Kaccere BO BpeMs OTTPY3KM U TPaHCHOPTUPOBKH. DyHKIMS OIOKHMPOBAHUS
CILIMBAIOIIETO almapara MpeJoTBpallacT MCIOIb30BAHNE annapara B CIy4ae UCIOIb30BAHHOW WIIM

HENPABUIILHO BCTABJIEHHOM KACCETHI, @ TAK)KE B CIIy4ae OTCYTCTBHS KACCETHI.
Buumanue:

3anperniaercs 3apsKaTh CHIMBAIOIINIA anmapat 6onee 16 pas.

CumBaromuii anmapar MO>KHO MCIOJIb30BaTh MAKCUMYM JUIsl 16 MponMBaHu.

Hcnons3oBaHue Marcpualia, yCHUJIHWBAIOLICTO CKOOOYHBIH II0B, MOXCT CHH3UTh MAaKCHMAaJIbHOC

KOJINYECTBO MPOIIMBAHUMN.
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Ha3nauenue
JIaHHBIN HHCTPYMEHT MpeAHA3HAYCH JJIsI pACCEUCHUS, PE3EKIIUY TKAaHEW W/UITU CO3/IaHUs aHACTOMO30B.
IMokazanusi K NpUMeHEeHH 0

JlaHHBIN UHCTPYMEHT MpeaHa3HAYeH JJI UCIIOJIb30BAHMS CO CMEHHBIMU KacCeTaMu JUIsl PaCCEUeHUs,
PE3eKINK TKaHEH W/WM CO3[aHUsS aHACTOMO30B. J{aHHBIM MHCTPYMEHT MOXKET HCIOJIb30BAaThCSA BO
BpeMs OTKPBITHIX U MAJOUHBA3UBHBIX ONEPATUBHBIX BMEIIATEILCTB, BKIIIOUAs OMEpalii Ha OpraHax
IpyAHON U OPIOLIHON MONOCTEN, THHEKOJIIOTUYECKHUE U ypoJiorndeckue onepauuu. OH HCIONb3yeTcs

JUTSl paCCEUEHUS U PE3EKIINU TKaHEH JIETKUX, OPOHXOB, KHIIIEYHUKA, KEITyIKa, YPETPHhI, TOUEK, MATKH.
I[MpennonaraeMplii MoJ1b30BaTE b

I[aHHI)If/'I HHCTPYMCHT IMPCAHA3HAUCH JId HCIIOJIb30BaHUSA MCAWLIMHCKHUMU pa6OTHI/IKaMI/I B XOI€

OIIEpaTUBHBIX BMEIIATEIIbCTB.
Cpena npeamnonaraeMoro UCIoJib30BaHus

JIaHHBII MHCTPYMEHT IIPEIHA3HAYEH Ul HCIIOIb30BaHUs B CTALIMOHAPE.
HeneBas rpynna nauMeHToB:

[TarueHTs! B BO3pacTe 3 JIET U cTaplie, KOTOPhIM TPeOyeTCsl pe3eKIs U PEKOHCTPYKIIUS OpraHOB U

TKaHEH rpyaHoi u OproIIHOM MmojocTei.
Kiannnyeckue npenmyuiecrsa:

*CoOKpalleHUe IUTEIbHOCTH OIIEPaLliu;
*CokpallieHue oTepy KPOBH BO BpEMsI OIIEpallNH;

*MeHbI111e IMMOCJICOINICPATNOHHBIX OCHOX(HGHHﬁ, TAKHX KaK HAPYICHHUEC ICPMETHUIHOCTU aHACTOMO34a.

IIporuBonOKa3aHusA

1. He HCHOJ’IBSYﬁTC CIITMBAIOIINH armapar Ha OTCYHBIX TKAHAX, TKAHAX CO CIIMIIKOM TOJICTBIM

MBIIIEYHBIM CJI0EM WM TKAaHIX C HU3KOM COCOOHOCTRIO K 3aKUBJICHUIO.

2. 3aHpCI_I_IaCTC$I HCIIOJIb30BaTh CIIMBAOIIUH afmapar Ha TKaHAX € IMTOJO03PCHUCM Ha OCTATKH PAKOBBIX

KJICTOK.
3. 3aHpCI_I_IaCTC$I HCIIOJIb30BaTh CIIMBAIOIIUMN armapar Ha aopTe.

4. 3anpemiaercs UCHOIb30BaTh CHIMBAIOMIMNA amnmapaT Ha WIIEMU3HUPOBAHHBIX MM HEKPOTHUECKHX
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TKaHsIX.

5. 3amperraercss HCIONB30BaTh CIIMBAIOMIMI ammapaT Ha KPYHHBIX cocydax Oe3 oOecreueHHs

KOHTPOJIA Ha HPOKCUMAJIbHOM U NUCTAJIbHOM KOHIIC.

6. 3anpemaeTcs1 HCIIOJIb30BAHUC Ha TKAHAX, KOTOPBIC HCBO3MOXKHO JOJIKHBIM 06pa30M CXKaTrb 10
BBICOTBI 3aKPbLITHUSA CKOOBI HJIH KOTOPBIC JICTKO CXKHUMAKOTCSA 10 BBICOTHI, MeHBHIGfI, 4Y€M BBICOTA

3aKPBITHS CKOOBI.

7. CIHI/IBaIOH_[I/Iﬁ amnrmapar He InMp€aAHasHa4dCH JJIs1 UCIIOJIb30BaHUA IIPpU HAJIWMYHU HpOTI/IBOHOKaf&aHI/If/'I K

CIIMBAHUIO CHIMBAIOUIUM aIrapaTroM.

Nudpopmanusi 0 COBMECTUMOCTH

CummBarouuii  anmapar COBMECTUM C aKKyMYJIATOpHOH Oartapeed, HacaJkoll ¢ HW30THYTHIM
HAaKOHEYHMKOM M CMEHHBIMH KacCeTaMH, YIIOMMHAEMBIMH B HACTOALLEM JOKyMeHTe. He coBMecTnM ¢

MPUHATIJIC)KHOCTAMA CTOPOHHUX HpOI/ISBOI[I/ITeJIef;I.

HpI/I HCIIOJIb30BAHHWH CIONMBAIOLICIO allllapara AJisI MaJIOMHBA3HWBHBIX OIICPATHBHBIX BMCHIATCIILCTB

Tpedyercs Tpoakap.

HpI/IMeanI/ICI CIIIMBAIOIIHM afnmapar npeaHa3Ha4CH I HUCIIOJIb30BAHUSA C TpOaKapoM AHaAMCETPOM

12 mmM.

CmmmBaronmii anmapar ucnoib3yercs co cMeHHbIMM Kaccetamu IREACH MAGNUM PLUS n
cmenHbiMu kaccetamu ENDO REACH REC (nanee — kaccersl) mpou3BojacTBa KommnaHuu «Puu

CepmHKan, HHK.». KOI[LI H3ACIINA U TOJIIHWHA TKaHW YKa3aHbl HUKC!:

Koabl u cnenupukanmu usaesims

Tabmuma 1. Kombr u cienudukanuy u3aenus

JimHa JIMHuM CoBmecTumocthb | barapes
Kon Juauna madra

CKO0O0YHOI 0 C  TPOAaKapoM | BXOIMT B
H3/1eJIUsA (Mm)

mBa (Mm) (Mm) KOMILJIEKT
IMS60L 60 365 12 YES
IMS60M 60 265 12 YES
IMS60S 60 215 12 YES
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JymHa JuHuKM CoBmecTumocth | barapest
Kon Jauna madra
CK000YHOI0 ¢  TPOAKapoM | BXOIWT B
H3/1eJIUsA (Mm)
mBa (MM) (Mm) KOMILIEKT
IMS45L 45 365 12 YES
IMS45M 45 265 12 YES
IMS45S 45 215 12 YES
HET
IMS60L-0 60 365 12
HET
IMS60M-0 60 265 12
HET
IMS60S-0 60 215 12
HET
IMS45L-0 45 365 12
HET
IMS45M-0 45 265 12
HET
IMS45S-0 45 215 12
Taoauna 2 Koasl kaccet
Tonmunaa JlmuHa
TKaHU (MM) JIMHUU Bricota
BeicoTta  3akpsITOit
Kon uznenus ckobounor | Color OTKPBITON
CKOOBI (MM)
0 nIBa CKOOBI (MM)
(Mm)
Cocynucras/T | 45 Kopuunen
IMST45TAN 2,0/2,5/3,0 0,75/1,0/1,25
OHKas 13171

9 /37




Cpennsisi/Tonc

45

duoneron

IMST45PUL . 3,0/3,5/4,0 1,25/1,5/1,75
Tast BII
IMST45BLK Ouens Toncras | 45 UepHbiit 4,0/4,4/4,4 1,75/2,0/2,25
Cocymucras/T | 60 Kopuunes
IMST60TAN . 2,0/2,5/3,0 0,75/1,0/1,25
OHKast BII
Cpennsisi/Tonc | 60 dwuoneron
IMST60PUL . 3,0/3,5/4,0 1,25/1,5/1,75
Tas BI
IMST60BLK Ouens Toncrast | 60 Uepnbiit 4,0/4,4/4,4 1,75/2,0/2,25
REC45GRA Ouenn ToHKas | 45 Gray 2,0 0,75
REC45WHT Tonkas 45 benwrit 2,5 1,0
REC45BLU Regular 45 Cunuit 3,5 1,5
Cpennsisi/Tonct 30JI0THCT
REC45GLD 45 . 3,8 1,75
ast BIi
REC45GRN Toncras 45 3eaeHbBIN 4.1 2,0
REC45BLK Ouens TosnCcTas | 45 UepHsrit 4.4 2.2
REC60GRA Ouenp ToHKag | 60 Gray 2,0 0,75
REC60WHT Tonkas 60 bensrit 2,5 1,0
REC60BLU Regular 60 Cunnit 3,5 1,5
Cpennsisi/Tonct 3o050THCT
REC60GLD 60 . 3,8 1,75
ast Bl
REC60GRN Toncras 60 3eneHbIit 4.1 2,0
REC60BLK Ouens ToncTas | 60 UYepHslit 4.4 2.2
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Taoauna 3 IlpuHaIeKHOCTH

Toprosoe HauMeHOBaHUE Kon mznennsn
barapess IREACH PB-A
Hacanka ¢ n3oruyteim
HakoHeuHnkoM IREACH MBI
PykoBoacTBO mosib3oBaresist
Howmenkunarypa (pucynok 01)
[A] Huwxnsis Opanina [B] Bpanmia kaccetsl
[C] Mertka ckobbl [D] Metka paszpesa
[E] I1a3 BeIpaBHUBaHUSA KacCEThI [F] Unaukarop ye3Bust HOXa
[G] LlapuupHOE coenuHeHue [H] adT
[I] IToBopoTHBIH pbIyar [J] IloBopoTHBIH peryasTop
[K] IMTepekirouatens Bo3BpaTa HOXa [L] Kuomka cHATHS IpeAOXpaHUTEIIS
[M] Knomka BEICBOOOXKICHHSI HAKOBAJILHU [H] Pyunas perynupoBka
[O] AkkymynsitopHas OaTapest [P] Poruar cMbikanust
[Q] Poruar cumBanus [R] Ununukarop Gatapeu
[S] ®Pukcupyroumii Koamauok [T] CmenHas kacceta
[U] Ynop nnst BelpaBHUBAaHMS [V] Jle3Bue
[W]Metka npokcMMabHOTO Kpas [X] Hacanka c W30THYTHIM

Ilepen npuMeHeHuem

1. TIpoBepbTe KOIBI CIIMBAIOLIETO anIapara U KacCeThl, KOTOPbIE MJIaHUPYETCS UCIOIb30BaTh, U UX

COBMECTUMOCTb, BCIIOMHUTE MPEAYIPEKACHNUSI U MEPBI IIPEIOCTOPOKHOCTH.
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2. HpOBepre HOEJIOCTHOCTh YIAKOBKH CIIMBAIOIICTO ariIiapara M BCEX HpI/IHa,Z[JIe}I(HOCTeﬁ. He

HCIIOJIb30BATh, C€CJIN YIIAKOBKA IMOBPCKCHA.

Hepez[ HCIIOJIB30BAHUEM IIPOBEPHTE LEIOCTHOCTH aHTI/IMI/IKpO6HOI7I YIAKOBKH CIIMBAROIICTO
afnmnapara M BCCX HpHH&l[JIG)KHOCTCfI. Bce cmmBaromiue afnmaparbel W MPUHAIICIKHOCTU

IIOCTAaBJIAOTCA CTCPUIIBHBIMU.

HOI[I‘OTOBK& ClIMBAKOLIECro anmnmaparta K MCrmoJb30BaHUuI0

4. Hcnonb3yst CTepUIIBHBIN METO/I, M3BJICKUTE CIIMBAIOIIMN anmapar, akKyMyJISITOPHYIO Oarapero u

7.

KacCeTy U3 YIIAKOBOK. Bo wusbexanue MNOBPCIKACHUA HC 6p0C3.I>iT€ CIIMBAIOIIHAH arrapar,

aKKyMYJIITOPHYIO OaTapero MM KacCeTy B CTEPHIIBHOE TI0JIE.

VYcraHoBUTE aKKyMyJsATOpHYro Oatapero. Ilepen wucnonb3oBaHHeM HEOOXOIUMO YCTaHOBUTH
aKKyMyJsTOpHYI0 Oartapero. Ee MOXXHO BCTaBHTH TONBKO B OoqHOW opueHTarnmu (Pucynok 05).
VYb6enurech, 4TO aKKyMyJIsITOpHas OaTapesi MOJHOCTHIO BCTaBlIeHa B CIIMBaroIIui anmapar. Korga
aKKyMYJISITOpHas OaTapesi MOJIHOCTbIO BCTABJIEHA CIBILIEH IETUO0K. AKKYMYJISTOpHas OaTapes He

AO0JIDKHAa UMETh BUAUMBIX 3a30POB, KOTZIda OHA IOJIHOCTBIO BCTABJICHA.

Y6€,HI/IT€CI), qTO 6paHIIII/I OTKPBITBI U IIAPHUPHOC COCAMHCHUC BBIIIPAMIICHO, 4 HC HAXOAUTCA B

coMkHyTOM coctosiHuu (Pucynok 01).

Y6enurech, YTO Ha KaCCETe UMEETCS KOJIMAUOK, YACPKUBAIOIINM CKOObI; HE UCTIOIb3YyHTE KacCeTy,

€CJIM TaKOM KOJIIIauOK Ha HeM OTCYTCTBYCT.

Buumanue: Hepeﬂ HCIIOJIb30OBAHUECM CIIHBAIOIICTO alllrapara HCO6XOJII/IMO TINATCJIbHO

OLICHUTL TOJINIMHY TKAaHH. YTo0BI IIpaBUJIbHO HO,[[O6paTB KacCceTy CM. KOIbl U CHGI_II/I(I)I/IKaI_II/II/I
OJHOPA30BbIX KAaCCET JId OSHAOCKOIMMYECKUX CIIWBAIOUIC-PEKYIINUX aIllllapaToB JIMHEHHOTO

aHaCToOMO3a.

Bcraska xacceTsl

8.

BcraBere KacceTy, mpojaBHras €e Mo BepXHeHl uyacTu OpaHIIM 70 TeX IOop, MoKa YHop JUIs
BBIPAaBHMBAHUS KAacCEThl HE OCTAHOBHUTCS CO INEIYKOM B Ma3y JJisi BbIPAaBHUBAHUS KACCETHI.
CHumHTE U BBIOPOCHTE KOJIAYOK, yaepxuBaromuii ckoosl (Pucynok 02). Teneps crumBarommii

armapar roToB K UCII0JIb30BaHUIO.

Buumanme: VYOemurech, YTO HOX HE KacaeTcs HIKHEW dYacTH OpaHIIHM, T.K. 3TO
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IPEIATCTBYET JBM)KEHUIO HOXKA MJIM MOKET IIPUBECTHU K €ro AedopMaryy npu BCTaBKe KaCCETHI.
B mpoTuBHOM ciyyae CHIMBAIOLIMI anmapar MOXeT ObITh 3a0J0KMPOBAH M MPOLIMBAaHUE OyneT

HCBO3MOKHBIM.

Buumanmue: Ilocne cHsATHA KOJIIIa4ykKa, yACPKUBAIOLICTO CKO6BI, OCMOTPHUTC HOBCPXHOCTHb
BCTaBJICHHOM KacceThl. Ecnu BUJHBI HIBCTHBIC TOJKATCIIN, KACCETY HCO6XOI[I/IMO 3aMCHHUTD, T.K. 3TO

MOXKCT YKa3bIBATh HAa OTCYTCTBUC CKOO B Kaccere.
HpI/IMeHeHI/Ie CIIMBAKOLICTO arrmapara

9. ComkHHTE OpaHIIN CITUBAIOIICTO aIapara, HA)KaB Ha phIYar CMBIKAHUS, IOKA OH HE 3aIeIKHETCS
(Pucynox 06). 3ByK 1ie14ka O3Ha4aeT, YTO phluar CMbIKaHUA 3a()MKCUPOBAH U OpaHILU 3aKPBLIHCH.

[Tocne 3akpbITHs OpaHIIEH CITMBAIOIIETO anlapara MOSBUTCS TOCTYII K PhlYary CIIMBaHHS.

Buumanue: He HaxumaiiTe moka KHOIKY CHATHS NpeloXpaHUTens. B mporuBHOM
cllydae CIIMBAIOMIMK anmapar MOXKEeT YaCTUYHO WIIM MOJTHOCTBIO CpadoTaTh U MOTpedyeTrcs

3aMCHa KaCCCThI, IPECKIAC YCM €Iro MOKHO 6y,HeT HCIIOJIB30BaTh HA TKAaHU.

10. BusyanpHO TpOBEphTE CIIMBAIOLIMIA ammapar, 4ToObl YOeOUThCS, YTO KacceTa yCTaHOBJICHA
IIpaBUIBHO. BBeaUTE clIMBaromuii anmapar B OJI0CTh TeJa Yepe3 Tpoakap MOAXOIAIIEro pa3mepa
unu 4epes paspes. Ilpu ucnonb3oBaHMM Tpoakapa CHadajga HEOOXOAMMO BBECTH CHIMBAIOLIMI
anmapar B Tpoakap TakuM o0pa3oM, 4yTOObl OpaHIIM MOKa3alMcCh U3 HAKOHEYHHMKA Tpoakapa, U

TOJIBKO ITOCJIC 3TOI0 UX MOKHO PACKPBITh.

Buaumanue: [ BBeIeHNS M U3BJICUEHUS CIIMBAIOLIETO arnapaTa ero OpaHIIy J0JKHbI ObITh
COMKHYTBl M BBIIPSIMJIEHBI OTHOCUTENIbHO MmadTa HHCTpyMeHTa. Eciu OpaHmm He OyayT
BBIIIPSAMIICHBI, HTO 3aTPYAHUT BBEACHUE WM WU3BJIEYCHHUE CIIMBAIOLIECTO arrapara U MOXKET

IMPHUBCCTHU K IMMOBPCIKACHUIO CIIMBAIOIICTO aIrllapara 1 Tpoakapa.

Buumanwue: Ilpu BBeJeHMH CHIMBAIOLIETO armapaTta yepe3 Tpoakap WM paspe3 u3beraiite
CIIy4aiflHOTO Ha)KaTusl KHOIIKY CHATHS IPEJOXPAaHUTEINS U pblyara CIiMBaHus. B mpoTuBHOM citydae
CIIMBAIOMIMK amnmapar MOXET YaCTMYHO WJIM TOJIHOCTBIO cpaboTaTh M mHOTpedyercs 3aMeHa
KacCeThl, MPEeXae YeM ero MOXHO Oy/eT HMCIoyib30BaTh Ha TKaHW. Ecnu cimimBaromuii anmapar
paspsOKeH 4YacTUYHO, M3BJIEKUTE €ro M HaKMHUTE Ha IEpeKIIovarellb BO3BpaTa HOXa, YTOOBI
BEPHYTh HOXK B HCXOAHOE IMOJIOXKEHHUE. 3BIIeknTe KacceTy U BCTaBbTE HOBYIO. Eciu crimBaromuii
anmapar paspsauiICs IOJHOCTBbIO, HOX BEPHETCS B MCXOIHOE IIOJIOKEHHE aBTOMAaTUYECKH.
W3Bnekure cuimBaroluili amnmapaT UM BCTaBbTE HOBYIO KacceTy (cMm. paszgen «llepesapsnka

CIIMBAKOIICIO armapaTa»).
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Buumanme: Ecimm MNEPEKIYATC/Ib BO3BpaTa HOXa HC BO3Bpalla€T HOX B HCXOOHOC

MOJIOKEHUE U OpaHILM HE PACKPBIBAIOTCS:

A). CHauana yOeauTech, 4TO aKKyMYJISITOpHas OaTapesi BCTaBJIeHA HaJIeKaluM 00pa3oM U
Ha CHIMBAIOLIMI amnmapar ToAaeTcsl MUTaHWe; 3aTeM ele pa3 MonpoOyldTe Haxarh Ha

ICPCKIOYATCIIb BO3BpATa HOXKA.

B). Ecnu HOX mo-npekHEMy HE BO3BpAIlA€TCs, MCIONb3YHTE pyUHYIO peryauposky. Ilpu
UCIOJNb30BaHUM CHCTEMBbl pPYYHOW pEryJIMpOBKM CIIMBAIOIIMN ammapaTr BBIKIIOYAETCS U
MOCIeNyIoliee TMPOIIMBAHUE CTAaHOBUTCS HEBO3MOXHBIM. UTOOBI HCIOJB30BATH PYUYHYIO
peryiIMpoBKy, CHMMWUTE IIaHedb JOCTyna, oOo3HaueHHyro «Manual Override» (Pyunas
peryiIMpoBKa) B BEpXHEH YacTH PYKOSTKH CHIMBaromiero ammapara. OTKpOTCs peryar coOpoca u
pbluar MPUHYIMTENBHOro Bo3Bpara. Ilorsuure poraar cbpoca ((1)), pacmomararouimiics
TepHeHNKYIAPHO PYKOSTKE CLIMBAIOLIETO alapara, U IoJBUraiite peruar Bo3spara ((2)) Buepen
U Ha3zajl, MOKa €ro JBMW)KEHUE HE MepecTaHeT ObITh BO3MOXKHBIM. Temnepb HOX HaXOTUTCS B
MCXOTHOM TOJIOKEHUH. B 3TOM MOXKHO yOeInThCS, TOCMOTPEB Ha TOJIOKEHIE HHANKATOPA JIC3BHS

HOKa Ha HIKHEH cTOpoHe OpaHIly KacceThl. BeIOpOChTe ClIMBaroIuii anmapar.

11. Beens cuinBaronuii anmnapar B [IOJIOCTh TeJa, paCKPONTE OpaHIIIH, Ha’KaB KHOIIKY BHICBOOOXKICHUS

HakoBanbHU (Pucynox 07).

12. ITpu HeoOXOAMMOCTH MOBEPHHUTE OpaHIIM, HAXKAB yKa3aTeIbHBIM IMajbIleM Ha pedpa MOBOPOTHOM
PYUKH M HajaBiuBas BHU3 WiH BBepx (Pucynok 04). HladgTt cummBaromero anmapara cBOOOIHO

Bpalaercs B JJ000M HalpaBiIeHHUH.

13. lns apTuKynsnuy OpaHIiel B HOJIOCTH Tejla MOBEPHUTE IOBOPOTHBIN phIUar 1o 4acoBOM CTpesKe
WM TPOTUB YaCOBOM CTPEJKH, MPU ITOM CIEAUTE, YTOObl OHU OCTABAJIMCh B IOJIE 3pEHUS (IS

apTUKYJIALUY CIIMBAOIIETO anrapara OpaHIIy TOKHBI ObITh packpbIThl) (PucyHok 04).

Baumanne: MakcuMasbHbIN yToJl apTUKYJISLIMN CLHIMBAIOIIETO anmnapara coctasisier 65°. [Ipu
JIOCTHKEHUN MaKCUMAJIbHOTO YIVIa YBEJIMUUTCS YCUIIHE, YTO CBUJETENBCTBYET O JOCTHKEHUN
MaKCUMaJbHOTO yria. M30eraiite mpunarars ype3MepHOe yCHITHE K TOBOPOTHOMY phlvary, T.K.

9TO MOXET NPUBECTH K MOBPEKACHUIO CIIMBAIOIICTO arlrapara.

14. YcranoBute CIIIMBAIOIIHI armapar Tak, 4TOOBI 6paHIJ_II/I HaxXoauJInChb C o0enx CTOPOH CIIIMBaeMoi

TKaHHU.
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Buumanme: YOequrech, 4TO TKaHb pACIOJIOKEHA POBHO M 3aHMMAeT IPAaBUIIBHOC
noJoXeHue Mex 1y Opanmamu. JIxo6oe «cMOpIIMBaHHE» TKaHU BJIOJIb KaCCEThI, 0COOEHHO
B MECTE CXOXICHHUS OpaHILIeH, MOXET IPUBECTH K OOpa30BaHUIO HECIUIOLIHOTO
ckoOo4yHOTO mIBa. MeTka ckoObl Ha OpaHIlIe KacCeThl YKa3bIBaeT HAa KOHIII CKOOOYHOTO
mBa. JluHus Ha OpaHIle KacceThl, MOMEYCHHAs KaK «pa3pes», YKa3blBaeT Ha JIMHUIO

pa3pesa CIIMBAIOIIKM annapaToM.

Buumanme: Ilpy pacnonokeHuu CIIMBAIOLIETO armapara B MECTE€ BMEIIATEIbCTBA
yoeaurech B TOM, YTO MEXAy OpaHIIaMd CHIMBAIOMIETO armapara HET HHUKAKUX
NPENsATCTBUM, TaKUX KAaK 3aXHMbl, CTEHTHI, MPOBOAHUKM M T.aI. I[lpommBanue yepes
MPENsTCTBHE MOXET TPUBECTHU K HEMOJIHOMY pa3pe3aHuio, HEMpaBUILHOMY

(hOpMHUPOBAHUIO CKOO /WM HEBO3MOYKHOCTH PACKPBITH OpaHIIIH.

15. YcraHoBuB OpaHIIM, COMKHHTE WX, Ha)kKaB HAa pblYalr CMBIKAHUS, TOKAa OH HE 3alICIIKHETCS
(Pucynox 06). 3Byk mienuka O3HadaeT, 4To OpaHIIM MOJHOCThIO COMKHynuch. Korma Opanmiu

IMOJIHOCTBIO COMKHYTbBI, KHOIIKa CHATHA IMPECAOXPAHUTECIIA T'OTOBA K aKTUBAIUU.

Buumanue: Yb6enurech, 4To TKaHb HE BBINUIA 32 METKY HPOKCHMAaJbHOTO Kpas Ha
CHIMBAKOIIEM anmnapare. TkaHp, IONaBlIas B CHIMBAIOIIMKA anmapar 3a METKY
IPOKCUMAJbHOTO Kpasi, MOXeT ObIThb pa3pezaHa 0Oe3 cmmBaHus ckobamu. Ilpu
MPOLIMBAHUM TOJICTOM TKaHM y/ep:KaHue OpaHIIeil B 3aHMMAaeMOM IOJ0KEHHE B TEUEHUE
15 cexkynn mnocine CMBIKaHMST W JO TPOLIMBAHUSA MOXET YIYYIIUTh CXKaTHE H

dbopmMupoBanue ckoO.

Buumanmne: Ecinu ppruar TpyaHO 3aKpBITh:
A) Yoenutech, 4To BhIOpaHa MpaBuiIbHas KacceTa (CM. TaONHIly BHIOOpA KacCEThI).
B) [TomensiiTe moyioKeHHE CIIMBAIOIIETO anapara U 3aXBaTUTE MEHbIIIE TKaHU.

C) Ipu 3axaTuu TOJICTOM TKaHM yjepkaHue OpaHIIeld B 3aHUMAEMOM I0JIOKEHHE B
TedeHre 15 ceKyH] mocie 3aKpbhlBaHMs M J0 MPOIIMBAHUS MOXET YAYUIIMTh CKaTHE U

dopmupoBanue ckoO.

Buumanue: Eciin MexaHn3M 3aKaTHs HE Cpa6aTI)IBaeT n 6paH1m/1 HE CMBIKAKOTCA Ha TKaHH,
HC PICHO.HL3y1>iT€ CH_II/IBaIOH_[I/Iﬁ arimapar. H3Baekurte CHII/IBaIOH_II/Iﬁ armapar u OoJIbIIIE €ro HE

WCIIONB3YHUTE.

16. Haxxmure KHOIIKY CHATUS NPCAOXPAHUTEIIA C 110001 U3 CTOPOH CIIMBAIOULICTO arlrapara.
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17. OcymiecTBuTe NMPOLIMBAHUE CHIMBAIOIIUM aliaparoM, MOTSHYB 3a pblyar CIIMBAaHUS, IPU 3TOM
JOJKHO OBITH CHBIIIHO, Kak BkiItodaercss jasuraresib (Pucynok 08).  YToObI BBIIOJHUTH
pacceueHue TKaHU, IPOJ0IDKATe HAXKUMaTh Ha PbIYar, MIOKa IBUTaTeNlb He OCTAaHOBUTCS (3BYKOBOE

MOITBEPKICHUE).

Buumanmue: IIockoibKy ABUraTellb MOKET OCTAHOBUTCS B PE3YJIBTATE €r0 3aCTPEBAHMS,
HEOOXOIMMO BU3YaIbHO MPOBEPUTH MHIUKATOP JIE3BUS HOXKA HA HIDKHEW 4acTH OpaHIIN

KaCCCThI, YTOOBI YAOCTOBEPUTHCA, UYTO paCCECYCHUE TKaAHU BBIIIOJIHEHO 0 KOHIIA.

Buumanme: Ilpu uype3mMepHOM KOJIMYECTBE TKAHM MEXIy OpaHIIaMu IpoLecce
IPOIIMBAaHUSI MOXKET OCTAHOBUTCS M paszgacTcs 3BYKOBOM curHain. B stom ciydae
UCTIONB3YITE MEepeKIodaTeNlb BO3BpaTa HOXA, YTOOBI BEPHYTH JIE3BHE B HCXOTHOE
HOJIO)KEHUE U 3aMEHMTh KacceTy. PekoMeHIyeTcsl 3aXBaTbIBaTh MEHbILEE KOJIUYECTBO

TKaH! U IIPaBUJIIBHO BI>I6I/IpaTI) KaCCCTy C y4C€TOM TOJIIIHNHBI TKaHH.

Buumanue: HpI/I BBIIIOJIHCHUH MaHI/IHy.]'ISII_II/Iﬁ Ha TOJCTBIX TKaHAX JOBHIAaTCIIb

3aMCAJIACTCA.

18. UtoOBI BBHIIOIHUTH HUKII TpOIINBAHUA, OTIIYCTUTE pbldyar CIIMBAHUA, U IBUI'ATCJIb BEPHET HOX B
HCXOJHOE IIOJOKSHHE U OCTAHOBHTCS B OTOM MOJIOXKCHHH. B 3TOM IIOJIOKECHUH CIHI/IBaIOHII/Iﬁ
arrmapar ocCTacTCAa 336J'IOI(I/IpOBaHHBIM, ITOKa 6paHH_II/I HC 6y,Z[y'T CHOBa PACKPBITBI U ITIOBTOPHO

COMKHYTEI.

Baumanue: B cJIydae HCO6XOI[I/IMOCTI/I NPHUOCTAHOBUTH NPOIUIMBAHUC UJIU TIPU CJ'Iy‘I&fIHOfI
OCTAaHOBKE B PE3YJIbTATC HaXaTusgd HaA pblyar IMpHd BBIIIOJHCHWU IMPOLIMBAHMA, 4TOOBI
MMPOAOJIKUTL, CUIC pa3 MOTAHUTC 3a4 pblyar CIIWBAaHHA. 3a XO0AOM BBITIOJIHCHUSA paACCCUCHUA
MOXHO CJICOUTD IO MHAWKATOPY JIC3BHUA HOXKA Ha HIDKHEH 9aCTH 6paHHII/I KaCCCThI B TCUCHUC
BCCTO Iponecca NpomnBaHUs. OTO MOXKHO ACJIaTh 110 MEpPC HCO6XOI[I/IMOCTI/I, IIOKa HOXX HC
JOCTUTHET KOHCYHOI'0 IIOJIOKCHHA, B KOTOPOM OTIIYCKAHHME pbldara aBTOMAaTHUYCCKH

BO3Bpalia€T HOX B UCXOJHOC ITOJIOKCHHUC.
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Buumanue: B ciyuyae OJIOKMPOBKHM CINMBAIOLIEr0 ammapara JBUTarelb OCTaHOBUTCS.
OTmycTHTe phluar CIIMBaHUA U HAKMUTE Ha MEPEKIII0YaTeIb BO3BpaTa HOXKa, YTOOBI BEPHYThH
HOX B UCXOJIHOE MoJioxkeHue. [Ipr cOMKHYTBIX OpaHIIax U3BJICKUTE CUIMBAIOIIMIM anmapar us3
MOJIOCTH TeJla, PACKpOHTe OpaHIIM M CMEHHTE KacCETy, YTOOBI MPOAOIDKHUTH MPOLEAYDY.
YroObl pacKkpbITh OpaHIIM, HAKMHUTE HA MEPEKII0YaTeNlb BHICBOOOXICHUS HAKOBAJIbHHU C
1000 CTOPOHBI CIIMBAIOIIETO AamIapara, OJHOBPEMEHHO IOTSHYB pblYar CMBIKaHMS.
MenneHHO OTMyCKalTe pbluar CMBIKaHUS, MPOAOJDKAs HAXXMMAaTh Ha MEpeKiIroyaresb
BBICBOOOKICHHUs HakoBajdbHHU. CoONIOgaiiTe WHCTPYKIMU IO Tepe3apsiike CIIMBAIOIIETO

alrirapara.

Buumanue: Eciou MEPCKIIOYATCIIb BO3BpaTa HOXa HC BO3Bpalla€T HOX B HCXOOHOC

ITIOJIOKCHHUC U 6paHI_HI/I HC PaCKpbIBAOTCA:

a. CHauana yoequTech, 4To aKKyMyJIsITOpHas Garapest BCTaBlIeHa HA/JISKAIIMM 00pa3oM U Ha
CIIMBAIOIIMK ammapar MOAaeTcs NHTaHHWe. 3aTeM elle pa3 MoNpoOyHTe Haxarh Ha

MEPCKIIOYATC]Ib BO3BpAaTa HOXaA.
b. Eciu HOX MO-NIPCKHEMY HC BO3BpAIIACTCA, HCHOHLSYI;'ITG PYYHYIO PETYIUPOBKY.

BHumaHue: npu HMCHONBb30BAaHMM CHCTEMbBl PYYHOW pEryIMpPOBKU CIIMBAIOLIUH ammapar
BBIKJIFOYAETCS W IOCIEAYIOIlee TMPOLIMBAHUE CTAaHOBUTCS HEBO3MOXKHBIM. UYTOOBI
UCIIOJIb30BaTh PY4HYHO PETyIMPOBKY, CHUMHUTE IaHENIb J0CTyNa, 0003HaueHHYyr0 «Manual
Override» (PyuHast perynupoBka) B BepXHEH YacTH PYKOSATKM CIIMBAIOLIETO armaparta.
OTtkporotcest peiuar cOpoca M pbluar NpUHYAUTEILHOTO Bo3Bpata. [loTsHuTe priyar copoca
(D), pacnonararonuiicst HepIeHIHKYIAPHO PYKOSTKE CIIMBAIOIIETO AllIaPaTa, ¥ IOABUraiiTe
peruar Bo3spara ((2)) Biepen 1 Ha3aj, OKA €ro IBIDKEHHE HE MEePECTAHET ObITH BO3MOKHBIM.
Tenepb HOXX HAXOAUTCS B MCXOTHOM IMOJIOKEHUH. B 3TOM MOXXHO yOequThCsl, MOCMOTPEB Ha
MOJIOKEHNE MHAMKATOpa JIE3BHsI HOXKa Ha HIKHEH cTopoHe OpaHIIM KacceTbl. BriOpockTe

CIIIMBAIOIIHI arrapar.

Buumanue: HenonHoe mpommMBaHue MOXET MNPUBECTH K JAe(HOPMHUPOBAHUIO CKOO,
HECIUIOITHOW JIMHUM pa3pe3a, KpPOBOTEUEHHUIO W/MIU 3aTPyJHEHHOMY H3BIICUEHHIO

CIIMNBAIOMICTO arrapara.

Buumanue: [IpommBanue noBepx y>xe yCTaHOBJIEHHBIX CKOO MOKET COKPATUTh CPOK CITYKObI

CIIMNBAIOMICTO arrapara.
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Buumanme: Ecim MexaHusMm IIpomIrBaHus HE Cpa6aTI)IBa€T, HE HCHOHBSyﬁTe OoJIbIIIE

CLIMBAIOLIMI anmapar.

19. Uto0Bl packpbiTh OpaHIM, HAXXMUTE Ha pbIYAr CMBIKAHWS, OJHOBPEMEHHO HaXkKaB Ha
MepeKIIoyaTesb BEICBOOOXKICHNS HAKOBAJIbHU C JII000M CTOPOHBI ciiuBaroliero ammapara (Pucynox
07).

Buumanue: Eciu nocie HaxxaTHs epekirodaTesis BBICBOOOXK IEHUS HAKOBaJIbHU OpaHILU He
pacpbIBalOTCSl aBTOMAaTUYECKU, CHadajlla IPOBEpPhTE, BEPHYNICA JM HOX B MCXOIHOE
nojoxeHue. [lonoxkeHne HoXka MOXKHO OIPENENIUTh MO HMHIAMKATOPY JIE3BUS HOXA BHHU3Y
Opanuu kaccerbl. Eciiv muHAMKATOp JI€3BUS HOXKA HE HAXOJUTCS B UCXOITHOM ITOJIOKEHUH UITU
HOJIO)KEHUE HOXKAa HEBO3MOXKHO ONPEAEIUTh, HAKMUTE Ha MEPEeKIIoYaTesib BO3BpaTa HOXa,
YTOOBI BKJIIOUUTD JBUTATENIb U BEPHYTh HOK B UCXO/IHOE MosokeHue. [lonpobyiiTe packpbITh
OpaHILu ele pa3, UCIOJb3ys NepeKIoyaTelb BHICBOOOXKIEHU HaKoBajdbHU. Eciau Opanmm
P 3TOM HE PACKPBIBAIOTCS, OCTOPOXXHO NOTAHUTE pblyar cMmblkanus (1) BBepx (B
HalpaBJIEHUH OT PYKOSTKH), I0OKa pblYar MPOLIMBAHUSA M PblYal CMBIKAHUS HE BEPHYTHCS B

HCXOOHOC ITOJIOKCHUC.

20. OCTOpO)KHO HU3BJIEKUTE CIIMBAIOIIHI arrmapar u3 paccequHoﬁ TKaHHU, Y6G,Z[I/IBH_H/ICB, 4YTO TKaHb HC

yIEpKUBAETCSl OpaHIlIaMHU.

Bunmanue: OcMOTpUTEe CKOOOUHBIE LIIBBI HA MPEIMET T'eMOCTa3a U MPaBUIIBHOTO 3aKpPbITHS
ck00. He3HauntenbHOE KPOBOTEUEHHE MOXHO YCTPAHUTh HAJIOKEHHEM PYUHBIX LIBOB WM

HCIOJIB30BAHUCM APYTUX COOTBECTCTBYROIIUX METOHOB.

21. Ilpexxae yem U3BIIE€Yb APTUKYJSLUOHHBIN CIIMBAOLIUHI anmnapat, OTBEAUTE OpaHILU B PaCKPHITOM
COCTOSIHUM OT JIF0OOT0 MPENSATCTBUS B IMOJIOCTH TeJa (IpU 3TOM OpaHIIM JIOJKHBI OCTaBaThCs B MOJIE
3peHusi) U MOBEPHUTE MOBOPOTHBIN phlUar CIIMBAIOLIETO anmnapara Mo 4acoBOM CTpeKe WM NPOTUB

YaCcOBOM CTPEJIKH, YTOOBI BPYUHYIO BEpHYTh OpaHIIH B paclpsIMIEHHOE COCTOSTHUE.

Buumanue: Ilpu BBeleHHMHM M HW3BJICUEHHUU AapTUKYJISIMOHHOIO CIIMBAIOIIErO armapara
OpaHIIM JTOJKHBI HAaXOMUTHCS B PACIHPSIMIIEHHOM COCTOSIHUHU, DPAacIoyiarasch MapajuielbHO
madTy cmumBatomero ammnapara. Eciam OpaHimu He OyayT pachpsMIIEHBI, 3TO 3aTPyAHUT
BBEJICHUE WJIM M3BJICYCHHE apTUKYJISLMOHHOTO CIIMBAIOLIETO armapara U MOXKET MPUBECTU K

€T0 NOBPCIKJACHUTO.

22. YUtoOb! U3BIIE€Yb CUIMBAIOIIMM amnmapaT U3 MOJOCTH, COMKHUTE OpaHIIN U MOJTHOCTHIO U3BJIEKUTE

CILIMBAIOIIMHN anmapar U3 MoJI0OCTH WM TPoaKapa.
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23. YtoObl pacKpbiTh OpaHIIM CIIMBAIOLIETO ammapara, HaKMUTE KHONKY BBICBOOOXKICHUS

HakoBasibHU (Pucynox 07).

24. HaxxmuTe Ha MCTIOJIb30BAaHHYIO KacceTy BBepX (K HaKOBaJbHE), YTOOBI OTCOEIUHUTH €€ OT OpaHIln

KacceTsl. BeIOpockTe ucnons3oBaHHyo kaccery (Pucynok 03).

Buumanmue: [Ipexae yeM ycTaHaBIMBAaTh HOBYIO KacCETy, Y€ KUBasl CIIMBAIOLIMK anmnapar B
BEPTUKAIBHOM IIOJIOKEHHUH, TTOJTHOCTBIO MOTPY3UTe OpaHIly HAKOBAJILHU U OpaHIy KacCEThl B
CTEPWIbHBIA PacTBOP. DHEPrMYHO BCTPSAXHUTE, & 3aTEM IPOTPUTE BHYTPEHHUE U BHELIHUE
MOBEPXHOCTU OpaHIIM HAKOBAJIBHU M OpaHIIM KacCEThl, YTOOBI YNAJIWTh W3 CIIMBAIOLIETO
amnmapara BCE€ HEHCIIONb30BaHHbIE CKOObL. He wucnomnb3yiiTe cuivMBaroluili ammapar, Ioka

BU3YyaJIbHO HE yOeIUTeCh B OTCYTCTBUU CKOO Ha OpaHIIe HAKOBAJILHU M OpaHIIe KacCETHI.

Buumanue: Hepeﬂ HU3BJICYCHUECM KaCCCTHI Y6€,Z[I/IT€CB, qTo 6paHIlII/I PaCIIOJIOKCHEI ITapaJJICJIbHO

madTy. B mpoTuBHOM cityuae, BO3MOKHO ITOBPEXK/ICHUE CIIMBAIOIIETO alapara.

25. Tlpu HEOOXOMMOCTH, BCTaBbT€ HAKOHEUHUK C M30THYTHIM HAKOHEYHHKOM B OpaHIIly HAKOBAJILHU
(Pucynoxk 10). [Tocne ncronb3oBaHus U3BJICKUTE HACAJIKY, YIEPKUBask OpaHiy HakoBajabHU (PucyHOK
11).

26. [lepe3apsiuTe CIIMBAIOIIMM anmapar U UCTIONIb3yHTe, TOBTOpss maru 6—24. CuimBarouiuii anmnapar

MOKHO HUCTIOJIb30BATb MAKCUMYM JJIs1 16 HpOH.IHBB.HHfI.
YTunmzanus CIIMBaOIIETro arrapara 1 KacCeT

Vcnonp30BaHHBINA CHIMBAIOMIMK amnmapar, B 3aBUCUMOCTH OT TPeOOBaHUII MECTHBIX HOPMATHUBHBIX
aKTOB, MOXKET ObITh YTHJIU3UPOBAH B COOTBETCTBUH C YCTAaHOBJIEHHBIMU B OOJBbHHUIIE NMPOLIEAYPAMH,
IoCJIe TOr0 Kak M3 Hero OyleT W3BJI€YEHA aKkKyMyJsiTopHas Oartapes. Ecinu nepen yrtunusanuein
MHCTPYMEHT He0OX0AUMO 00e33apa3uTh, CIeyHTe MPOTOKOIY OOJBHUIIBI U MECTHBIM HOPMATUBHBIM
aKkTaM B OTHOLICHHWM YTWJIM3AlMM CHIMBAIOIIMX amnnaparoB. B OTHOMIEHMM HCIOIB30BaHHBIX
CIIMBAIOIIMX allapaTroB M KacCeT MPHUMEHSETCS OAWH METOJ YTHJIM3allMH, OHH JOJDKHBI OBITH
0o0paboTaHbl B COOTBETCTBUH C MPHUBEIEHHBIMH HMKE€ MHCTPYKLUSAMHU IO OUUCTKE U JI€3HMH(EKIUN

aKKyMYJISITOPHOM Gatapeu.
YTunuzanus akKkyMyJIsiTOpHOM Garapen
AKKyMynaTopHast 6arapes, OCcTarolascs B MHCTPYMEHTE, pa3psiKaeTcsl aBTOMaTHYECKH.

Ilepen yrunusanueil akKyMyJsTOpPHYIO OaTapero HEOOXOAMMO M3BJIEYb M3 CIIMBAIOIIErO anmnapara.

AKKyMynaTopHast 6arapes U CIIMBAIOIINI anmnapaTr yTHIU3UPYIOTCS pa3ielbHO TH00 B COOTBETCTBUU
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C TMpOIenypoil, MPEANUCaHHON MECTHBIMH HOPMAaTUBHBIMM akTamu. Eciu mepen yTuiam3anueit
aKKyMYJISITOPHYIO OaTrapero HeoOXOAMMO OYHCTUTH U 00€33apa3uTh, CIEAYyHTE MPOTOKOIY OOJHHUIIBI

WJIN IPUBEAECHHBIM HIKE MHCTPYKLHAM 10 OYUCTKE U 1€3UH(EKIUN aKKyMYJIATOPHOM OaTapeu.
IIepen ycTaHOBKOM B HHCTPYMEHT

B ciayuae HeoOXOMMMOCTH YTWIM3HPOBATh aKKyMYJISTOpPHYIO Oarapero, KoTopas eimie He Oblia
BCTaBJIEHA B CLIUIMBAIOLIMI anmnapar (HanpuMmep, €l UCTEK CPOK TOJHOCTH, YKa3aHHBIN Ha yIIaKOBKE,
WIM aKKyMYJSTOPHYIO Oarapeio YpOHMIIM), CHayajla BCTaBbT€ aKKyMYJSTOPHYIO Oarapeio B
CIIMBAIOIIMK ammapar, a 3aTeM U3BJICKHTE €€, 4TOObl AKTUBHUPOBATH BCTPOCHHYIO (DYHKIIHIO

camopaspsa.
Tlocne ncnoip30BaHus
[lepen yrunmu3zanueil akkyMyJIssTOpHYIO OaTapero HeoOX0IMMO HU3BII€Yb U3 CHIMBAIOIIETO annapara.

Ecmu mepen yrtunmzammen akKyMyJISTOpHYIO Oarapero HEoOXoauMo o00e33apa3uTh, CIEIyWTe
MPOTOKONTy OOJIbHUIIBI WM TPUBEIACHHBIM HIDKE HWHCTPYKLUHSAM [0 OUYMCTKE M Je3uH(EKInu

AKKyMYJIATOPHOU OaTapeu.

Uro0b! H3BII€Yb AaKKYMYISATOPHYIO OaTapero, HAKMUTE Ha BBICTYIIBI Ha KPBILIKE OaTapeiHOro oTceka

U TIOTSIHUTE aKKYMYJISITOPHYIO Oarapero mpsiMo Hazal.
[Ipumeuanue: pa30uparb akKyMYJISITOPHYIO OaTapero He HY>KHO.

Baumanue: 3aIllPpCIICHO 3apsKaTb UIIN pa361/1paTb OJHOPA30BYI0 AKKYMYIIATOPHYHO 6aTape}o IIoCJIe

UCIIOJIb30BaHMSL.
OuucTka 1 Ae3UH(EKINs aKKyMyJISITOPHOH Oarapen

[Ipenynpexaenue: 3anpeniaeTcsi HCMOIb30BaTh OOJLHUYHBIE aBTOKJIABBI ISl CTEPUIIA3AITIN I

Ne3uH(EKINH aKKyMyJISTOPHOM GaTapeu.

- PydHas ouncrtka

[ar 1 [lepen ouncTKOM M3BIEKUTE aKKYMYJIITOPHYIO OaTapero U3 CIIMBAOIIETo anmnapara.
[Tpumeuanue: 3anpeniaeTcs NOrpykaTb aKKyMyJISTOPHYIO OaTapero B BOAY WM YHCTALINE PACTBOPHI.

[ar 2 OyncTuTe MOBEPXHOCTH AKKYMYJIITOPHOM OaTaper MOIOIIMM CPEICTBOM C HelTpanbHbIM pH
WK (pepMEHTHBIM MOIOIIUM CPEICTBOM C HEUTpaabHbIM pH, MIPUTOTOBIEHHBIM B COOTBETCTBUH C

HHCTPYKIUAMUA TPOU3BOAUTCIIA.
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[ar 3 C moMoIIpIo METKHA ¢ MATKOH IETUHOW BPYUYHYIO OUMCTUTE aKKyMYJISITOPHYIO Oarapero

YUCTSIIUM PACTBOPOM.
ar 4 Y6enutech, 4TO y4acTKu ¢ OOPO3KaMU TIIATEIbHO OYUIIECHBI.

[Tar 5: TmatenbHO CMOMTE MOOLIEE CPEACTBO TEMIION BOIOIPOBOAHON BOJOM.

ar 6 BeimonuuTte BU3yallbHbBII OCMOTp, YTOOBI ONIPEEIUTh, YAAJIEHBI JI1 3arpsi3HEeHUS.

[ar 7 [Ipu HeoOXOAUMOCTH OBTOPUTE OYUCTKY, YTOOBI OJTYYHUTh BU3YaJIbHO YUCTYIO

aKKyMYJISITOpHYIO Oarapero.
- Xumuueckas ne3nH(peKnus

Jle3nHunupyomme cpeicTa clieyeT TOTOBUTh U UCIIOJIb30BaTh B COOTBETCTBUU C PEKOMEHIAIIASMHU
MPOU3BOAUTENS.  XUMHYECKOe  Je3WH(UUUpPYIOLIEe  CPEACTBO  PEKOMEHAYETCS  CMBIBATh

BOZIOIIPOBOJIHOM BOJOM.
* WM3onponunossiii cniupt 70 %

* Or6enuBarens 10 % (pacTBOp TUIIOXJIOPUTA HATPHS)
Hcnonb3yemblie cTaHAAPTHBIE 0003HAYCHUS

Hcnons3oBanue (I)pa3 «BHI/IMaHI/Ie», «Hpez[ynpexcz[eHHe» u ((HpI/IMe‘-IaHI/Ie»

Wudopmanus, kacaromascs paboThl JAHHOIO CIIMBAIOIIETO anmnapara, OyaeT NpeaoCTaBIsAThCS OCIIe
¢pa3 «Buumanue», «llpenymnpexnenue» wunu «lIpumedanue». OTH (pa3bl BCTpeyaroTCsl Ha
MPOTSHKEHUH Bcero AokymMeHTa. CrelyeT O3HaKOMHUTBCS C STUMH HHCTPYKLUMSIMH, MPEXKIE UYeM

MIEPEXOIUTH K CIEAYIOLIEMY 3TAIly IPOLENYPHI.

Hpez:ynpe)KI[eHHe: YKa3bIBaCT HA MHCTPYKIUH 110 OKCILTyaTallii, MCTOAbI UJIW YCJIOBUS SKCILITyaTaluu,
OTCYTCTBHEC CTPOI'O CO6J'IIO,I[€HI/IH KOTOPBIX MOXKCET IMPUBCCTU K MNPUYUHCHUIO BpEla 3JO0POBbLIO HIIN

MaTepuaIbHbIM YOBITKAM.

Baumanme: YKa3bIBaCT Ha HWHCTPYKOHUU 110 SKCIUTyaTalluh, MCTOAbLI WJIM YCJIOBUS IKCILIyaTalluu,
OTCYTCTBHE CTpPOIo CO6J'IIO,ZICHI/I$I KOTOPBIX MOXCT MPHUBCCTU K IMOBPCKIACHUIO WJIHW Pa3pPYHICHUIO

CINMWBAKOUICTO arlrapara.

HpI/IMC‘-IaHI/IeZ YKa3bIBaCT HA MHCTPYKHOHU I10 SKCILUTyaTalluh, METOABI WJIK YCJIOBHA ISKCILTyaTalluu,

SIBIIAIOIITUECSA 00s13aTeILHBIMU JJIA 3(1)(1)CKTI/IBH01"O BBIITOJTHCHUSA OIICpaIinu.
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IIpexynpesxkaeHusi 1 Mepbl MPEAOCTOPOKHOCTH

* MaiouHBa3UBHLIC mpoucaypbl AOJIKHBI BBIIIOJIHATBCA TOJIBKO CICOHAJIMCTaAMH, HWMCHOIIHUMHA
COOTBCTCTBYIOIIYIO IIOATOTOBKY M 3HAKOMBIMHU C MCTOAAMU IMPOBCACHUA MAJIOMHBA3MBHBIX ITPOLCAYP.
Hepe/:[ BBIIIOJIHCHUEM MAJIOMHBAa3HMBHBIX IPOHEAYP O3HAKOMBTECH C METOAAMH, OCJIIOXKHCHUSAMHU H

OIMACHOCTAMMU, IIPUBCACHHBIMU B MeI[I/ILII/IHCKOfI JIMTCparype.

® CI_HI/IBaIOHII/Ie afnmnaparel I MaJIOMHBA3WBHBIX IIPOLOCAYP MOT'YT HMMCTH pPa3HBIC AWAMCTPHI B
3aBUCUMOCTHU OT HPOU3BOAUTCIIA. HpI/I COBMCCTHOM HCIIOJIb30BAHHWU CHIMBANOLICTO armapara g
MaJIOMHBA3UBHBIX IPOLCAYp H HpI/IHa,HHe)KHOCTCﬁ OT Pa3HbIX HpOPI3BO,Z[PIT€J'ICI>i IpOBEPLTC HUX

COBMCCTHMOCTD IEPC BBIITOJHCHUEM IPOUCAYPHI.

* [Ipu ncnonb30BaHUU B XO/1€ MPOLEAYPHI APYTUX TEXHOJIOTHI COOTIOAANTE MEPHI MMPEO0CTOPOKHOCTH,
pEKOMEHAyeMble MPOU3BOAUTEIEM OPUTHHAIBHOTO 000pyaoBaHUs, 4TOOBI M30€kKaTh OMAaCHOCTEH,

CBsA3aHHBIX C UX HUCIIOJIb30BAHUCM.

° Hpe;me Y€M HCIIOJIB30BaThb CI_HI/IBaI-OI_I_II/Iﬁ arrapar, IMpoBEPLTC SHAOCKOII MW 3HAOCKOIINMYCCKUC
MPUHAIJIC)KHOCTH, BBCACHHBIC B TCJIO YCJIOBCKA, HA HAJIMYHUEC HMICPOXOBATBIX HOBerHOCTefI, OCTPBIX

KpacB HUJIM BBICTYIIOB, KOTOPBIC MOT'YT CO34aTh YI'PO3Yy 0€30IaCHOCTH.

* HecoOmroneHne HHCTPYKIMIA MOYKET IPUBECTH K CEPbE3HBIM XUPYPrHUECKUM MTOCIEICTBUAM, TAKUM

KaK HapyMEHUC TCPMCTUIHOCTH WJIN PACXOXKICHUC IIIBOB.

* 3anperaercs nepe3apsokaTh CIHIMBAIONTUH armapat 0osiee 16 pa3 v MCIoNb30BaTh €ro 0oJiee ueM JJis

16 npommBaHui.

» CImBaroImuii anmapaT MOXKET UCIOJIb30BAThCs TOIBKO ¢ aKKyMYJISITOPHOUM Oarapeedt W Kacceramu

MMPpONU3BOACTBA KOMITaHUU «Puu Cep)KI/IKaJ'I».

* [Iepen ncmonp30BaHUEM CIIMBAIOIIETO annapara He0OX0IMMO TIIATETLHO OIEHUTD TOJIIIUHY TKaHH.

YroObl mpaBUIBHO MO00pATh KacceTy, cM. Tabauily 2 B JaHHOM pPyKOBOJICTBE.

* CHUMHTE TPAHCIIOPTUPOBOUYHBIN KIIMH CIIWBAIOIIETO almnapara i OCMOTPUTE NOBEPXHOCTh HOBOM
KacceTbl. Eciii BUHBI IBETHBIE TOJKATENH, KAaCCETy HeoOXonuMo 3aMeHHTh. (Eciu BUIHBI IBETHBIE

TOJIKATeI!, 3TO MOXKET 03HAYaTh, UYTO B KACCETA HE CONEPKUT CKOO).

 [Ipu BBes€HMU U U3BJICUCHUHU CIIMBAIOIIECTO ammapara OpaHIIM JOJDKHBI OBITh BBIIPSMIIEHBI U
pacriosaraTbCsl apajuielbHo Wa@Ty CIIMBaKoOIIero anmnapara. Eciau OpaHiy He OynyT BBIIPSMIICHBI,
9TO 3aTPYAHUT BBEJICHUE WX U3BJICUEHHE CILINBAIOLIETO alliapara i MOXKET IPUBECTH K MIOBPEXKIEHUIO
CILIMBAIOIIETO aIapara.
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* [Ipu BBeIeHUH CIIMBAIOLIETO armapara yepe3 Tpoakap Ui pa3pe3 u3beraiite ciydyaifHOro HaKaTus
KHOTIKM CHATHUSI IPEeIOXpaHuTeNsl. B MpOTUBHOM Cilyyae CHIMBAIOIIMN anmapaT MOXKET YaCTUYHO WU
MOJIHOCTBIO CpaboTaTh U MOTPEOyETCs 3aMeHa KacCeThl, MPEeXk/Ie YeM ero MOXKHO OyJeT HCII0Ib30BaTh

Ha TKaHH.
* He mipITaliTecry BHITIOIHSATH APTHUKYJAIUIO 6paHI.HeI>i IIpH 3aKaTUU TKAHU.

* MakcuMasnbHBIN yToJl apTUKYJSLMM CIIMBAIOUIETro ammapara cocrariser 65°. Ilpu goctixkenun
MAaKCHUMAaJIBHOTO YIJIa YBEJIUYHUTCS YCUIIHE, UTO CBUIETEIBCTBYET O TIOCTUKEHUN MAKCUMAJIBHOTO YIJIa.
N3beraiite mpuiararh 4pe3MEpHOE yCHIIME K MOBOPOTHOMY pbIYary, T.K. 3TO MOXET NPHUBECTU K

MOBPCIKACHHIO CIIMBAIOIICTO allllapara.

* Yoenurech, YTO TKaHb PACIIONIOKEHA POBHO U 3aHMMAET MTPABUIILHOE MOJIOKEHUE MEX Ty OpaHIIaMH.
JIroboe «cMmoplIMBaHME» TKAHU BJIOJIb KacCeThl, OCOOEHHO B MECTE CXOXJIEHUS OpaHIIei, MOXeT

IPUBECTH K 00pa30BaHUIO HECIIJIOMIHOTO CKOOOYHOTO IIIBA.

° HpI/I PpaCIIOJIOKCHHUH CIHIMBAIOIICTO aIlllapaTa B MECCTC BMCIIATCIILCTBA Y6GI[I/ITCCB B TOM, UYTO MCKAY
6paHHIaMI/I HCT HUKAKHUX HpeHﬂTCTBHﬁ, TAKHX KaK 3a)KUMBbI, CTCHTBI, IIPOBOJHUKHA U T.II. HpOIHI/IBaHI/Ie
qepes3 MpCIsITCTBUEC MOKET IIPUBECTU K HECIUIOIIHOMY pa3pe3aHUI0, HCIIPABUIIBHOMY Q)OpMHpOBaHI/IIO

CKOO M/MJIM HEBO3MOXHOCTHU OTKPBITh OpaHIIIy.

° y6e,[[I/ITeCB, YTO TKaHb HC BbIIJIA 3a IPOKCUMAJIbHYI0 YCPHYIO JIMHHUIO HAa KaCCETC. TKaHL, noraBaIas

B KacCETy 3a MPOKCUMAJILHON YePHOH JIMHHUEH, MOXKET ObITh pa3pe3aHa 0e3 CIIMBaHUS CKOOaMHU.

e Ecitit pe1yar T TTHO HaXXaTbhb IIOMEHSUTE ITOJI0KCHHE CIIMBAKOIICTO arrapara U 3aXBaTUTEC MCHBIIIC
Y. ,

TKaHH. Y6€‘I[I/ITCCB, YTO KacCCTa BLI6paHa IMPpaBUJILHO.

* Ecnu pbryar He cpabaTbiBaeT U OpaHIIM HE CMBIKAIOTCS Ha TKAaHU, HE MCIOJb3yHTE CHIMBAOLIMMA

armapar 4 MpoIruBaHus. H3BiaeknuTe CIIMBAKOIINI arapar u OOJIbIIIE €T0 HE PICHOJ'IB3y1>iT€.

* IlonwITKa IPUITOXKUTE YCUIIUC, YTOOBI 3aCTaBUTH pbrrdar npomrBaHWA 3aBEPIIHUTH ABUXXCHUC ITPU
CJIMIIIKOM OOJIBIIOM KOJUYECTBE TKAHHU MCKOY 6paHI_HaMI/I WIM CIUIIKOM IUIOTHOM/TOJCTON TKaHU

MCXKIOY 6paHH_IaMI/I MOXCET MMPUBCCTHU K TOMY, YTO ABUT'aTCJIb 3aCTPSAHET U HOXK OCTAHOBUTCA.

* [TockonbKy JABHUTaTeNlb MOKET OCTAHOBUTCS B PE3YNIbTaTe €ro 3aCTPEBAHUS, HEOOXOIUMO BU3YalbHO
poBepuTh [-00pa3HbIil yKka3aTrenb Ha HU)KHEW 9acTh OpaHIIN KAaCCEThI, YTOOBI YIOCTOBEPUTHCS, UTO

pacCCUCHUC TKAHU BBIIIOJIHCHO OO KOHIIA.

* B crayuae OMOKMpOBKHM CIIMBAIONIErO amnmapara JBHTaTelb OCTaHOBUTCSA. Haxmure Ha

nepeKyouaresb BO3Bpara HOXka, 4YToObl BEPHYTh [-00pa3HbIi yKka3arenab B UCXOAHOE IMOJIOKeHHE. B
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9TOM ITIOJIOKCHHUH CI.HHB&IOHIPIIZ arrapar HeO6XOI[I/IMO H3BJICYb, PACKPBITH 6paHIHI/I U CMCHHUTB KAaCCETY,

9TOOBI TPOIOJIKHTb.

* Ecin pgBurarenb He 3amycKaeTcsl MPH HaXaTUHM IEPEKIItodaTeliss BO3BpaTa HOXa, HEOOXOAMMO
OTKpPBITH IIAHEJIb PYYHOH pPEryJIMPOBKM B BEPXHEHM YacTH PYKOSATKM M MCIOJIb30BATH PYYHYIO
peryinupoBKy, 4ToObl BEpHYTh JIE3BUE HOXa B UCXOAHOE IOJOXKEHHE. B 3ToM ciyuae ciumBaromui

armapar 0OJIbIlIe HEJIb3sI UCIOJIb30BaTh.

* HenonHoe mpouimBaHie MOXXET MPUBECTH K 1e(hOPMUPOBAHUIO CKOO, HECILIONIHOM JIMHUU pa3pesa,

KPOBOTEUYEHHUIO W/WIIM 3aTPYTHEHHOMY M3BJICYCHUIO CIIMBAOIETO anmnapara.
 Eciiu MexaHu3M NpoIMBaHMs He cpabaThIBaeT, HE UCHOJb3YHTE OOJIbIle CIIMBAIOIIMI annapar.

* Ecitn mocyie HaxxaTus pbryara 6paHHII/I HEC PACKPBIBAIOTCA, CHa4aJ1a IMIPOBCPHTC, HAXOAUTCSA JIKM HOX B
HCXOJHOM ITIOJIOXKCHHH. ITonoxxeHnne HOXKA MOXKHO OIIPEACIINTL 110 UHAUKATOPY JIC3BUA HOKA BHU3Y
6paHnm kaccetel. Ecim HWHAUKATOp JIC3BUA HOXAa HE HAXOAUTCA B HMCXOAHOM IIOJIOKCHHU HIIN
IMOJIO)KCHUEC HOXKa HCBO3MOXKHO OIIPCACIUTb, HAXKXMHUTC Ha IICPCKIIIOYATCIIb BO3BpAaTa HOXAa, YTOOBI

BEPHYTb HOXK B HCXOIHOE IIOJIOKEHHUE.

° OCMOTpI/ITC CKOOOYHEIE IIIBBI Ha npeaMcET IMHEBMOCTA3a/TeMOCTasa 1 IMPpaBUJIBHOI'O 3aKPbITHA CKOO.
Hes3naunTenpHoe KPOBOTCYCHHEC MOKHO YCTPAHUTHb HAJIOKCHHUEM PYUYHBIX IBOB WJIW UCITIOJIB30BAHUEM

APYTUX COOTBECTCTBYIOIINX METOHOB.

* [Ipexxie yuem ycTaHaBIMBATh HOBYIO KAaCCETY, YAEpP)KHUBas CIIMBAIOLIMK anmapar B BEPTUKAIbHOM
MTOJIOKEHHH, TTOJTHOCTHIO TIOTPY3UTE OpaHIly HAaKOBAJIHLHU M OpaHIITy KacCeThl B CTEPUIILHBIN pacTBOP.
DHEpPruyHO BCTPSAXHHUTE, a 3aTeM IMPOTPUTE BHYTPEHHHE U BHEIIHHE IOBEPXHOCTH OpaHIIN
HaKOBaJIbHU U OpaHIIU KacCEeThl, YTOOBI YIAIUTh U3 CIIMBAIOIIETO ariapara BCe HEMCITOIb30BAaHHBIC
ckoObl. He ncnonp3yiiTe CIIMBAIOIMIKI anmnapar, Moka BU3yallbHO He YOeIUTEeCh B OTCYTCTBUU CKOO Ha

OpaHIlle HaKOBAJIbHU U OpaHIlle KacCeThl.

° HpC)K,Z[C YyeM H3BJIEKaTh CIIHBAIOIINI armapar, y6CIII/ITeCB, 4TO MCKOY 6paHIJ_IaMI/I HCT TKaHHU, U

COMKHHTE OpaHIIH.

° HpI/I BLI60pe KaCCCThI CIICAYCT YUUTBIBATb UMCIOMIUCCS MATOJIOTUYCCKHUE COCTOSAHUS, a TAKIKC BCIO
I/IH(bOpMaIII/IIO O JICHCHUH, BKJIIOYasA JYYECBYIO TEpalHIO, KOTOPOC IMaUCHT MOI MPOXOAWUTH B
npeaoncpannoOHHOM IICPUOAL. HpI/I HCEKOTOPBIX COCTOAHUAX WX BUAAX IIPEAONCPAINOHHOTO JICUHCHUSA
BO3MOXXHO M3MCHCHHEC TOJIIWHBI TKAHU, BBIXOAAIICC 3a MPEACIIbl YKa3aHHOT0 AWAaria3oHa TOJIIIMHBI

TKaHU JIs1 CTaHAAPTHOTO BBI60pa KaCCCTHI.

* 3ampemiaeTcs WCIOIB30BaTh OOJBHUYHBIC AaBTOKJABBI IS CTEPWIM3ALUM WM JAe3WH(EKIn
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aKKyMYJISITOPHOM OaTaper U CIIMBAIOIIEro arapara.

* Mcnionk3oBanue m000i Apyroii 6arapen, KpoMe MOCTaBISIEeMON BMECTE CO CITUBAIOIINM arapaToM,
npusener K yBemumuenmioo MWIJIYUEHUS wmm  cumkenmio ITOMEXOYCTOMYMBOCTU

CINMBAKOUICTO arlrapara.

* He cneagyer ucnonp30BaTh CIIMBAKOUIUI ammapar psjaoM C JAPYTMMH yCTPOMCTBAMHM WM C
HaJOXKEHWEM Jpyr Ha apyra. Eciu cmmBaronmii anmapar HEOOXOIHMMO HCIOJIb30BaTh PSAIOM C
JOPYTUMHU YCTPOMCTBAMHU WJIM C HAJOXEHUEM JPYT Ha JIpyra, CIEeIyeT KOHTPOJIUPOBATH COCTOSHUE

CLIMBAIOLIETO allapara U Apyroro o00opy1oBaHus 1J1s 00eCHeYeHus] HOpMaJIbHOM PabOThI.

° 3anpemaeTc;I BHOCUTb HU3MCHCHHA B JAaHHOC YCTpOﬁCTBO U aKKYMYJEITOPHYRO 68.Tape}0 0e3

IIPEJIBAPUTEIBLHOTO pa3pelieHus] IPOU3BOIUTEIS.

* B oTHolIeHNHU YCTpOﬁCTBa nin aKKYMYHHTOpHOﬁ 6aTapeH, KOHTAKTUPYIHOIIHUX C KUAKOCTAMU
opranuisma, MOI'YT TMPCABABIATECA CICHHUAJIbHBIC Tpe6OBaHI/I$I Imo yThwiumsanun B LCIAX

NpeaynpexKACHUs OHOJI0TMYECKOTO 3apaKCHUs.

* Hcnonn3oBanue HpI/IHaI[JIe)KHOCTCI\/JI, OTIIMYHBIX OT YKa3aHHbIX HWJIHW HOPCA0CTABICHHBIX
IMPpOU3BOAUTECIIEM AAHHOI'O O60py,HOBaHI/I$I, MOXKCT IIPHUBCCTH K ITOBBIICHHUIO 3JICKTPOMArHUTHOI'O
HU3JTYy4YCHHA WM CHUIKCHUIO BHGKTpOMaFHI/ITHOﬁ yCTOfI'—IHBOCTPI JAHHOT'O CIOMBAIOUICIO arrapara nu

IIPUBECTH K HEMIPaBUIBHOMN paboTe.

 JlaHHBIE CIIMBAIOLIMI ammapar W akKyMyJIATOpHas Oarapesi yHmakoBaHbl M CTEPUIIM30BaHBI IS
OJTHOKpATHOTo mpuMeHeHus. He ncronp30BaTh NOBTOPHO, HE TIOABEPraTh MOBTOPHOM 00pabOTKe U HE
nojiBeprarb NMOBTOpHOM cTepmwin3auuu! IloBTOpHOE HCMONB30BaHME, MOBTOpPHAas 00paboTKa WU
IMOBTOPHAaA CTCPUIU3ald MOT'YT HAPYHIUTHh CTPYKTYPHYIO HCJIOCTHOCTL U3AC/INA W/ IIPUBCCTU K
OTKa3y CIIMBAIOLIETO alrapara, 4Tto, B CBOIO 0YEPEb, MOKET IIPUBECTH K TPABMUPOBAHUIO, PA3BUTHIO
3a0oneBaHuil wiM cMepTu mnanueHTa. Kpome Toro, moBTropHas oOpaOOoTKa WM MOBTOpPHAs
CTEpWIM3aLMs CIIMBAIOILETO amnmnapara OJHOKPAaTHOTO INPUMEHEHMSI MOXET IPUBECTH K PHUCKY
3arpsA3HCHHA CIOMBAIOLICTO armapara /A Pa3BUTHIO I/IH(beKIII/II/I Yy HnanucHTa WX Pa3sBUTHUIO
NEepeKpPeCTHON MH(EKIMH, BKIIOYasi, HOMUMO MPOYEro, rnepeaady MHGEKIMOHHBIX 3a001eBaHUI OT
OHOTO TMAalueHTa K JpyroMmy. 3arps3HEHHE CIIMBAIOLIET0 amnmapara MOXET MPHUBECTH K

TpaBMUPOBAHUIO, PA3BUTHUIO 3a00JIeBaHUI WU CMCPTHU IAlIUCHTA.

® CH_II/IBaIOH_[I/Iﬁ armapar U KaCCETy HE PECKOMCHAYCETCA NCITOJIb30BAaTh HA TKAHAX IMEYCHU UJIN CCIIC3CHKU,

IOCKOJIbKY CKaTHUC TAKUX TKaHEH MOXKET MPUBCCTU K UX MOBPCKACHUIO IIPHU CMBIKaAaHHUN 6paHHleI>'I.

* Eciu Ha CKOOOYHOM IIIBE OTCYTCTBYET BBIPOKECHHBIH T'€MOCTa3, HE HWCIOIb3yUTE JTaHHBIN
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CI_HI/IBaI-OIHI/Iﬁ arirapar.

® HpI/I COBMCCTHOM HCIIOJIB30BAHHUU JIA OIICpallMK CIONHMBAIOUICIO amlrapara MU BCIIOMOT'aTCIIBHBIX
HpHHaﬂHeX(HOCTCﬁ OT pPa3HbIX HpOHSBOHHTeHCﬁ IMPOBEPHTEC COBMECTUMOCTD CIIMBAIOIICTO arrapara ¢

YCTPOMCTBaMH JAPYTUX MPOU3BOAUTENICH, a TAKKE U3OJIALIMIO U 3a3EMIJICHHE.
* He npiTaiiTech BCTaBUTH KacceTy MPH HAXKAaTOM phluare.

* [ToxynaTesp WM 10JIb30BaTEIb CIIMBAIOLIETO aNapaTa JOLKHbI HCII0JIb30BaTh €0 B OIIPEIETIEHHON
aneKTpoMarHuTHOH cpene. [Ipu BeiOOpe ycTpoiicTBa ciieqyiiTe yKa3aHHUsIM B CIEAYIOMUX Tabnunax. B

IMPOTHBHOM CJIy4da€ BO3MOXHA HCIIPpaBUJIbHAA pa60Ta CIIMBAIOUICTO arrapara.
* He AOITYCKACTCA UCITOJIb30BAHUC CIIMBAIOUICTO alIiapara B Cpelc, HaCBIHlCHHOﬁ KHUCJIOPOJOM.

* VBeIOMJICHHE TIOJIb30BATEIII0 W/WIM TAIMEHTy O TOM, YTO O BCEX CEPbE3HBIX HHIIUICHTAX,
MPOM3OIIEANIAX C YCTPOHCTBOM, ciieayeT coobOmars B Kommanuio «Puy Cepkukan, Muk» (Reach
Surgical, Inc.) mo agpecy Reachquality@reachsurgical.com u B KOMIETEHTHBIN OpraH rocyaapcrba-

yiiena EC, B KOTOpPOM HaXOAMTCS MOJIb30BATENb /UM MAIlUEHT.
[Mo6ounbie 3¢ dexThI

[ToTeHuManbHbBIE OCIOKHEHUS, CBSA3aHHBIE C MCIOJB30BAaHUEM CLIMBAIOIIETO amnmapara, KacCeThl U
aKKyMyJSTOPHOM  Oaraped, BKJIIOYAIOT KPOBOUBJIMSHME, TOBPEXKACHUE TKAHU, BBEJIEHUE
HECTEPUJIbHOM NMOBEPXHOCTU WUJIM MEPEHOCA MaToreHa, BOCIAINTENbHYIO WM BPEMEHHYIO TKaHEBYIO
peaxiuio, yaap EeKTPUYECKUM TOKOM, MOBPEXJIEHHEe UMYIIECTBAa MU yIepO OKpy:Karollel cpene.
Kpome Toro, HecmionHoe ciumBaHue, HEBO3MOXKHOCTD pa3pe3a WM MOBPEXKIEHUE YCTPONCTBA MOTYT
IIPUBECTH K CIy4YailHOW TpaBME, YBEIMYEHUIO MPOJOLKUTEIBHOCTH ONEPAallUU WM H3MEHEHHIO

METOZA ONEPaLUN.

TexHuyeckue nmapaMeTpsl

HomunaneHoe HampspkeHue: akkyMyisiTopHas 6arapes 12 B.

MouiHOCTh SHAOCKOIMMYECKHUX IEKTPUUECKUX CHIMBAIOIIE-PEXYIINX anmnaparoB — 40 Br.

CumiBaromuii  anmapar He o0JiajaeT yCTOWYMBOCTBIO K TPOHUKHOBEHHWIO JKHUJIKOCTEH W HMEET

knaccudukanuio [PX0 cormacuo crangapry IEC 60601-1.

B  orHomeHnum cmmBaromiero —amnmapara TpeOyercss  coOnofaTh  ONpeNeleHHbIE  Mepbl
MPEAOCTOPOKHOCTH B YacTH AJIEKTpOMarHuTHo coBmectumoctu (OMC); ycTaHOBKa M BBOJ B

AKCILTYaTalMI0 JTOJDKHBI OCYIIECTBIATHCS ¢ yuyeToM uHpopmaruu mo OMC, mpenocTaBieHHON B
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HAaCcTOAIIEM JOKYMCHTCE. HOpTaTI/IBHBIC 1 MOOHJILHBIE Pq-YCTpOﬁCTBa MOT'YT OKa3bIBaTh BJIIMAHHUE HA

QJICKTPUUICCKOC MCAUILIMHCKOC 060pyz[0BaHHe.

OcHoBHbIE XapaKTEPUCTUKH

1. CmmmBarenb M KacceTa JIOJDKHBI JIETKO coOMpaThes W pa3buparbes. J[BYDKEHHE TMOIBMXKHBIX U
BPAIIAIONINXCA YacTe JOJKHBI OBITh TUTABHBIM, 0€3 3aeiaHuil wim paciiatbiBanus. CoearnHEHUE

MCXKAY CHIMBAIOIIUM amIaparoM U KacceTou JOJI2KHO OBITh HaACKHBIM U HE OOJIZKHO 0cJ1a0IAThCS.

2. HpeHOXpaHI/ITeHBHHﬁ MCXaHHW3M CHIMBAOIICro arrmapara JOJDKEH JIETKO OTKPBIBATBCA U
3aKPBIBATHCH, a TAKKEC NOJIKCH OBITH OE30IMaCHBIM U HaACKHBIM. HPY)KI/IHa BO3Bpara pbldyara JoJKHa

OBITH JO0CTAaTO4YHO yr[pyroﬁ, pbr4ar 10JIKCH 6LICTpO BO3BpaliaTbCA HA MECTO ITPHU OTITYCKAHHHU.

3. Ilpouenypsl TpOLIMBAHUA W APTUKYJSIUU JIOJDKHBI OBITH O€30MacHBIMM U HAJCKHBIMH.
DJeKTpOHHAas CUCTeMa YIpPaBICHUS W MPHUBOAHBIC ABUTATENU JOJKHBI OBITh O€30MacHBIMU U
HaJICKHBIMH, HE JIOJDKHBI MPOU3BOIAUTH BPEIHBIX IS TOJB30BATENIsl M OJMM3JICKAINIUX YCTPOUCTB

ITYMOB, 2JICKTPUYCCTBA U U3JTYUCHU.

4. PydyHas peryaupoBKa CITUBAIOIIETO arapara IoJKHa ObITh O€30ITacCHOM U HAIC)KHOM, Oe3 3aenannii
WM paciiaTeiBaHus. Ecnu akkymynsTopHas 6aTtapes HE MOXKET M0JaBaTh JOCTAaTOYHYIO MOIIIHOCTh Ha
CIIIMBAIOIIWH arllapar, CIIMBAIOIIUHN anmapar JTOJDKEH JIeTKO U 0e3 KaKuX-I100 3ae1aHuii OTBOJAUTHCS

B UCXOJ/IHO€ MOJIOKEHHUE IMOCPEACTBOM PYUHOU PETYIUPOBKH.
TpeboBaHus K XPAHEHUIO
Temneparypa: 5 °C~35 °C
OTtHocuTenbHas BaaxHocTb: 0% — 70%
Hasnenue Bo3ayxa: 500 rlla ~ 1060 rlla
TpeGoBaHus K TPAHCTIOPTUPOBKE
Temneparypa: -10 °C~54 °C
OtHocuTenbHas BiaxHocTb: 0% — 70%
Hasnenne Bozayxa: 500 rlla ~ 1060 rlla
TpeGoBanus k pabo4nM yCJI0BUSIM
Temmnepatypa: 10 °C~40 °C
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OtHOocUTeEIbHA] BIaXXHOCTE: 35%—75%
Hasnenue Bozayxa: 800 rlla ~ 1060 rlla
HNudopmarus o mporpaMMHOM 00€CTICUeHUH

VipaBieHue CHIMBAIOIIMM alapaToM OCYIIECTBISETCS BCTPOEHHOM MPOrpaMMOil CUCTEMBI
nporpammuoro ooecnedenus, Bepcus [10 VO1. JlanHas nmporpamMma CIIy>KUT JIJIsl ONIPEICTICHUS CHITBI
ToKa. [Ipu CIMIITKOM BBICOKOH CHIIE TOKA MPOTrpaMMa OTKJIFOUUT KOHTYP BO H30€KaHUE TIOBPEKICHUS

AIIEKTPOJIBUTATEIIS.
Cpok ronHocTu

CI_I_II/IBaIOH_[I/Iﬁ arrrapar, Hacaaka ¢ H30THYTbIM HAKOHCYHUKOM M aAKKYMYIIITOPHAA 68.Tap65{
CTCPUIIM30BAHBI 9 TUJIICHOKCHUIOM, JaTa UCTCYCHH A CPOKA 'OJHOCTH YKa3aHa HAa YITAKOBKC CHIMBAIOIICTO

alrrapara. He HCHOJ’IB3y1>iT€ CIMBAIOIIHN arrapar ¢ UCTCKINUM CPOKOM I'OAHOCTH.

I/IHCprKHI/II/I H JERKJIapalnusl NPOU3BOAUTEISI B OTHOINCHHUM 3HeKTpOMaFHI/ITHOﬁ

copmectumoctu (AMC)

MMPEAVIIPEXXJIEHUE: Crnenyer nzberaTsh UCIONB30BaHUS IAaHHOTO CIIMBAIOIIIETO afiapara psijioM ¢
IpyTUuM 00OpYyIOBaHUEM, MOCKOJIBKY 3TO MOXKET NPUBECTU K HEMpaBWIbHOHN pabote. Ecnu e 310
HEOOX0IMMO, CIEAyeT KOHTPOJIUPOBATh MPABUIBHOCTh (PYHKIIMOHUPOBAHUS JTAHHOTO YCTpOMCTBa U

JPYyroro 000pynoBaHuUs.

IMPEAYITPEX/IEHUE: ITOPTATUBHOE PAIMOYACTOTHOE KOMMYHUKalMOHHOE
oOopynoBanue (Bkitouasi nepudepuiiHble YCTPOMCTBA, TaKMe KaK aHTCHHBbIC KaOelu W BHEIIHHE
AQHTEHHBI) JIOJDKHO MCIOJIb30BaThes He Ommxke 30 cM (12 qr0iMOoB) K JTFOOOM YacTH SHIO0CKOIMMYSCKUX
ANMEKTPUUECKUX CIIMBAIOIIE-PEXKYIITUX anmaparos, BKJTFOUAs kabenu, yKa3aHHbIE
[NPOU3BOAMUTEJIEM. B npoTMBHOM ciaydae »3TO MOXET NPUBECTH K  YXYALICHUIO

OKCINTyaTalMOHHBIX XapPaKTCPUCTUK JaAHHOT'O O6OPYI[OB3HH$I.

[IPUMEYAHME: Xapaxrepuctuku W3JIYUEHUU  cmmBaromiero — ammapara  IO3BOJISIOT
HCIIOJIb30BaTh €T0 B MPOMBIIIJIEHHBIX 30HaX U OonbHHUIAxX (ki1acc A CISPR 11). [Ipu ucnons3zoBanuu
B JKWJIBIX MOMEIIEHUSAX (711 KOTOpBIX 00bIYHO Tpedyercs kimacc B mo CISPR 11), cmmBaronmii
anmapar MO)XeT He oOeclednmBaTh JOCTATOUHYIO 3alllUTy A YCIyT'M pPaJuo4acTOTHOM CBSI3H.
[Tonp3oBaTennto MOXKET MOTPEOOBATHCS MPUHATH COOTBETCTBYIOIINE MEpHI, TaKUE KaK IepeMelleHne

WM TIepeopUeHTalHsl 000pyI0BaHHUSL.

» ClMBaromMi annapar J0JDKEH MCIOIb30BaThCs B ONPENEIIEHHOM 31eKTpoMarHuTHou cpene. Ilpu
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BBIOOpE YCTPOICTBA ceNyiTe YKa3aHUSIM B CIEIYIONINX TabIuIax.

I/IHCprKHI/II/I " ACKJIapaliys MpoOru3BOAUTECII B OTHOICHUHN 3JICKTPOMArHMTHOT'O U3JIYUCHUA

BHHOCKOHI/ILICCKI/IG OJICKTPUYCCKUEC CIIMBAIOMIC-PEXKYIINEC aIrmaparbl IpEAHa3sHA4Y€HBbI JId
HUCIIOJIB30BaHUA B BHCKTPOMaFHHTHOﬁ cpeae, yKa3aHHOI>'I HUIKC, W TOKYIaTCJib WJIA
IIOJIB30BaTCJIb  JOJIXKCH Y6C,Z[I/ITBCH, 4TO amnmaparbl HCIIOJIB3YIOTCA HWMCHHO B 3TOM

3JIEKTPOMArHUTHOU CpeJe:

DJeKTpoMarHuTHas cpena —
Ucnpiranue Ha u3nyyenre | CoBMECTUMOCTD
PYKOBOZCTBO

9H,Z[OCKOHI/I‘IGCKI/IG QJICKTPUYICCKUC

CIIMBAOIIIC-PEKYIIUE anmaparsl
UCTIOJIB3YIOT PaIuOvYaCTOTHYIO
Pajnoyacrorioe SHEPIUI0 TONBKO [UIS BHYTPEHHEH
U3JTy1CHUC Ipynma 1 ¢ynkuuu.  CregoBarenbHO, — HMX
CISPR 11 Paao4acTOTHOC HM3JIIYUCHHUEC OYCHb
HU3KOC M BEPOSTHOCTH CO3JaHUS
noMex i HaxOOIIIero BOIU3U
000pyIOBaHHUs TAaKXKE Maja.
PapnouacrorHoe
U3ITy4eHue Knace A
CISPR 11
DHJIOCKOMTUYCCKUE  DIICKTPHYCCKHE
F'apmonnyeckue CIIMBAIOIIIE-PEKYIIUE arnrmaparsl
MCKaIKCHIA H/J MOAXOAAT  JUIi  NPUMEHEHUS B
IEC 61000-3-2 CHEIHAIM3UPOBAHHBIX YUIPEKICHUIX

3/IPaBOOXPAHCHHUS.
Konebauns u CKauKH

HaITPsPKCHU A H/ I[

IEC 61000-3-3

I/IHCTPYKI_[I/II/I " AcKiapanusd ImMpou3BOAUTEIIA B OTHOIICHUN YCTOI\/’I'-II/IBOCTI/I K SJICKTPOMAarHuTHBIM

moMexamMm
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:‘)H,I[OCKOHI/I‘ICCKI/IC

SJIICKTPUUCCKHUEC CHIMBAOMIC-PCXKYIIUE  allIaparbl

NpE€aAHa3sHAYCHbI  JJIA

HCIIOJIb30BAHUA B 3JICKTpoOMaAr HUTHOM cpeae, yKa3aHHOﬁ HHWIKC, U IMOKYIIATCIIb UJIU I1OJIL30BATCJIb

JOJIXKCH Y6G,I[I/ITBC${, 4TO aIrrmaparbl UCIIOJB3YIOTCA UMCHHO B ITOM BHCKTPOMaFHHTHOﬁ cpeac:

Hcnbitanue  Ha .
. YpoBeHb UCHBITAHUN | YPOBEHBb OneKTpoMarHuTHas cpeaa —
IIOMEXOYCTONYUB
no [EC 60601 COOTBETCTBUSA PYKOBOJICTBO
OCTb
[Tonsr JTOJIKHBI OBbITh
JI€PEBSIHHBIMU, OETOHHBIMU WJIH
DNeKTpocTaTuyec . KOHTAKTHBIA  +8 KepamuueckumMu. EBcod  monsi
. KOHTaKTHbIN £8 kB )
KA1 paspsia kB HOKPBITHI CHHTETHYECKUM
+
IEC 61000-4-2 15 xB Bo3nyx +15 kB Bo3ayx MaTepuaioM, OTHOCHUTEJIbHAS
BJIQXKHOCTh JIOJKHA OBITh HE
menee 30%.
beicTphIe
KpaTKOBPEMEHHBI
€ DJIEKTpUYECKHe
+2 kB
NIEPEXO/IHBIE [Tutanue or Oartapen U
IIPOLIECCHI Yacrora MOBTOpEHUS H/NT OTCYTCTBHE CHTHATA >3 M
HaIpsKEHUS 100 xI'g
(BCcmecKH)
IEC 61000-4-4
Bcenneckn
+1 kB: (aza-dasa; [lutanue or Oarapen U
HANpSLKCHIA H/JT OTCYTCTBHE CHTHaNA >30 M WK
+2 kB: daza-zemis
1IEC 61000-4-5 (1) BBIXO U3 IOMCIICHHUA
0 .
TMaxenns 0% Ur; 0,5 nukia
HaIPAKCHUA ITpu 0°, 45°,90°, 135°,
180°, 225°, 270° u
IEC 61000-4-11 3150 H/ [Turanue ot Oarapen

70% Urt; 25 nmukios
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nipu 0°

IIpepsiBanus

HaIIps’KCHU A

IEC 61000-4-11

0% Ur; 250 mukioB

Homunannuas
MOIITHOCTb

30 A/Mm
JacToTa

marauTHoro mosst | 50 '

IEC 61000-4-8

30 A/m

50T

MarautHoe oJie
MIPOMBIIIUIEHHOU YaCTOTHI
JIOJIKHO HMETh
XapaKTePUCTUKHU JUISt

HCIIOJIb30BaHUs B CTAHIAPTHBIX
YCIIOBUAX TOPIroBOro
NpEANpUATUS NI YUPCIKACHUSA

37paBOOXPAHCHHUSI.

[Tpumeuanune: Ut o0o03HauaeT HampsHKEHUE

HCIBITATCIIbHOI'O HAIIPSKCHUS.

IMUTaHUA TICPEMCHHOI0 TOKa JO IIoAa4Yu
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I/IHCprKI_[I/II/I U ACKJIapanug MPOU3BOAWTCIIA B OTHOIICHHU yCTOfI‘IHBOCTPI K JJICKTPOMArHUTHBIM

InoMExam

DHIOCKOIUYECKHUE

SJICKTPUICCKHUC

CIIMBAIOLIC-PEXKYILIUC

anmnaparsl

npeaAHa3HA4YCHbI JUIA

HCIIOJIB30BaHUsA B BHCKTPOMarHHTHOﬁ cpeac, YKa3aHHOI>'I HHMXKC, W IOKYIATCJIb MK I10Jb30BaTciib

JIOJDKEH YOeIUTHCS, YTO anmnapaThl HCIOIb3YIOTCS IMEHHO B 3TOH JIEKTPOMAarHUTHOM cpefe:

HUcnopiTanne Ha

. YpoBeHb HCHBITAaHUK TI0 | YPOBEHb DJIeKTpPOMarHuTHas cpea —

MIOMEX0YCTONYHN

IEC 60601 COOTBETCTBUS PYKOBOZCTBO
BOCTh

3V
KonnykrrBHBIE

0,15 MI'n ~80 MI'11
MOMEXH,
WHIYIIUPOBAHHBI
© 6 B B mnanaszonax ISM or H/J{
pPaauoYacTOTHBI 0.15 MI'tt 210 80 M
MU MOJISIMU
IEC 61000-4-6

AM 80% mpu 1 xI'x
N3nyuaemoe 3 B/Mm 3 B/m
paauo4acToTHOE

80 MI'u~2,7 I'T'y 80 MI'u~2,7 I'Ty
AIEKTPOMarHuTH
oe roie

IEC 61000-4-3

AM 80% mpu 1 kI'x

AM 80% npu 1 kI'x
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I/IHCTPYKI_II/II/I H ACKIapanusa IIPOU3BOAUTEIA B OTHOIICHUU YCTOﬁqHBOCTH K 3JICKTPOMAaroHuTHbIM

moMexam

OHIOCKOIMNYECKHE

OJICKTPUYECKUEC

CIIMBAIOIIE-PEXKYIINE

alraparTsl

IMpEAHAa3HAYCHbI

IS

HCIIOJIB30BaHUA B BHGKTpOMaFHHTHOfI cpeae, yKaSaHHOﬁ HMIKC, U MOKYINATCJIb UKW I10JIb30BATCIIb

JOJIZKCH Y6CI[I/ITBCH, 4TO allllaparbl UCIIOJIB3YOTCA UMCHHO B ITOM BHCKTpOMaFHHTHOﬁ cpeac:

YCTOWYHBOCTH K PaHMOYaCTOTHOMY M3JIy4eHHIO YCTpoiicTB O6ecripoBoaHoi cBs3u (IEC 61000-4-3)

Ucneirarens

HBII YpPOBEHb

HUcneirar | Pagnouact Maxkcuman npu
. Paccro
eJIbHast OTHBIH bHAast HCIIBITAHUU
VYenyra Monysiuus sTHUE
JacToTa Yana3oH MOIIHOCTD ) Ha
M
(MTI'm) (MTI'm) (B1) IIOMEXOYCTON
YUBOCTD
(B/m)
NmnynecHas
385 380—390 | TETRA 400 MOTYJISLIHS 1,8 0,3 27
18T
FM
OTtknoHeHne +5
GMRS 460, kI
450 430-470 2 0,3 28
FRS 460 CunycouganbH
BIN CUTHaml
1 kI
710
Jwnamazon NmnynscHas
745 704—787 | wactot LTE 13, | Mmogynsuus 0,2 0,3 9
17 217T
780 B
810 GSM 800/900, "
800—960 MITyIbCHAA | 5 0,3 28
870 TETRA 800, MOJYJISALIMS
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iDEN 820, 18I'g
CDMA 850,
930
Jnanazon
yactot LTE 5
1720 GSM 1800;
1845 CDMA 1900;
GSM 1900; NmnynbcHas
1700~ 2 0,3 28
1990 DECT: MOTYJISALIMS ,
217 T'n
1970
Junama3zoH
gactor LTE 1,
3,4,25, UMTS
Bluetooth,
WLAN,
802.11 b/g/n,
NmmynbcHas
2400— PanuouactoTrHa
2450 MOTYJISLIHS 2 0,3 28
2570 s
217 T
uAeHTUPHUKAIH
s (RFID) 2450,
Jnanazon
yactot LTE 7
5240
NmmynbcHas
5100— WLAN 802.11
5500 MOIYJSAAS 0,2 0,3 9
5800 a/n
217 T'x
5785
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EQ Batch

RU Cepus crepunuzanuu

A

RU Ortkneuts 3mech

42\

PE-HD

RU Btopuuno ucnonsdyemsbiii [I9H]]

&

RU [puronsii ans BTOPUIHON TepepadOTKH

o

RU CM. HHCTPYKIIUIO 11O AKCIUTyaTallun

RU He nucnonb3oBars B ciiyyae NOBPEXKIEHUSA YIIAKOBKU

E
)

RU HE CTEPWJIN30BATH ITOBTOPHO

=
L
-
L
r

=

RU TIlpousBonurens

®
wl
al

RU Jlara usroroBneHus

L _|
r 1 RU Cepuiinblii HOMED
[ |
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r a RU Kon napruu
[ |
r g —‘ RU MHcnonb3o0Bath 10
[ |
r ! R RU Ocropoxuo! Xpynkuii rpy3s
L J
r pp i RU XpaHuTh B CyXOM MeCTe
‘ I ‘4
L J
r | 1 RU He nogseprarb BO3IEHCTBUIO IIPSIMBIX COJIHEYHBIX JIy4eil
N
[ J
AN
]
L 4
RU Up
r 1 RU He ncnonb30BaTh IOBTOPHO

L 4

r 1 RU Buumanue

L J

r 1 RU KaranoxHslit Homep
L |

36 / 37




r J/ i RU IlpenenpHas TeMnepaTypa XpaHEeHUs

[ |

r 1 RU IlpenenpHast BIaKHOCTb IPU XPaHEHUU
L |

r 1 RU OmuHapHas cucteMa 3alliiThl CTEPHILHOCTH
L o

r Hj RU Crpana npousBoicTsa

L 4

r 1 RU MeauiHCKOe U3aenue

[ |

r 1 RU VYaukampHBIN HACHTA(DUKATOP U3IEITHS
L |

r —' RU CrepHin30BaHO 3THICHOKCHIOM
STERILE|EO

L |
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L= reacH suraicaL | iREACH Magnum

IREACH MAGNUM PLUS Staplers

Reach Surgical, Inc.

120 Xinxing Road,West Zone, TEDA, 300462 Tianjin,P.R. China
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Before you use this Stapler, please read the following contents carefully.

This document is designed to assist in using this product. It is not a reference for surgical
techniques.

This Stapler is designed, inspected and manufactured for single procedure only. Reuse or
reprocessing may result in product failure or cause patient injury. Do not reuse, reprocess
or resterilize this Stapler.

Device Description

The Endoscopic Motorized Cutting Staplers (hereinafter referred to as the Stapler) are sterile,
single patient use instruments that simultaneously cut and staple tissue. There are six
staggered rows of staples, three on either side of the cut line. The Shaft can be rotated freely
in both directions and an articulation mechanism enables the distal portion of the Shaft to
pivot to facilitate lateral access to the operative site.

The Staplers are packaged with a primary Battery Pack that must be installed prior to use.
There are specific requirements for disposing of the Battery Pack. Refer to the Battery Pack
Disposal section.

The Staplers are packaged without Reloads and must be loaded prior to use. A Staple
Retaining Cap on the Reload protects the loading unit staples points during shipping and
transportation. The Stapler’s lock-out feature is designed to prevent a used or improperly
installed Reload from being refired or a Stapler from being fired without a Reload.

Caution:

Do not load the Stapler more than 16 times.

The Stapler can be fired for a maximum of 16 times.

Use of staple line reinforcement material may reduce the maximum number of firings.
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 Reloads for transection, resection, and/or
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creation of anastomoses. This instrument has applications in open and minimally invasive
surgeries including thoracic, abdominal, gynecological and urological surgeries. It is used for
transection and resection of lungs, bronchial tissue, intestines, stomach, urethra, kidney,

uteru.
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:

Patients aged 3 and older requiring resection and reconstruction of organs and tissues in th
e thoracic and abdominal cavities.

Clinical benefit:
*Shorter operative time;
Less intraoperative blood loss;

*Reduced postoperative complications such as anastomotic leak.
Contraindications

1. Do not use the Stapler on edematous tissue, tissue with a muscle layer that is too thick, or
tissue with bad healing ability.

2. Do not use the Stapler on tissue with suspected cancer cell residual.
3. Do not use the Stapler on the aorta.
4. Do not use the Stapler on ischemic or necrotic tissue.

5. Do not use the Stapler on major vessels without making provision for proximal and distal

control.

6. Do not use on tissue that cannot be properly compressed to the closed staple height or
easily compressed to less than the closed staple height.

7.The Stapler is not intended for use when surgical stapling is contraindicated.
7133



Compatibility Information

The Stapler is designed to be compatible with Battery Pack, Curved Tip Accessory and

Reloads referred in this document. Third party accessories are not compatible.

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

Note: The Stapler is designed to be passed through a 12mm diameter trocar.

The Stapler is designed to be used with IREACH MAGNUM PLUS Reloads and ENDO
REACH REC Reloads (hereinafter referred to as the Reloads) manufactured by Reach
Surgical, Inc. Product Code and tissue thickness reference are listed as follows:

Product Codes and Specifications

Table 1 Product Codes and specifications

) Trocar Battery
Product Staple Line | Shaft Length o . .
Compatibility | included in
Code length (mm) | (mm)
(mm) the package
IMS60L 60 365 12 YES
IMS60M 60 265 12 YES
IMS60S 60 215 12 YES
IMS45L 45 365 12 VES
YES
IMS45M 45 265 12
IMS45S 45 215 12 VES
NO
IMS60L-0 60 365 12
NO
IMS60M-0 60 265 12
NO
IMS60S-0 60 215 12
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] Trocar Battery
Product Staple Line | Shaft Length o . .
Compatibility | included in
Code length (mm) | (mm)
(mm) the package
NO
IMS45L-0 45 365 12
IMS45M-0 45 265 12 NO
NO
IMS45S-0 45 215 12
Table 2 Reload Product Codes
Tissue Staple
Thickness Line Open Staple | Closed Staple
Product Code Color ] ]
(mm) Length Height (mm) | Height (mm)
(mm)
IMST45TAN Vascular/Thin | 45 Tan 2.0/2.5/3.0 |0.75/1.0/1.25
Medium/Thic | 45
IMST45PUL K Purple 3.0/3.5/4.0 1.25/1.5/1.75
IMST45BLK Extra Thick 45 Black 4.0/4.4/4.4 1.75/2.0/2.25
IMST60TAN Vascular/Thin | 60 Tan 2.0/2.5/3.0 |0.75/1.0/1.25
Medium/Thic | 60
IMST60PUL K Purple 3.0/3.5/4.0 1.25/1.5/1.75
IMST60BLK Extra Thick 60 Black 4.0/4.4/4.4 | 1.75/2.0/2.25
REC45GRA Extra Thin 45 Gray 2.0 0.75
REC45WHT Thin tissue 45 White 2.5 1.0
REC45BLU Regular 45 Blue 3.5 1.5
REC45GLD Regular/thick | 45 Gold 3.8 1.75
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REC45GRN Thick tissue | 45 Green 4.1 2.0
REC45BLK Extra thick 45 Black 4.4 2.2
REC60GRA Extra Thin 60 Gray 20 0.75
REC60WHT Thin 60 White 2.5 1.0
REC60BLU Regular 60 Blue 3.5 1.5
REC60GLD Regular/thick | 60 Gold 3.8 1.75
REC60GRN Thick 60 Green 4.1 2.0
REC60BLK Extra thick 60 Black 4.4 2.2

Table 3 Accessory

Trade Name Product Code
IREACH Powered Battery PB-A
IREACH Curved Tip Accessory IMB1

Instructions for Use

Nomenclature (lllustration 01)

[A] Anvil Jaw

[B] Reload Jaw

[C] Staple Mark

[D] Cut Mark

[E] Reload Alignment Slot

[F] Knife Blade Indicator

[G] Articulation Joint

[H] Shaft

[I] Articulation Lever

[J] Rotation Knob

[K] Knife Reverse Switch

[L] Safety Release Button

[M] Anvil Release Button

[N] Manual Override
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[O] Battery Pack [P] Closing Trigger

[Q] Firing Trigger [R] Battery Indicator

[S] Staple Retaining Cap [T] Reload

[U] Alignment Tab [V] Blade

[W] Proximal Mark [X] Curved Tip Accessory
Prior to use

1.

Verify the Stapler and Reload codes to be used as well as their compatibility, warnings
and precautions.

. Verify the integrity of the package for all the Stapler and accessories. Do not use if the

package is damaged.

Verify the integrity of the antimicrobial package for all Stapler and accessories prior to
using the Stapler. All Stapler and accessories are sold sterile.

Preparing the Stapler for Use

4.

7.

Using sterile technique, remove the Stapler, Battery Pack, and Reload from their
respective packages. To avoid damage, do not flip the Stapler, Battery Pack, or Reload
into the sterile field.

Install the Battery Pack. The Battery Pack must be installed prior to use. It can be inserted
in only one orientation. (lllustration 05) Ensure that the Battery Pack is fully inserted into
the Stapler. An audible click can be heard when the Battery Pack is fully inserted. The
Battery Pack should not have any visible gap when the Battery Pack is fully inserted.

Ensure that the jaws are open and the Articulation Joint is straight, not articulated
(MNustration 01).

Ensure that the Staple Retaining Cap on the Reload is in place; do not use the Reload if
the Staple Retaining Cap is missing.
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Caution: Tissue thickness should be carefully evaluated prior to using the Stapler.
Refer to the codes and specifications of Single Use Loading Units for Endoscopic Linear
Cutting Staplers for proper Reload selection.

Loading

8. Load the Reload by sliding it against the top of the jaw until the Reload Alignment Tab
snaps in the Reload Alignment Slot. Remove the Staple Retaining Cap and discard.
(Nlustration 02) The Stapler is now loaded and ready for use.

Caution: Make sure that the knife does not touch the bottom of the jaw as this
prevents the knife from being moved or it can become deformed when loading the
Reload. Otherwise, the Stapler may be locked out and cannot be fired.

Caution: After removing the Staple Retaining Cap, observe the surface of the loaded
Reload. The Reload must be replaced with another Reload if any colored drivers are
visible as it may indicate absence of staples.

Using the Stapler

9. Close the jaws of the Stapler by squeezing the Closing Trigger until it locks in place
(Nlustration 06). An audible click indicates that the Closing Trigger and the jaws are locked.
When the jaws of the stapler are closed, the Firing Trigger will be exposed.

Caution: Do not press the Safety Release Button at this time. Otherwise the
Stapler may be partially or completely fired and will need to be reloaded before using

on tissue.

10.Visually inspect the Stapler to ensure proper Reload seating. Introduce the Stapler into
the body cavity through a trocar of the appropriate size or through an incision. When using
a trocar, the jaws must be visible past the trocar sleeve before opening the jaws.

Caution: For insertion and removal, the jaws of the Stapler must be closed and
straight, in-line with the Shaft of the Stapler. Failure to have the Stapler jaws in the straight
position will result in difficult insertion or withdrawal of the Stapler and may result in
damage to the Stapler or trocar.
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Caution: When placing the Stapler through the trocar or incision, avoid inadvertently
pressing the safety release button and pulling the Firing Trigger. Otherwise the Stapler
may be partially or completely fired and will need to be reloaded before using on tissue. If
the Stapler is partially fired, remove the Stapler and push the Knife Reverse Switch to
return the knife to home position. Remove the Reload and insert a new one. If the Stapler
is fired completely, the knife will return to home position automatically. Remove the Stapler
and insert a new Reload (see Reloading the Stapler).

Caution: At any time, if the Knife Reverse Switch does not return the knife to its initial
position and the jaws will not open:

A). First, ensure the Battery Pack is securely installed and the stapler has power;
then, try the Knife Reverse Switch again.

B). If the knife still does not return, use the Manual Override. After the Manual
Override system is used, the Stapler is disabled and cannot be used for any subsequent
firings. To use the Manual Override, remove the access panel labeled “Manual Override”
on the top of the Stapler handle. The reset lever and the forced return lever will be
exposed. Pull the Reset Lever (marked (1)) perpendicular to the stapler handle, move the
Return Lever (marked (2)) forward and backward until it can no longer be moved. The
knife will now be in the initial position. This can be verified by viewing the position of the
Knife Blade Indicator on the underside of the Reload Jaw. Discard the Stapler.

11.0nce in the cavity, open the jaws by pulling the Anvil Release Button (lllustration 07).

12.1f needed, rotate the jaws by pushing on the fins of the Rotation Knob with the index finger
using a downward or upward pressure (lllustration 04). The Stapler Shaft will be rotated
freely in either direction.

13.To articulate the jaws inside the body cavity, pivot the Articulation Lever clockwise or
counter-clockwise to articulate the jaws, ensuring that it stays within the field of view. (the
jaws must be open in order to articulate the Stapler). (lllustration 04)

Caution: The Stapler can only achieve a maximum articulation angle of 65°. When
the maximum angle is reached, the force will increase, indicating that the maximum
angle has been reached. Avoid applying excessive force to the Articulation Lever as
damage to the Stapler may occur.
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14.Position the Stapler around the tissue to be stapled.

Caution: Ensure that the tissue lies flat and is positioned properly between the
jaws. Any “bunching” of tissue along the Reload, particularly in the base of the
jaws, may result in an incomplete staple line. The Staple Mark on Reload Jaw
designate the ends of the staple line. The line on the Reload Jaw that reads “cut”
references the cut line on the Stapler.

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

15. After positioning the jaws, close the jaws by squeezing the Closing Trigger until it locks
(Nlustration 06). An audible click indicates that the jaws are fully closed. When the jaws
are fully closed, the Safety Release Button is ready to be activated.

Caution: Ensure tissue has not been packed (extended) to the Proximal Mark on
the Stapler. Tissue forced into the Stapler proximal to the Proximal Mark may be
transected without staples. When firing across thick tissue, holding the jaws in
place for 15 seconds after closing and prior to firing may result in better
compression and staple formation.

Caution: If the trigger is difficult to lock:

A) Ensure that the proper Reload selection has been made (Refer to the
Reload Selection Chart).

B) Reposition the Stapler and reduce the amount of tissue to be clamped.

C) When clamping across thick tissue, holding the jaws in place for 15
seconds after closing and prior to firing may result in better compression and staple
formation.

Caution: If the clamping mechanism becomes inoperative and the jaws do not
clamp on tissue, do not fire the Stapler. Remove and do not continue to use the
Stapler.

16.Press the Safety Release Button on either side of the Stapler.

17.Fire the Stapler by pulling the Firing Trigger, so that the motor will be activated audibly
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(llustration 08). Continue to depress the trigger until the motor stops (audible feedback),
in order to reach the end of the tissue transection.

Caution: Since the motor may stop if it stalls, it is important to do a visual check
to ensure that the Knife Blade Indicator, on the underside of the Reload Jaw, has
reached the end of the tissue transection.

Caution: The firing process may come to stop and the audible tone will be heard
if there’s excessive tissue between jaws. In such situation, use the Knife Reverse
Switch to return the Blade to its original position and reload. It is advised to clamp
less tissue and select proper Reload according to the thickness of the tissue.

Caution: The motor will slow down when device encounters thick tissues.

18.To complete the firing sequence, release the Firing Trigger and the motor will return the
knife to home position where the motor will stop. In this position, the Stapler is locked out
until the jaws are opened and re-closed.

Caution: If it is necessary to interrupt the firing sequence or it is interrupted
inadvertently by releasing the trigger during the firing sequence, pull the Firing Trigger
again to continue. The status of the transection can be determined by observing the
Knife Blade Indicator on the underside of the Reload Jaw throughout the firing action.
This can be done as often as necessary until the knife reaches its end where
releasing the trigger automatically returns the knife to home position.

Caution: If the Stapler locks out, the motor will stop. Release the Firing Trigger and
slide the Knife Reverse Switch forward to return the knife to the home position. While
keeping the jaws closed, remove the Stapler from the body cavity, open the jaws and
reload in order to continue. To open the jaws, press the Anvil Release Switch on either
side of the Stapler while pulling on the Closing Trigger. Slowly release the Closing
Trigger while pressure is still applied on the Anvil Release Switch. Follow the
instructions for Reloading the Stapler.

Caution: At any time, if the Knife Reverse Switch does not return the knife to home
position and the jaws will not open:

a. First, ensure the Battery Pack is securely installed and the Stapler has power.
Then, try the Knife Reverse Switch again.
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b. If the knife still does not return, use the Manual Override.

Caution: After the Manual Override system is used, the Stapler is disabled and cannot
be used for any subsequent firings. To use the Manual Override, remove the access
panel labeled “Manual Override” on the top of the Stapler handle. The Reset Lever
and the forced Return Lever will be exposed. Pull the Reset Lever (marked (1))
perpendicular to the Stapler handle, Move the Return Lever (marked (2)) forward and
backward until it can no longer be moved. The knife will now be in the home position.
This can be verified by viewing the position of the Knife Blade Indicator on the
underside of the Reload Jaw. Discard the Stapler.

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

Caution: Crossing of staple lines may shorten the life of the Stapler.

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

19. To open the jaws, squeeze the Closing Trigger, then simultaneously press the Anvil
Release Switch on either side of the Stapler. (lllustration 07).

Caution: If the jaws do not automatically open after the Anvil Release Switch is
pressed, first ensure that the knife is in the home position. The position of the knife
can be determined by observing the Knife Blade Indicator under the Reload Jaw. If
the Knife Blade Indicator is not in the home position or the position of the knife cannot
be determined, slide the Knife Return Switch to activate the motor and return the knife
to home position. Try to open the jaws again using the Anvil Release Switch. If the
jaws do not open at this point, then gently push the Closing Trigger (1) upward (away
from the handle) until both firing and Closing Triggers return to their original positions.

20. Gently pull the Stapler away from the transected tissue and ensure it is released from the

jaws.

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

21. Before removing the articulating Stapler, move the jaws away from any obstruction inside

the body cavity while keeping the jaws open and within the field of view, and pivot the
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Articulation Lever of the Stapler clockwise or counter-clockwise to return the jaws to the
straight position manually.

Caution: For insertion and removal of articulating Stapler, the jaws must be straight,
parallel to the Shaft of the Stapler. Failure to have the jaws in the straight position will
result in difficult insertion or withdrawal of the articulating Stapler and may result in
damage to the Stapler.

22. To remove the Stapler from the cavity, keep the jaws close and completely withdraw the
Stapler from the body cavity or the trocar.

23. Push the Anvil Release Button to open the Stapler jaws (lllustration 07).

24. Push upward (toward the Anvil) to unsnap the spent Reload from the Reload Jaw. Discard
the used Reload. (lllustration 03)

Caution: Before 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.

Caution: Before unloading the Reload, make sure the jaws and the Shaft are in a
straight line. Otherwise, the Stapler may be damaged.

25. When needed, insert the Curved Tip Accessory into the Anvil Jaw (lllustration 10). After
use, hold and remove it from the Anvil Jaw. (lllustration 11)

26.Reload and use the Stapler by repeating steps 6-24. The Stapler can be fired up to a total
of 16 times.

Instrument and Reload Disposal

Once the instrument has been used, depending on your local regulations, it can be disposed
of according to hospital procedure after removing the Battery Pack. If the instrument requires
decontamination prior to disposal, follow the hospital protocol and local regulation regarding
stapler disposal. The used instrument and Reload also share the same disposal method and
are processed as per the Battery Pack’s cleaning and disinfection instructions below.

Battery Pack Disposal
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The Battery Pack will automatically drain itself if it remained in the instrument.

The Battery Pack should be removed from the instrument prior to disposal. The Battery Pack
and the instrument should be disposed separately or handled according to local regulations.
If the Battery Pack requires cleaning and disinfection prior to disposal, follow the hospital
protocol or the Battery Cleaning and Disinfection instructions below.

Prior to installation into the Instrument

If Battery Pack needs to be disposed of prior to installation into Stapler (e.g. product is beyond
expiration date indicated on the package, Battery Pack is dropped), first install the Battery
Pack into the instrument, then remove after the Battery Pack is depleted.

After Use
The Battery Pack must be removed from the instrument prior to disposal.

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

To remove the Battery Pack, squeeze the release tabs and pull the Battery Pack straight back.
Note: It is not necessary to disassemble the Battery Pack.

Caution: The disposable Battery Pack is not allowed to be charged or disassembled after
use.

Battery Pack Cleaning and Disinfection

Warning: Do not use hospital autoclaves to sterilize or disinfect Battery Pack.
- Manual Cleaning

Step 1 Remove the Battery Pack from the Stapler before cleaning.

Note: Battery Pack should not be submerged in water or cleaning solutions.

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

Step 3 Use soft bristle brush to manually clean the Battery Pack with the cleaning solution.
Step 4 Ensure areas containing crevices are scrubbed thoroughly.

Step 5 Wipe off detergent thoroughly with lukewarm tap water.
18 / 33



Step 6 Perform visual inspection to determine if debris is removed.
Step 7 Repeat cleaning as necessary to obtain a visually clean Battery Pack.
- Chemical Disinfection

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

* 70% Isopropyl alcohol

* 10% Bleach (sodium hypochlorite solution)
Standard Conventions Used

The Use of Caution, Warning, and Note Statements

Information relative to the operation of this Stapler will be supplied in the form of a Caution,
Warning, or Note statement. These statements are found throughout the document. These
statements should be read before continuing to the next step in a procedure.

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

Caution: A Caution statement indicates an operating, practice, or condition that, if not strictly
observed, could result in damage to or destruction of the Stapler.

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

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 Staplers may vary in diameter from manufacturer to manufacturer. When
minimally invasive Staplers 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
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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.

* Do not load the stapler more than 16 times for a maximum of 16 firings per Stapler.

 The Stapler can only be matched with the Battery Pack and Reload manufactured by Reach
Surgical.

* Tissue thickness should be carefully evaluated prior to using the Stapler. Refer to the Table
2 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.)

* For insertion and removal of Stapler, the jaw must be straight, parallel to the Shaft of the
Stapler. Failure to have the jaws in the straight position will result in difficult insertion or
withdrawal of the Stapler and may result in damage to the Stapler.

» When placing the Stapler through the trocar or incision, avoid inadvertently pressing the
Safety Release Button. the Stapler may be partially or completely fired and will need to be
reloaded before using on tissue.

* Do not attempt to articulate the jaws when clamping the tissues.

» The Stapler can only achieve a maximum articulation angle of 65°. When the maximum
angle is reached, the force will increase indicating the maximum angle has been reached.
Avoid applying excessive force to the Articulation Lever, otherwise it may cause damage to
the Stapler.

* 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
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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.

« 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.

* Since the motor may stop if it stalls, it is important to do a visual check to ensure that the |
beam on the underside of the Reload Jaw, has reached the distal end of the tissue transection.

« If the Stapler locks out, the motor will stop. Push the Knife Reverse Switch forward to return
the | beam to the home position. In this position, the Stapler should be removed, opened, and
reloaded in order to continue.

« If the motor does not run when pushing the Knife Reverse Switch, the Manual Override
panel on top of Handle should be opened to access Manual Override which will be used to
backward Knife blade to its home position. Then the Stapler can not be used any more.

* 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.

« If the jaws do not open after pushing the trigger forward, first ensure that the knife is in the
home position. The position of the knife can be determined by observing the Knife Blade
Indicator under the Reload Jaw. If the Knife Blade Indicator is not in the home position or the
position of the knife cannot be determined, push the Knife Reverse Switch to return the knife
to its home position.

» Examine the staple lines for pneumostasis/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
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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.

 Before removing the Stapler, be sure that tissue is cleared from the jaws and then close the

jaws.

* 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.

* Do not use hospital autoclaves to sterilize or disinfect Battery Pack and Stapler.

 Use of any other type of battery other than the battery supplied with the Stapler may result
in increased EMISSIONS or decreased IMMUNITY of the Stapler.

* Avoid use of the Stapler adjacent to or stacked with other equipment. If adjacent or stacked
use is necessary, monitor the Stapler and the other equipment to assure normal operation.

» Do not modify this device and Battery Pack without authorization from the manufacturer.

» Device or Battery Pack which comes into contact with bodily fluids may require special
disposal handling to prevent biological contamination.

» 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 Stapler and result in improper operation.

» This Stapler and Battery Pack are packaged and sterilized for single use only. Do not reuse,
reprocess or resterilize. Reuse, reprocessing, or resterilization may compromise the
structural integrity of the Stapler and/or lead to device failure that in turn may result in patient
injury, illness or death. Also, reprocessing or resterilization of single use Stapler may create
a risk of contamination and/or cause patient infection or cross-infection, including, but not
limited to, the transmission of infectious disease(s) from one patient to another.
Contamination of the Stapler may lead to injury, illness, or death of the patient.

» The Stapler and the Reload should not be used on tissues such as liver or spleen, as the
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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.

 The purchaser or user of the Stapler should use the Stapler under a specified
electromagnetic environment. Follow the directions of the following tables when using the
device. Otherwise, it may cause that the Stapler cannot work properly.

*The Stapler 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;

Side effects

Potential complications related to the use of Stapler, Reload and Battery Pack 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 device damage may
cause accidental injury, prolongation of operation time or change of operation method.

Technical Parameters

Nominal Voltage: Battery Pack 12V.

The Endoscopic Motorized Cutting Staplers have a power rating of 40 W.

The Stapler is not resistant to fluids ingress and is classified per IEC 60601-1 as IPXO.

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

231/ 33


mailto:Reachquality@reachsurgical.com

Essential Performance

1. The Stapler and the Reload should be able to be assembled and disassembled smoothly.
The movement of moving and rotating parts should be flexible, without any stucking or
loosening. The connection between the Stapler and the Reload should be reliable, without
any loosening.

2. The safety mechanism of the Stapler should be opened and closed smoothly; it should be
safe and reliable. Trigger return spring should have enough elasticity, the trigger should be
able to quickly reset when releasing the trigger.

3. The firing and articulating operation should be safe and reliable. The electronic control
system and driving motors should be safe and reliable, without any harmful noise, electricity,
radiation to the user as well as nearby devices.

4. The Manual Override of the Stapler should be safe and reliable, without any stucking or
loosening. Once the Battery Pack could not output enough power to Stapler, the Stapler
should be able to finish retraction smoothly by Manual Override back to its original position,
without any stuck.

Storage Requirements
Temperature: 5°C~35°C

Relative Humidity: 0%-70%

Air Pressure: 500 hPa~1060 hPa
Transport Requirements
Temperature: -10°C~54°C
Relative Humidity: 0%-70%

Air Pressure: 500 hPa~1060 hPa
Operating Environment Requirements
Temperature: 10°C~40°C
Relative Humidity: 35%-75%

Air Pressure: 800 hPa~1060 hPa
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Software information

The Stapler is controlled by an embedded software program with the version of software VO1.
The software program is intended to detect the current. If the current is too high, the software
will cut off the circuit to avoid motor damage.

Expiration Date

The Stapler, Curved Tip Accessory and Battery Pack are sterilized by ethylene oxide and the
expiration date is labeled on the package of the Stapler. The Stapler should not be used after
its expiration date.

Guidance and manufacturer’s declaration for EMC

WARNING: Use of the Stapler adjacent to or with other equipment should be avoided
because it could result in improper operation. If such use is necessary, this equipment and
the other equipment should be observed to verify that they are operating normally.

WARNING: PORTABLE RF communications equipment (including peripherals such as
antenna cables and external antennas) should be used not closer than 30 cm (12 inches) to
any part of the Endoscopic Motorized Cutting Staplers, including cables specified by the
MANUFACTURER. Otherwise, the degradation of the performance of this equipment could
result.

NOTE: The EMISSIONS characteristics of the Stapler make it suitable for use in industrial
areas and hospitals (CISPR 11 class A). If it is used in a residential environment (for which
CISPR 11 class B is normally required), the stapler might not offer adequate protection to
radio-frequency communication services. The user might need to take mitigation measures,
such as relocating or re-orienting the equipment.

» The Stapler must be used in a specified electromagnetic environment. Follow the directions
of the following tables when using the device.

Guidance and manufacturer’s declaration — electromagnetic emission

The Endoscopic Motorized Cutting Staplers are intended to be used in the
electromagnetic environment specified below, and the purchaser or user should ensure
that it is used in this electromagnetic environment:

Emission test Compliance Electromagnetic environment -
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guidance
The Endoscopic Motorized Cutting
Staplers use RF energy only for its
RF emission internal function. Therefore, its RF
Group 1 emissions are low and there is little
CISPR 11 possibility of producing
interference to nearby electronic
equipment.
RF emission
Class A
CISPR 11
Harmonic distortion N/A The Endoscopic Motorized Cutting
IEC 61000-3-2 Staplers are suitable for use in
professional healthcare facilities.
Voltage fluctuations and
flicker N/A
IEC 61000-3-3

Guidance and manufacturer’s declaration — Electromagnetic immunity

The Endoscopic Motorized Cutting Staplers are intended to be used in the electromagnetic

environment specified below, and the purchaser or user should ensure that it is used in

this electromagnetic environment:

Immunity test IEC 60601 test level

Compliance Electromagnetic

environment - guidance

Electrostatic
. 18 kV contact
discharge

+15 kV air
IEC 61000-4-2

+15 KV air

The floor should be wood,

concrete or ceramic. If the

8 kV contact | fiooris covered with synthetic

material, the relative
humidity should be at least
30%.
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Electrical fast

_ +2 kV
transients / Battery powered and no
bursts 100 kHz repetition N/A signal line >3m
frequency
IEC 61000-4-4
Surges £1 KV line-to-line Battery powered and no
N/A signal line >30m or going out
IEC 61000-4-5 | 2 KV line-to-ground to outdoor
Voltage dips 0% Ur; 0.5 cycle
IEC 61000-4-11 | At0°, 457, 90%, 135,
180°, 225°, 270°and
315°
N/A Battery powered
70% Ur; 25 cycles at
Voltage 0°
interruptions
IEC 61000-4-11 0% Ur; 250 cycle
The power frequency
Rated  power magnetic field should have
frequency 30 A/m 30 A/m the characteristics for use in
magnetic field 50Hz 50Hz a typical place in a typical

IEC 61000-4-8

commercial or  hospital

environment.

Note: Ur refers to the AC voltage of the power supply before the test voltage is applied.
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Guidance and manufacturer’s declaration —Electromagnetic immunity

The Endoscopic Motorized Cutting Staplers are intended to be used in the electromagnetic

environment specified below, and the purchaser or user should ensure that it is used in this

electromagnetic environment:

Immunity test

IEC 60601 test level

Compliance level

Electromagnetic

environment - guidance

Conducted
disturbances
induced by RF
fields

IEC 61000-4-6

Radiated RF
EM fields

IEC 61000-4-3

3V

0.15 MHz~80 MHz

6V in ISM bands
between 0.15 MHz and
80 MHz

80% AM at 1kHz

3V/m

80 MHz~2.7 GHz

80% AM at 1 kHz

N/A

3V/m

80 MHz ~ 27
GHz

80% AM at 1 kHz
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Guidance and manufacturer’s declaration —Electromagnetic immunity

The Endoscopic Motorized Cutting Staplers are intended to be used in the electromagnetic

environment specified below, and the purchaser or user should ensure that it is used in this

electromagnetic environment:

Immunity to RF wireless communications equipment (IEC 61000-4-3)

Test Maximum | Immunity
Band . ] Distan
frequenc Service Modulation power test level
(MHz) ce (m)
y (MHz) (W) (V/m)
Pulse
385 380—390 | TETRA 400 modulation 18 | 1.8 0.3 27
Hz
FM
GMRS 460, +5kHz
450 430—470 o 2 0.3 28
FRS 460 deviation
1kHz sine
710
Pulse
LTE Band 13,
745 704—787 17 modulation 0.2 0.3 9
217H
780 z
810 GSM
800/900,
870
TETRA 800, |Pulse
800—960 | modulation 2 0.3 28
iDEN 820, 181
930 z
CDMA 850,
LTE Band 5
1720 1700— GSM 1800;
Pulse 2 03 |28
1845 1990 CDMA 1900; | modulation
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GSM 1900; 217Hz
DECT;
1970 LTE Band 1,
3, 4, 25,
UMTS
Bluetooth,
WLAN
’ Pulse
2400—
2450 802.11 b/g/n, | modulation 2 0.3 28
2570 217H
RFID 2450, Z
LTE Band 7
5240
Pulse
5100— WLAN 802.11
5500 modulation 0.2 0.3 9
5800 a/n
217Hz
5785
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EQ Batch

EN Sterilization batch

A

EN Peel Here

42\

PE-HD

EN HDPE recyclable

EN Recyclable

EN Refer to instruction manual

‘
®
&

" K EN Do not use if package is damaged.
[ _

r 7 EN Do not resterilize

L 4

r 1 EN Manufacturer

L _

r 1 EN Date of manufacture

L _

r "' EN Serial number

L J

311733




r 1 EN Batch code
L 4
r g —l EN Use-by date
L J
r ! 1 EN Fragile, handle with care
L J
r « EN Keep dry
¢ 9y

L j J
r \l/ 1 EN Keep away from sunlight

~eo—

“7IN>

/\\

[

L _I
r : 1 EN Do not re-use
L J
r 1 EN Caution
L J
r a1 EN Catalogue number
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EN

Storage temperature limit

A

EN

Storage humidity limitation

L J
r a1 EN Single sterile barrier system
L _

r H“ EN Country of manufacture

[ |

r a1 EN Medical device

L 4

r 1 EN Unique device identifier

L J

r 1 EN Sterilized by Ethylene Oxide.
STERILE[EO

L J
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