The multiSTATION™ System: miniARM® triDOC™,
monoDOC™, duoDOC™ L, duoDOC™ R RAIL CLAMP

TeCh nOIOgy G u id e 1 [:El READ THIS PRODUCT INSERT THOROUGHLY BEFORE USE
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1. Central DOC
2. Clamp Knob
3. Central Stem
8 —— 10 4 LeftDOC
5. Left Stem
11 6. Right DOC
7. Right Stem
8. Clamp Body
9. Front Junction
10. Upper Jaw
— 11. Lower Jaws
12. DOC Cover
FIG 1A: miniARM® triDOC™ RAIL CLAMP Front View FIG 1B: miniARM® triDOC™ RAIL CLAMP Back View

miniARM°® RAIL CLAMP DEVICE DESCRIPTION:

The miniARM® RAIL CLAMP device is a reusable, sterilizable, repositionable, multiple instrument holding metal
base that clamps over the sterile drapes onto the underlying operating room table horizontal rail using a
proprietary manually powered jaw mechanism for attachment of multiSTATION™ System accessories. FIG. 1
shows the front and back view of the triDOC™ RAIL CLAMP incorporating the crenellated central DOC 1, which is
the receiving socket for the attachment of these accessories above a clamp knob 2 that rotates on the top of the
fenestrated central stem 3. When viewed from the front, to the left of the central stem is the crenellated left
DOC 4 and the left stem 5; to the right, the crenellated right DOC 6 and the right stem 7. The stems connect to
the clamp body 8 at the front junction 9. A connector passing through the fenestrated central stem links the
central DOC to a mobile upper jaw 10 positioned above two fixed lower jaws 11. Side DOCs also include
removable DOC covers 12. The miniARM® RAIL CLAMP is available in four configurations based on the number of
side DOCs and their locations: the miniARM® triDOC™ (FIG. 1, FIG. 2A), the monoDOC™ (FIG. 2B), the duoDOC™
L {left} (FIG. 2C) and the duoDOC™ R {right} (FIG. 2D).

{Continues on page 2} Pagel
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FIG. 2A-D: Front View of the 4 different miniARM® RAIL CLAMP product offerings. 2A: triDOC™, 2B: monoDOC™,
2C: duoDOC™ L, 2D: duoDOC™ R

miniARM® RAIL CLAMP DEVICE
DESCRIPTION (continued): FIG 3. shows
a left cutaway of the front of a triDOC™ RAIL
CLAMP with a purple colorized central DOC,
connector link and mobile upper jaw in the
“Up” position (FIG. 3A) compared to the
upper jaw “Down” position (FIG. 3B) relative
to a surgical table horizontal rail. With the
fixed bottom jaws positioned (FIG. 3A) under
the bottom surface of the targeted section of
the draped operating room table rail,
clockwise rotation of the clamp knob drives
the mobile upper jaw down onto the upper
surface of the table rail (FIG. 3B), thereby
securely affixing the miniARM® RAIL CLAMP
over the drape and onto the table. Each
uncovered crenellated DOC is threaded and
contoured to enable precise attachment and
orientation of multiSTATION™ System
accessories (e.g. M45™ CLICK RELEASE™
miniARM® HOLDER or M55™ RIGID
miniARM® HOLDER). After removal of all
miniARM® RAIL CLAMP accessories from
each crenellated DOC, the miniARM® RAIL
CLAMP can be repositioned or removed by - P
counterclockwise rotation of the clamp FIG. 3A: tr/DOCTM RAIL CLAMP FIG. 3B: tI’IDOCTM RAIL CLAMP
mounting knob to pull the mobile upper jaw in the “Up” Position in the “Down” Position

away (FIG. 3A) from its

clamped position.

INDICATIONS FOR USE:
The miniARM® monoDOC™, the duoDOC™ L, the duoDOC™ R, and the triDOC™ RAIL CLAMPs are indicated for use by
surgeons to hold instruments in a fixed position for a period of time.
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INSTRUCTIONS FOR USE
GENERAL SETUP & USE:

The steps below show the tiDOC™ RAIL CLAMP. The same attachment technique applies to the monoDOC™,
duoDOC™ L, and duoDOC™ R RAIL CLAMP configurations. The miniARM® RAIL CLAMP is designed to attach to a
surgical table’s horizontal rail with dimensions of 9—10 mm in width x 25—-30 mm in height (0.35-0.39 in. x 0.98-1.18 in.).

/1 OPEN

c

o

\

-

Perncrpams MH & Pocsnpassagsope
www.nevacert.ru | info@nevacert.ru

ATTACHMENT TO A SURGICAL TABLE

1. OPEN the space between the mobile upper jaw
and the fixed lower jaws of the clamp body to
become wide enough to receive the selected portion
of the operating room rail by turning the clamp knob
counterclockwise to draw the mobile jaw away from
the fixed lower jaws. DOC covers should be
attached on side DOCs to reduce exposure of

DOC crenellations.

2. POSITION the jaws of the clamp body over the
draped table rail with the front of the rail clamp
facing away from the table and angled straight up.
Avoid damaging the surgical drapes.

3. CLOSE the mobile upper jaw of the rail clamp
down onto the fixed lower jaws by turning the clamp
knob clockwise until it comes to a firm stop. Do not
touch below level of sterility described in your
hospital’s policies. Care should be taken to not
touch the crenellations within the DOCs, which
could damage gloves or cause injury if
inappropriately handled.

4. UNCAP crenellated side DOC(s) by turning the
DOC cover(s) counterclockwise until fully
unthreaded from the rail clamp. Keep the DOC
cover(s) within the sterile field for reinstallation if
accessory is detached and/or prior to rail clamp
removal. Compatible accessories may now be
attached per each component’s instructions for use
technology guide.
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REMOVAL AND CLEANUP

Remove all previously attached accessories from the miniARM® HOLDER as well as each miniARM® HOLDER according to
each component’s instructions for use. Reattach sterile DOC cover(s) to side DOC(s).

/1 OPEN \

1. OPEN the rail clamp jaws by turning the clamp
knob counterclockwise until the rail clamp jaws fully
release from the surgical table rail.

o /

/

2 REMOVE 2. REMOVE rail clamp with attached DOC cover or

covers by grasping the upper portion of a side stem
and passing the rail clamp off from the surgical field.

- J

mlnlARM® RAIL CLAMP REPROCESSING

Disassemble and clean the device immediately after use. Do not allow a soiled device to dry.
* The device is not validated to be cleaned or sterilized with a holder and/or adapter attached including all DOC Covers.
» Cleaning agent used in validation: Steris Prolystica 2X (enzymatic, neutral pH).
»  Perform the final rinse using only freshly prepared purified water/highly purified water.
* Never use metal brushes or steel wool for cleaning.
* Prepare and reprocess any holders or adapters according to each device’s instruction for use.
* Avoid the risk of damaging gloves or injuring skin on the crenellations within the DOCs.

1. Disassemble and clean device immediately after use.

POINT OF USE 2. Do not allow soiled devices to dry.
‘ 1. Turn the rail clamp knob counterclockwise until all threads (in the red circle) are visible
and the rail clamp knob stops turning (FIG. 4) and the miniARM® RAIL CLAMP is as high

as it goes (FIG. 5) /ﬁ

PREPARATION O

FIG. 4

‘ —

FIG. 5
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MANUAL
PRE-CLEANING

i

ULTRASONIC
CLEANING

OR

AUTOMATED
CLEANING

t

LUBRICATION

1. Soak in enzymatic, neutral pH cleaning solution for a
minimum of 5 minutes. Refer to detergent manufacturer’s
instructions for temperature and concentration.

2. Use a plastic-bristled brush to thoroughly scrub the

device’s exterior surfaces, paying special attention to FIG. 6

the following: /

a)  Threads of central doc stem (FIG. 6)

b) Inside the side DOC socket (FIG. 7)

c) Note that for the triDOC™ RAIL CLAMP there are 2
side DOCs to consider (FIG. 7)

a.

3. Rinse with warm water for a minimum of 2 minutes.

4. Proceed with one of the two required cleaning options: b'\
ultrasonic or automated.

FIG.7

1. Clean in ultrasonic bath with enzymatic, neutral pH cleaning solution for a minimum of
15 minutes. Refer to detergent manufacturer’s instructions for temperature and
concentration.

2. Rinse with warm water for a minimum of 4 minutes. To ensure a complete rinse, use a
clean plastic-bristled brush to scrub the device.

1. A washer-disinfector with fundamentally approved efficiency (e.g., according to EN ISO
15883) is required and it must be properly installed, qualified, and regularly subjected to
maintenance and testing.

2. Load the device into the washer-disinfector. Avoid contact between devices and arrange
to allow for proper drainage.

3. Operate the washer-disinfector cycle with an additional rinse cycle.
NOTE: The sterilization tray is NOT designed for cleaning devices. It must be processed

separately. The tray is only intended for sterilization, transport, and storage of reusable
instruments. For more tray information, see the sterilization tray instructions for use.

1. Apply instrument lubricant mixed to manufacturer’'s recommendations to prolong
instrument life by submerging the entire device in the lubricant for a minimum of 30
seconds. If the hospital washer-disinfector has a lubrication cycle this can be used instead
of manual lubrication.

NOTE: LSI has validated the use of Weiman® Instrument Lubricant on this device. Other
instrument lubricant brands have not been tested and performance and results cannot be
guaranteed.

2

INSPECTION

1. Carefully inspect the device to assure that all visible soil has been
removed. Generally, unmagnified visual inspection under good light
conditions is sufficient. Particular attention should be paid to the
locations in FIGS. 6-7. Repeat cleaning process if soil is detected.

2. Visually inspect the device for mild or excessive corrosion as seen in
FIG. 8. If corrosion is present, discontinue use of the device in surgery,
but complete reprocessing.

2
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INSPECTION
(CONTINUED)

3. Visually inspect the device for damage. If parts are damaged, discontinue use of the
device in surgery, but complete reprocessing.

4. Perform a functional check for adequate tightening and release by turning the clamp
knob clockwise and counterclockwise.

2

PACKAGING

1. Ensure the upper jaw is in the fully open reprocessing position (FIG. 9).

2. If using a sterilization pouch, place each instrument in its own individual pouch. If
using a sterilization tray, read the sterilization tray instructions for use before proceeding.
Ensure that the sterilization tray has been cleaned according to the sterilization tray
instructions for use and load the tray bottom according
to FIG. 9. Place detached DOC cover(s) in general
instrument cleaning area.

3. Package the device according to TABLE 1. The

barrier system for sterilized reusable instruments

should meet the following requirements:
+ ISO 11607-1

Suitable for pre-vacuum steam sterilization

» Appropriate for medical use

» Grade appropriate for weight of loaded tray per
sterilization tray instructions for use and facility
procedures

STERILIZATION

1. The device must be properly cleaned prior to sterilization.

2. Perform sterilization cycle according to TABLE 1:

TABLE 1: miniARM® RAIL CLAMP Sterile Packaging and Processing

Moist heat (steam) . Immediate Use
S Moist heat (steam) o
sterilization o . Steam Sterilization
Method according to sterilization according according to

ANSUAAMI sT79 | IO ANSVAAMISTTS | A\NsiaaMI sT79

multiSTATION™
Container System Sterilization | No tray No tray

Tray P/N 100034
Cvcle Pre-vacuum Pre-vacuum Pre-vacuum

y (Pre-vac) (Pre-vac) (Pre-vac)
. 2-layer .
Packaging bolypropylene wrap Pouch No packaging
132°C (270°F) 132°C (270°F) 132°C (270°F)
Temperature - - .

(minimum) (minimum) (minimum)
ﬁ::::sure 4 minutes (minimum) | 4 minutes (minimum) | 4 minutes (Minimum)
Dry Time 65_m|nutes 25 minutes (minimum) | N/A

(minimum)

Device(s) processed by immediate use sterilization should be transferred immediately,
using aseptic technique, from the sterilizer to the point of use.

Refer to ANSI/AAMI ST79, Comprehensive Guide to Steam Sterilization and Sterility
Assurance in Health Care Facilities.
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‘ The miniARM® RAIL CLAMP has been validated to 100 reprocessing cycles. The useful
STERILIZATION lifespan of a surgical instrument is largely dependent on the care and handling of the
(CONTINUED) instrument. Careful inspection and functional testing of the instrument should be used to
determine the end of its serviceable life.

1. During storage, ensure the device remains in a sterile condition ready for reuse.
STORAGE 2. Shelf life is dependent on the sterile barrier employed, storage manner, and
environmental and handling conditions.

CONTRAINDICATIONS
o Do not use with attachments other than accessories provided by LS| SOLUTIONS®.
. This device is not intended for use except as indicated.

WARNINGS

o Federal law restricts this device to sale, distribution and use by, or on, the order of a physician.

. Read and become familiar with all instructions, warnings, and cautions before using this product.

. The miniARM® RAIL CLAMP shall be used in accordance with these instructions for use.

. Improper use of the miniARM® RAIL CLAMP may cause serious injury. In addition, improper care and maintenance of the

device may render the device non-sterile prior to patient use and may cause serious injury to the health care provider or
the patient.

When using the miniARM® RAIL CLAMP, patients must be immobilized or anesthetized.

Discontinue use of the miniARM® RAIL CLAMP when moving patient or when patient is moving.

Surgical or endoscopic procedures should be performed only by physicians having adequate training and familiarity with
relevant techniques and anatomy. Medical literature relative to techniques, complications, and hazards should be
consulted prior to use.

. Avoid touching with sterile gloved hands any part of the rail clamp that extends below the level considered sterile in your
operating room. For example, many hospitals consider any item below a gowned person’s waist to be no longer in the
sterile field.

. Treat all breaches (e.g., holes, tears and perforations) in the protective sterile drape as a site that is no longer sterile. Any
section of a breached drape or part of a rail clamp that contacts a rail under a breached drape should be treated as
contaminated. Avoid contact by sterile gloves, instruments, cords, tubes, etc. with any potential contamination source.

PRECAUTIONS

o The miniARM® RAIL CLAMP is packaged as non-sterile. Clean and sterilize prior to use.

. Ensure the patient is well secured to the surgical table and never in direct contact with the rail clamp.

. If there are any variations between these instructions for use and either your facility’s policies and/or your

cleaning/sterilizing equipment manufacturer’s instructions, those variations should be brought to the attention of the
appropriate responsible hospital personnel for resolution before proceeding with cleaning and sterilizing your device.

o Use of a miniARM® RAIL CLAMP for a task other than what it is intended for can result in a damaged or
broken device.

. Prior to use, inspect the miniARM® RAIL CLAMP to ensure proper function and condition. Do not use the device if it
does not satisfactorily perform its intended function or if it has physical damage.

. Surgical instruments vary between manufacturers. Before instruments and accessories from different manufacturers
are employed together in a procedure, verify compatibility and ensure electrical isolation or grounding are
not compromised.
Avoid mechanical shock or overstressing the miniARM® RAIL CLAMP.
Avoid inappropriate contact with the crenellations within the DOCs, which could damage gloves or cause injury.
Glove perforation can lead to contamination of the surgical field.
Keep the DOC cover(s) within the sterile field for reinstallation if desired.
Only the cleaning and sterilization processes which are defined within these instructions for use have been validated.
Check stability of surgical table rails or rail adaptors before table mounting the miniARM® RAIL CLAMP. Only mount
to secure surgical tables and well-affixed horizontal table rails; avoid attaching rail clamps to structures that are loose
or not secure.

. The miniARM® RAIL CLAMP is compatible with USA, EU and Swiss operating room table rail sizes, 9-10 mm wide x
25-30 mm tall (0.35-0.39 in. wide x 0.98-1.18 in. tall).

° Store at room temperature.

ADVERSE REACTIONS
No documented adverse reactions. Page 7
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TABLE 2: miniARM® RAIL CLAMP PRODUCT ORDERING

REF | 100034

Sterilization Tray*

REORDER PRODUCT DESCRIPTION
miniARM® triDOC™

O?O o O 1 Shelf Box
081022 miniARM® monoDOC™ 1 Shelf Box

’ RAIL CLAMP
miniARM® duoDOC™ L 1 Shelf Box

O REF | 081023 RAIL CLAMP
miniARM® duoDOC™ R 1 Shelf Box

Po 081024 RAIL CLAMP
multiSTATION™ System 1 Shelf Box

SASOLUTIONS®

LSI SOLUTIONS, Inc.

7796 Victor-Mendon Road

Victor, New York 14564 U.S.A.
Phone: +1 585.869.6600

Customer Service: +1 866.575.3493
Technical Support: +1 866.428.9092
Fax: +1 585.742.8086
www.lIsisolutions.com

* The multiSTATION™ System
Sterilization Tray is
manufactured by Summit
Medical, 815 Vikings Parkway,
Suite 100, St. Paul, MN 55121
USA

of LSI SOLUTIONS®.

Symbol Glossary:

www.Isisolutions.com/symbols

Patents: www.Isisolutions.com/patents
The LSI logo, LSI Solutions, Multistation, Miniarm, Monodoc,
Duodoc, Tridoc, M45, Click Release, M55 and Perfect
Performance Policy are registered trademarks and trademarks

Copyright © 2021, LSI SOLUTIONS®. All Rights Reserved.

(1) Bom] @ [MD]

Emergo Europe

Westervoortsedijk 60
6827 AT Arnhem
The Netherlands

P/N 080960E 07-JUN-23

Prolystica is a registered trademark of Steris. Weiman is a registered trademark of PurposeBuilt Brands. Use of these names, trademarks and brands does not imply endorsement. All company, product
and service names used in this technology guide are for identification purposes only.
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Cucmema multiSTATION™: miniARM® 3a)xumsbi
triDOC™, monoDOC™, duoDOC™ L, duoDOC™ R
RAIL CLAMP
TexHonornyeckoe pykoBo[

TBO [:El MNEPEA NCMNONb3OBAHVMEM BHUMATEJBHO MPOYTUTE
BKINAOBILW K N3OEJTNIO

LleHTpanbHbIA
DOC
2. Pyudka 3axuma
3. LeHTpanbHbINA
g —< 10 CTepXeHb
4. IleBbit DOC
5. JleBbI cTepxeHb
11 6. MpaBbii DOC
7. MpaBbI cTEpXEHb
8. Kopnyc 3axuma
9. [MepeaHee coeauHeHue
10. BepxHsia 4enocTb
11. HuXHAA YyeniocTb
¥

12. 3awmTta DoC

PUC. 1A: miniARM® saxum triDOC™ RAIL CLAMP PUC. 1B: miniARM® saxum triDOC™ RAIL CLAMP
Bupg c3agu
Bupg cnepeaun

3axumbl miniARM® RAIL CLAMP ONMUCAHUE YCTPOMUCTBA:

3axum miniARM® RAIL CLAMP npeacTaBnseT coboii MHOropasoBoe, CTepuIM3yemMoe, NepectaBaseMoe MeTai/IMyeckoe OCHOBaHMe,
yAeprKMBatoLLee HECKOIbKO MHCTPYMEHTOB, KOTOPOe PUKCUPYETCA NOBEPX CTEPUbHBIX MOKPbITUIA Ha TOPU3OHTANIbHOM pelike
onepaLMoHHOro CTO/1a C MOMOLLbIO 3aMNaTEHTOBAHHOTO 3aXKMMHOFO MEXaHM3Ma C PyYHbIM NPUBOAOM A1 KPENNEHUA aKCeccyapos
cuctembl multiSTATION. Ha PUC. 1 noKasaH Bug cnepeau v czagu TriDOC™ RAIL CLAMP, Bkatoyarowmii B cebs LeHTpaibHbl
3y64aTbi anemeHT 1, KOTOPbIN ABNAETCA NPUEMHbIM FTHE340M AN1A KPernieHMA STUX aKCeccyapoB Hag PYYKOM 3axuma 2,
BpaLLatoLLenca Ha BepxHen YacTm GeHecTpMPOBAHHOIO LIeHTPAIbHOFO CTEPKHA 3. ECIM CMOTPETb cnepeam, CNeBa OT LEeHTPaNbHOro
CTePrKHA HaxoanTca nesbli 3ybuaTbii DOC 4 1 neBbl CTeprKeHb 5, cnpasa - npasblit 3y6yaTtbin DOC 6 1 npaBblil cTep:KeHb 7.
CTep»XHW COeaMHAIOTCA C KOPNYCOM 3aXMMa 8 Ha nepegHem coegmHeHumn 9. CoeANHUTENb, NPOXOAALLNIN Yepe3 GeHeCTPUPOBaHHbIN
LLeHTPaNbHbIN CTEePXKEHDb, COEANHAET LeHTPanbHbIM DOC ¢ noABUXKHON BepxHel YentocTbio 10, pacnonoXKeHHOM Hag ABYMA
HEMOABUMXHbIMU HUKHUMMK YentocTammn 11. Bokosble DOC TaKKe BKAOUYaoT cCbeMHble 3amTbl DOC 12. 3axkumbl miniARM® RAIL
CLAMP pocTynHbl B YeTbipex KOHGUrypaumax B 3aBUCUMOCTM OT KondecTBa 60KoBbix DOC 1 ux pacnonoxeHua: miniARM® triDOC™
(PUC. 1, PUC. 2A), monoDOC™ (PUC. 2B), duoDOC™ L {nesbiit} (PUC. 2C) n duoDOC™ R {npassbiii} (PUC. 2D).
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PUC. 2A-D: Bud cnepedu 4 pa3nu4HbIXx eapuaHmoe UcrnoJsiHeHus 3axumoe miniARM® RAIL CLAMP. 2A:
triDOC™, 2B: monoDOC™, 2C: duoDOC™ L, 2D: duoDOC™ R

3axum miniARM® RAIL CLAMP
OMNMMUCAHWME YCTPOWUCTBA

(mpogormkeHne): PUC 3. nokasaH paspes
cneBa nepeaHen Yactn 3axuma triDOC™ RAIL
CLAMP c ueHnTpanbsHbim DOC cduronetoBoro
uBeTa, COeMHUTENbHbIM 3BEHOM 1 NMOABUXKHOW
BEPXHEWN YENoCTbIO B NOMNOXEHNN —
«BBepx» (PUC. 3A) No cpaBHEHWIO C BEPXHEN
YenCcTbio

«BHU3» (PUNC. 3B). ) oTHOCUTENBHO
roOpu3oHTanNbHOM HanpaBnsoLwen
onepauuoHHoro ctona. Korga goukcMpoBaHHble
HWXHWe YentocTn pacnonoxetsl (PUC. 3A) noa
HVKHEW NOBEPXHOCTBIO LIENIEBON CEKLUN
ApanupoBaHHOW Hanpasnstowen
OMnepaumnoHHOro CToNa, BpalleHne pyyku
3aXXMMa no 4YacoBOW CTperke NpusoauT
MOABWXHYHO BEPXHIOK YEMCTb BHU3 Ha
BEPXHIOK NOBEPXHOCTb HaNpaBnsoLLEn
onepauuoHHoro ctona (PUC. 3B), Tem cambim
HagexHo 3akpenue miniARM® RAIL CLAMP
noBepx ApanupoBKK 1 Ha cTone.. Kaxabln
OTKpbITbIN 3y6yaTbii DOC umeeT pe3bby n
KOHTYp, 06ecneynBatoLLnii TOYHOE KpenseHme
OpMEHTaLIMIO aKCceccyapoB CUCTEMBI e L2
mMultiSTATION™ (Hanpumep, PUC. 3A: tr/DOCTN' RAIL PUC. 3B: tiDOC™ RAIL
pepxatens M45™ CLICK RELEASE™ CLAMP B nonoxeHun "sBepx" CLAMP B nonoxeHuu "BHua"
miniARM® mnnn gepxartena M55™ RIGID

miniARM® . lNocne cHATUS BCcex akceccyapoB C

Kaxgoro 3ybyatoro 3axuma DOC miniARM®

RAIL CLAMP, miniARM® RAIL CLAMP moxHo

nepemMecTUTb UNN CHATb, MOBEPHYB PYYKY

KpenneHus 3akuma npoTMB YacOBOW CTPENKM,

YTOObI BbITALLMTL NOABUXKHYIO BEPXHIOH

yentocTb (PUC. 3A) 13 3axatoro nonoxeHus. CTpaHuua 2

o
St ey

S g

NMOKA3AHUA K MPUMEHEHUIO:
OC™ L, the duoDOC™ R, and the triDOC™ RAIL CLAMPs npegHa3HayeHbl Ans
[EPXaHUSt UIHCTPYMEHTOB B (DUKCHPOBAHHOM MOJOXEHUN B TEHYEHUE ONpeerneHHOro




UHCTPYKUWMU NO NPUMEHEHUIO
OBGLLAS1 YCTAHOBKA N UCMOJIb3OBAHME:

Hwxe nokasaHbl gencteus ¢ 3axkmnmom TriDOC™ RAIL CLAMP. Takasi xxe TeEXHUKa KpenneHus npuMeHnuma K
koHdpurypaumsam monoDOC™, duoDOC™ L n duoDOC™ R RAIL CLAMP. MiniARM® RAIL CLAMP npegHa3sHaueH
OnNs KpenneHus K ropusoHTanbHOM HanpasnsawLwen xmpyprnyeckoro crona ¢ paamepamu 9-10 mm B LIMpuHy x 25-30
MM B BbicoTy (0,35-0,39 arorima x 0,98-1,18 gronma).

/1 . \ KPEMMEHUE K XUPYPITMYECKOMY CTONY
Omkpotime

1. OTKpoONTE NPOCTPAHCTBO MEXAY NOABUKHON
BEPXHEN YENOCTbIO N HEMNOABWKHBIMU HUXXHUMU
4enCcTaMN Koprnyca 3axunma, 4tobbl OHO cTano
AO0CTaTOYHO LUMPOKMM ANg npuema BblGpaHHOM
4YacTu NOPYYHSI ONepPaLMOHHON, MOBEPHYB PYYKY
3aXnma NpPoTUB YaCcOBOW CTPENKU, YTOOLI OTBECTU
NMOABWKHYHO YENOCTb OT HEMOABMKHbBIX HUXHUX
yentocTten. Ha 6okoBbix DOC gomkHbl ObITb

\ / ycTtaHoBreHbl 3awntel DOC, 4To6bl yMEHbLINTD

Bo3gemcteue 3ybuos DOC.

/4 PACIOJIOXUTE

2. PacnonoxuTe 4YentocTn 3axxnma Hag
3agpanMpoBaHHbIM CTONIOM TakK, UTOObI NepeaHsis
YyacTb 3axkuma Oblna HanpaeneHa B CTOPOHY OT
cTona v noa npsiMbimM yrnom Beepx. N3berante
/ NoBpEXOEeHUS XMPYPru4eCKMUX NOKPLITUN.

PENbCOBOrO 3a)kMMa Ha HeMNoABMXKHbIE HXKHME
rybkn, noBopaumnBas py4dky 3axkmuma no 4acoBow
cTpenke Ao ynopa. He npukacantecs K
CTEPUNBHOCTU HUXKE YPOBHS, YKa3aHHOIO B
npasunax sBawen 6onbHuLbl. Cneayet cobniogaTb
OCTOPOXHOCTb, YTOObI HE NpUKacaTbCs K 3ybuam
BHYyTpu DOC, nockonbKy 9TO MOXeT NPUBECTYU K
NOBPEXAEHNIO NepYaToK NN TpaBme npwm
HenpasuWNbHOM OGpaLLEeHUN.

1 3. BAKPOUTE noasukHYI0 BEPXHIOK YEMOCTb

4. CHumvunte 3awmty DOC ¢ 3y6yaTon CTOpPOHBbI,
nosepHyB 3awmTy(bl) DOC npoTmB YacoBomn
CTPEnkKN OO Tex Nnop, Nnoka oHa NOSTHOCTbI0 He
OTCOEONHUTCS OT 3axKMMa. XpaHute 3amTy(bl)
DOC B cTepunbHOM nosne Ans NnoBTOPHON
YyCTaHOBKMW, €CNn akceccyap OTCOeAMHEH u/unm
nepepg cHaTuem 3axuma. CoBMeCcTuMble
akceccyapbl Tenepb MOXHO NPUKPENNATb B
COOTBETCTBUM C MHCTPYKLUMSMU MO SKCMyaTauum
Ka)K4,oro KOMMOHEHTA.
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YOANEHUE U O4YUCTKA

CHuMUTE BCce paHee 3akpenneHHble akceccyapbl ¢ gepxatensa miniARM® |, Takkabiv gepxxatens miniARM® B
COOTBETCTBUUN C UHCTPYKLIMEN NO MCMOMNBb30BAHMIO KaXXA0ro KOMMOHEHTa. YCcTaHoBUTE cTepunbHble 3awmTtbl DOC Ha

6okoBble DOC.

ﬁ OTKPOUTE \

1. OTKPOUTE rybGku 3axxmma, noBopadnBas
pY4Ky 3aXMMa NPOTMB YaCOBOW CTPENKN A0 TeX
nop, noka rybku 3axuma nosniHOCTbIO He
0ocB0bOAATCA OT HaNpPaBMSAOLLEN XUPYPrMYecKoro
cTona.

o /

/

2. YOAJIUTE 3axmm C NPUKPENSIEHHOW 3alunTomn
mnn 3awmtamm DOC, B3SBLUNCL 3a BEPXHIOK YacTb
OOKOBOrO CTEpPXHS W  BbiBEdss 3aXum U3
ornepaunoHHOro nons.

)

.

3axxum miniARM® RAIL CLAMP NOBTOPHAA OBPABOTKA

*  * Pa3bepuTe U 04UCTUTE YCTPOMCTBO Cpasy Mnocre UCnonb3oBaHus. He no3eonsaiTe 3arpsi3HEHHOMY YCTPOMCTBY BbICOXHYTh.
* YCTPOWCTBO He CepTUMULIMPOBAHO AN OUYMCTKM UMM CTEPUNU3aLMK C NPUKPENIIeHHbIM AepxaTenem U/uniu agantepom,

BKNtovyas Bce 3awmTtbl DOC.

* YucTawee cpencTtso, ncnonb3oBaHHoe npu Banvaauumm: Steris Prolystica 2X (dpepmeHTaTuBHbIN, HeWTpanbHbIi pH).

* [Ins okOHYaTENbLHOrO ONONACKMBAHNSA UCMOSb3YATE TONBKO CBEXEMPUrOTOBINEHHYH OYULLEHHYIO/BBICOKOOUULLIEHHYHO BOAY.

* Hukorga He ucnonb3ynte ANs YUCTKM METaNNMYECKUe LLETKM UMK CTanbHY MoYarky.

* MNoaroTtoBbTe U 0bpaboTanTe AepxaTenu nnm agantepbl B COOTBETCTBUM C MHCTPYKLIMEN MO 3KCMyaTaLMmn KaXaoro yCTponcTaa.

* N3beraiiTe pucka NoBpeXaeHNs nepyaTok unm Koxu Ha 3ybuax sHyTpu DOC.

MECTO 1. Pasbuparte 1 oumLlante yCTpOMCTBO cpady nocrne ncnonb3osaHus. 2. He gonyckante
MCMNOJIb3OBAHUA BbICbIXaHWS 3arpsi3HEHHbIX YCTPOWCTB.

T. TToBOpauMBanTe pydKy 3aXWMa NpoTVMB YacOBOW CTPENK/ 4O TeX Nop, noka He byayT
BMAHbI BCe pe3bObl (B KpAaCHOM Kpyre) 1 pydka 3axmnma He nepectaHeT noBopayMBaTbCH
(PAC. 4), a miniARM® RAIL CLAMP He nogHumeTca MakcumansHo Beicoko (PUC. 5).

O )

NOArOTOBKA

PUC. 4 PUC. 5
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1. 1. 3amouunTe B hepMEHTHOM YUCTALLEM PacTBOpE C
HenTpanbHbIM pH MUHUMYM Ha 5 MUHYT. TemnepaTypa n
KOHLIeHTpaums ykasaHbl B UHCTPYKLMM NPOM3BOANTENS
MOIOLLIEro CpeAcTBa.

2. 2. C noMOLLbIO LWETKU C NIiacTMaccoBOW LETUHOWN
TWAaTenbHO OYUCTUTE BHELLHNE NOBEPXHOCTU PUC. 6
yCTpONCTBa, obpallas ocoboe BHMMaHUe Ha cnegytoLlee: /
a) a)Pesbba ueHTpansHoro ctepxHs DOC (PUC. 6)
PYYHAA 6) BHyTpU 6okosoro rHesga DOC (PUC. 7)
NMPEOBAPUTEJIbHAA B) O6paTtute BHUMaHue, 4yTo ans RAIL CLAMP triDOC™
OUYNCTKA Heobxoaummo yumTeiBaThb 2 6okoBbix DOC (PUC. 7).

a.

3. MNpomonTe Tennon BOAON B Te4EHNE MUHUMYM 2

MUHYT. 4. NpucTtynante K 04HOMY 13 ABYX HEOBXOONMbIX

BapMaHTOB OYUCTKU: yNbTPa3BYKOBOMN WK b'\
aBTOMaTU4YeCKON.

PUC.7

1. . OumwanTe B ynNbTPa3ByKOBOW BaHHE C MOMOLLLIO (DEPMEHTATUBHOMO YMUCTALLENO
pacTtBopa ¢ HenTpanbHbIM pH B TeyeHne MnHumym 15 MuHyT. Temnepatypa u

YIIbTPA3BYK KOHLEHTPaLMS yKasaHbl B MHCTPYKLIMW NPOM3BOAMTENS MOKLLEro cpeacrsa. 2.
OBAHA OnonackuBaiiTe yCTPOWUCTBO TEMNMOoW BOAON B TEYEHNE MUHUMYM 4 MUHYT. [ns
OUYUCTKA obecneyeHns NONHOro ONonackMBaHMS UCNOMb3yNTe YUCTYIO LWETKY C NNacTmMaccoBown

LLIETMHON OIS YUCTKN YCTPONCTBA.

nnu

1. TpebyeTcs Molika-Ae3MHGEKTOP C NPUHLMNNANBHO NOATBEPXKOEHHOM
acpdekTnBHOCTLIO (Hanpumep, B cootBeTcTBuM ¢ EN ISO 15883), koTopas gomkHa 6bITb
npaBWibHO YCTaHOBMEHA, KBannduuMpoBaHa 1 perynsipHo nogBepraTbCs TEXHUYECKOMY
0BCNY>XMBaHMIO U UCTIbITAHUSIM.

ABTOMATU3UPOBAH | 2. 2. 3arpy3nTte yCTPOWUCTBO B MOVKY-Ae3nHdeKkTop. Vi3berante koHTakTa mexay
HAA OYUCTKA ycTpoicTBamu 1 obecneybTe Haanexallimin e BoAdbl.

3. 3. Banyctute UMK MOMKM-Ae3nHEEKTOPa C AOMOMHUTENBHbLIM LIMKITOM MONTOCKaHUS.
MPUMEYAHMUE: NoTtok ansa ctepunusaumm HE npegHasHayeH anst o4MCTKM YCTPONCTB. OHU JOMMKHbI
ob6pabaTtbiBaThCsl 0TAENbHO. JIOTOK NpefHa3HayYeH TONbKO Ars CTepunm3anmnm, TpaHCNopPTUPOBKM 1
XpaHEHWNsi MHOTOPa30BbIX MHCTPYMEHTOB. [JONONHUTENBHBIE CBEAEHNS O NTOTKE CM. B MHCTPYKLMMK MO
NPUMEHEHMIO NOTKa AN CTEPUNN3aumnm.

HaHecuTe cma3sky MHCTPYMEHTa, CMELLaHHY B COOTBETCTBMM C PEKOMEHAALNAMUN
npoussoauTens, YTobbl NPOANUTL CPOK CNYXObl MUHCTPYMEHTA, NOrPY3nNB BCE YCTPONCTBO
B CMa3Ky MUHMMYM Ha 30 cekyHa. Ecnu B 60NbHUYHOM CTUpanbHO-Ae3MH(EKTOPHOM
CMA3bIBAHUE MaluMHe NpPeayCcMOTPEH LMK CMa3Ku, ero MOXHO UCMOMb30BaTb BMECTO PYYHON CMasKu.
MPUMEYAHWME. Komnanua LS| noaTeepamnia ucnonb3oBaHWe CMa3oyHOro Matepuana
ansa nHetpymeHtoB Weiman® Ha aTom ycTponcTtse. [pyrne Mapku cMasouHbIX
MaTepuarnoB 4S9 MHCTPYMEHTOB He TECTUPOBANMChb, MO3TOMY NMPON3BOAUTENBHOCTb U
pesynbTaTtbl He MOryT ObiTb rapaHTUPOBaHbI.

1. BHUMaTenbHO OCMOTpPUTE YCTPOUCTBO, YTODbI yOeauTbCs, YTO BCA
BMAMMas novea yganeHa. Kak npaBunio, 4OCTaTOYHO BU3yarbHOro
ocmoTpa 6e3 yBenuueHns npu xopowem ocseleHnmn. Ocoboe
BHMMaHue criegyeT yaenute mectam Ha PUC. 6-7. Mpn obHapyxeHun
NMPOBEPKA 3arpsisHEHUIA NMOBTOPUTE NPOLIECC OYUCTKU. 2. Bu3yanbHo npoBepbTe
YCTPOWCTBO Ha Hanuyune cnabow nnm 4pe3mepHOn KOppo3un, kak
nokasaHo Ha PUC. 8. Ecnu koppo3us npucyTCcTByeT, NpekpaTute

UCIOrb30BaHNe yCTPONCTBA B XMPYPru, HO 3aBepLUNTE NMOBTOPHYIO
oé-lpa OTKY. yerp PyP P PHY PUC. 8

CTPAHULA 5

Perucrpanusa MU & PocsnpagHanzope
www.nevacert.ru | info@nevacert.ru



3. BusyanbHO ocMOTpuTe YyCTPONCTBO Ha NpeaMeT nospexaeHun. Ecnv getanu
NnoBpeXaeHbl, NPEKpaTUTE MCMONMb30BaHNE YCTPOWCTBA B XUPYPrum, HO 3aBEpLUUTE €ro

HHZ%BICE;I)(KPI‘EHVIE nepepaboTky. 4. BoinonHute dyHKUMOHaNbHYIO NPOBEPKY HA adekBaTHOE 3aTArMBaHue
( A ) 1 ocBobOXaeHMe, NOBOpaYMBas pPyyKy 3axuma rno 4aCoBOW CTPESKE 1 NPOTMB YaCOBOW
CTpErKu.
1. Y6enuTech, 4TO BEPXHASA YENIOCTb HAXOAMUTCS B MOMTHOCTBIO OTKPbITOM MOMOXEHUMN
ans obpadotkm (PUC. 9).
2. Ecnu ucnornb3yeTcs CTepUnmM3aLnoHHbIn NakeT, MOMEeCTUTE KaxXabli MIHCTPYMEHT B
OTAEenbHbIN NakeT. MNMpu ncnonbL3oBaHMKM CTEPUNU3ALMOHHOIO NOTKA 03HAKOMbTECH C
WHCTPYKUMEN NO NPUMEHEHNI0 CTEPUMM3ALMOHHOIO NTOTKA, Npexae YemMm npucTtynartb K
pabote. Y6eautecnh, 4TO NOTOK ANSA CTepuMnM3anum
Obln OYNLLEH B COOTBETCTBMM C UHCTPYKLMEN NO
NCNONb30BaHMWIO NOTKa ANg cTepunusauum, n
3arpyauTe gHo fnoTka B cootBeTcTBuM ¢ PUC. 9.
MomecTute cHATY0 KpbIWwKy (Kpbiwkn) DOC B
O6LLYI0 30HY OYUCTKN MHCTPYMEHTOB.
YMAKOBKA LYI0 30Ky O3mMeT Py
3. YnakoBaTb YCTPOUCTBO B COOTBETCTBUUN C
TABJITMLUEW 1. BapbepHas cuctema gns
CTEepuUnn3oBaHHbIX MHOropasoBbIX MHCTPYMEHTOB
[OOJKHa oTBeYaTb crneayownm TpeGOBaHVIﬂMZ
-ISO 11607-1 5.
-MopxoauT onsa npegBapuTenbHOM
BaKyyMHOW NapoBOM CTepUM3aLnn.
-nO,ElXOJJ,VIT Ang ncnonb3oBaHnUAa B MEOULUMHCKUX Lendax
-COOTBETCTBYET BECY 3arpy’>KEHHOrO fioTka B
COOTBETCTBMU C MHCTPYKUMEN MO NPUMEHEHNIO
CTEpUNn3aLMoHHOro noTka v npoueaypamu Ha
obbekTe
1. MNMepen crepunusauunert yCTponcTeo Heobxoanmo TaTenbHO O4YUCTUT.
2. BeinonHute umkn ctepunuaaumm cornacHo TABJTULIE 1:
TABJIMUA 1: CtepunbHas ynakoBka n obpabotka miniARMV® RAIL CLAMP
CTepVIJ'IVI3aLI,VIﬂ BNa>XHbIM HQDOBaﬂ crepunun3auma
Crepunusauust BnaxHbim
Tennom (napom) B Tennom (napom) s HemMearneHHoro
MeTon cootBeTcTBUN ¢ ANSI/ COOTBeTCTBaw o ANSI/ CrONb30BaHMS B
AAMI ST79 cooTBeTcTBMM C ANSI/
AAM| ST79 A
TOTOK NS CTepUNU3aLMm AANIT ST
KoHTeliH cuctembl mMultiSTATION™ Bes noTk Bes noTk
OHTenHep PN 100034 €3 fnoTka e3 notka
Lnkn Pre-vacuum MpenBaputensHoe MNpensaputensHoe
(Pre-vac) BakyyMnpoBaHue BakyyMupoBaHue
CTEPUNNU3ALUA
2-layer
YnakoBka Yexon bes ynakoBku
polypropylene wrap
132°C (270°F) 132°C (270°F) 132°C (270°F)
TemnepaTtypa
(MUHUMYM) (MUHUMYM) (MUHUMYM)

BpeMsi BblaepKku

4 MVHYTbI (MUHUMYM)

4 MUHYTbI (MUHUMYM)

4 MUHYTBI (MUHUMYM)

Bpewms cyluku

65 MUHYT
(MUHUMYM)

25 MUHYT (MUHUMYM)

H/O

Mpubop(bl), 06paboTaHHbIV(bIe) METOAOM CTEPUNMU3ALNUN HEMEATIEHHOTO

NCMnonb30BaHus, cnegyeT HeMeaieHHO NEPEHECTU N3 cTepunm3aTopa B MECTO
NCNONb30BaHWs, UCNONb3Yst aCENTUYECKYH0 TEXHUKY.
Cm. ANSI/AAMI ST79, BceobbemnioLlee pykoBoACTBO NO NapoOBOW CTepMnm3auumn n
obecneyeHnto CTePUNBHOCTU B MEOULMHCKUX YUPEXAEHUAX.
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miniARM® RAIL CLAMP nposepeH Ha 100 uukrnoB noBTopHoM 06paboTkn. Cpok

CTEPUNU3ALMA CNYXBbl XMPYPrnyeckoro MHCTPYMEHTa B 3HAYUTESIbHON CTENeHN 3aBUCUT OT yxoaa U

(MPOOOMKEHMUE obpalleHns ¢ HUM. TwaTenbHbI OCMOTP U (PYHKLMOHArNbHOE TecTMpoBaHue
WHCTPYMEHTa A0MKHbI NCMOMNb30BaTLCA ANA OnpeaeneHns OKoHYaHMs CpoKka ero
CIY>Obl.

1. Bo Bpems xpaHeHusa cnegute 3a Tem, YToObl yCTPOMCTBO OCTaBarnoch B CTEPUIbHOM
XPAHEHUE COCTOSIHUK, TOTOBbIM K MOBTOPHOMY MCNOMb30BaHuto. 2. Cpok rOAHOCTM 3aBUCUT OT
Mcnonb3yemoro cTepunbHoro 6apbepa, cnocoba xpaHeHus, yCrioBuii OKpy>KatoLLen cpeabl
n obpailieHns

NMPOTUBONOKA3AHUA
- He ncnonbaynte apyrme Hacagku, kpome npuHagnexHocten, noctaensiemblx LSI SOLUTIONS®. - [laHHOe yCTpOMCTBO He
npefHasHavyeHo Ansi UCNoNb30BaHUS, KPOME Kak B COOTBETCTBUM C YKa3aHUsIMU.

NPEAYNPEXAEHUA

defepanbHbIf 3aKOH OrpaHMyYMBaeT Npoaaxy, pacnpocTpaHeHe U NCNornb3oBaHWe 3TOro YCTPOMCTBa BPayoM Uiu NO ero ykasaHuio.

* MNepen ncnonb3oBaHMeM JAHHOMO NPOAYKTa NPOYTUTE Y O3HAKOMBTECH CO BCEMMU UHCTPYKLUMAMU, NPeaynpexxaeHnsMm u
npegocTepexeHnamun.

* 3axum miniARM® RAIL CLAMP cneayeT ncnosnb3oBaTh B COOTBETCTBMU C HACTOSALLEN MHCTPYKLIMEN NO 3KCMyaTaumu.

* HenpasunbHoe ncnonb3osaHne miniARM® RAIL CLAMP mMoXeT NpuBeCTU K cepbe3Hol TpaBMe. Kpome Toro, HenpaBuIbHbIN YXOA4 1
TexHnyeckoe obcnyxvMBaHne yCTponcTBa MOryT caenaTb ero HeCTEPUIbHBIM Nepes UCMoNb30BaHMEM NALMEHTOM U HAHECTU CEPLE3HYIO
TpaBMy MeAWNLIMHCKOMY pabOTHWUKY UMy NauueHTy.

* Mpu ncnonb3oeaHum MiNiARM® RAIL CLAMP nauueHTbl A0MmKHbI 6bITb MUMMOGUITM30BaHbI UM HAXOAUTBLCS NOA HAPKO30M.

* MpekpaTtnTte ncnonbzoaHne MiNiIARM® RAIL CLAMP npu nepemMelleHnn naumeHTa unm Bo BpeMs ABMKEHUS NauMeHTa.

* Xnpypruyeckue unm aHOOoCKONMYEeCcKue npoueaypbl JOIMKHbBI BbINMOMHATHCS TONBKO Bpayamu, MMEKLLMMN COOTBETCTBYHOLLLYHO NMOATOTOBKY U
3HAKOMbIMU C COOTBETCTBYHOLLUMMY MeTOAaMUN 1 aHaToMuen. Nepea ncnonb3oBaHMEM crieqyeT 03HAaKOMUTBCS C MEAMLMHCKOM NuTepaTypou,
KacaloLLencss MeTofoB, OCIOXHEHUIN U ONacHOCTEN.

* He npukacaritecb pykamu B CTEPUIbHbIX NepyaTkax K noborn 4acTu penbCoBOro 3axumMa, KOTopasi BbICTynaeT HUXKe YPOBHS, CHMTaloLLEerocs
CTepunbHbLIM B Ballel onepauuoHHon. Hanpumep, MHorme 60MnbHULBI CHATAIOT, YTO NGO NpeaMeT Huke Tanuu YernoBeka B xanate bonbLue
He Haxo4MTCs B CTEPUbHOM 30HE.

» PaccmaTtpuBarite Bce HapyLueHust (HanpumMep, Oblpbl, HAApbIBbl U NepdopaLMmn) B 3aLUMTHON CTEPUITbHON NOBA3KE KaK y4aCTOK, KOTOPbIN
bonblue He ABNSeTCs cTepunbHbIM. JTloOyH0 YacTb NPOPBAHHOMO MOMOTHA UMW YaCcTb PENbCOBOrO 3a)kMma, KoTopasi KOHTAKTUPYET C PEMNbLCOM
noz NpopBaHHbIM NOMOTHOM, CrefyeT paccMaTpuBaTh Kak 3arpsis3HeHHyto. 3beraiiTe KOHTakTa CTepuUrbHbIX NepyaTok, UHCTPYMEHTOB,
LWUHYPOB, TPYOOK 1 T. A. C N0OLIM NOTEHUMANbHBIM NCTOYHUKOM 3arpsi3HEHMS.

MEPbI MPEOOCTOPOXHOCTHU
* 3axum miniARM® RAIL CLAMP ynakoBaH Kak HecTepuIbHbIW. [lepeq MCnonb3oBaHWEM OYNCTUTE W MPOCTEPUNU3YITE.
* Y6eauTech, YTO NaUMEHT HaAEXHO 3aKpenrneH Ha onepaLyoHHOM CTOME U HUKOrAa He HAaXOoAWTCst B MPSIMOM KOHTAKTE C PEfbCOBbIM 3aXXUMOM.
» Ecnu cyLLecTBYHOT Kakvne-nnbo pasnuyms Mexay STUMU MHCTPYKUMSIMU MO UCMOSb30BaHUIO U NpaBunamu Ballero yYpexneHust u/unm salen
VNHCTPYKUMSIM NPOM3BOAMUTENSI 060pYAOBaHNS Al O4MCTKU/CTEPUNU3ALIUK, 3TW OTKITOHEHUS crieQyeT AOBECTU 0 CBEAEHUS COOTBETCTBYIOLLETO
OTBETCTBEHHOrO NepcoHarna 60onbHULbI s NPUHSTUS PELLEHUS, MPexXae YeM NpUCTynaTh K OYUCTKE U CTEPUNM3aLMM Ballero yCTPOUCTBa.
* Micnonb3oBarne 3AXKVMMA miniARM® RAIL CLAMP ans 3agay, 4ns KOTOPbIX OH HE NpeAHa3Ha4yeH, MOXET NPUBECTU K NOBPEXAEHNIO UK
CrnoOMaHHOEe YCTPOWCTBO.
* MNepepg ncnonb3dosannem ocmotpute SAXKNM miniARM® RAIL CLAMP, 4Ttobbl y6eanTbcs B ero npaBuiibHOM (OYHKLMOHUPOBAHMMN 1 COCTOSIHUM.
He ncnonb3ynte yCTpOMCTBO, €CNN OHO He BbINOMHSAET AOMKHbIM 06pa3oM NpegyCMOTPEHHYH0 PYHKLMIO Unn nMeeT rnsnyecKkme NoBpexaeHus.
* XUpypruyeckune MHCTPYMEHTbI pasnmyatoTcs y pasHblx npoussoauTteneit. MNpexae Yem MHCTPYMEHTbI 1 akceccyapbl pasHbiX Npou3BoauTenem
OyayT ucnonb3oBaThCA BMECTe B NpoLueaype, NpOBEPbTE COBMECTUMOCTb Y YOEAUTECh, YTO AreKTpuYeckas U3onsLumnst Unu 3asemreHve
He CKOMMPOMETUPOBaH.
* N3berante mexaHn4eckunx yaapos v nepeHanpsxeHns miniARM® RAIL CLAMP.
* N3beraniTe HeCaHKLMOHMPOBAHHOIO KOHTaKTa ¢ 3ybuamu BHyTpyu DOC, koTopble MOryT MOBpPEAWTb NepyaTki Uin cTaTb NPUYMHON TPaBMbI.
Mepdopauums nepyaTkv MOXET NPUBECTU K 3arpsi3HEHMIO OMepaLoOHHOrO Nors.
» XpaHuTe Kkpbiwky(n) DOC B cTepunbHOM none Ans NOBTOPHOW YCTaHOBKU Npy HEO6X0ANMOCTH.
» Banuaauum noaBepranucb TOMbKO NMPOLIECCH OYUCTKU U CTEPUNM3ALNM, ONPEeAEeNeHHbIe B JaHHOW MHCTPYKLUM MO 3KChnyaTaumu.
* MNepepg yctaHoskon Ha cton MinNiARM® RAIL CLAMP npoBepbTe yCTONYMBOCTb HanpaBnsioLmUxX XMpYpPruyeckoro cTona unv agantepos
HanpasnsoWmx. YcTaHaBnmBamTe ToMbKo ANst oUKcaLum XMpypruiyecknx CTONOB M XOPOLLO 3aKPENeHHbIX FOPU30HTarbHbIX HanpaBsioLLmX
cTona; nberavite NPUKPENNEHUst PenbCoBbLIX 3aXKMMOB K HE3aKPENEeHHbIM U HE3aKPENNEHHbIM KOHCTPYKLMSIM.
* 3axumbl MiniARM® RAIL CLAMP coBmecTuM ¢ HanpaensaooLwmmMmm onepaumnonHbix ctonos CLUA, EC v LWsenuapun wunpuHon 9—10 mm, BbICOTON
25-30 mm (wmpwuHown 0,35-0,39 aronma un Beicoton 0,98—1,18 aronma).
» XpaHuTb Npu KOMHaTHOWM Temneparype.

NMOBOYHbIE PEAKLUNA
MoGoYHbIX peakuuii He 3adrMKCMpPOBaHO. CrpaHuua 7
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TABJIULA 2: 3AKA3 NMPOOYKLUUU miniARM® RAIL CLAMP
3AKA3 MPOLOYKT OlrNCAHWVE
O 0 3axum miniARM® 1 KopoBka
triDOC™ RAIL
REF | 081000 CLAMP
081022 3awum miniARM® 1 Kopo6ka
' monoDOC™ RAIL
CLAMP
3axum miniARM® 1 Kopo6Gka
o REF [ 081023 duoDOC™ L RAIL
CLAMP
3axum miniARM® 1 Kopo6Gka
O 081024 duoDOC™ R RAIL
CLAMP
Cucmema 1 KoboGka
REF | 100034 | multiSTATION™ Jlomok P
ons1 cmepunusayuu*

SASOLUTIONS®

T— Patents: www.lsisolutions.com/patents
LS| SOLUTIONS. Inc cMCTeMbI MUltiSTATION™ The LSI logo, LSI Solutions, Multistation, Miniarm, Monodoc,
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7796 Victor-Mendon Road Summit Medical, 815 Vikings Duodoc, Tridoc, M45, Click Release, M55 and Perfect
Victor. New York 14564 U.S.A Parkway, Suite 100, St. Paul, Performance Policy are registered trademarks and trademarks
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Phone: +1 585.869.6600 of LSI SOLUTIONS®.

Customer Service: +1 866.575.3493 Copyright © 2021, LSI SOLUTIONS®. All Rights Reserved.

Technical Support: +1 866.428.9092
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www.Isisolutions.com Westervoortsedijk 60
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Prolystica sBnsieTcs 3apernctpupoBaHHoi TOproBoi Mapkoii Steris. Weiman siBnsietcs 3apernctpmpoBaHHON Toproeoi Mapkoit PurposeBuilt Brands. Vicnonb3aoBaHue 3Tux Ha3BaHUi, TOProBbIX MapoK v
6peHaoB He NoapasymeBaeT nx ogobpeHns. Bce HasBaHWS KOMNaHWIA, NPOAYKTOB U YCMyr, UCNOMb3yeMble B AaHHOM TEXHOMOTNYECKOM PYKOBOACTBE, NMPUBOAATCS UCKMIOUUTESIBHO B LIeNAX
naeHTUmKaLmm.
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The multiSTATION™ System:
M45™ CLICK RELEASE™ miniARM® HOLDER

Technology Guide [TiREAD THIS PRODUCT INSERT THOROUGHLY BEFORE USE
5

1

. Quick Connect Post
. Upper Joint

. Upper Arm

.CLICK RELEASE™ Lever
. Lever Latch (not shown) 8
. Locking Catch

. Middle Joint

.Lower Arm

. Lower Joint

10.Angled Connector

11.DOC Ball

12. Attachment Nut

13.Internal Threads (not shown)

14.Lock Wings

15.Unlock Wings

O©COoONOOGA,WN-

FIG. 1 — miniARM® M45™ CLICK RELEASE™ miniARM® HOLDER ~13

ISI\ISOLUTIONS®
M45™ CLICK RELEASE™ miniARM® HOLDER DEVICE DESCRIPTION:
The M45™ CLICK RELEASE™ miniARM® HOLDER (FIG. 1) is an accessory in the multiSTATION™ System. It is a
reusable, sterilizable, repositionable support member providing an exceptionally stable base, when used with a separately
available miniARM® RAIL CLAMP, on which interchangeable adapters are connected. Adapters and devices can be
attached at the quick connect post 1 as needed for surgery. The upper joint 2 allows the quick connect post to be positioned
accurately relative to the upper arm 3. With the first manual squeeze of the upper arm’s CLICK RELEASE™ lever 4, the
integrated lever latch 5 (not shown) connects with the locking catch 6 and locks the holder in the selected orientation. The
next squeeze of the CLICK RELEASE™ lever releases the holder for repositioning. A subsequent lever squeeze again locks
the holder; this locking and unlocking pattern alternates with each lever squeeze. The middle joint 7 allows for the
articulation of the upper arm relative to the lower arm 8. The lower joint 9 allows for the articulation of the lower arm relative
to the angled connector 10, which terminates in a DOC ball 11 with a spherical articulating surface that engages the
receiving socket of the miniARM® RAIL CLAMP.

The attachment nut 12 compresses the upper hemisphere of the DOC ball into the receiving socket when the attachment
nut and its internal threads 13 (not shown) are rotated clockwise, threading into the receiving socket. As it is tightened into
the socket, the DOC ball and the angled connector are compressed so that they can no longer move. The two lock wings
14 engraved with the lock symbol ( &} ) can swivel approximately 90° away from their storage positions on the attachment
nut to ease clockwise threading. Once the attachment nut is tightened, the lock wings can be swiveled back into their
storage position. To loosen the attachment nut, both unlock wings 15 labeled with the unlock symbol (G@) can swivel from
their storage position to ease counterclockwise threading.

INDICATIONS FOR USE:
The M45™ CLICK RELEASE™ miniARM® HOLDER is indicated for use by surgeons to hold instruments in a fixed position
for a period of time.
: Page 1
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INSTRUCTIONS FOR USE

LOCKING, RELEASING, and PLACING the M45™ CLICK RELEASE™ miniARM® HOLDER

Prior to each use, test the M45™ CLICK RELEASE™ miniARM® HOLDER by confirming that acceptable holding
strength is achieved. Discontinue use if holding strength is inadequate. These instructions for attaching an
M45™ CLICK RELEASE™ miniARM® HOLDER to a receiving DOC apply to use with the receiving DOC of any
separately available miniARM® RAIL CLAMP already attached to a draped table rail.

1 Lock
$

2 RELEASE

1. LOCK the holder by squeezing the CLICK
RELEASE™ lever down toward the lever catch. The
CLICK RELEASE™ lever hinges at the middle joint
until the CLICK RELEASE™ lever is in its locked
position, parallel to the upper arm. An audible click
indicates that the lever latch and locking catch are
engaged.

2. RELEASE the holder by fully squeezing the
CLICK RELEASE™ lever down toward the locking
catch. An audible click indicates that the lever latch
is now disengaged, allowing the CLICK RELEASE™
lever to hinge at the middle joint to reach its
unlocked position. If necessary, manually raise the
CLICK RELEASE™ lever away from the upper arm
to the unlocked position.

NOTE: When pivoting the CLICK RELEASE™ lever
from the locked to unlocked position, make sure to

Receiving DOC of a
miniARM® RAIL CLAMP

-

support the holder.
\ 3. PLACE the

attachment nut and
the DOC ball onto
the receiving DOC
of the miniARM®
RAIL CLAMP to
attach the holder to
the DOC.

/

ﬁ ROTATE

4. ROTATE the attachment nut onto the DOC using
both opposing lock wings ( &) to turn the attachment
nut clockwise, threading it onto RAIL CLAMP DOC.

NOTE: If threading is difficult, turn the attachment
nut counterclockwise to unscrew, then carefully re-
align the attachment nut with the DOC and repeat
the clockwise rotation using the lock wings. Do not
force the attachment nut to rotate, as doing so can
cause the holder and RAIL CLAMP to bind.
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5 POSITIO__I\L__>\

5. POSITION the holder while in its unlocked state
by pushing, pulling, or rotating the quick connect
post, upper arm, lower arm, and angled connector
about the three joints and DOC ball for adjustability
in all directions. When the holder has been
positioned as desired, lock the system by squeezing
the CLICK RELEASE™ lever onto the locking latch.

ATTACHING AN ADAPTER TO THE M45™ CLICK RELEASE™ miniARM® HOLDER

Steps 1-3 show one example of how miniARM® adapters (separately available) are attached and adjusted to
the M45™ CLICK RELEASE™ miniARM® HOLDER. The adapter may be attached to the M45™ CLICK
RELEASE™ miniARM® HOLDER either before or after attaching the holder to a miniARM® RAIL CLAMP.

/1 SLIDE

= 72_,

Led o

.

/ZROTATE

1. SLIDE the desired adapter onto the quick connect
post while the adapter locking lever is rotated to the
unlocked position.

2. ROTATE the adapter locking lever to the locked
position to secure the adapter onto the holder.

3. ADJUST the upper joint of the M45™ CLICK
RELEASE™ miniARM® HOLDER manually for minor
repositioning without unlocking the holder.
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REMOVAL and CLEANUP

Removal of the M45™ CLICK RELEASE™ miniARM® HOLDER may be eased by keeping the holder in its

locked position.

1

ROTATE

Bea:

— L
| 1

N
GDETACH

ETT= s
\_ /
3 rROTATE %

@

™
0

(4

REMOVE

1. ROTATE the locking lever of the attached
adapter to the unlocked position.

2. DETACH the adapter by sliding it off the quick
connect post.

3. ROTATE the attachment nut off the miniARM®
RAIL CLAMP DOC using both opposing unlock
wings (). Turn the attachment nut
counterclockwise to unscrew from the DOC.

4. REMOVE the M45™ CLICK RELEASE™
miniARM® HOLDER from the RAIL CLAMP DOC.
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M45”‘” CLICK RELEASE™ miniARM® HOLDER REPROCESSING

Disassemble and clean the device immediately after use. Do not allow a soiled device to dry.
» The device is not validated to be cleaned or sterilized with an adapter and/or a rail clamp attached.
+ Cleaning agent used in validation: Steris Prolystica 2X (enzymatic, neutral pH).
« Perform the final rinse using only freshly prepared purified water/highly purified water.
* Never use metal brushes or steel wool for cleaning.
* Prepare and reprocess any adapters or rail clamps according to each device’s instruction for use.

1. Disassemble and clean device immediately after use.
POINT OF USE 2. Do not allow soiled devices to dry.

1. Remove the M45™ CLICK RELEASE™
miniARM® HOLDER from the rail clamp by
rotating the unlock wings away from their storage
position and then turning the attachment nut
counterclockwise (FIG. 2).

2. Remove any adapters from the M45™ CLICK
RELEASE™ miniARM® HOLDER by rotating the
adapter locking lever and sliding the adapter off
the quick connect post (FIG. 3).

NOTE: FIG. 3 shows the cannula adapter being
removed; other adapters are removed in the
same manner.

3. If the CLICK RELEASE™ lever is in the locked
position (FIG. 4), release the lock by fully
squeezing the lever (FIG. 5) until an audible click
indicates that the lever latch is disengaged from
the locking catch. If necessary, manually raise

PREPARATION the CLICK RELEASE™ lever away from the .
upper arm.

FIG. 5

4. Raise the CLICK RELEASE™ lever completely
to ensure the M45™ CLICK RELEASE™
miniARM® HOLDER is fully open and in the
reprocessing position (FIG. 6).

5. Rotate both sets of lock and unlock wings
away from their storage positions to their open
positions (FIG. 7).

6. If using the multiSTATION™ System - ‘\
Sterilization Tray (Part Number 100034), clean )

the tray separately according to the sterilization L

tray instructions for use. \

FIG.7  y *
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1. Soak in enzymatic, neutral pH cleaning solution for a minimum of 5 minutes. Refer to
detergent manufacturer’s instructions for temperature and concentration.

2. Use a plastic-bristled brush to thoroughly scrub the device exterior surfaces, paying
special attention to the following:

a. Retaining ring and upper ball joint (FIG. 8)

b. CLICK RELEASE™ lever latch (FIG. 9) and locking catch (FIG. 10)

c. CLICK RELEASE™ lever pivot point (FIG. 11)

d. DOC Ball, attachment nut, and internal threads (FIG.12)

3. Rinse with warm water for a minimum of 2 minutes.

4. Proceed with one of the two required cleaning options: ultrasonic or automated.

MANUAL / FIG. 11 \
PRE-CLEANING

.'_1;_._/
SR FIG. 9
FIG.10  \ ~ \ -.
—H[ T e e e @)
FIG. 8 I | = (E)i=T=1-1] |-y FIG. 12
=2

o %

1. Clean in ultrasonic bath with enzymatic, neutral pH cleaning solution for a minimum of
15 minutes. Refer to detergent manufacturer’s instructions for temperature and
concentration.

ULTRASONIC

CLEANING 2. Rinse with warm water for a minimum of 4 minutes. To ensure a complete rinse, use a
clean plastic-bristled brush to scrub the device.

OR
1. A washer-disinfector with fundamentally approved efficiency (e.g., according to EN ISO
15883) is required and it must be properly installed, qualified, and regularly subjected to
maintenance and testing.
2. Load the device into the washer-disinfector. Avoid contact between devices and arrange
to allow for proper drainage.

AUTOMATED Prop ?
CLEANING 3. Operate the washer-disinfector cycle with an additional rinse cycle.

NOTE: The sterilization tray is NOT designed for cleaning devices. It must be processed
separately. The tray is only intended for sterilization, transport, and storage of reusable
instruments. For more tray information, see the sterilization tray instructions for use.

: Page 6
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LUBRICATION

1. Apply instrument lubricant mixed to manufacturer’'s recommendations to prolong
instrument life by submerging the entire device in the lubricant for a minimum of 30
seconds. If the hospital washer-disinfector has a lubrication cycle this can be used instead
of manual lubrication.

NOTE: LSI has validated the use of Weiman® Instrument Lubricant on this device. Other
instrument lubricant brands have not been tested and performance and results cannot be
guaranteed.

INSPECTION

1. Carefully inspect the device to assure that all visible soil has been removed. Generally,
unmagnified visual inspection under good light conditions is sufficient. Particular attention
should be paid to the locations in FIGS. 8-12. Repeat cleaning process if soil is detected.

2. Visually inspect the device for mild or excessive corrosion. If corrosion is present,
discontinue use of the device in surgery, but complete reprocessing.

3. Visually inspect the device for damaged latches or other parts. For example, see the
broken lever latch outline of FIG. 13 and the bent lever latch of FIG. 14. If parts are
damaged, discontinue use of the device in surgery, but complete reprocessing.

4. Perform a functional check for adequate device lock and release.

FIG. 13

PACKAGING

1. Ensure the M45™ CLICK RELEASE™ miniARM® HOLDER is in the fully open
reprocessing position (refer to FIG. 6).

2. If using a sterilization pouch, place each instrument in its own individual pouch. If using
a sterilization tray, read the sterilization tray instructions for use before proceeding. Ensure
that the sterilization tray has been cleaned according to the sterilization tray instructions for
use and load the tray bottom according to FIG. 15.

3. Package the device according to TABLE 1. The barrier system for sterilized re-usable
instruments should meet the following requirements:

e SO 11607-1

e Suitable for pre-vacuum steam
sterilization

e Appropriate for medical use

e Grade appropriate for weight of
loaded tray per sterilization tray
instructions for use and facility
procedures
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1. The device must be properly cleaned prior to sterilization.

2. Perform sterilization cycle according to TABLE 1:

TABLE 1: M45™ CLICK RELEASE™ miniARM® HOLDER
Sterile Packaging and Processing
MOI.ST[ he.at (steam) Moist heat (steam) Immediate use steam
sterilization I . S .
Method according to sterilization according | sterilization according
ANSI/AAMI ST79 to ANSI/AAMI ST79 to ANSI/AAMI ST79
multiSTATION™
Container System Sterilization | No tray No tray
Tray P/IN 100034
Cvcle Pre-vacuum Pre-vacuum Pre-vacuum
y (Pre-vac) (Pre-vac) (Pre-vac)
. 2-layer .
Packaging polypropylene wrap Pouch No packaging
STERILIZATION 132°C (270°F) 132°C (270°F) 132°C (270°F)
Temperature - o .
(minimum) (minimum) (minimum)
Eixnﬁ):sure 4 minutes (minimum) | 4 minutes (minimum) [ 4 minutes (Minimum)
Dry Time 65_m|nutes 25 minutes (minimum) | N/A
(minimum)

Device(s) processed by immediate use sterilization should be transferred immediately,
using aseptic technique, from the sterilizer to the point of use.

Refer to ANSI/AAMI ST79, Comprehensive Guide to Steam Sterilization and Sterility
Assurance in Health Care Facilities.

The M45™ CLICK RELEASE™ miniARM® HOLDER has been validated to 100
reprocessing cycles. The useful lifespan of a surgical instrument is largely dependent on
the care and handling of the instrument. Careful inspection and functional testing of the
instrument should be used to determine the end of its serviceable life.

1. During storage, ensure the device remains in a sterile condition ready for reuse.
2. Shelf life is dependent on the sterile barrier employed, storage manner, and
environmental and handling conditions.

STORAGE

CONTRAINDICATIONS

w

Do not use with attachments other than accessories provided by LS| SOLUTIONS®,
These devices are not intended for use except as indicated.

ARNINGS
Federal law restricts this device to sale, distribution and use by, or on, the order of a physician.
Read and become familiar with all instructions, warnings, and cautions before using this product.
The M45™ CLICK RELEASE™ miniARM® HOLDER shall be used in accordance with these instructions for use.
Improper use of the M45™ CLICK RELEASE™ miniARM® HOLDER may cause serious injury. In addition, improper care
and maintenance of the device may render the device non-sterile prior to patient use and may cause serious injury to the
health care provider or the patient.
When using the M45™ CLICK RELEASE™ miniARM® HOLDER, patients must be immobilized or anesthetized.
Discontinue use of the M45™ CLICK RELEASE™ miniARM® HOLDER when moving the patient or when the patient is
moving.
Surgical or endoscopic procedures should be performed only by physicians having adequate training and familiarity with
relevant techniques and anatomy. Medical literature relating to techniques, complications, and hazards should be
consulted prior to use.

: Page 8
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PRECAUTIONS

« The M45™ CLICK RELEASE™ miniARM® HOLDER is packaged as non-sterile. Clean and sterilize prior to use.

+ If there are any variations between these instructions for use and either your facility’s policies and/or your
cleaning/sterilizing equipment manufacturer’s instructions, those variations should be brought to the attention of the
appropriate responsible hospital personnel for resolution before proceeding with cleaning and sterilizing your
device.

+ Use of the M45™ CLICK RELEASE™ miniARM® HOLDER for a task other than what it is intended for can result in
a damaged or broken device.

+ Prior to use, inspect the M45™ CLICK RELEASE™ miniARM® HOLDER to ensure proper function and condition.
Do not use devices if they do not satisfactorily perform their intended function or if they have physical damage.

» Surgical instruments vary between manufacturers. Before instruments and accessories from different
manufacturers are employed together in a procedure, verify compatibility and ensure electrical isolation or
grounding are not compromised.

« Avoid mechanical shock or overstressing the M45™ CLICK RELEASE™ miniARM® HOLDER.

» Only the cleaning and sterilization processes which are defined within these instructions for use have been
validated.

» Check stability of surgical table accessory rails or rail adapters before table mounting the M45™ CLICK
RELEASE™ miniARM® HOLDER. Only mount to secure surgical tables and well-affixed horizontal table rails; avoid
attaching rail clamps to structures that are loose or not secure.

*  When pivoting the CLICK RELEASE™ lever from the locked to unlocked position, make sure to support the holder.
An unlocked and unsupported holder can fall and may cause harm, damage to the device, damage to the affixed
miniARM® adapter, or injury to the patient or user.

» Store at room temperature.

ADVERSE REACTIONS
* No documented adverse reactions.

ORDERING INFORMATION

TABLE 2: M45™ CLICK RELEASE™ miniARM® HOLDER PRODUCT ORDERING
REORDER PRODUCT DESCRIPTION
M45™ CLICK RELEASE™
081010 i o 1® HOLDER 1 Shelf Box
multiSTATION™ System
100034 Sterilization Tray* 1 Sheif Box

SISOLUTIONS®

Patents: Isisolutions.com n
LSI SOLUTIONS, Inc. *The muliSTATION Systom atents: www.Isisolutions.com/patents
7796 Victor-Mendon Road Sterilization Tray is . . . .
Victor, New York 14564 U.S.A. manufactured by Summit Tr_we. LSl logo, LSI Solutions, Multlstathn, M45, C|.ICk Release,
) Medical, 815 Vikings Parkway, Miniarm, and Perfect Performance Policy are registered trademarks
pnone: 1 5658096000 Stite 100, St. Paul, MN 55121 and trademarks of LS| SOLUTIONS®
Customer Service: +1 866.575.3493 USA. i : )
Technical Support: +1 866.428.9092 Copyright © 2021, LS| SOLUTIONS®. All Rights Reserved.
Fax: +1 585.742.8086 [MADE IN THE USA]

www.lsisolutions.com TP a0 il
1y Frodud omes - )

Pprfm‘t I’e([urmunce H:qur' Emergo Europe

Call us ot 866.575.3493 any time. Symb0| Glos.sary. Westervoortsedijk 60
www.lsisolutions.com/symbols 6827 AT Armhem
The Netherlands

Prolystica is a registered trademark of Steris. Weiman is a registered trademark of PurposeBuilt Brands. Use of these names, trademarks and brands does not imply endorsement. All company, product
and service names used in this technology guide are for identification purposes only.
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Cuctema multiSTATION™:
[EP)ATEJIb M45™ CLICK RELEASE™ miniARM®

TexHomnorn4yeckoe pyKOBOACTBOLH g ot o -eoBitEM BRANATENIGRO IPORTUTE

. BbicTpopasbeMHoe coegnHEHMe
. BepxHee coeguHeHune

. BepxHee nneyvo

. Pbivyar CLICK RELEASE™

. 3awlenka pbiyara (He nokasaHa)

. Pukcarop

. CpeaHee coeauHeHune

. HuxHee nnevo

. HuxHee coeanHeHune

. YrnoBoM KOHHEKTOp

.DOC wap

. KpenexHas BTysnka

. BHyTpeHHsAA pe3bba (He noka3saHa)
. Bnoknposka CTBopoOK

. PasbnokupoBka CTBOpOK
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PUC. 1 -JEPXXATEJIb M45™ CLICK RELEASE™ miniARM® ~13

SISOLUTIONS®

JEPXATEJIb M45™ CLICK RELEASE™ miniARM® ONMUCAHUE YCTPOUCTBA:

OEPXATEINb M45™ CLICK RELEASE™ miniARM® HOLDER (PUC. 1) aBnseTca akceccyapom ans cuctembl multiSTATION™. 310
MHOropasoBblIi, CTEPUNU3YEMbIA, MEpeCTaBMSEMbI ONOPHLIV ANIeMeHT, obecneynBatoLLmnii UCKMIOUYUTENBHO YCTONYMBOE OCHOBaHUE Mpu

MCMNomnb3oBaHWUM ¢ oTAenbHo nocrtasnsemoiM mMiniARM® RAIL CLAMP, k koTopoMy NoAcoeauHSIOTCS CMEHHbIE aaanTepbl. AganTepbl 1
YCTPOWCTBa MOTyT ObITb NPUKPENIEHbI K ObICTPOPasbeMHOMY coeanHEHWIo 1, Kak 3To Heo6XoaAMMO ANA NPOBEAEHNS
onepauuun.BepxHee nneyo 2 no3sonsieT TOYHO NO3MLMOHNPOBaTL ObICTPOpa3beEMHOE CoeANHEHMNE OTHOCUTENBHO BEPXHErO nreva 3.
Mpu nepBom py4yHom HaxkaTum Ha pbidar CLICK RELEASE™ 4 BepxHero nneva BCTPOEHHbIV pblYaHbI doukcaTop 5 (He nokasaH)
coegunHsaeTcsa ¢ doukcaTopom 6 u hukcmpyeT AepxaTenb B BbibpaHHoM opneHTauun. Cnepgytollee HaxaTtue Ha pbiyar CLICK
RELEASE™ ocBobGoxpaaeT fepXaTenb Ansi NOBTOPHOro pasmMelleHus. lNMocneaytollee HaxaTve Ha pblbar CHoBa BNoKMpyeT aepartens;
6rokmpoBKa 1 pa3brioKMpoBKa MPONCXOAMT NOOYEPEAHO NPU KaXA0M HaxaTum Ha pelyar. CpeaHee coeagnHeHve 7 obecneynBaeT
COYNEHEHNE BEPXHETO Neyva C HKHUM nnedvom 8.HwkHee coemHeHne 9 obecneynBaeT COUNEHEHME HMKHETO Nrieya C yrioBbIM
KoHHekTopom 10, koTopbI 3akaHumBaeTca DOC wapom 11 co chepryeckon LWapHUPHON NOBEPXHOCTbLIO, BXOASALLMM B MPUEMHOE
rHe3no miniARM® RAIL CLAMP.

KpenexHas BTyrnka 12 cxkvumaeT BepxHioto nonycadepy wapa DOC B npuemHon BTyIKe, Koraa KpenexHas BTyNKa 1 ee BHYTPEHHAS
pe3bba 13 (He NnokasaHa) NOBOPAYMBAalOTCS NO YACOBOW CTPenKe, BBUHYMBASCh B MPUEMHYI0 BTYNKy .Koraa oH 3aTaruBaeTcsi B rHe3fo,
wapuk DOC v yrnoson coeamHUTENb CKMMAaKOTCH Tak, 4To 6onbLue He MoryT AsuraTecs. Ha AByx cTBopkax 3amka 14 BbirpaBuMpoBaH
CMMBOJT 3aMKa, MOTYT NMOBOPaYnBaTbCsl APUMEPHO Ha 90° OT CBOEro MOSTOXEHNST HA KPEMEXHOW BTYIIKY, YTOObI 06nerymTs NnoBOpoT
pe3b6bl Mo yacosow cTpernke. [Nocne 3atArnBaHNa KpenexHon BTYNKN CTONOPHbLIE CTBOPKN MOXHO NOBEPHYTbL 06paTHO B NONOXEHNe
XpaHeHusi. YTobbl 0cnabuTb KpenexHyto BTYNKy, o6e pasbnokmpytomx CTBOpkU 15, oTMeYeHHble CUMBOOM paS%QOKMpOBKM, MOXHO
NMOBEPHYTb U3 MOMOXEHNS XPaHeHUs], YTOObl 06nerynTb 3aBUHYMBAHNE NPOTMB YACOBOWN CTPESKM.

NOKA3AHUA K NTPUMEHEHMUIO:
OEPXATENb M45™ CLICK RELEASE™ miniARM® MNpeaHasHayeH AN UCMOMb30BaHUA XUpypraMmu Ansa yaepxaHus
WNHCTPYMEHTOB B (DUKCMPOBAHHOM MOSOXEHNN B TEYEHUE ONPEAENEHHOrO BPEMEHU.
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UHCTPYKUUU NO NPUMEHEHUIO

BnokupoBka, ocBo6oxaeHue n pasmelwieHune OEPXXATEJIb M45™ CLICK RELEASE™ miniARM®
Mepen kaxabiM ncnonb3osaHvem nposepsanTe JEPXKATEJIb M45™ CLICK RELEASE™ miniARM® noateepavs, YTo
AOCTUrHyTa npuemMnemas NpoYHOCTb hukcaumm. lNpekpaTute ncnonb3oBaHue, ecnm NPoOYHOCTb hrKcaumm
HegoCcTaTouHa.Omu UHCMpYyKUyuu no kpernneHuro depxamens miniARM® M45™ CLICK RELEASE™ k
npuHumarowemy DOC npumeHumMsl 05151 ucronb3oeaHusi ¢ npuHumarowum DOC nobo2o omoeribHO nocmasisieMo2o
3axuma minfARM® RAIL CLAMP yxe npukpenseH K nepeknagmHe onepaumoHHoro crona.

1 3AB/IOKUPYHTE 1. 3abnoknpynte gepxarens, cxas pblyar CLICK
RELEASE™ BHM3 no HanpaBneHuto Kk doukcaTopy
pbiyara. Peivar CLICK RELEASE™ oTkunabiBaeTcs
B CpeAHeM coeuHEHUM 40 TeX Mnop, Nnoka pblyar

( o CLICK RELEASE™ He okaxeTcs B
Cr 3a6110KMPOBaAHHOM MOMOXEHWW, NapansenbHO
BEPXHEN YacTu nneya. 3BYKOBOM LLEMYOK
yKasblBaeT Ha TO, YTO 3aLlenka pblidara u gukcatop
BOLUNW B 3aLensieHne.

2. OceobogunTe gepxaTenb, MONMHOCTLIO CXKaB
pbidar CLICK RELEASE™ BHM3 NO HanpaBreHuto K
3auernke. 3BYKOBOW LLEYOK yKa3bIBAET Ha TO, YTO
3alernka pblyara Tenepb pacuensneHa, no3Bonss
2 OCBOBOANTE pbivary CLICK RELEASE™ wapHupHO

conpukacaTbCs CO CPeAHUM COeQUHEHNEM U

$ AOCTUraTh CBOEro pa3trioKMPOBAHHOIO MOSIOXKEHUS.
Mpn HeO6XOAMMOCTI BPYYHYO NOAHUMUTE pbidar
CLICK RELEASE™ B CTOpOHY OT BEpPXHEro nre4va
00 NMONOXeHUs pa3broKMPOBKM.

C‘L/c,r TNMPUMEYAHME: Tpu noeopoTe pbidara CLICK
RELEASE™ wn3 3a6n10KkMpoBaHHOro B
pa36roKMpoBaHHOE NonoXxeHne oba3atensHO
nogaepxusante gepxarens (HOLDER).

3,

YCTAHOBUTES 3. YcraHosuTe

KPEneXxHyHo BTYIIKY
n wapwuk DOC Ha
npuemMHbin DOC
mini ARMV® RAIL
CLAMP, yTOOBI
npvKpenuTb
nepxatenb kK DOC.

YctaHoBka DOC B
miniARM® RAIL CLAMP

o

/4 NNOBEPHUTE

/

4. [NoBepHUTE KpenexHyto BTynky Ha DOC,
ncnonb3ys o6a NPOTMBONOfDXKHbIE CTONOPHbIXE
CTBOPKM, YTOBbI NOBEPHYTb KPENEXHYHO MBTYIIKY NO
YacoBOW CTpernke, Hakpy4ymBas ee Ha RAIL CLAMP
DOC.

TNMPUMEYAHMUE: Ecnn 3akpyunsaHue 3aTpyaHeHo,
MOBEPHNTE KPEeNnexHYo BTYSKY NPOTMB YaCOBOW CTPENKM, YTOObI
OTKPYTUTb €e, 3aTeM aKkKypaTHO COBMECTUTE KPEMEeXHYI0 BTYNKY
¢ DOC v nosTOpUTE BpaLLeHre No YacoBOW CTperke, NCNonb3ys
CTOMOPHbIE CTBOPKM. He 3acTaBnsanTe KpenexHyto BTYNKY
BpaLLlaTbCs, Tak Kak 3TO MOXeT NPMBECTM K CLenseHnto
aepxatensa u RAIL CLAMP. CTpaHuua2
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5. YcTtaHoBUTE gepxaTernb B pa3bfiokMpoBaHHOM
COCTOSIHUU, HaXXMMasi, BbITATMBas U noBopayvsas
BbICTpOpazbeEMHOE CoeaUHEHNE, BEPXHEE NineYyo,
HVXXHEee MneYvyo 1 YrrnoBON KOHHEKTOP BOKPYT Tpex
coeguHuTenen u wapuka DOC onsa perynvpoBku BO
BCex HanpasneHusax. Koraa gepxartens 6yaet
YCTaHOBIIEH B HY>KHOE MOroXeHue, 3abnokvpymre
cuctemy, Haxas pbidar CLICK RELEASE™ Ha
3aLlerky.

NMPUCOEOUHEHUE AOANTEPA OEPXATEJIO K M45™ CLICK RELEASE™ miniARM®

Warun 1-3 nokasbiBalOT OAMH U3 NPUMEPOB KPENSIEHUS U perynmpoBkn agantepos miniARM® (npuobpeTtatotcs
oTaenbHo) kK gepxatento M45™ CLICK RELEASE™ miniARM® . Agantep MoxeT 6bITb NpUKpenneH K
aepxarento M45™ CLICK RELEASE™ miniARM® go unu nocne npukpennenna gepxartens K miniARM® RAIL

CLAMP.

>

1 ycTaHOBUTE
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6 NMOBEPHUTE
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ﬁ)’ OTPErY/INPYUTE

1. YcTtaHoBUTE HYXXHbIM aganTep Ha
ObICTpOpazbeMHOEe CoeAMHEHNE, MOBEPHYB pblyar
dukcaumm agantepa B pa3brnokmpoBaHHoe
NonoXeHue.

2. [loBepHUTE pblyar domkcaumm agantepa B
3abnoknpoBaHHOE MOMOXEHUE, YTOObI 3aKPENUTb
agjanTep Ha gepxartene.

3. OTperynupynte BepxHee coeguHeHne
aepxatens M45™ CLICK RELEASE™ miniARM®
HOLDER Bpy4Hyto ANs He3Ha4MTerbHOro
N3MEHEHMs1 NoNoXeHns 6e3 pa3broKMpPOBKK
aepxarensi.

CtpaHuua 3



OTCOEOUWHEHUE U OYUCTKA

N3eneyeHune gepxatens M45™ CLICK RELEASE™ miniARM® HOLDER moxeT ObITb 0651eryeHo,
ecnu aepxatb gepxaTenb B 3ab5I0KMPOBaHHOM MOSOXEHUN.

4[7 OBEPHUTE

. “
ey e

—

1. lNoBepHuTE pblyar 6rIOKMPOBKK
npunaraemoro ajantepa B
pa3bnokMpoBaHHOE NOMNOXEHNE.

— L

.
60 TCOEQUHUTE

Ejﬁﬁéi ﬂ .]_;é?h Pe—oy = 2. OTcoeanHnTe agantep, CABMHYB €ro ¢
| -,:';,_ﬁ:- ] i 1o ;CD (fl 6eIcTPOPa3LEMHOrO CoeaMHEHMS.

- /

3 oBEPHUTE

R

3. NoBepHuTe KpenexHyto rarky ot miniARM® RAIL

CLAMP DOC, ncnonb3ys o6e npoTUBOMNONOXHbIE

@ CTBOpPKM pa3bnokmpoBku ( ). NoBepHUTE KpeNeXHyo

' & ramky NpoTMB YaCOBOW CTPENKK, YTOObLI OTKPYTUTL ee
ot DOC,

o

™
0

/4 U3BJIEKUTE

4. I3BJIEKUTE pepxatens M45™ CLICK
RELEASE™ miniARM® HOLDER n3 RAIL
CLAMP DOC.

CtpaHuua 4



HAEPXXATEJIb M45™ CLICK RELEASE™ miniARM® NMOBTOPHAS1 OBPABOTKA

» PasbepunTte 1 o4nMcTnUTE YCTPOMCTBO Cpasy Nocrie UCnonb3oBaHns. He no3eonsnte 3arpa3HEHHOMY YCTPOWUCTBY BbICOXHYTb.
* YCTPOWCTBO HE CEPTUDMLMPOBAHO AMs1 OYUCTKM UIM CTEPUNM3aLUN C NPUKPENSIEHHbIM aganTepomM u/nm penbCcoBbIM
3aKMMOM.

* UucTallee cpeacTso, ucnonb3oBaHHoe npu Banvaaumm: Steris Prolystica 2X ((bepMeHTaTUBHbLIN, HEWTpanbHbIn pH).

* [Ins OKOHYaTENBHOrO OMNONACKUBAHWSI UCTIONb3YNTE TONBKO CBEXENPUIOTOBIEHHYIO OYMLLEHHYHO/BLICOKOOUMLLIEHHYIO BOAY.
* Hukorga He ncnonb3ynTe Ans YMCTKU MeTannmyeckme WeTKM UK CTanbHYH Mo4Yarky.

* MoaroToBbTe 1 obpaboTanTe Nobble aganTepbl UK PENbCOBbLIE 3aXKUMbl B COOTBETCTBMM C MHCTPYKLMEN NO 3KCMnyaTauum
Kakgoro yCTpoucTBa.

1. Pa3bupainTte 1 ounanTe yCTpOMCTBO Cpa3sy Nocie UCMOoNb30BaHMS.
2. He ponyckanTe BbICbIXaHWS 3arpsi3HEHHbIX YCTPOWCTB.

MECTO
ncnon BAHWUA

1. Chumute JEPXKATEJIb M45™ CLICK
RELEASE™ miniARM® c 3axrnma noBepHYyB
pa3brokMpyloLLne CTBOPKN U3 NMONOXEHMWS
XpaHeHus, a 3aTeM NOBEPHYB KPENEXHYIO BTYIKY
npoTunB Yacosou ctpenku (PUC. 2).

2. CHumuTe Bce aganTtepbl ¢ gepxartensa M45™
CLICK RELEASE™ miniARM®, noBepHyB
PUKCUPYIOLLMIA pblvar agantepa U CABMHYB
agjanTep Co CToWkmM BGbicTporo coeanHeHus (PUC.
3).

TNMPUMEYAHUE: Ha PUC. 3 nokasaHo cHATME
afjanTepa KaHionu; Apyrue afantepbl CHUMAOTCS -
aHanorn4yHbim obpasom. &=

3. Ecnu pbiuar CLICK RELEASE™ HaxoguTcs B \_
3abnokupoBaHHoM nonoxeHun (PUC. 4),
ocBoboOaUTE 3aMOK, MOSTHOCTBIO CXKUMasd pblvar
(PNC. 5) oo Tex nop, Noka He pa3gacTcs
CNbILWMMBIN LWENYOK, yKasbliBaloLWMi Ha TO, YTO l
3allerika pblyara ocsoboaunach OT 3anuparoLen

3awenku. MNpu Heo6XxoaUMOCTN BPYUHYHO

nogHumunTte pbldar CLICK RELEASE™ ot nneuva. PUC.5

NnoAroToBKA

4. TlonHocTtbto nogHnmuTe poidar CLICK
RELEASE™, ytobbl y6eanTtbes, 4to
OEPXATEJIb M45™ CLICK RELEASE™
MiNiARM® NonHOCTbIO OTKPbIT M HAXOAUTCS B
nonoxeHun obpaboTkm (PUC. 6).

5. ToBepHuTe 06a kOMNNeKTa CTBOPOK
6110KMPOBKM 1 Pa3BOKMPOBKU 13 MONOXEHUS
XpaHeHus B oTKpbIToe nonoxexue (PUC. 7).

7

6. [pwu ncnonb3oBaHun foTKa 4N

ctepunusauun cuctembl MultiSTATION™ (Homep L

netann 100034) ounctute ero oTaensHO B \
COOTBETCTBUUN C MHCTPYKLMEN MO UCMOSb30BaHMI0 . ®
noTka Ans cTepunmusaLmm. PUC.7 \V

CtpaHnuya 5
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1. . 3amouunTe B PEPMEHTHOM YMCTSLLIEM pacTBOpE C HenTpanbHbIM pH MUHUMYM Ha 5
MUHYT. TemnepaTtypa 1 KOHUEHTpaLums ykasaHbl B UHCTPYKLUN MPON3BOANTENS
MOIOLLEro cpeacTaa.

2. TwaTtenbHO OYUCTUTE BHELLHME NOBEPXHOCTM YCTPOWCTBA LLETKON C NIIAaCTUKOBON
LLLeTUHON, yaensas ocoboe BHMMaHWe cneaylowemy:

a. CtonopHoe KkornbLo 1 BepxHAad waposas onopa (PUC. 8)

0. 3awernka pbivara CLICK RELEASE™ (PUC. 9) u 3anupatowwas 3awenka (PUC. 10)
B. Toyka nosopoTa pbidara CLICK RELEASE™ (PUC. 11)

4. DOC LWapwuk, kpenexHas raka u BHyTpeHH:ASa pe3bba (PUC. 12)

3. MNMpomowiTe Tennon Boaow He MeHee 2 MUHYT. NpuctynanTe K ogHOMY U3 OBYX
BapuaHTOB OYUCTKN: YrbTPa3ByKOBOW UM aBTOMaTU4ECKOMN.

PYYHAA
PUC. 11
NMPEOBAPUTEINbHAA / \
OUYUCTKA o
PUC.10  \ N
PUC. 8 Igﬁﬁ;;'ﬂi.m:ﬂzﬁ%Q-@--E.lﬁ[ PUC. 12

o %

1. OuMwaritTe B yNbTPa3BYKOBOW BaHHE C NOMOLLbIO (hEPMEHTATUBHOMO YNCTSILLLErO
pacTBopa ¢ HenTpanbHbIM pH B TeyeHne MuHumym 15 muHyT. Temnepatypa v
KOHUEHTpauWsi yKkasaHbl B MHCTPYKLMM NPON3BOAUTENS MOIOLLENO CpeacTaa.

YNbTPA3BYK 2. OnonackusainTe yCTPOMCTBO TEMNMON BOAOW B Te4eHUe MUHUMYM 4 MUHYT. [nsa
OBAA obecneyeHns1 MONTHOro OMOSTACKMBAHMSA UCMONb3YATE YUCTYHO LLETKY C MIacTMacCOBOM
OYNUCTKA LLIETVHOM ANA YUCTKM YCTPONCTBA.
niun
1. Heobxoguma Morika-ae3mHgEKTop ¢ NPUHLMNMAaNbHO 0a00peHHON 3dEKTUBHOCTLIO
(Hanpumep, B cootBeTcTBMM € EN ISO 15883); oHa gomkHa ObITb NpaBUIbHO
yCTaHOBMEHa, KBanuduumpoBaHa 1 perynapHo nogsepraTbCa TEXHUYECKOMY
06CNY>XMBaHMIO U UCNbITAHUAM. 2. 3arpy3uTe yCTPONCTBO B MONKY-AE€3MHAEKTOP.
M3beraiiTe kOHTaKTa Mexay yCTponcTBammn 1 obecneybTe Hagnexalmn cnme Bogbl. 3.
3anyctute LMKN MOMKN-0e3MHEKTOPA C OOMONHUTENbHbLIM LUKITOM MOMOCKaHKWS.
ABTOMATU3
MPOBAHHAA
OUNCTKA MPUMEYAHWNE: Jlotok ana ctepunusaumm HE npegHasHayeH ons o4UCTKU YCTPOWCTB.
OHun gomxkHbl ob6pabaTtbiBaTbCA OTAENBHO. JIOTOK NpegHa3HayeH ToMnbKo aAng
cTepunmsauum, TPaHCMOPTUPOBKU N XPAHEHWSI MHOTOPa30BbIX MHCTPYMEHTOB.
[ononHuTenbHble CBEOEHUS O NTOTKE CM. B MHCTPYKLMM NO NPUMEHEHUIO NTOTKa Ans
cTepunmsauum.

: CtpaHuuya 6
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. HanecuTe cmasky Anst MAHCTPYMEHTOB, CMELLaHHYI0 B COOTBETCTBUMN C peKOMeHAaunsMu
npoussoguTensi, YTobbl NPOANMTE CPOK CYXObl MHCTPYMEHTOB, MOrPy3nNB BCE YCTPONCTBO
B cmasky MuHumym Ha 30 cekyHg. Ecnn B 6onbHNYHOM MOnKe-aesnHpekTope
CMA3bIBAHUE nNpeaycMOTPEH LK CMasKn, ero MOXHO UCMorb30BaTb BMECTO PYYHOW CMa3KU.

MPUMEYAHWME: LSI nogTeepamna Mcnonb3oBaHNe MHCTPYMeHTanbHom cmasku Weiman®
ana gadHoro yctpomnctea. Cmaska gns npvbopoB ApyrMx Mapok He TecTupoBanach,
noaTomMy ee 3h(PEeKTMBHOCTb M pe3yrbTaTbl HE MOTYT OblTb rapaHTMPOBaHbI.

1. BHMMaTenbHoO ocMOTpUTE YCTPONCTBO, YTODObI yOeauTbcs, 4To BCA BuagnMasi noysa
yaaneHa. Kak npaBuno, JOCTaTo4HO BM3yanbHOro ocMoTpa 6e3 yBenuieHunsi npu
xopoluem ocBelleHn. Ocoboe BHUMaHWe cnegyeT yaenutb mectam Ha PUC. 8-12. MNpu
0BHapyXeHUK 3arpsi3HeHN NOBTOPUTE NPOLIECC OYMCTKU. 2. BusyanbHO npoBepbTe
YCTPOWUCTBO Ha Hannume cnabon unm YypesmepHomn Kopposuu. Ecnu kopposus
NpUCYTCTBYET, NPeKpaTMTe UCMNONb30BaHNE YCTPONCTBA B XMPYPInM, HO 3aBEpPLUMTE
NoBTOpPHYt0 06paboTky. 3. BusyansHoO ocMOTpUTE YCTPOMCTBO Ha NpeameT
noBpeXaeHHbIX 3aLLenoK unun gpyrnx getanen. Hanpmmep, cM. KOHTYp CrioMaHHON
3awenku poidara Ha OUI. 13 n norHyTon 3awlenku pelvara Ha PUIT. 14. Ecnn petanu
INSPECTION NOBpPEeXAEHbI, MpeKpaTuTe UCNoNb30BaHNe YCTPOMCTBA B XMPYPrumn, HO 3aBepLunTe
nepepaboTky. 4. BbinonHuTe yHKUMOHANBHYO NPOBEPKY Ha aeKBaTHYH BNOKMPOBKY 1
pa30noKNPOBKY YCTPOWNCTBA.

PUC. 13

1. Y6egutecn, uto gepxartens M45™ CLICK RELEASE™ miniARM® HOLDER
HaxoAWTCS B NOMHOCTBLIO OTKPLITOM NONOXeHUW Ans obpaboTtku (cM. puc. 6). 2. Ecnm
NCMNONb3yeTCs CTEPUNU3ALNOHHBIN NaKeT, MOMECTUTE KaXXabli MHCTPYMEHT B OTAESbHbIN
naket. Mpu ncrnonbL3oBaHUN CTEPUNN3ALIMOHHONO NOTKA 03HAKOMbTECH C MHCTPYKLUMEN NO
NPYMEHEHMIO CTEPUITM3ALMOHHOrO NoTKa, Npexae Yyem npuctynatb K pabote. YbeanTecs,
YTO NOTOK 4S8 CTepUnNU3aumn OYULLLEH B COOTBETCTBUN C UHCTPYKLUMEN MO NPUMEHEHUIO
noTKa gns ctepunusauumn, 1 3arpyaute gHo notka B cootsetcteum ¢ PUC. 15. 3. Ynakyiite
npuop B cootsetcTBum ¢ TABJIMLIEN 1. BapbepHas cuctema Ans CTepunmaoBaHHbIX
WHCTPYMEHTOB MHOropa3oBOro UCNonb30BaHNs A0MKHa OTBeYaTb CneayroLmnm
TpeboBaHusIM:

YNAKOBKA e 1CO 11607-1

* Moaxoaut ansa npeaBapuTensHONM |
BaKyyMHOW CTepunnsaumm napom.
* MNoaxoauT Ans MeanLUUHCKOro
MCNoNb30BaHUA.

» Knacc cooTBeTcTBYyeT Becy
3arpy>KeHHoro roTka B
COOTBETCTBUU C MHCTPYKUMNAMMU MO
NCMONb30BaHU0
CTepunn3aunoHHOro N1oTka 1
npoueaypamMmu Ha npeanpuaTumn.

CtpaHuua 7




1. 1. MNepea cTepunmsaumen yCTpoNCTBO AOIMPKHO ObITb
Hagnexawmm obpasom ouuLLeHo. 2. BbinonHuTe uukn
cTepvnusauum B cootsetcteum ¢ TABJTMLUEWN 1:
TABJIMLA 1: CtepunbHas ynakoBka n obpabotka M45™
CLICK RELEASE™ miniARM® HOLDER
Crepunumsauus c MapoBasi  cTepunuaauus
BI1aXXHbIM TEnmom TEpUIN3aLNS BNIaXHBIM HemeaneHHoro
MeTop (napom) B Tennom (napom) B sy Mcnonb3oBaHusa B
cootBeTcTBMU ¢ ANSI/ coorseTcTBAM C ANSI cootBeTcTBMM C  ANSI/
AAMI ST79 AAMI ST79 AAMI ST79
JloTtok gns
~ cTepunusaunm cucTtemol
KoHTenHep multiSTATION™ . apr. Bbe3 nogHoca Bes3 nogHoca
100034
Lukn MNpepBaputensHoe MpegBaputensHoe MpeaBaputensHoe
BaKyyMuUpoBaHue BaKyymMupoBaHue BaKyymupoBaHue
[ByxcrnonHas
YnakoBka nonMnponuneHoBas Yexon Be3 ynakoBku
CTEPUITU3ALIUA 55" (270°F) 132°C (270°F) 132°C (270°F)
Temnepatypa
(MUHUMYM) (MUHUMYM) (MVHUMYM)
Bpems 4 MuHYTBI (MUHUMYM) | 4 MUHYTBI (MUHUMYM) | 4 MUHYTBI (MUHUMYM)
BbIOEPXKU
65 MUHYT
Bpems cyuiku y 25 muHyT (MnHumym) | N/A
(MUHUMYM)
Mpunbop(bl), 0bpaboTaHHbIN(bIE) METOAOM CTEPUNM3ALNN HEMEOTIEHHOTO
NCMnonb30BaHus, CneayeT HemMearneHHo NepeHecTn N3 ctepunmsaTopa B MECTO
NCMNOMb30BaHMWs, UCMOSb3Yys aCenTUYECKYI TEXHUKY.
Cm. ANSI/AAMI ST79, BceobbemnioLiee pykoBOACTBO MO NApOBON CTepunnsaumm m
obecneyvyeHnto CTEPUNBHOCTY B MEAMULIMHCKUX YUPEXOEHUSIX.
Oepxatens M45™ CLICK RELEASE™ miniARM® HOLDER 6bin nposepeH Ha 100
LMKITOB NOBTOPHOMN 06paboTku. Cpok cryObl XMPYpPruyeckoro MHCTPYMeHTa BO MHOIOM
3aBWCUT OT yxoda 1 obpalleHus ¢ HUM. TaTenbHbI OCMOTP U PYHKLMOHaNbHOe
TECTMPOBAHME MHCTPYMEHTA AOIMKHbI UCMONBb30BaTLCS A5l ONpeaeneHnsi OKOHYaHNs
Cpoka ero cnyxooi.
1. Bo Bpemsi xpaHeHus cneguTe 3a TeM, YToObl YCTPOMCTBO OCTaBaroch B
CTEPUITbHOM COCTOSIHUW, FTOTOBBIM K MOBTOPHOMY UCMOSIb30BaHMIO.
XPAHEHUE
2. CpoK rogHOCTM 3aBUCUT OT UCMOMb3yeMoro cTepurnbHoro 6apbepa, cnocoba
XpaHeHUs, yCNOBUIN OKpyXatoLwen cpeabl n obpalleHuns.
NMPOTUBOIMNOKA3AHUA

* - He ncnonb3ynTe ¢ Hacagkamu, OTAMYHBIMK OT akceccyapoB, noctaBnsaemMbix LSI SOLUTIONS®. - 3tu
yCTpOI7ICTBa He npegHa3HavYeHbl Ana Ncnofib3oBaHnA, KpoMe Kak B COOTBETCTBUM C YKa3aHUAMN.

NPEAYNPEXOAEHNA

° CDe}:lepaanbu?l 3aKOH OrpaHn4mBaeT npoaaxy, pacnpocTtpaHeHne n ncnonb3oBaHne 3T1oro yCTpOVICTBa Bpa4oMm MM No ero ykasaHuto.
* MNepen ncnonb3oBaHMEM 3TOrO npoaykTa NnpoYTuTe N 03HAaKOMbTECb CO BCEMU MHCTPYKUUAMU, NpeaynpexgeHnamm n

npenocTepeXxeHnamn.

* JEPXXATEJIb M45™ CLICK RELEASE™ miniARM® fomkeH MCnonb30BaTbCA B COOTBETCTBUN C HACTOSLLEN MHCTPYKUMEN MO

aKcnnyatTaunn.

» HenpaBunbHoe ncnonb3oBanne gepxatens M45™ CLICK RELEASE™ miniARM® HOLDER moxeT NpuBecTu K CEpbE3HON TpaBMeE.
Kpome Toro, HenpaBUIbHbIN YXOA4 N TEXHUYECKOE 0OCIyXMBaHWE yCTPONCTBA MOryT caenaTb ero HeCTEPUIbHBIM Nnepes

MCNOMb30BaHNEM MALMEHTOM U HAHECTU CEPbE3HYHO TPaBMY MEAULMHCKOMY PabOTHMKY UK NaUNEHTY.
* Mpun ncnone3oBanun gepxatens M45™ CLICK RELEASE™ miniARM® HOLDER naumeHTbl 4OMKHbI ObITb UIMMOOMITM30BaHbI UIK

NoABEpPrHyTbl HAPKO3Y.

* MpekpaTtute ncnonb3osaHue aepxarens M45™ CLICK RELEASE™ miniARM® HOLDER npwu nepemelleHnn nayneHTa unm korga

naumneHT OBMXKETCS.

° XI/IpprVI‘-IeCKMe nnn aHgockonunyeckmne npouenypbl OJMKHbI BbIMOJTHATLCA TOJIbKO BpadamMiy, UMeLWMMMN COOTBETCTBYHOLLYHO
noaroToBKy M 3HAKOMbIMU C COOTBETCTBYHOLLMMW MeTo4aMn U aHatomueln. lNepen MCnonb30BaHNEM cnenyet O3HAaKOMUTBLCA C

MeOULUMHCKON NuTepaTypoi, KacaloLencs MeToaoB, OCNOXHEHU N ONACHOCTEN.

Perucrpanusa MU & PocsnpagHanzope
www.nevacert.ru | info@nevacert.ru
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MEPbI NMPEOOCTOPOXHOCTHU
DepxaTtenb M45™ CLICK RELEASE™ miniARM® HOLDER ynakoBaH Kak HecTepunbHbIN. [lepeq
MCNONb30BaHNEM OYUCTUTE U NPOCTEPUNUIYITE.
* Ecnv mexay 3aTMM1 MHCTPYKLMSMM N0 UCMONb30BAHMIO 1 NPaBunamMu Ballero y4pexaeHnst n/unm MHCTPYKLMSMU
npou3BoauTensi Ballero o6opyaoBaHnNs NSt OYUCTKU/CTEPUNM3ALIMMN CYLLIECTBYHOT Kakme-nubo pacxoxaeHus, aTu pasnuyuust
cnegyeTt AOBECTU A0 CBeOEHWsI COOTBETCTBYHOLLEro OTBETCTBEHHOIO NepcoHana 60nbHULbI 4518 TPUHATMS peLleHus, npexae
YeM NpUCTynaTb K OYNCTKE U CTEpUnM3aummn Bawiero obopygoBaHus. yCTPOWCTBO.
* icnonb3oBaHue gepxatens M45™ CLICK RELEASE™ miniARM® ans 3agad, 4ns KOTOpbIX OH HE NpegHa3Ha4yeH, MOXeT
NPMBECTU K NOBPEXOEHNIO UITN NOSIOMKE YCTPONCTBA.
* MNepep ncnone3osaHmem ocmoTpute JEPXKATENDb M45™ CLICK RELEASE™ miniARM®, 4ytobbl ybeantbcs B ero
NpaBubHOM (PYHKLIMOHMPOBAHUN U COCTOSIHMU. He ncnonb3yiiTe yCTPONCTBa, ECNIN OHW HE BbINOSHSAKT JOMKHBIM 06pa3om
nNpeayCMOTPEHHYHO OYHKLIMIO U UMEIOT hr3nMYeCcKme NOBPEXAEHUS.
* Xvipypruyeckne MHCTPYMEHTbI pasnuyatloTcs y pas3Hbix npounssoauTenei. MNpexae 4em ncnonb3oBaTe B OOHONW Npoueaype
BMECTE MHCTPYMEHTbI U akceccyapbl pasHblX NPOM3BOAUTENEN, MPOBEPLTE COBMECTUMOCTb M yOeamTeck, YTO aneKkTpuyeckas
M30NaUMsa UNn 3a3emrieHne He HapyLueHbI.
* N3berariTe MexaHn4Yeckux yaapoB u nepeHanpsxeHus gepxarens M45™ CLICK RELEASE™ miniARM®.
* Banupaumu nogsepranuch TOMbKO MNPOLIECCHI OYUCTKM U CTEPUNM3ALIMM, ONPeaeNeHHble B JaHHOW UHCTPYKLMU MO
aKcnnyarauumn.
* MNepep ycTaHoBkor Ha cton M45™ CLICK npoBepbTe yCTOMYMBOCTL HANPaBMSOLLMX AN aKCeCCyapoB XUPYPruyeckoro crona
UNN afanTepoB HanpaBsoLLKX.
OEPXXATEJIb RELEASE™ miniARM®. YcTaHaBnuBamTe TONbKO AN omKcaumm XMpypruyeckux CToSIoB U XOPOLLIO
3aKpeneHHbIX FOPU30HTarbHbIX HAaNpPaBsoLWMUX CToNa; n3derante KpenneHns pernbCoBbIX 3aKUMOB K HE3aKpEMMeHHbIM Unu
He3aKpenneHHbIM KOHCTPYKLMSM.
* MNpwn nosopoTe pbidara CLICK RELEASE™ 13 3a6nokmpoBaHHOro B pa3bnoknpoBaHHoOe MonoxeHne obssarensHo
noaaepxvBanTe gepxatenb. Pa3bnoknpoBaHHbI U HENOAAEPXKMBaAEMbIN AepKaTernb MOXET YyNacTb U CTaTb NPUYMHON TPaBM,
noBpexaeHnst yCTponCTBa, NpukpenneHHoro agantepa miniARM® nnn TpaBMbl naumMeHTa unv nonb3oBaTens.
* XpaHuTb Npy KOMHATHON TeMnepaTtype.

NMOBOYHbIE PEAKLIMA

* [lo6o4HbIX peakumii He 3ahKCMPOBaHO.

MHOOPMALUA ONA 3AKASA

TABJIUMLA 2: 3AKA3 NMPOOYKUUU ONA miniARMB® M45 CLICK RELEASE HOLDER
3AKA3 MPOAYKT OINMNCAHME
HAEPXXATEJIb M45™
081010 CLICK RELEASE™ 1 KOPOBKA
miniARM®
multiSTATION™ System
100034 Jlomok dnsi 1 KOPOBKA
cmepunu3ayuu*
IS\SOLUTIONS?
LSI SOLUTIONS, Inc. S Patents: www.lsisolutions.com/patents
7796 Victor-Mendon Road cucTeMbl MUItISTATION™ ; ; ; ;
Victor, New York 14564 U.S.A. pOWSSORTES KoMNaRU Tr_we. LSl logo, LSI Solutions, Multlstathn, M45, C|.ICk Release,
) Summit Medical, 815 Vikings Miniarm, and Perfect Performance Policy are registered trademarks

Phone: +1 585.869.6600 Parkway, Suite 100, St. Paul, ®
Customer Service: +1 866.575.3493 MN 55121 U.S.A. and trademarks of LS| SOLUTIONS®. )
Technical Support; +1 866.428.9092 Copyright © 2021, LSI SOLUTIONS®. All Rights Reserved.
Fax: +1 585.742.8086 [MADE IN THE USA]

www.lsisolutions.com TP a0 il
1y Frodud omes - )

Pprfm‘t I’e([urmunce H:qur' Emergo Europe

Call us ot 866.575.3493 any time. Symb0| Glos.sary. Westervoortsedijk 60
www.lsisolutions.com/symbols 6827 AT Armhem
The Netherlands

Prolystica is a registered trademark of Steris. Weiman is a registered trademark of PurposeBuilt Brands. Use of these names, trademarks and brands does not imply endorsement. All company, product
and service names used in this technology guide are for identification purposes only.
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The multiSTATION™ System:

M55™ RIGID miniARM® HOLDER

Technology Guide

[ [iiREAD THIS PRODUCT INSERT THOROUGHLY BEFORE USE

4

N

1. Quick Connect Post
2. Upper Joint

3. Upper Arm

4. Adjustment Knob o _—
5. Middle Joint

6. Locking Teeth /

7. Lower Arm 6

8. Lower Joint 10

9. Angled Connector 11 \

10. DOC Coupler
11. Attachment Nut
12. Internal Threads (not shown)

12—

FIG. 1 — M55™ RIGID miniARM® HOLDER S1SOLUTIONS®

M55™ RIGID miniARM® HOLDER DEVICE DESCRIPTION:

The M55™ RIGID miniARM® HOLDER (FIG. 1) is an accessory in the multiSTATION™ System. It is a reusable,
sterilizable, repositionable support member providing an exceptionally stable base, when used with a
separately available miniARM® RAIL CLAMP, on which interchangeable adapters are connected. Adapters and
devices can be attached at the quick connect post 1 as needed for surgery. The upper joint 2 allows the quick
connect post to be positioned accurately relative to the upper arm 3. Clockwise rotation of the adjustment knob
4 secures the holder in the selected orientation. Counterclockwise rotation of the adjustment knob releases the
holder for repositioning. The middle joint 5 allows for both the articulation and secure positioning, through the
locking teeth 6, of the upper arm relative to the lower arm 7. The lower joint 8 allows for the articulation and
secure positioning, through the locking dimples (not shown) of the lower arm relative to the angled connector 9.
The angled connector terminates in a DOC coupler 10 that engages the receiving socket of the miniARM® RAIL
CLAMP.

The attachment nut 11 locks the DOC coupler into the receiving socket when the attachment nut and its internal
threads 12 (not shown) are rotated clockwise, threading into the receiving socket. As it is tightened into the
socket, the DOC coupler and the angled connector are secured so that they can no longer move.

INDICATIONS FOR USE:
The M55™ RIGID miniARM® HOLDER is indicated for use by surgeons to hold instruments in a fixed position
for a period of time.

Peructpanua MU B PocanpaeHagzope
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INSTRUCTIONS FOR USE

LOCKING, RELEASING, and PLACING the M55™ RIGID miniARM® HOLDER
Prior to each use, test the M55™ RIGID miniARM® HOLDER by confirming that acceptable holding strength is
achieved. Discontinue use if holding strength is inadequate. These instructions for attaching an M55™ RIGID

miniARM® HOLDER to a receiving DOC apply to use with the receiving DOC of any separately available
miniARM® RAIL CLAMP already attached to a draped table rail.

ﬁLOCK

1. LOCK the holder by rotating the adjustment knob
clockwise until fully seated.

NOTE: If any undesirable movement of holder or
attachment is observed, further tighten adjustment
knob clockwise.

2. RELEASE the holder by rotating the adjustment
knob counterclockwise.

NOTE: When rotating the adjustment knob, make
sure to support the holder.

Receiving DOC
of a miniARM®
RAIL CLAMP

\

\ 3. PLACE the

attachment nut
and the DOC
coupler onto the
receiving DOC of
the miniARM®
RAIL CLAMP to
attach the holder
to the DOC.

/

ﬁROTATE

4. ROTATE the attachment nut onto the DOC
clockwise, threading it onto RAIL CLAMP DOC.

NOTE: If threading is difficult, turn the attachment
nut counterclockwise to unscrew, then carefully re-
align the attachment nut with the DOC and repeat
the clockwise rotation. Do not force the attachment
nut to rotate, as doing so can cause the holder and
RAIL CLAMP to bind.
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N

/

5. ALIGN the locking teeth of the middle joint and
ensure the lower arm is fully seated in a locking
dimple of the lower joint.

NOTE: Full engagement of the lower arm into a
locking dimple of the lower joint can be felt as the
holder is positioned.

6. POSITION the holder while in its unlocked state
by pushing, pulling, or rotating the quick connect
post, upper arm, lower arm about the three joints for
adjustability in all directions.

When the holder has been positioned as desired
with the locking teeth aligned and the locking dimple
seated, lock the system by rotating the adjustment
knob clockwise until sufficient holding force has
been achieved.

ATTACHING AN ADAPTER TO THE M55™ RIGID miniARM® HOLDER

Steps 1 and 2 show one example of how miniARM® adapters (separately available) are attached and adjusted
to the M55™ RIGID miniARM® HOLDER. The adapter may be attached to the M55™ RIGID miniARM® HOLDER
either before or after attaching the holder to a miniARM® RAIL CLAMP.

ﬁ SLIDE

2 ROTATE

o

Perncrpams MH & Pocsnpassagsope
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1. SLIDE the desired adapter onto the quick connect
post while the adapter locking lever is rotated to the
unlocked position.

2. ROTATE the adapter locking lever to the locked
position to secure the adapter onto the holder.
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REMOVAL and CLEANUP
Removal of the M55™ RIGID miniARM® HOLDER may be eased by keeping the holder in its locked position.

K’ ROTATE \

1. ROTATE the locking lever of the attached
adapter to the unlocked position.

. y
/2 DETACH \

2. DETACH the adapter by sliding it off the quick
connect post.

3. ROTATE the attachment nut off the miniARM®
RAIL CLAMP DOC. Turn the attachment nut
counterclockwise to unscrew from the DOC.

4. REMOVE the M55™ RIGID miniARM® HOLDER
from the RAIL CLAMP DOC.
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M55”‘” RIGID miniARM® HOLDER REPROCESSING

Disassemble and clean the device immediately after use. Do not allow a soiled device to dry.
» The device is not validated to be cleaned or sterilized with an adapter and/or a rail clamp attached.
« Cleaning agent used in validation: Steris Prolystica 2X (enzymatic, neutral pH).
« Perform the final rinse using only freshly prepared purified water/highly purified water.
* Never use metal brushes or steel wool for cleaning.
» Prepare and reprocess any adapters or rail clamps according to each device’s instructions for use.

POINT OF USE

1. Disassemble and clean device immediately after use.
2. Do not allow soiled devices to dry.

PREPARATION

1. Remove the M55™ RIGID miniARM® HOLDER from
the rail clamp by turning the attachment nut
counterclockwise (FIG. 2).

2. Remove any adapters from the M55™ RIGID
miniARM® HOLDER by rotating the adapter locking lever

and sliding the adapter off the quick connect post (FIG. 3).

NOTE: FIG. 3 shows the clamping adapter being
removed; other adapters are removed in the same
manner.

3. Rotate the adjustment knob counterclockwise until fully
open such that the knob cannot be rotated anymore and
every joint moves freely (FIG. 4).

4. If using the multiSTATION™ System Sterilization Tray
(Part Number 100034), clean the tray separately
according to the sterilization tray instructions for use.

FIG. 2 I

MANUAL
PRE-CLEANING

1. Soak in enzymatic, neutral pH cleaning solution for a minimum of 5 minutes. Refer to
detergent manufacturer’s instructions for temperature and concentration.

2. Use a plastic-bristled brush to thoroughly scrub the device’s

exterior surfaces, paying special attention to the following:

a. Retaining ring, upper ball joint, and quick connect post (FIG. 5) \_FIG. 5 \\Eff:

b. Locking teeth of the middle joint (FIG. 6)
c. Lower ball joint, locking dimples (FIG. 7)

d. DOC coupler, attachment nut, and internal threads (FIG.8)

3. Rinse with warm water for a minimum of 2 minutes.

4. Proceed with one of the two required cleaning options:

:- =t E

\_ FlG.8 J

ultrasonic or automated.
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ULTRASONIC
CLEANING

— | OR [—

1. Clean in ultrasonic bath with enzymatic, neutral pH cleaning solution for a minimum of
15 minutes. Refer to detergent manufacturer’s instructions for temperature and
concentration.

2. Rinse with warm water for a minimum of 4 minutes. To ensure a complete rinse, use a
clean plastic-bristled brush to scrub the device.

AUTOMATED
CLEANING

1. A washer-disinfector with fundamentally approved efficiency (e.g., according to EN ISO
15883) is required and it must be properly installed, qualified, and regularly subjected to
maintenance and testing.

2. Load the device into the washer-disinfector. Avoid contact between devices and arrange
to allow for proper drainage.

3. Operate the washer-disinfector cycle with an additional rinse cycle.

NOTE: The sterilization tray is NOT designed for cleaning devices. It must be processed
separately. The tray is only intended for sterilization, transport, and storage of reusable
instruments. For more tray information, see the sterilization tray instructions for use.

LUBRICATION

1. Apply instrument lubricant mixed to manufacturer’'s recommendations to prolong
instrument life by submerging the entire device in the lubricant for a minimum of 30
seconds. If the hospital washer-disinfector has a lubrication cycle this can be used instead
of manual lubrication.

NOTE: LSI has validated the use of Weiman® Instrument Lubricant on this device. Other
instrument lubricant brands have not been tested and performance and results cannot be
guaranteed.

INSPECTION

1. Carefully inspect the device to assure that all visible soil has been removed. Generally,
unmagnified visual inspection under good light conditions is sufficient. Particular attention
should be paid to the locations in FIGS. 5-8. Repeat cleaning process if soil is detected.

2. Visually inspect the device for mild or excessive corrosion. If corrosion is present,
discontinue use of the device in surgery, but complete reprocessing.

3. Visually inspect the device for any damage. If parts are damaged, discontinue use of the
device in surgery, but complete reprocessing.

PACKAGING

1. Ensure the M55™ RIGID miniARM® HOLDER adjustment knob is rotated
counterclockwise completely and every joint moves freely.

2. If using a sterilization pouch, place each instrument in its own individual pouch. If using
a sterilization tray, read the sterilization tray instructions for use before proceeding. Ensure
that the sterilization tray has been cleaned according to the sterilization tray instructions for
use and load the tray bottom according to FIG. 9.

3. Package the device according to TABLE 1. The
barrier system for sterilized re-usable instruments
should meet the following requirements:

ISO 11607-1

Suitable for pre-vacuum steam sterilization
Appropriate for medical use

Grade appropriate for weight of loaded tray per
sterilization tray instructions for use and facility
procedures

FIG.9
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1. The device must be properly cleaned prior to sterilization.

2. Perform sterilization cycle according to TABLE 1:

TABLE 1: M55™ RIGID miniARM® HOLDER
Sterile Packaging and Processing
MO'TQ‘.t hegt (steam) Moist heat (steam) Immediate use steam
sterilization e . o .
Method according to sterilization according | sterilization according
ANSI/AAMI ST79 to ANSI/AAMI ST79 to ANSI/AAMI ST79
multiSTATION™
Container System Sterilization | No tray No tray
Tray P/N 100034
Cvcle Pre-vacuum Pre-vacuum Pre-vacuum
y (Pre-vac) (Pre-vac) (Pre-vac)
. 2-layer .
Packaging polypropylene wrap Pouch No packaging
STERILIZATION Temperature | 132°C (270°F) 132°C (270°F) 132°C (270°F)
(minimum) (minimum) (minimum)
Eixn;::sure 4 minutes (minimum) | 4 minutes (minimum) | 4 minutes (minimum)
Dry Time 65_m|nutes 25 minutes (minimum) | N/A
(minimum)
Device(s) processed by immediate use sterilization should be transferred immediately,
using aseptic technique, from the sterilizer to the point of use.
Refer to ANSI/AAMI ST79, Comprehensive Guide to Steam Sterilization and Sterility
Assurance in Health Care Facilities.
The M55™ RIGID miniARM® HOLDER has been validated to 100 reprocessing cycles. The
useful lifespan of a surgical instrument is largely dependent on the care and handling of the
instrument. Careful inspection and functional testing of the instrument should be used to
determine the end of its serviceable life.
1. During storage, ensure the device remains in a sterile condition ready for reuse.
STORAGE 2. Shelf life is dependent on the sterile barrier employed, storage manner, and

environmental and handling conditions.

CONTRAINDICATIONS
Do not use with attachments other than accessories provided by LSI SOLUTIONS®.
These devices are not intended for use except as indicated.

WARNINGS
Federal law restricts this device to sale, distribution and use by, or on, the order of a physician.

Read and become familiar with all instructions, warnings, and cautions before using this product.

The M55™ RIGID miniARM® HOLDER shall be used in accordance with these Instructions for Use.

Improper use of the M55™ RIGID miniARM® HOLDER may cause serious injury. In addition, improper care and
maintenance of the device may render the device non-sterile prior to patient use and may cause serious injury to the
health care provider or the patient.

When using the M55™ RIGID miniARM® HOLDER, patients must be immobilized or anesthetized.

Discontinue use of the M55™ RIGID miniARM® HOLDER when moving the patient or when the patient is moving.
Surgical or endoscopic procedures should be performed only by physicians having adequate training and familiarity with
relevant techniques and anatomy. Medical literature relating to techniques, complications, and hazards should be

3

.
3
.

consulted prior to use.
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PRECAUTIONS

The M55™ RIGID miniARM® HOLDER is packaged as non-sterile. Clean and sterilize prior to use.

If there are any variations between these instructions for use and either your facility’s policies and/or your
cleaning/sterilizing equipment manufacturer’s instructions, those variations should be brought to the attention of the
appropriate responsible hospital personnel for resolution before proceeding with cleaning and sterilizing your
device.

Use of the M55™ RIGID miniARM® HOLDER for a task other than what it is intended for can result in a damaged or
broken device.

Prior to use, inspect the M55™ RIGID miniARM® HOLDER to ensure proper function and condition. Do not use
devices if they do not satisfactorily perform their intended function or if they have physical damage.

Surgical instruments vary between manufacturers. Before instruments and accessories from different
manufacturers are employed together in a procedure, verify compatibility and ensure electrical isolation or
grounding are not compromised.

Avoid mechanical shock or overstressing the M55™ RIGID miniARM® HOLDER.

Only the cleaning and sterilization processes which are defined within these instructions for use have been
validated.

Check stability of surgical table accessory rails or rail adapters before table mounting the M55™ RIGID miniARM®
HOLDER. Only mount to secure surgical tables and well-affixed horizontal table rails; avoid attaching rail clamps to
structures that are loose or not secure.

When loosening the adjustment knob, make sure to support the holder. An unlocked and unsupported holder can
fall and may cause harm, damage to the device, damage to the affixed miniARM® adapter, or injury to the patient
or user.

Store at room temperature.

ADVERSE REACTIONS

O

No documented adverse reactions.

RDERING INFORMATION

TABLE 2: M55™ RIGID miniARM® HOLDER PRODUCT ORDERING

REORDER PRODUCT DESCRIPTION

REF | 080950 M55™ RIGID miniARM® HOLDER 1 Shelf Box

multiSTATION™ m
REF | 100034 ultiSTATION™ Syste 1 Shelf Box
Sterilization Tray
ISISOLUTIONS®
* Patents: www.Isisolutions.com/patents
The multiSTATION™ System

Sterilization Tray is ]
LS| SOLUTIONS, Inc. mzzl“cf:f‘g;‘;dv?‘{f;:g:kway The LSl logo, LSI Solutiqns, Multistgtion, M55, Miniarm, and
7796 Victor-Mendon Road Suite 100, St. Paul, MN 55121 Perfect Performance Policy are registered trademarks and
Victor, New York 14564 U.S.A. USA. trademarks of LSI SOLUTIONS®,
Phone: +1 585.869.6600 Copyright © 2021, LS| SOLUTIONS®. All Rights Reserved.
Customer Service: +1 866.575.3493 ~LMADE IN THE USA] K
Technical Support: +1 866.428.9092 ‘ 3 - LA @ [EC [REP]

s Fax: +1 585.742.8086 S s [T [only] /e, Emergo Europe

www.lIsisolutions.com X X e Westervoortsedijk 60

Pf'r[mr Prrjnrmance R)qu Symbol Glossary: 6827 AT Arnhem

Call us at 860.575,3493 any time. c E The Netherlands

www.lIsisolutions.com/symbols

Prolystica is a registered trademark of Steris. Weiman is a registered trademark of PurposeBuilt Brands. Use of these names, trademarks and brands does not imply endorsement. All company, product
and service names used in this technology guide are for identification purposes only.
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Cuctema multiSTATION™ :
OEPXXATEJIb M55™RIGID miniARM®
TEXHOJINOIMYECKOE

PYKOBOOCTBO il

-—

. BbicTpopaszbemHoe
coeAiMHeHUe

. BepxHuu wapHup

. BepxHee nneyo 9

. Py4yka perynupoBku

. CpegHuM WapHup /

. Dukcupyrowme 3yobs

. HnxxHee nnevo 10

. HXxHun wapHup

. YrnoBOon KOHHEKTOpP

10. DOC CoepeHurtenb

11. KpenexHas ranka

©CoO~NOGOPAWN

E:ﬁ‘II'IEPED, NCIOJNTIb3OBAHVMEM BHUMATEJIbHO NPOYTUTE
“BKNALbILL K U3AENNIO

12. . BHyTpeHHAA pe3bba (He
nokasaHa)

12—

PUC. 1 - JEPXXATEJIb M55™ RIGID miniARM® |\ SK\1SOLUTIONS®
HAEPXATE/lb M55™ RIGID miniARM® ONMUCAHUE YCTPOMUCTBA:

Oepxatens M55™ RIGID miniARM® (PUC. 1) asnseTca npuHagnexHocTbio cucteMmbl multiSTATION™. 310
MHOropasoBbIi, CTEPUIN3YEMBINA, MEPECTABNAEMbIN ONOPHbIN 3M1IEMEHT, 06eCneYMBaOLNN NCKIIOYUTENBHO
YCTOMYMBOE OCHOBaHWE NP UCMOMb30BaHUKN ¢ OTAENbHO NpnobpeTaembiM MiNIARM® RAIL CLAMP, k
KOTOPOMY MOACOEANHSIIOTCS CMEHHbIE aganTepbl. AqanTtepbl U YCTPONCTBA MOTYT ObITb NPUKPEnsieHbl K
ObIcTpopaszbeMHoON cTorke 1 N0 Mepe HeEOBXOAMMOCTM BO BpeMsi onepaumn. BepxHui wapHup 2 no3sonsiet
TOYHO NO3NLMOHMPOBaTL ObICTPOPA3bLEMHYIO CTOMKY OTHOCUMTENBbHO BEPXHEN YacTu nnedva 3. BpaleHue no
4YaCOBOW CTPESIKe PEryrimpoBOYHON pyykn 4 omnkenpyeT gepxatenb B BbiOpaHHOM opueHTaumn. BpalueHne
PYYKM NPOTUB YaCOBOK CTPESNKN OCBODOXAAET AepxXaTenb ANa N3MeHeHus nonoxeHna. CpeaHnin wapHup 5
obecneymBaeT Kak CoOurieHeHne, Tak U HageXHoe NO3MLMOHUPOBaHNE BEPXHErO niievya OTHOCUTENBHO
HWXHEero nneva 7 6narogaps ukcupyowmm dyduam 6. HuxHui wapHup 8 obecnevmBaeT CoYrieHeHNE n
HageXXHOe No3nLNOHNPOBaHNE Yepes hukeupytowme yrnybneHns (He nokasaHbl) HXKHEro pblyara
OTHOCUTENBHO YINOBOro coeanHntens 9. Yrnoeown coeanHntens 3akaHuneaetcs DOC-mydTon 10, koTopas
BXOAuT B npuemMHoe rHe3go miniARM® RAIL CLAMP.

KpenexHas ranka 11 dukcupyet coegmHmtens DOC B npueMHOM rHe3ge, Korga KpenexxHas ranka n ee
BHYTPEeHHAA pe3bba 12 (He nokasaHa) NOBOPaYMBaOTCSA NO YaCOBOW CTPESKe, BBUHYMBASCH B NPUEMHOE
rHe3go. MNpwu 3aTtarmeaHmm B rHe3ge mydpta DOC un yrnoBow coeanHuTenb PUKCUPYIOTCA Takum obpasom, 4YTo
OHW BonbLUe He MOryT ABUraTbCS.

NMOKA3AHUA K MPUMEHEHUIO:

Oepxatege MaS™M RIGID miniARM® HOLDER npegHa3HaveH Ans Ucnonb3oBaHUSA Xupypramu s
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UWHCTPYKUUU NO NPUMEHEHWUIO

BnokupoBka, ocBo6oxaeHue n pasmellieHue gepxarens M55™ RIGID miniARM®

Mepen kaxabiM ucnonb3osBaHnem nposepsante gepxarens M55™ RIGID miniARM® HOLDER, y6exaasacs
B TOM, YTO AOCTUraeTcs npuemnemasi NPOYHOCTb yaepxaHus. MNpekpatuTe ncnonb3oBaHne, ecnm
NPOYHOCTb (hMKCALMN HeQOCTATOYHA. DTN UHCTPYKLUMKM No KpenneHuto aepxarend M55™ RIGID miniARM®
HOLDER k npuHumatowemy DOC oTHOCATCS K Mcnonb3oBaHuio ¢ npuHumatowmm DOC noboro otaensHo
noctaesnsemoro miniARM® RAIL CLAMP, yxxe npukpenneHHoro K nepeknaavHe crona.

ﬁ 3ABJ/IOKNPYUTE

1. 3abnoknpynte gepxarernb, NOBEPHYB PYUKY
pPerynmpoBKK NO YacOBOW CTPENKe A0 MOSTHON
nocagkm.

NMPUMEYAHUE: Ecnv HabnogaeTcsa
HexxenaTenbHoe NepemelleHne aepxaTens unm
npucnocobneHns, AoNOMHUTENbHO 3aTAHUTE
PEryriMpoBOYHYH PYYKY MO YacOBOW CTPESKe.

2. OcBoboguTe gepxartenb, MOBEPHYB PYYKY
PEerynMpoBKu NPOTUB YaCOBOW CTPESIKM.

TMPUMEYAHUE: lNpun BpaLlLeHNN py4Ku
perynupoBkn o6a3aTtenbHO NnoaaepXxvBanTe
aepxarenb.

YCTAHOBKA DOC
B miniARM®
RAIL CLAMP

.

\ 3. YctaHoBuTe

KpenexHyto ramnky
N COeAMHUTENb
DOC Ha
npuemMHbin DOC
miniARM® RAIL
CLAMP, yTOOBI
NPUKpennTb

Aepxarenb K
/ DOC.

4. MoBepHuUTe KpenexHyt ranky Ha DOC no
YacoBou cTpernke, HakpyynBasi ee Ha RAIL CLAMP
DOC

TNMPUMEYAHUE:Ecnu 3akpyynBaHue 3aTpyaHEHO,
NOBEPHUTE KPEMEXHYIO raky NpoTUB YacoBOWN
CTPEnKu, YTOObI OTKPYTUTL €€, 3aTeM akKypaTHO
COBMeCTUTE KpenexHyto rariky ¢ DOC u
NnoBTOpUTE BpaLLeHne rno YyacoBou cTpernke. He
npunaranTte ycunuin gnsi BpaweHus KpenexHon
raviku, Tak Kak 3T0 MOXeT NPUBECTU K CLEMNEHKO
nepxartenda n RAIL CLAMP.
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5. BbipoBHANTE uKcupytowme 3yobLbl cpegHero
WwapHupa 1 ybeguTech, YTO HWXHUIA pblyar
MOSTHOCTbLIO BOLLEN B (PUKCUPYIOLLYIO SSMKY HUXHETO
LapHupa.

TNMPUMEYAHMUE: Tpun ycTaHoBKe gepxXaTenist MOXHO
NMoYyBCTBOBAaTb MOMHOE 3auenfieHne HUKHero
pblyara ¢ UKCUPYHOLLEN SSMKOW HUXKHETO LWapHupa.

6. YcTaHoBMTE gepxaTenb B pa3brioKMpOBaHHOM
COCTOSIHUU, HAXXMMas, BbITArMBas Unm noBopaynsas
ObICTPOPA3bEMHYIO CTOWMKY, BEPXHUIA U HUKHUIA
pbl4ary BOKpYr Tpex LWapHUPOB A5 perynMpoBKn BO
BCEX HanpaBfeHnsx.

Koraa gepxartenb GyaeTt yCTaHOBMEH B HY>KHOE
NonoXeHue, a CToNopHble 3yOLibl BbIPOBHEHbI U
CTONOpHasi AMKa nocaxeHa, 3abnokupymnTe
cucTeMy, Bpallas pyyKy perynmpoBKU no 4acoBow
CTpenke 0o OOCTUXKEHUS 4OCTaTOYHOM CUnbI
dukcaumn.

NMPUCOEOUHEHUE ADANTEPA K OEPXATENIKO M55™ RIGID miniARM®
B warax 1 n 2 nokasaH oguH 13 NpMMepOB KpenneHusa n perynuposku agantepos miniARM® (npuobpeTatoTtcs

oTaenbHo) k gepxartento M55™ RIGID miniARM® HOLDER. Agantep moxeT ObITb NpukpenneH K gepxartento M55™

RIGID miniARM® nunbo go, nubo nocne npukpenneHusa gepxatensa kK miniARM® RAIL CLAMP.

/1 YCTAHOBUTE

N
-

2 NOBEPHUTE

o

Perncrpams MH & Pocsnpassagsope
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1. HageHbTe HyXXHbIM aganTep Ha
ObICTPOPa3bLEMHYIO CTOMKY, NOBEPHYB pblyar
durkcaumm agantepa B pa3brnokMpoBaHHOe
nonoXxeHue.

2. [MoBepHuTe pblvar ukcaunn agantepa B
3abnokuposaHHOe NoroXeHue, YTobbl 3aKkpenuTb
apanTtep Ha fepxarere.
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OTCOEOUWHEHUE U OYUCTKA

MaenedeHne gepxatena M55™ RIGID miniARM® moxeT ObiTb 00neryeHo, ecnun aepxatb
aepxartenb B 3a0/10KMPOBAaHHOM MOSTOXKEHWUN.

/1 NMOBEPHUTE \

"\

- )

1. MNoBepHuTE pblyar GroKNPOBKY NpUiaraeMoro
afjanTepa B pa3GriokMpOoBaHHOE MOMOXEHNE.

/2 OTCOEAUNHUNTE \

2. OTcoeanHnTe agantep, CABMHYB €ro ¢
ObICTPOPa3bEMHOIO0 COeANHEHNS.

3. NoBepHuUTE KpenexHyto rarky Ha DOC
miniARM® RAIL CLAMP. lNosepHute
KpenexHyo rariky NpoTUB YacOBOW CTPENKN,
4yT0bbI OTKPYTUTL ee oT DOC.

4. CHumume M55™ RIGID miniARM® HOLDER ¢
RAIL CLAMP DOC.

CrpaHuuya 4




,qEP)KA TEJIb M55™ RIGID miniARM® MOBTOPHAA OBPABOTKA

PasbepuTe 1 ouncTmuTe yCTpOMCTBO Cpasy Nnocrne ucnonb3oBaHus. He no3sonsante 3arpsi3HEHHOMY YCTPOWCTBY BbICOXHYTb.

* YCTPONCTBO He cepTUPMLMPOBaHO ANA OYUCTKM UNWN CTEPUNM3aLUN C NPUKPENIIEHHbIM aaanTepoM U/unv penbCcoBbIM 3aXXKMMOM.

* Yucrdawee cpeacteo, ncnonb3oBaHHoe npu Banvaaumm: Steris Prolystica 2X ((bepmeHTaTuBHbIN, HeNTpanbHbIn pH).

+ [Ins okoOHYaTeNbHOro ONoMnacknBaHWsA NCNOMb3yNTE TONBKO CBEXENPUIOTOBIIEHHYHO OUYULLEHHYIO/BBICOKOOYMLLIEHHYIO BOAY.

* Hukorga He ncnonb3ynTe Ans YNCTKU MeTanmnmyeckne LWeTKN Unu cTanbHy MoYanky.

* MNoaroToBbTe M obpaboTanTe Nbble aganTepbl NN PENbCOBbIE 3aXKMMbl B COOTBETCTBUM C MHCTPYKLMAMM NO IKCNyaTaumnm Kaxaoro
yCTpONCTBA.

MECTO 1.Pa3bepuTe 1 ouncTuTe yCTPOMCTBO Cpasy nocre Ucnorb3oBaHUs.
NCMNONb30OBAHUA 2. He ponyckanTe BbICbIXaHWS 3arps3HEeHHbIX YCTPOWCTB.

1. CHumuTe XXECTKUN OEPXATESb miniARM® M55™
C 3aXMMa HanpasnsoLen, MOBEPHYB KPEMnexHYo ramky PUC. 2

\
npoTtuB Yacoson ctpenku (PUC. 2).
2. CHnmuTe Bce agantepbl ¢ )KECTKOIO OEPXATENA
J
N

MiniARM® M55™ | noBepHyB (OUKCUPYIOLLWIA pblyar
ajanTtepa v CABWHYB aganTep CO CTONKM BbICTPOro
coeanHenus (PUC. 3).

TNMPUMEYAHUE: Ha PUC. 3 nokasaHo cHATUE
3a)XMMHOro aganTtepa; aopyrve agantepbl

noaroToBKA CHUMALOTCSI aHanorM4yHLIM o6pasom.

3. NoBepHUTE perynmnpoBOYHYIO PyYKY NPOTUB YacoBOM
CTPEnNKM OO TeX Nop, Noka OHa NMOSHOCTLIO HE OTKPOeTCS,
4YTOObI PYYKYy Henb3s Obino GonbLle BpawlaTth U BCe
coeavHeHus mornu ceoboaHo nepemeltatbes (PUC. 4).
4. [Mpun ncnonb3oBaHUN CUCTEMHOMO CTEPUMN3ALNOHHOIO
notka multiSTATION™ (Homep getanu 100034)
oyuLLanTe NOTOK OTAENBHO B COOTBETCTBUMU C
NHCTPYKLMSMM MO UCTMOSTb30BaHUIO CTEPUIN3ALMOHHOIO
noTka.

1. . 3amouunTe B hepMeHTaTUBHOM YUCTSALLEM pacTBOpe C HerlTpanbHbiM pH MUHUMYM
Ha 5 MUHYT. MHdopmaumio o TeMnepaTtype 1 KOHLEHTPaLUN CM. B UHCTPYKLUAX

NpOU3BOAUTENS MOIOLLETO CpeacTaa.
2. TwaTenbHO O4YNCTUTE NOBEPXHOCTb YCTPOMCTBA LLETKOW C NnacTu .

Hapy>XHbIX MOBEPXHOCTEN, yaenss ocoboe BHUMaHue cnepyoLlemy: |-—&-~
a. CtonopHoe KonbLo, BEPXHWUIA LLIAPOBOW LLIAPHMP U CTOWKa %\ E'E
6bicTpopadbemHoro coeanHerus (PUC. 5)
6. 3anupatowme 3ybubl cpeaHero wapHupa (PAC. 6)
B. HwxHsas waposas onopa, dukcupytowme yrnyonenuns (PUC. 7)
A. Coegunutens DOC, kpenexHas ranka n BHyTpeHHsAs pesbba (PUC. 8)

PYYHAA
[IPEABAPUTEJIbHAA
OYUCTKA

3. MpomoiiTe Tennown BOAON HE MEHEE 2 MUHYT.
4. NpucTtynute K 0QHOMY U3 ABYX HEOOXOANMbIX BApMaHTOB OYNUCTKM:
yNbTPa3ByKOBOW NN aBTOMAaTUYECKOMN.

CrpaHuuya 5
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bTPA3BYKOBAA
OYUCTKA

— 1 NN

1. [NpoBoauTe OYUCTKY B YrbTPa3ByKOBOW BaHHE C MCMOMb30BaHMEM
depMeHTaTUBHOIO MOILLLErO pacTBopa ¢ HerTpanbHbiM pH B Te4eHne MuHuMmym 15
MUHYT. TemnepaTtypa 1 KOHUEHTPaLmMs yka3aHbl B UHCTPYKLUM NMPOM3BOAUTENSA MOKOLLLEro
cpencTea.

2. OnonackuBariTe TeNon BOAOW B TEYEHNE MUHUMYM 4 MUHYT. YTOGbI
obecneunTb NOMHOE OMNONacknBaHe, UCMONb3YNTE YMCTYIO LLETKY C MacTMacCOBOM
LEeTUHON NS YNCTKM YCTPOUCTBA.

ABTOMATU3NPS
BAHHAA
OYUCTKA

1. TpebyeTtcs cTupanbHO-ge3VHPUUMPYOLLAas MalluHa ¢ yHAaMeHTansHo
noaTBepxaeHHon achpekTUBHOCTLIO (Hanpumep, B cootBeTcTBUM ¢ EN ISO 15883),
KoTOpas AoMmkHa 6bITb MpaBUNbHO YCTAHOBIEHA, cCepTUULIMPOBaHAa U perynsipHo
noaBepraTbCs TEXHUYECKOMY OOCINY>XUBaHUIO U UCTIBITAHUSAM.

2. 3arpysunTe YCTPOMCTBO B CTUPanbHO-AE3MHMPULMPYIOLLYIO MaLLnHY. N3beraiite KoHTakTa
mMexay ycTporicTBamm 1 obecnedbTe Hagnexawun apeHax.

3. 3anyctute umKkn cTupanbHO-4e3VHAULMPYIOLLEN MaLLMHBI C JONONHUTEMNBbHBIM LIUKIOM
NonocKaHus.

TNMPUMEYAHMUE: Iotok ona ctepunusaumm HE npegHasHaveH ans o4YnCcTKM yCTPOMUCTB.
OHun gonxHbl obpabaTtbiBaTbCst 0TAENBHO. JIOTOK NpegHa3HaYeH TonbKo Ans
CTepunmsauum, TpaHCMOPTUPOBKUN N XpaHEHMUSI MHOTOPa30BbIX MHCTPYMEHTOB.
[ononHuTenbHble cBeAEHUS O NTOTKE CM. B MHCTPYKLMM NO NPUMEHEHUIO NTOTKA Ans
(‘TPIDI/II'II/I’&HI 11|

CMA3bIBAHUE

1. HanecuTe cmasky Ans MHCTPYMEHTA, CMELLaHHYI0 B COOTBETCTBMU C PEKOMEHAALMAMM
npou3BoanTens, YTobbl NPOANUTL CPOK CYXObl MHCTPYMEHTA, MOrpy3nB BCE YCTPOMNCTBO B CMa3Ky
MuHMMYyM Ha 30 cekyHA. Ecnu B 60MbHUYHON CTUPanbHO-AE3UH(EKTOPHON MaLLMHE MMEETCS LIMKN
CMa3sKK, ero MOXHoO MCronbL30BaTb BMECTO PYYHOWN CMas3Ku.

NMPUMEYAHMUE: Komnanus LS| noagTeepanna ncnonb3oBaHne MHCTpyYMeHTanbHon cmaskm WeimanV®
Ans aaHHoro yctporctea. Cmaska aAnsa npubopos ApYrux Mapok He TecTpoBanach, NoaToMy ee
3(PEKTUBHOCTb 1 pe3yrnbTaTbl HE MOTYT ObITb rapaHTUPOBaHbI.

NMPOBEPKA

1. BHMMaATENbLHO OCMOTPUTE YCTPONCTBO M YOEeanUTECH, YTO BCE BUAMMbIE 3arps3HeHns yaaneHbl. Kak
npaBuIo, 4OCTaTOYHO BU3yarnbHOro ocMoTpa 6e3 yBenuyeHusi npu xopoluem oceelleHnmn. Ocoboe
BHMMaHue cnegyet obpaTntb Ha mecTta Ha dur. 5-8. NoBTOpUTE NPOLIECC OYUCTKU, eCrnv 0BHapyxeHa
rpsisb.

2. BusyanbHO 0CMOTpUTE YCTPOMUCTBO Ha Hanmymne nerkov unm YypesmepHomr Kopposuun. MNpu Hanmumm
KOppO3un NpekpaTuTe UCNoMNb30BaHNe YCTPOWCTBA B XMPYPrMYECKMX ONepaLmsx 1 3aBepLumTe
NOBTOPHY 06paboTKy.

3. BusyanbHo ocMoTpuTe YCTPOMCTBO Ha NpeameT noBpexaeHnin. Ecnn petanu nospexaeHsi,
npekpaTuTe NCNOMb30BaHNe YCTPONCTBA B XUPYPrMYECKMX Onepaumsax U 3aBepLunTe NOBTOPHYHO
0o6paboTky.

YNAKOBKA

1. Y6eauTecs, 4To perynmpoBoyHas pydka M55™ RIGID miniARM® HOLDER nonHocTbio
NMoBepHyTa NPOTMB YaCOBOW CTPENKN U BCE COEAMHEHUS NepemeLlaoTcs CBOO6OAHO.

2. Mpu ucnonb3oBaHUM NakeTa AN CTePUIU3aLMN NMOMECTUTE KaXObl UHCTPYMEHT B OTAENbHbIN
nakeT. MNpu Mcnonb3oBaHUM NoTKa ANs CTEPUNU3aLMM NPOYNTANTE UHCTPYKLIMIO MO MCMOSb30BaHMIO
noTKa Ans cTepunusauum, Nnpexae Yem NpoaoskNTL. YbeauTech, YTO CTEPUNN3ALIMOHHDIA NOTOK
OblN OYMLLIEH B COOTBETCTBUM C MHCTPYKLMSIMU MO MCMNOSb30BaHUIO CTEPUIN3ALMOHHOIO N0TKa, U
3arpyauTte gHo notka B cootBeTcTBUM ¢ PUC. 9.

2. Ynakyute yctponctso cornacHo TABJIMLE 1.
BapbepHas cuctema ansa cTepunmnaoBaHHbIX
WHCTPYMEHTOB MHOrOpPa3oBOro UCNosb30BaHNS
OOIMKEH oTBeYaThb criefyowmmMm TpeboBaHMaM:

* CO 11607-1

* MooxoouT Ans npeaBapuTENbHOWM BaKyyMHON
cTepunusauum napom.

* MNoaxoauT ANA MeAULMHCKOrO MCMONb30BaHMS.
» Knacc cooTBeTCTBYeT BECY 3arpy>KeHHOro noTka
B COOTBETCTBMU C UHCTPYKLUSMM MO
MCNONbL3OBAHUIO CTEPUNN3ALIMOHHOIO NOTKA U

PUC.9

npouegypaMu Ha npeanpuaTuu. CrpatmLia 6

Pe aus MU B Pocapgpaeragzope
www.nevacert.ru | info@nevacert.ru




1. Mepepn cTepunuaaumen yCTpoMCTBO AOIMKHO ObITh HagNexalmm obpasom
ouunLleHo. 2. BeinonHuTe umkn ctepunmsaumm B cootsetctaumn ¢ TABJTMLUEN 1:

TABINWUA 1: CtepunbHaga ynakoBka u obpabotka M55 RIGID
miniARMB® HOLDER

Crepunusaums MapoBasi  cTepunusaums
BMaXHBIM TEMNMOM CTrepunnsauns BNaxHLIM  |ueyennenHoro

MeTon (napowm) B Tennom (napom) cnonb3oBaHus B
cooteeTcTBuM ¢ ANSI/ cootseTcTBMM C ANSI/ cooTseTcTBMM ¢ ANSI/
AAMI ST79 AAMI ST79 AAMI ST79
multiSTATION™ System

KoHTeiiHep JTomok dna Bes notka Bes notka
cmepunu3sayuu PIN
100034

Linkn Pre-vacuum MpenBaputensHoe MpenBaputensHoe
(Pre-vac) BaKyyMVpOBaHune BaKyyMVpOBaHue
[ByxcnonHas

YnakoBka nonvnponuneHosas nnexkal €xon bes ynakoBku

CTEPUNN3ALUA Temne 132°C (270°F) 132°C (270°F) 132°C (270°F)
patypa (MUHUMYM) (MUHUMYM) (MUHUMYM)

Bpewms 4 MUHYTBI (MUHUMYM) | 4 MUHYTBI (MUHUMYM) | 4 MUHYTBI (MUHUMYM)

BblAepPXKN
65 MUHYT

Bpems cyLiku (MMHMM};M) 25 MuHyT (MuHumym) | N/A

W3pennsa, obpaboTaHHble METOOOM CTEPUNM3ALUN HEMEOSIEHHOrO UCMONb30BaHNS,
OOMMKHbI BbITb HEMEANEHHO NepeHeceHbl ¢ CObNAEHNEM acenTUYeCcKnxX Mep 13
cTepunusaTopa B MECTO UCNONb30BaHWUS.

Cm. ANSI/AAMI ST79, «KomnnekcHoe pykoBOoACTBO MO CTepunusaLnm napom u
obecneyeHnIo CTEPUIIBHOCTU B MEAULIMHCKUX YUPEXOEHUAXY.

OEPXATEINb M55™ RIGID miniARM® npowuen nposepky Ha 100 LuknoB 0OpaboTku.
Cpok cnyx06bl XMpyprnyeckoro MHCTpyMeHTa BO MHOTOM 3aBUCUT OT yxoAa 1 obpalleHust ¢
HUM. [INst onpegeneHns OkoHYaHus cpoka cnyobl npubopa cnegyeT NpoBeCTH
TWaTeNbHbIA OCMOTP U PYHKLMOHAmNbHbIE UCMbITaHUS npubopa.

1. Bo Bpems xpaHeHus crieauTe 3a TeM, YTobbl yCTPONCTBO OCTaBanoch B
CTEPUITbHOM COCTOSIHUW, FTOTOBLIM K MOBTOPHOMY UCMNOSb30BaHMIO.

2. CpoK rogHOCTM 3aBMCUT OT UCMOMb3yeMOoro cTepuribHoro 6apbepa, cnocoba
XpaHeHUs1, yCNOBUIN OKpyXatoLlen cpeibl n obpalleHns.

XPAHEHUE

NMPOTUBOMNOKA3AHUA
* He ucnonb3ynte ¢ 4ONOMHUTENBHBIMU MpUCNoOcobneHnsMKU, KpoMe akceccyapoB, noctaensaembix LSI SOLUTIONS®.
* OTM yCTPONCTBA HE NpefHa3HayYeHbl ANs UCMONMb30BaHMWS 3a UCKIIOYEHNEM YKa3aHHbIX CIy4aesB.

NPEAYNPEXOEHUA
» ®efiepanbHbI 3aKOH OrpaHuYMBaeT NPOAaxy, pacnpocTpaHeHne 1 UCMOoMb30BaHUe 3TOro YCTPONCTBA BpavyoM Un no
€ro ykasaHuio.

* [Mepen ncnonb3oBaHNEM JAHHOrO NpPoAyKTa NPOYTUTE U 03HAKOMbTECH CO BCEMU UHCTPYKLMAMU, NpeaynpexaeHnsaMu 1
NPeAoCTEPEXEHNAMMU.

« OEPXATEJIb M55™ RIGID miniARM® cnefyeT ucnonb3oBaTb B COOTBETCTBUM C HacToswen MHCTpykumen no
aKcnnyaTaumn.

» HenpasunbHoe ncnons3osarHne JEPXKATEJIA M55™ RIGID miniARM® moxeT npuBecTu K cepbe3Hon Tpasme. Kpome
TOro, HEMPAaBWIIbHbIN YXOL U TEXHUYECKOoe 06CnyXnBaHMe yCTPOMNCTBA MOTYT CAenaTb ero HeCTEPUIbHbLIM Nepes
MCMNonb3oBaHMEM NaLMEHTOM U HAHECTU CEPbE3HYI0 TPAaBMY MEANLIMHCKOMY PabOTHUKY UK NALMEHTY.

* Mpw ncnonb3oanun JEPXXATEJIA M55™ RIGID miniARM® nauneHTbl OMmMKHbI 6bITb MMMOGUITM30BaHbI UK
HaxoANTbCA No4 HApPKO30M.

* MpekpaTtute ncnonbsosanne JEPXKATENA M55™ RIGID miniARM® npu nepemMeLleHnn naumeHTa unm korga naumeHT
OBWXKETCS.

* Xupypruyeckue unm sHOoCKonnyeckne npoLeaypbl 4OMKHbI BbINOMHATLCS TOMNBKO Bpadamu, MMeLmMmm
COOTBETCTBYIOLLYIO MOArOTOBKY M 3HAKOMbIMU C COOTBETCTBYIOLLMMIU MeTodamMu u aHatoMuen. MNepea ncnonb3oBaHnem
cnefyeTt 03HAKOMUTBLCA C MEOULMHCKOM NUTepaTypou, KacaroLenca MeToaoB, OCITIOXKHEHUI 1 OMacHOCTEMN.

Perucrpanusa MU & PocsnpagHanzope
www.nevacert.ru | info@nevacert.ru
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MEPbI MPEAOCTOPOXHOCTHU

* NEPXXATEJIb M55™ RIGID miniARM® ynakoBaH Kak HecTepuibHbIN. [lepea ncnonb3oBaHMEM OYUCTUTE U NPOCTEPUITUIYITE.
* Ecnin mexay aTUMM MHCTPYKUMSIMU MO MCMOb30BaHMUIO U NpaBuriamMmm Ballero y4pexaeHns U/mnm MHCTPYKUMSIMU NMpOU3BOAUTENS
BaLlero 060pyA0BaHNs AN O4YMCTKM/CTEPUNN3aLMM CYLLECTBYIOT Kakne-nmbo pacxoXaeHusi, 3Tn pasnuyms cnegyeT A0BECTU A0
CBeEeHUs1 COOTBETCTBYHOLLIEro OTBETCTBEHHOIO NepcoHana 6onbHNLbI AN NMPUHATUS peLUeHns, NPeXae Yem NpUcTynatb K O4UCTKe
1 cTepunusaumm Bawero o6opyaoBaHus. yCTPONCTBO.

* Ncnonb3oBaHue JEPXKATEJTIA M55™ RIGID miniARM® ansa 3agay, 4nst KOTOPbIX OH HE NMpeAHa3Ha4yeH, MOXeT NPUBECTU K
NOBPEXAEHMWIO UMW NONTIOMKE YCTPONCTBA.

* Nepea ncnonb3oBaHemM ocmoTpute AEPXATEJIb M55™ RIGID miniARM®, 4yTobbl yoeauTbcst B €ro npaBuUIibHOM
(PYHKLMOHUPOBAHUM U COCTOSAHUN. He ncnonb3yiTe yCTpoWCTBa, ECNN OHW HE BbINOMHAT AOMKHBIM 06pa3oM NpegyCMOTPEHHYHO
YHKLMIO UNN UMEIT PM3NYECKME NOBPEXAEHNS.

* Xupypruyeckme MHCTPYMEHTbI pa3nnyaroTcs y pasHbix npomasoguTteneii. Mpexae 4em ncnonb3oBaTtb B OAHOW NpoLenype BMecTe
MHCTPYMEHTbI U akceccyapbl pa3HbiX NPON3BOAMTENEN, NPOBEPLTE COBMECTMMOCTb U ybeauTech, YTo anekTpruyeckasi n3onaums
UNN 3a3eMIeHNEe He HapyLLEHbI.

* N36eranTe MexaHNYECKMX yOAPOB U Ype3MepHbIX Harpy3ok Ha OEP>KATEJIb M55™ RIGID miniARM®.

* Banngauum noaeepranucb TONbKO NPOLECCHl O4YUCTKU 1 CTEPUIM3aLun, onpeaeneHHble B AaHHON MHCTPYKLMK NO IKCNyaTauuu.
* [epen yctaHoBkon Ha cton gepxatenss M55™ RIGID miniARM® npoBepbTe YCTOMYMBOCTb HanpaBnsALWMUX 115 akCecCcyapoB
XVPYPrMyecKkoro cTorna unv agantepoB HanpaensoWwmx. YCcTaHaBNMBanTe TONbKO ANs MKcaummn XMpypruyeckux CToroB U XOPOLLO
3aKpeneHHbIX rOPMU3OHTarbHbIX HAaNpPaBnsLWMUX CTONa; n3derante KpenneHns penbCoBbIX 3aKUMOB K HE3aKpEMMeHHbIM UIu
He3aKpenneHHbIM KOHCTPYKLMSAM.

* Ocnabnsas perynupoBO4YHYHO PyyKy, 06s13aTensHO nogaepXxvsarvite gepxartens. PasbnokupoBaHHbIn 1 HenoaaepXnBaeMbli
JepXXaTtenb MOXET ynacTb U cTaTb NPUYNHON TPaBM, NOBPEXAEHUS YCTPOWUCTBA, NPUKPENSIeHHoro agantepa miniARM® wnu
TpaBMbl NaLMEHTA UMM NOMNb30BaTenNs.

* XpaHuTb Npy KOMHaTHOW Temneparype.

NOBOYHbLIE PEAKLIMA
» [loBo4HbIX peakuni He 3adMKCMPOBaHO.

MHOOPMALUA OJA 3AKA3A

TABJINMLA 2: JEPXATEJIb M55™ RIGID miniARM® 3AKA3 NPOAYKLUUNU

3AKA3 NPOOYKT OlNMUCAHWE

REF | 080950 | qEPXKATENL M55™ RIGID miniARM® | 1 Kopobka

multiSTATION™ System
REF | 100034 1K K
Jlomok ons Opobka
cmepunu3ayuu*
ISISOLUTIONS®
N —— Patents: www.Isisolutions.com/patents
cuctembl multiSTATION™
I'IpOI/ISB.OFLVIT(?H KOMﬂaHI/_Ie_VI . . . L.
LS| SOLUTIONS, Inc. g:mvrvgyMgg:tC:l1ggss\tlll;:%T The LSI logo, LSI Soluthns, Multlstgtlon, M55, Miniarm, and
7796 Victor-Mendon Road MN 55121 U.S.A. Perfect Performance Policy are registered trademarks and
Victor, New York 14564 U.S.A. trademarks of LSI SOLUTIONS®,
Phone: +1 585.869.6600 Copyright © 2021, LS| SOLUTIONS®. All Rights Reserved.
Customer Service: +1 866.575.3493 ~LMADE IN THE USA] ) K
d Technical Support: +1 866.428.9092 = r—— Ta L @
Fax: +1 585.742.8086 R rssliovriogan i =~ fresy Emergo Europe
www.lIsisolutions.com X X e Westervoortsedijk 60
Pf'r[mr Prrjnrmance R)qu Symbol Glossary: 6827 AT Arnhem
Call us at 860.575,3493 any time. The Netherlands

www.lIsisolutions.com/symbols

and service names used in this technology guide are for identification purposes only.
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The multiSTATION™ System:
miniARM® ACCESS ADAPTER

Tech nology Guide [T{|READ THIS PRODUCT INSERT THOROUGHLY BEFORE USE

1.Threaded Receiver
2.Locking Lever

FIG. 1 - miniARM® ACCESS ADAPTER S1SOLUTIONS®

miniARM® ACCESS ADAPTER DEVICE DESCRIPTION:

The miniARM® ACCESS ADAPTER (FIG. 1) is used with the M55™ RIGID miniARM® HOLDER or the M45™
CLICK RELEASE™ miniARM® HOLDER. The threaded receiver 1 provides a connection point onto which the
mounting screw of a compatible LSI device is attached (refer to the Technology Guide of the selected device for
more information before using the adapter). Rotating the locking lever 2 to the unlocked position allows the
adapter to slide over the quick connect post of a miniARM® HOLDER. The adapter is locked into place by
rotating the locking lever to the locked position. The adapter is shown attached to a holder with a compatible
LSI device affixed to the threaded receiver in FIG. 2.

INDICATIONS FOR USE:
The miniARM® ACCESS ADAPTER is indicated for use by surgeons to hold instruments in a fixed position for a
period of time.

- R

/ \2 FIG. 2 — miniARM® ACCESS ADAPTER 1

attached to a miniARM® HOLDER 2 with
3 the RAM® Ring 3 attached to the threaded
receiver.

- /

FIG. 2
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INSTRUCTIONS FOR USE

See the respective LS| SOLUTIONS® Technology Guides for full instructions for use and adjustment of LSI
accessories in conjunction with the miniARM® ACCESS ADAPTER.

The miniARM® ACCESS ADAPTER may be attached to the miniARM® HOLDER either before or after attaching
the holder to a miniARM® RAIL CLAMP.

ﬁ SLIDE \

- 1. SLIDE the adapter onto the quick connect post of
the holder while the locking lever is rotated to the
unlocked position.

N /

2 ROTATE

2. ROTATE the locking lever to the locked position
to secure the adapter onto the holder.

3 conNECT

3. CONNECT the mounting screw of a compatible
LS| accessory (RAM® Ring is shown here) to the

l adapter threaded receiver, using the 1/8” hex key
(included with the RAM® Ring). Rotate the mounting
screw clockwise to tighten..

Page 2




REMOVAL AND CLEANUP

DISASSEMBLY
The RAM® Ring is a single-use device that should be disposed of in accordance with local regulations and
hospital procedures. The miniARM® ACCESS ADAPTER can be reprocessed with the multiSTATION™ System

using the instructions in this technology guide.

1 biIscoNNECT

1. DISCONNECT the mounting screw of the LSI
accessory (RAM® Ring is shown here) from the
adapter threaded receiver, using the 1/8” hex key.
Rotate the mounting screw counterclockwise.

REMOVING THE miniARM® ACCESS ADAPTER FROM THE miniARM® HOLDER
This process may be made easier by having the miniARM® HOLDER locked while handling.

N

1 ROTATE

1. ROTATE the locking lever to the unlocked
position.

/ 2 DETACH \

_ 2. DETACH the adapter by sliding it off the holder’s
quick connect post.
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mlnlARM® ACCESS ADAPTER REPROCESSING

Disassemble and clean the device immediately after use. Do not allow a soiled device to dry.
» The device is not validated to be cleaned or sterilized with a holder and/or rail clamp attached.
» Cleaning agent used in validation: Steris Prolystica 2X (enzymatic, neutral pH).
» Perform the final rinse using only freshly prepared purified water/highly purified water.
* Never use metal brushes or steel wool for cleaning.
» Prepare and reprocess any holders or rail clamps according to each device’s instructions for use.

POINT OF USE

1. Disassemble and clean device immediately after use.
2. Do not allow soiled devices to dry.

1. Remove the adapter from the holder by
rotating the locking lever to the unlocked position
and sliding the adapter off the quick connect post

ULTRASONIC
CLEANING

OR

AUTOMATED
CLEANING

(FIG. 3). &
] .'-:.-‘-u-'LL" _
PREPARATION 2. If using the multiSTATION™ System 7
Sterilization Tray (Part Number 100034), clean b Ty
the tray separately according to the sterilization FIG. 3
tray instructions for use.
1. Soak in enzymatic, neutral pH cleaning solution for a minimum of 5 minutes. Refer to
detergent manufacturer’s instructions for temperature and concentration.
2. Use a plastic-bristled brush to thoroughly scrub the device’s exterior surfaces, paying
special attention to the following (FIG 4): 1
___1"_';'.'\. d| '
MANUAL a. Attachment opening e T
PRE-CLEANING b. Receiver threads "-! | s TS
£ : i \_1 o Y
3. Rinse with warm water for a minimum T o : "‘-)-“.1"‘;515--14,_: A
of 2 minutes. . s O T -'-l

4. Proceed with one of the two required
cleaning options: ultrasonic or automated. FIG. 4 C

1. Clean in ultrasonic bath with enzymatic, neutral pH cleaning solution for a minimum of
15 minutes. Refer to detergent manufacturer’s instructions for temperature and
concentration.

2. Rinse with warm water for a minimum of 4 minutes. To ensure a complete rinse, use a
clean plastic-bristled brush to scrub the device.

1. A washer-disinfector with fundamentally approved efficiency (e.g., according to EN ISO
15883) is required and it must be properly installed, qualified, and regularly subjected to
maintenance and testing.

2. Load the device into the washer-disinfector. Avoid contact between devices and arrange
to allow for proper drainage.

3. Operate the washer-disinfector cycle with an additional rinse cycle. bave
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NOTE: The sterilization tray is NOT designed for cleaning devices. It must be processed
separately. The tray is only intended for sterilization, transport, and storage of reusable
instruments. For more tray information, see the sterilization tray instructions for use.

LUBRICATION

1. Apply instrument lubricant mixed to manufacturer’'s recommendations to prolong
instrument life by submerging the entire device in the lubricant for a minimum of 30
seconds. If the hospital washer-disinfector has a lubrication cycle this can be used instead

of manual lubrication.

NOTE: LSI has validated the use of Weiman® Instrument Lubricant on this device. Other
instrument lubricant brands have not been tested and performance and results cannot be

guaranteed.

INSPECTION

1. Carefully inspect the device to assure that all visible soil has been removed. Generally,
unmagnified visual inspection under good light conditions is sufficient. Particular attention
should be paid to the locations in FIG. 4. Repeat cleaning process if soil is detected.

2. Visually inspect the device for mild or excessive corrosion. If corrosion is present,
discontinue use of the device in surgery, but complete reprocessing.

3. Visually inspect the device for any damage. If parts are damaged, discontinue use of the
device in surgery, but complete reprocessing.

PACKAGING

1. If using a sterilization pouch, place each instrument in its own individual pouch. If using
a sterilization tray, read the sterilization tray instructions for use before proceeding. Ensure
that the sterilization tray has been cleaned according to the sterilization tray instructions for

use and load the tray bottom according to FIG. 5.

2. Package the device according to TABLE 1. The barrier system for sterilized re-usable
instruments should meet the following requirements:

ISO 11607-1
Suitable for pre-vacuum steam sterilization
Appropriate for medical use

Grade appropriate for weight of loaded tray per
sterilization tray instructions for use and facility
procedures

=
p o
|
-
— |

J

J

I

-
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1. The device must be properly cleaned prior to sterilization.

2. Perform sterilization cycle according to TABLE 1:

TABLE 1: miniARM® ACCESS ADAPTER
Sterile Packaging and Processing
MO'.SF he'at (steam) Moist heat (steam) Immediate use steam
sterilization e . S :
Method according to sterilization according | sterilization according
ANSI/AAMI ST79 to ANSI/AAMI ST79 to ANSI/AAMI ST79
multiSTATION™
Container System Sterilization | No tray No tray
Tray P/N 100034
Cvcle Pre-vacuum Pre-vacuum Pre-vacuum
y (Pre-vac) (Pre-vac) (Pre-vac)
Packaging 2-layer Pouch No packaging
polypropylene wrap
STERILIZATION 132°C (270°F) 132°C (270°F) 132°C (270°F)
Temperature . - s
(minimum) (minimum) (minimum)
_II-:_ier:sure 4 minutes (minimum) | 4 minutes (minimum) [ 4 minutes (Minimum)
Dry Time 65'rr?|nutes 25 minutes (minimum) | N/A
(minimum)

Device(s) processed by immediate use sterilization should be transferred immediately,
using aseptic technique, from the sterilizer to the point of use.

Refer to ANSI/AAMI ST79, Comprehensive Guide to Steam Sterilization and Sterility
Assurance in Health Care Facilities.

The miniARM® ACCESS ADAPTER has been validated to 20 reprocessing cycles. The
useful lifespan of a surgical instrument is largely dependent on the care and handling of
the instrument. Careful inspection and functional testing of the instrument should be used
to determine the end of its serviceable life.

1. During storage, ensure the device remains in a sterile condition ready for reuse.
2. Shelf life is dependent on the sterile barrier employed, storage manner, and
STORAGE environmental and handling conditions.

CONTRAINDICATIONS
- Do not use with attachments other than accessories provided by LS| SOLUTIONS®.
* These devices are not intended for use except as indicated.

WARNINGS

Federal law restricts this device to sale, distribution, and use by, or on, the order of a physician.

Read and become familiar with all instructions, warnings, and cautions before using this product.

The miniARM® ACCESS ADAPTER shall be used in accordance with these instructions for use.

Improper use of the miniARM® ACCESS ADAPTER may cause serious injury. In addition, improper care and

maintenance of the device may render the device non-sterile prior to patient use and may cause serious injury to the

health care provider or the patient.

«  When using the miniARM® ACCESS ADAPTER, patients must be immobilized or anesthetized.

+ Discontinue use of the miniARM® ACCESS ADAPTER when patient is moving or being moved.

» Surgical or endoscopic procedures should be performed only by physicians having adequate training and familiarity with
relevant techniques and anatomy. Medical literature relating to techniques, complications, and hazards should be
consulted prior to use.

PRECAUTIONS

« The miniARM® ACCESS ADAPTER is packaged as non-sterile. Clean and sterilize prior to use.

 If there are any variations between these instructions for use and the policies of your facility and/or the instructions of
your cleaning/sterilizing equipment manufacturer, those variations should be brought to the attention of the appropriate
responsible hospital personnel for resolution before proceeding with cleaning and sterilizing your device.

- Page 6
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PRECAUTIONS (CONTINUED)

» Use of the miniARM® ACCESS ADAPTER for a task other than what it is intended for can result in a damaged or broken
device.

 Prior to use, inspect the minifARM® ACCESS ADAPTER to ensure proper function and condition. Do not use devices if
they do not satisfactorily perform their intended function or if they have physical damage.

» Surgical instruments vary between manufacturers. Before instruments and accessories from different
manufacturers are employed together in a procedure, verify compatibility and ensure electrical isolation or
grounding are not compromised.

« Avoid mechanical shock or overstressing the miniARM® ACCESS ADAPTER.

» Only the cleaning and sterilization processes that are defined within these instructions for use have been validated.

» Store at room temperature.

ADVERSE REACTIONS
¢ No documented adverse reactions.

ORDERING INFORMATION

TABLE 2: miniARM® ACCESS ADAPTER PRODUCT ORDERING

REORDER PRODUCT DESCRIPTION

_ REF | 080670 | miniARM® ACCESS ADAPTER 1 Shelf Box

i ™
REF | 100034 multiSTATION™ System 1 Shelf Box
Sterilization Tray
Patents: www.lsisolutions.com/patents
*. . ™
LS SOLUTIONS, Inc. Syetom Stontration Tray s The LSl logo, LSI Solutions, Multistation, M45, M55, Click Release,
\7/,7516 Vﬁtor_yeidf&gzaﬁs A manufactured by Summit Miniarm, Ram, and Perfect Performance Policy are registered
r r OLA. edical, ikings
Plr::ozé: +e1W58€c>).869.6600 Parkway, Suite 100, St. Paul, trademarks and trademarks of LS| S(RS)LUTIQNS@
Customor Service: +1 866.575.3493 MN 55121 US A Copyright © 2021, LS| SOLUTIONS®. Al Rights Reserved.
Technical Support: +1 866.428.9092 [MADE IN THE USA|

Fax: +1 585.742.8086 i | EC [REP]
wnIsisoluons.com DT #H ANC Emergo Europe
I’t'!ft‘('l I’ﬂ:ﬁrmmm‘c R’”(‘_I'. Symb0| Glossal‘y: c E Westervoortsedijk 60

2 Lo . . 6827 AT Arnhem
= www.Isisolutions.com/symbols The Netherlands

Prolystica is a registered trademark of Steris. Weiman is a registered trademark of PurposeBuilt Brands. Use of these names, trademarks and brands does not imply endorsement. All company, product
and service names used in this technology guide are for identification purposes only.
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The multiSTATION™ System:
miniARM® AJAMNTEP /1A JOCTYTIA

TexHonornyeckoe PYKOBO/OCTBO[ i NEPEA NCMONb3OBAHVEM BHUMATESIbHO MPOYTUTE
BKNALBILL K U3OENUIO

1.Pe3b60BOM nprMeMHUK
2.Pblyar 6nokMpoBKu

PUC. 1 — miniARM® AJQATTEP 4J151 QOCTYIA .
miniARM® ALJANITEP [1/151 JOCTYITA ONUCAHUE YCTPONUCTBA: SISOLUTIONS?
Apantep miniARM® ALAMTEP ONA OOCTYMA (PUC. 1) ucnonesyetcs ¢ gepxatenem M55™ RIGID
miniARM® HOLDER wunu gepxatenem M45™ CLICK RELEASE™ miniARM® HOLDER. Pe3bboBon
npuemMHuk 1 obecnevmBaeT MeECTO COEQUHEHNS, HA KOTOPOE KPenuTCA MOHTaXHbI BUHT COBMECTUMOTO
ycTponctBa LS| (mononHutensHyto nHdopmauuio nepes Ucnonb3oBaHMeEM agantepa CM. B
TEXHOJIOrMYECKOM PYKOBOACTBE K BbIOpaHHOMY YCTPONCTBY). [ToBEpHYB CTOMOPHLIN pblvar 2 B
pa3brioKMpOBaAHHOE MOJTIOXEHME, MOXHO HadeTb adanTtep Ha ObicTpopasbeMHoe coeanHeHne miniARM®
HOLDER. Agantep dukcmpyeTcs Ha MecTe, eciv NOBEPHYTL pbivar pukcauum B 3abrIOKMPOBaAHHOE
nonoxeHue. Ha PUC. 2 nokasaHo, Kak agantep KpenuTca K gepxaTernto ¢ coBMecTuMbIiM LSI-ycTporcTBom,
NpyKpenneHHbIM K pe3b60BOMY NPUEMHUKY.

NMOKA3AHUA K NTPUMEHEHUIO:
Apantep miniARM® AJAMNTEP /15 JOCTYIA MpeaHasHayeH Anst UCnonb3oBaHUs XMpypramu ans
yae MOMoOXeHUN B TeYEeHNe onpeaeneHHoro BpeMeHu.

/ \2 PUC. 2 - miniARM® AOAMTEP OnA

OOCTYIMA 1 npukpenneH K gepxaternto
3 miniARM® HOLDER 2 ¢ RAM® Ring 3,
3aKpenseHHbIM Ha pe3b0oBOM
NpUeMHHUKe.

- /

PUC. 2

Peructpanua MU B PocanpaeHagzope
www.nevacert.ru | info@nevacert.ru



UHCTPYKUUU NO NPUMEHEHWUIO

lMonHble uHCMpPYKUUU 1o Ucrofb308aHuro U Hacmpolke akceccyapos LS| e couemaruu ¢ miniARM®
AOATMTEP AJ15 JOCTVYTIA cm. 8 coomeemcemesyrowux mexHonnoaudeckux pykoeodcmeax LS| SOLUTIONS®.
miniARM® ALATMTEP A1 JOCTYTA moxem 6bimb nipukpernneH K depxxamernto miniARM® nubo do, nubo
riocnie kperineHus depxamerns kK miniARM® RAIL CLAMP.

ﬁYCTAHOBMTE \

- 1. HageHbTe aganTtep Ha ObiCTpopasbeEMHOE
coeavHeHWe aepxatens, NOBEpPHYB pblyar
dukcaumm B pa3briokKMpoBaHHOE MONOXEHME.

N /

2 NOBEPHUTE

\

2 [ToBepHUTE pblyar omkcaumn B
3abnoknpoBaHHOE MOMOXEHWE, YTOObI 3aKPENUTb
agjanTep Ha gepxartene.

3 nogcoequunTE

3. NopcoegunHuTe KPeneXHbl BUHT COBMECTUMOTO
akceccyapa LS| (3gecb nokazaH RAM® Ring) k

l pe3bb0oBOMY NPUEMHUKY adanTtepa, NCNOoNb3ys
LeCTUrpaHHbIn kntod 1/8" (BXoaUT B KOMMNEKT
RAM® Ring). lMoBepHUTE KpENEXHbIN BUHT MO
4acoBOM CTperike, YTOObI 3aTAHYTb ero.

CrpaHunua 2




OTCOEAMHEHUE U OYUCTKA

OEMOHTAX

RAM®RING sBnsieTcs 04HOpa30BbIM YCTPONCTBOM, KOTOPOE AOSMKHO ObITh YTUIM3NMPOBAHO B COOTBETCTBUM
C MEeCTHbIMW NpaBunamm n 6onbHMYHbIMK Npouedypamun. MiniARM® AOANTEP OJ1A JOCTYIA moxHo
NOBTOPHO obpaboTtaTb ¢ nomoLlbio cucteMbl MultiSTATION™ | ncnonb3ys MHCTPYKUWUW, NPUBEAEHHbIE B
AAHHOM TEXHOMNOrMYeckoMm pyKOBOACTBE.

1 oTcoEQNHNTE

1. OTcoeanHUTE KpenexHbln BUHT akceccyapa
LSI (3pecb nokazaH RAM®RING) o1 pe3bboBoro

npuemMHuKa aganrtepa, UCNosfb3ys LEeCTUrpaHHbIN
kntoy 1/8". NMoBepHUTE KpenexHbln BUHT NpOTUB
4YacOBOW CTPENKN.

U3BJIEHEHWE AQATITEP O714 OOCTYIA miniARM® U3 JEPXXATEJIA miniARM® 31oT npouecc
MOXHO obnerunTb, ecnu 3abnoknposath gepxatens miniARM® HOLDER Bo Bpemsi paboTbl C HUM.

N

1 noBEPHUTE

1. MNoBepHuTE pblyar 61O0KNPOBKN B
pa3broKMPOBaAHHOE NOSTOXEHNME.

/ 2 OTCOEANHNTE \

= 2. OTcoeamHuTe aganTep, COBMHYB €ro ¢
BbICTPOPa3bEMHOrO COeAMHEHNS AepXaTens.
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miniARM® ALATITEP [JiAA 4OCTYIIA MOBTOPHAA OBPABOTKA

* PasbepuTe 1 o4nmcTuTe yCTPOMCTBO CPa3y nocre UCrnonb3oBaHus. He No3BonsanTe 3arpsa3sHeHHOMY YCTPONCTBY BbICOXHYTb.

* YCTPOWCTBO HE CepTUDULIMPOBAHO ANS OYUCTKN MW CTEPUMIN3aLIMN C NPUKPENIIEHHbIM AepXaTenem U/unm penbcoBbiM 3aXKMMOM.

» Yucrauee cpeacTso, ucnonb3oBaHHoe npy Banvaaumn: Steris Prolystica 2X (dpepmeHTaTnBHbIN, HeWTpanbHbii pH).

« [Ins OKOHYaTENbLHOro OMONACKNBAHNS UCMOMNb3YNTE TOMLKO CBEXENPUIOTOBMEHHYIO OYULLEHHYHO/BLICOKOOYMLLIEHHYIO BOAY .

* Hukoraa He ucnonb3yinTe Ans YNCTKM MeTanMyeckmne WEeTKA Unn CTanbHy MoYanky.

* MNopgrotoBbTe 1 ob6paboTanTe Nobble AepaTeny Unm penbCcoBble 3aXUMbl B COOTBETCTBUM C MHCTPYKLMAMM MO 3KCNyaTauum Kaxaoro yCTponcTaa.

MECTO
ncnon BAHWUA

1. Pasbepute n ounctute yCTporcTBO Cpasy nocre UCnonb30BaHus.
2. He ponyckaiiTe BbICbIXaHWS 3arpsi3HEHHbLIX YCTPOWCTB.

NOAroTOBKA

1. CHuMUTE apanTep C gepxxaTens, NOBEPHYB
duUKCUpyoLmi pblvar B pa3bnokupoBaHHoe
NonoxeHve 1 CABMHYB agantep CO CTOMKU
BbicTporo nogkntoyexus (PUC. 3).

2. Npun ncnonb3oBaHMM CUCTEMHOIO —
cTepunuaaLmoHHoro notka multiSTATION™ - | = — 1
(Homep aetanu 100034) oumnwanTe NoToK e ]
OTAENbHO B COOTBETCTBUU C MHCTPYKUUAMU MO PUC. 3
NCNONb30BaHMIO CTEPUMNN3ALIMOHHOIO fNoTKa.

PYYHAHA
NMPEABAPUTEJIbHAA
OYUCTKA

YNIbTPA3BYKOBAS
OYUCTKA

nnu

ABTOMATU3UNPO-
BAHHAA O4YUCTKA

1. 1. 3amouuTe B hepMeHTaTMBHOM YUCTSLLEM pacTBOPE C HenTpanbHbIM pH MUHUMYM
Ha 5 MUHYT. MHopmaumio o TeMnepaType 1 KOHLEHTPaUUmM CM. B UHCTPYKLMSIX

npon3BoanTENs MOOLLLEro CpeacTBa.
2. TwaTenbHO OYNCTUTE BHELLIHME NOBEPXHOCTU YCTPOMCTBA LLETKOW C NNacTUKOBOWN
LeTUHOW, yaenss ocoboe BHMMaHue cneaytowemy (PUC. 4):

a. OTBepcTne ans kpenneHus A o,
6. MoTokM NprMemHmKa
3. MPOMbITb Kak MUHAMYM TENNOiA BOAON. i fhs | -
2 MUHYT. WA > &

4. MpucTynanTe K ogHOMY M3 ABYX a.
BapuaHTOB OYMCTKU: YNbTPa3BYKOBON
U aBTOMaTU4ECKON.

PUC. 4

1. OuncTuTe B yNbTPa3BYKOBOW BaHHE (hePMEHTATUBHBIM YUCTSLLUM PacTBOPOM C
HenTpanbHbIM pH B TeueHne MuHnMyM 15 MuHyT. MIHbopMaumio o Temnepartype 1
KOHLEHTpaLun CM. B MHCTPYKLMAX NPOM3BOAUTENSI MOIOLLENO CPeacTBa.

2. lMpomowTe Tennon Bogow B Te4eHne MUHUMYM 4 MUHYT. YTobbl 06ecneunTsb nonHoe
NPOMbIBAHNE, OYUCTUTE YCTPONCTBO YNCTON LLIETKOW C NNACTUKOBOW LLLETUHOWN.

1. TpebyeTca cTMpanbHO-ge3VHULMPYOLLAaa MalluHa ¢ dyHO4aMeHTanbHo
noaTBepXXAeHHON adhpeKTUBHOCTLIO (Hanpumep, B cootBeTcTBMM ¢ EN ISO 15883),
KOTopasi O/MKHa ObITb MPaBMITbHO YCTaHOBMNEHA, CepTUdULMPOBaHa 1 perynspHo
noasepraTbCs TEXHUYECKOMY 0BCNY>XMBaHUIO U UCTIbITAHUAM.

2. 3arpysuTe yCTPOMCTBO B CTUPanNbHO-AE3NHMULMPYIOLLYIO MallnHy. N3berante KoHTakTa
MeXay yCTpocTBamm 1 obecnedbTe Hagnexalun gpeHax.

3. 3anyctuTte umkn cTUpanbHO-Ae3MHMMUUPYOLLEN MaLUMHBI C AOMOSTHUTENBHBLIM LIKITOM
NOMOCKaHus.

CrpaHuuya 4
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NMPUMEYAHWE: JloTok ans ctepunusaumm HE npegHasHaveH Ans o4ncTkm ycTponcTs. OHU JOIKHbI
obpabaTtbiBaTbCA OTAENBbHO. JIOTOK NpegHa3HaveH TONbKO ANns CTepununaaumm, TPaHCNopTUPOBKU U
XpaHEeHUs MHOropasoBbIX MHCTPYMEHTOB. [JONONMHUTENbHbIE CBEAEHMUS O NOTKE CM. B MHCTPYKLMMW NO
NPYMEHEHUI0 NoTKa Ans CTepunmnsaumu.

CMA3bIBAHUE

1. HaHecute cmasky MHCTPYMEHTa, CMELLaHHY B COOTBETCTBUM C peKoMeHAaumsImm
npoussoguTens, 4tobbl NPOANMTL CPOK CYXObl HCTPYMEHTA, NOrPy3nB BCE YCTPOMUCTBO
B cMa3ky MuHumMym Ha 30 cekyHa. Ecnun B 60nbHWYHON CTUPanbHO-4E3MHEKTOPHOM
MaLLMHEe MMEeeTCH LMK CMasKu, ero MOXHO MCMONb30BaTb BMECTO PYYHOW CMa3KMu.
MPUMEYAHUE. KomnaHusa LS| nogreepauna ncnonb3oBaHne CMa3oqyHOro matepmana
ans nHctpymeHToB Weiman® Ha 3Tom ycTporncTee. [pyrne mapkm CMasouHbIX
MaTepuanoB A4S MHCTPYMEHTOB He TECTMPOBAIUCh, MO3TOMY NMPON3BOANTENBHOCTL U
pe3ynbTaTtbl HE MOTYT ObITb rapaHTUPOBaHBI.

NMPOBEPKA

1. BHMMaTenbHO OCMOTpUTE YCTPOMCTBO U yOeamTechb, YTO BCE BUAMMbIE 3arpsi3HEHUS]
yaaneHsbl. Kak npaBuno, 4oCTaTO4HO BU3yarnbHOro ocmoTtpa 6e3 ysennyeHus npu
xopowem ocselleHun. Ocoboe BHMMaHWe cnegyeT obpaTntb Ha mecTa Ha dur. 4. [Npu
oBHapyXeHun 3arpsi3HeHns NOBTOPUTE NPOLECC OYUCTKM.

2. BusyanbHO 0OCMOTpUTE YCTPOWUCTBO Ha Hanm4yue nerkon nnm 4Ype3mepHOn Koppo3um.
Mpn HanMYMM KOPPO3MKM NpeKpaTUTE NCNOMb30BaHNE YCTPOWCTBA B XMPYPrnyecKmx
onepaumsax 1 3aBepLuMTe NOBTOPHYIO 06paboTky.

3. BusdyanbHo ocmMoTpuTE YCTPOMUCTBO Ha NpegMeT noBpexaeHuin. Ecnn petanu
NoBpeXaeHbl, NpekpaTuTe MCNoNb30BaHNE YCTPONCTBA B XMPYPrMyecKkmx onepaumsx n
3aBepLUMTE NOBTOPHY 06paboTKy.

YNAKOBKA

1. Mpu ncnone3oBaHuM NakeTa ANa CTepUnU3aLum NOMeCTUTE Kaxabll MHCTPYMEHT B OTAENbHbIN
naket. MMpy ncnonb3oBaHWM NOTKa A5 CTEePUNN3aLMN NPOYUTaNTE MHCTPYKLIMIO MO MCMOSb30BaHMIO
noTka ANs cTepunusaumun, npexae Yem npoJorkuTe. Ybeautech, YTO CTEPUNN3ALIMOHHDBIN NIOTOK
6bIN OYMLLEH B COOTBETCTBUM C UHCTPYKLMSAMM MO MCMONb30BaHNIO CTEPUINN3ALMOHHOTO NOTKa, 1
3arpyaunte gHo notka B cootseTctsum ¢ PUC. 5.

2. Ynakynte unsgenue cornacHo TABJINLE 1. BapbepHas cuctema Ans CTepunmn3oBaHHbIX
WHCTPYMEHTOB MHOropa3oBOro 1CMonb30BaHWA AOMKHa OTBeYaTh Creayowmm TpeboBaHmam:

* NCO 11607-1
* MogxoanT Ans NnpeaBapuTenbHOM BaKyyMHON CTEPUNM3aLUM NapoMm.

* MoaxoanT ANs MEAMLMHCKOIO MCMONb30BaHusl.

* Krnacc cooTBeTCTBYET BECy 3arpy’KEHHOr0 JIOTKa B COOTBETCTBUM C
WHCTPYKLMSIMU MO UCMOSIb30BaHUIO CTEPMUN3ALIMOHHOIO foTKa U npoliegypamu
Ha NpeanpuUsTUAn.

CrpaHuua 5




1. Mepepn cTepunuaaumen yCTpoMcTBO HEOOXOAMMO TLLATENBHO OYNCTUTD.
2. BeinonHute umkn ctepununsauumn cornacHo TABJTMLE 1:
TABJIMUA 1. ADANTEP ONA OOCTYMNA miniARM® CrepunbHas
ynakoBka 1 obpaboTtka
Crepunusaums n
BMAXHbLIM TEMOM CTepVIJ'II/I3aL|VIﬂ BaXXHbIM Hea':g:ﬁZHHoro crepunusauna
MeTop (napom) B Tenom (napow) & MCMonb30BaHUs B
cootBeTcTBMU ¢ ANSI/ coorsetcTaAn ¢ ANSI/ cooTBeTcTBUN ¢ ANSI/AAMI
AAMI ST79 AAMI ST79 ST79
multiSTATION™
KoHTenHep System Sterilization | Bes notka Bes notka
Tray P/N 100034
Livkn Pre-vacuum MpenBaputensHoe MpenBaputensHoe
(Pre-vac) BaKyymMupoBaHue BaKyymupoBaHue
YnakoBKa 2-layer Yexon Be3 ynakoBku
polypropylene wrap
CTEPUNU3ALUA 132°C (270°F) 132°C (270°F) 132°C (270°F)
Temnepatypa
(MUHUMYM) (MUHUMYM) (MUHUMYM)
Bpems 4 MUHYTBI (MUHUMYM) | 4 MUHYTBI (MUHUMYM) | 4 MUHYTBI (MUHUMYM)
BblAEPXKU
65 MUHYT
Bpems cyLuku (MVHMYM) 25 MuHyT (MuHMMyM) | N/A
M3penwns, obpaboTaHHble METOAOM CTEpUNM3aLUmMm HeMeLneHHOro NCNONb30BaHUS,
OOMMKHbI OblTb HEMEANEHHO NepeHeCceHbI C cobnoaeHnemM acenTu4eckux mep 13
cTepunmsaTopa B MECTO UCNONb30BaHNS.
Cm. ANSI/AAMI ST79, «KomnnekcHoe pykoBOACTBO NO CTEPUM3aLIMN NApoOM U
obecnevyeHunto CTePUNBHOCTU B MEOULIMHCKUX YUPEXOEHNSXY.
AOAMNTEP OOCTYIMNA miniARM® npowen npoBepky Ha 20 unknoB ob6paboTtku. Cpok
CNy>0Obl XMPYPrn4yeckoro MHCTPYMEHTa BO MHOIOM 3aBUCUT OT yxoda u obpalleHus ¢
HUM. [1na onpegeneHns OkOHYaHMs cpoka cnyx0bl npubopa cneagyeTt NpoBecTn
TWaTenNbHbIN OCMOTP 1 PYHKUNOHAmMbHbIE UCMbITaHWs npubopa.
1. Bo Bpems xpaHeHus ybeamTechb, YTO YCTPONCTBO OCTAEeTCH B CTEPUIIBHOM
COCTOSIHUM 1 FTOTOBO K NOBTOPHOMY MCMOMb30BaHUIO.
XPAHEHUE promy
2. CpoK rogHOCTU 3aBMCUT OT UCNONb3yeMoro crepunbHoro 6apbepa, cnocoba
XpaHeHUs, a Takke YCroBUN OKpyXatoLLen cpefbl 1 obpalleHuns.
NMPOTUBONOKA3AHUA

* He ncnonb3ynTe ¢ 4ONONHUTENBbHBIMU MPUCNOCOONEHMAMM, KpOMe akceccyapoB, noctaensemblx LSI SOLUTIONS®.
* 3T ycTponCTBa He NpeAHasHa4YeHbl AN UCMONb30BaHWUS 3a UCKITIYEHNEM YKa3aHHbIX CIy4aes.

NPEAYNPEXOAEHUA

* PepepanbHbIf 3aKOH OrpaHMYMBaET NPOAAXy, PACNPOCTPAHEHNE U NCMONb30BaHWE 3TOr0 YCTPOMCTBA BPAYOM MIU MO €ro ykasaHuio.

* MNepen ucnonb3oBaHMeM AAaHHOTO NPOAyKTa MPOYTUTE Y O3HAKOMbTECH CO BCEMMW MHCTPYKLUUSIMU, NpeaynpexaeHnsaIMy U npefocTepexeHnsaMu.

* ADANTEP OOCTYINA miniARM® cnepyeT ncnonb3oBaTh B COOTBETCTBUW C HACTOSLLEN MHCTPYKLUMEN MO 3KCMyaTaumu.

» HenpasunbHoe ncnons3osaHve AOAMNTEPA JOCTYMNA miniARM® mMoxeT NpuBECTU K cepbe3Hol TpaBme. Kpome Toro, HenpaBumbHbIA yxon v
TeXHU4Yeckoe obCrnyxmnBaHne yCTponucTBa MOryT cAenaTtb ero HECTEPUIIbHLIM Nepes UCMONb30BaHUEM NAaLMEHTOM U HAHECTU CEPLE3HYHO TpaBMy
MEAMLMHCKOMY pabOTHUKY UMU NaLUEHTY.

* Mpn ncnonsdosanun AJAMTEPA JOCTYTA miniARM® naumeHTbl A0MmMKHbI 6bITb UIMMOBWIM30BaHbI UMM HAXOAUTLCA NOA HAPKO3OM.

* Mpekpatute ncnonbsosaHne AJANTEPA OOCTYIMA miniARM®, koraa naumeHT OBWKETCS U ero nepemeLLatoT.

* Xnpypruyeckue unm aHAoCKonuyeckme npoueaypbl AOMMKHbI BbIMOMHATHCA TONbKO BpadaMu, MMEIOLLMMN COOTBETCTBYHOLLYIO NMOATOTOBKY U 3HAKOMbIMMW
C COOTBETCTBYHOLMMM MeTOAaMK U aHaToMuel. [Nepen ncnonb3oBaHNEM CrieQyeT 03HAaKOMUTLCA C MeAVLMHCKON NuTepaTypoi, KacatoLencs MeToaos,
OCIOXXHEHUI N ONacHOCTEN.

MEPbI NPEOOCTOPOXHOCTU

« ADAMNTEP OANTA OOCTYMNA miniARM® ynakoBaH HecTepunbHo. [lepe ncnonb3oBaHMeM OYUCTUTE U NPOCTEPUNUIYITE.
» Ecnu cywwiecTtBytoT kakme-nmbo pacxoxaeHUst Mexagy 3TUMU MHCTPYKUMSMU MO UCNOMb30BaHWIO U MpaBuiamMmuy Ballero
yupeXaeHus U/unm NHCTPYKUMSMU NPON3BOANTENS BaLLero 06opyaoBaHns A11S OYUCTKU/CTEPMnU3anmmn, 3Tn pasnnyins
crnegyeT JOBECTU A0 CBeeHMs COOTBETCTBYIOLLEro OTBETCTBEHHOIo nepcoHana 6onbHULbI 4518 pa3peLleHmns, npexae

4YeM MNPUCIVRATE K QUIACTKE 4 CTenlinia30BaTb Balle yCTpOVICTBO. CrpaHuua 6
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MEPbI MPEOOCTOPOXXHOCTU (MPOOOJIXEHMUE)

* cnonb3oBanne AOAMTEP O11A OOCTYIMA miniARM® ans 3agady, 4ns KOTOpbIX OH He NpeAHa3Ha4vyeH, MOXeT NpuBECTU K
NOBPEXAEHMWIO UMM NONTIOMKE YCTPONCTBA.

* Mepepn ncnonb3osannem nposepbTe ADAMNTEP ON1A OOCTYTMNA miniARM®, 4yTobbl yoeauTbcsi B €ro npaBuiibHOM
PYHKLMOHUPOBAHUM 1 COCTOAHUN. He ncnomnb3yiTe yCTpoNCTBa, €CN OHW HE BbINOMHAT AOMKHBbIM 06pa3oM NnpeayCMOTPEHHYHO
YHKLMIO UNN UMEIT Pr3NYecKne NoBPEXAEHNS.

* Xvpypruyeckne NHCTPYMEHTbI PasnmyaloTcs y pa3Hbix npounssoauTenei. MNpexae 4em MHCTPYMEHThI U akceccyapbl U3 pasHbIX
npou3BoAnTENY COBMECTHO YYacCTBYIOT B NMpoueaype, MPoBepPSoT COBMECTUMOCTb M 06ecneynBaloT ANEKTPUYECKYIO U30MNALMIO Unn
3a3eMrieHVe He HapyLUEeHo.

* N3beravite mexaHnyeckux yaapos u nepeHanpsxenus AJAMNTEP ONA AOCTYTMA miniARM®.

* Banugaumu nogsepranuch TOMbKO MPOLIECCHI OYMCTKM U CTepUnM3aumu, onpeaeneHHble B 4aHHOW MHCTPYKLMK MO 3KCnnyaTauuu.
* XpaHuTb Npu KOMHATHOW TemnepaType.

NMOBOYHbIE PEAKLIUU
* [lo6o4HbIX peakunii He 3ahKCUPOBAHO.

MHOPOPMALUA ONA 3AKA3A

TABJIULA 2: miniARM® AQAINTEP AJ15 QOCTYIA 3AKA3 NMPOAYKLUN

3AKAS MPOOYKT OlMNCAHVE

_ REF | 080670 | . iarm® AganTep ansiocTyna 1 KopoGka

multiSTATION™ System

i REF 100034 4 1 Kopobka

Jlomok dns

Lig cmepunusayuu*
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The multiSTATION™ System:
miniARM® CANNULA ADAPTER KIT
TeCh nclogy G u |de [1i] READ THIS PRODUCT INSERT THOROUGHLY BEFORE USE

—_

4
N

. miniARM® Cannula Adapter
. Rotation Dial

. Cannula Latch
. Locking Lever
. miniARM® Cannula ]

. Cannula Ring [
—
. Obturator Depth Stop =
. miniARM® Obturator b= ;

ONOO OB WN =

_

FIG. 1: miniARM® CANNULA ADAPTER KIT ‘S‘SOLUT'ONS

DEVICE DESCRIPTION:

The miniARM® CANNULA ADAPTER KIT (FIG. 1) attaches to the M55™ RIGID
miniARM® HOLDER or the M45™ CLICK RELEASE™ miniARM® HOLDER. The
miniARM® CANNULA ADAPTER KIT has a miniARM®cannula adapter 1 that slides over
the quick connect post of the miniARM®Holder and locks into place with the locking
lever 4. A miniARM®cannula 5, for use with compatible endoscopes, fits into the
miniARM®cannula adapter, which has a cannula latch 3 that secures the cannula. When
depressed, the cannula latch releases the cannula. A miniARM®obturator 8 is placed
into the proximal cannula opening to enable the cannula to be passed through tissue
exposed by a skin incision. After the miniARM® obturator is removed, a scope may be
placed into the cannula and held in place with the movable cannula ring 6. A rotation dial
2 enables the cannula and scope to be rotated as desired.

INDICATIONS FOR USE:
The miniARM® CANNULA ADAPTER KIT is indicated for use by surgeons to hold
instruments in a fixed position for a period of time.

Page 1
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miniARM® CANNULA ADAPTER ASSEMBLY AND POSITIONING

The miniARM® cannula adapter may be attached to the
holder to a miniARM® RAIL CLAMP.

miniARM® HOLDER either before or after attaching the

/
1 SLIDE . - t:j__i-].._ 1. SLIDE the adapter onto the quick connect post of
Do G ) (Y. (R o = S ; ; ;
U i # |_ ‘|_ Lo = Q) | | | ’L' G the holder Wh.'l.e the locking lever is rotated to the
=" || unlocked position.
N =1}
4 )
2 ROTATE i \ . 2. ROTATE the locking lever to the locked position
S vt )T, : } : to secure the adapter onto the holder.
\ . > =L _
4 N
3 POSITION | SN
= am@éd—; f \\';"."u:f 3. POSITION the adapter so that the word
== t 2 “SURGEON is facing the user.
\ b '__ e /
4 . A
4 wsert Elr——= £ |
()] ) 4. INSERT the cannula from the “SURGEON” side
&.h until it is fully seated and secured by the cannula
latch.
\ J
/ NOTE: cannula should be fully seated If a gap is visible, cannula is NOT fully seated \
— 7 \ =
o ;yjrl UE
l,r"'f | - \".
7 A N
N ’ "F' | J
miniARM® OBTURATOR USE
4 )
1 rROTATE
Gap in 1= 1. ROTATE the cannula ring clockwise until the
cannula ring gap in the cannula ring aligns with the notch in
N . the cannula.
otch in
\_ cannula /)
2 INSERT
ob — 7 2. INSERT the obturator into the cannula with the
de tt;lr;g)r - - obturator depth stop passing through the gap in
P P : the cannula ring into the notch in the cannula.
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miniARM® OBTURATOR USE (continueizl):

(" 3 securEe

\_

ENDOSCOPE USE:

1 roTATE

Gapin_r1—2
cannula ring

4;:"/ Cannula
- ring

Notch in
cannula

\
4 2 INSERT

)
<

\
>

3 secure

AN

4 4 RoTATE

AN

M= W Prevent
=i rotation

Enable
rotation

AN

3. SECURE the obturator in the cannula by
rotating the cannula ring counter-clockwise over
the obturator depth stop.

1. ROTATE the cannula ring clockwise until the
gap in the cannula ring aligns with the notch in
the cannula.

2. INSERT the endoscope into the cannula
with the light post passing through the gap in
the cannula ring into the notch in the cannula.

3. SECURE the endoscope in the cannula by
rotating the cannula ring counter-clockwise
over the light post.

4. ROTATE the endoscope with the cannula
rotation dial to achieve desire viewing
orientation.

5. PULL the rotation dial toward surgeon side
to lock the rotation dial; push the rotation dial
away from the surgeon side to unlock the
rotation dial.
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REMOVAL AND CLEANUP
This process may be made easier by having the miniARM® HOLDER locked while handling.

~

K’ ROTATE

1. ROTATE the cannula ring clockwise until the
gap in the cannula ring aligns with the notch in
the cannula to release the obturator or
endoscope.

%
<

/2 REMOVE

2. REMOVE the obturator or endoscope.

AN

3 REMOVE

3. REMOVE the cannula by pressing the cannula
latch and pulling the cannula out of the adapter.

N\
AN

4 rRoTATE

4. ROTATE the locking lever to the unlocked
position.

nY
AN

5 pETACH

5. DETACH the adapter by sliding it off the holder’s
quick connect post..
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miniARM® CANNULA ADAPTER KIT REPROCESSING

» Disassemble and clean the device immediately after use. Do not allow a soiled device to dry.

+ The device is not validated to be cleaned or sterilized with the adapter, obturator, or cannula still assembled.
« Cleaning agent used in validation: Steris Prolystica® 2X (enzymatic, neutral pH).

»  Perform the final rinse using only freshly prepared purified water/highly purified water.

* Never use metal brushes or steel wool for cleaning.

» Prepare and reprocess any holder or rail clamp according to each device’s instructions for use.

1. Disassemble and clean device immediately after use.
POINT OF USE 2. Do not allow soiled devices to dry.

‘ 1. Rotate the cannula ring clockwise until the gap in /

the cannula ring aligns with the notch in the cannula
to release the obturator or endoscope.
(FIG. 2)

2. Remove the obturator or endoscope (FIG. 3)

3. Remove the cannula by pressing the cannula
latch and pulling the cannula out of the adapter.
(FIG. 4) \_Fl&.2

PREPARATION
4. Rotate the locking lever to the unlocked position and
slide the adapter off the quick connect post. (FIG. 5).

‘ 1. Soak in enzymatic, neutral pH cleaning solution for a
minimum of 5 minutes. Refer to detergent manufacturer’s

instructions for temperature and concentration.

2. Use a plastic-bristled brush to thoroughly scrub the
device’s exterior surfaces, paying special attention to
the following:

a. Cannula adapter attachment opening (FIG. 6)
MANUAL b. Length of cannula lumen (FIG. 7)

PRE-CLEANIN
¢ G 3. Rinse with warm water for a minimum of 2 minutes. \ FIG. 6 /

4. Proceed with one of the two required cleaning options:
ultrasonic or automated.

b.—

FIG. 7
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miniARM® CANNULA ADAPTER KIT REPROCESSING (continued)

i

ULTRASONIC
CLEANING

—1 OR

AUTOMATED
CLEANING

LUBRICATION

1. Clean in ultrasonic bath with enzymatic, neutral pH cleaning solution for a minimum of
15 minutes. Refer to detergent manufacturer’s instructions for temperature and
concentration.

2. Rinse with warm water for a minimum of 4 minutes. To ensure a complete rinse, use a
clean plastic-bristled brush to scrub the device.

1. A washer-disinfector with fundamentally approved efficiency (e.g., according to EN ISO
15883) is required and it must be properly installed, qualified, and regularly subjected to
maintenance and testing.

2. Load the device into the washer-disinfector. Avoid contact between devices and arrange
to allow for proper drainage.

3. Operate the washer-disinfector cycle with an additional rinse cycle.
NOTE: The sterilization tray is NOT designed for cleaning devices. It must be processed

separately. The tray is only intended for sterilization, transport, and storage of reusable
instruments. For more tray information, see the sterilization tray instructions for use.

1. Apply instrument lubricant mixed to manufacturer’'s recommendations to prolong
instrument life by submerging the entire device in the lubricant for a minimum of 30
seconds. If the hospital washer-disinfector has a lubrication cycle, this can be used instead
of manual lubrication.

NOTE: LSI has validated the use of Weiman® Instrument Lubricant on this device. Other
instrument lubricant brands have not been tested and performance and results cannot be
guaranteed.

INSPECTION

1. Carefully inspect the device to assure that all visible soil has been removed. Generally,
unmagnified visual inspection under good light conditions is sufficient. Particular attention
should be paid to the following locations (FIGs. 6 & 7 on previous page): cannula adapter
attachment opening; length of cannula lumen. Repeat cleaning process if soil is detected.

2. Visually inspect the device for mild or excessive corrosion. If corrosion is present,
discontinue use of the device in surgery, but complete reprocessing.

3. Visually inspect the device for damage. If parts are damaged, discontinue use of the
device in surgery, but complete reprocessing.

4. Perform a functional check for adequate device locking and release (refer to pages 2-3).

4
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miniARM® CANNULA ADAPTER KIT REPROCESSING (continued)

‘ 1. Confirm that all components are present. If using a sterilization pouch, place one
disassembled device (cannula adapter, cannula, and obturator) in its own individual pouch.
If using a sterilization tray, read the sterilization tray instructions for use before proceeding.
See FIG. 8 and FIG. 9 for placement of components in tray. Ensure that the sterilization
tray has been cleaned according to the sterilization tray instructions for use.

PACKAGING 2. Package the device according to TABLE 1 below. The barrier system for sterilized
reusable instruments should meet the following requirements:

+ 1SO 11607-1

» Suitable for pre-vacuum steam sterilization

» Appropriate for medical use

» Grade appropriate for weight of loaded tray per sterilization tray instructions for use
and facility procedures

Tl EEENEEEEEEE
EIEE EEEEEN '
AEREN EEEEEER
EEEN L)
1 =Tl
EEEEEESE e |
EEEEERE .
SEEEEEER
EEEEEES "
\ SEEEEEE
, ~ EEEEEES EEE
' SEEENENEEEE EEEEE |
| N\ LB B B B I I I [ e — e ......... !
FIG. 8 FIG.9
1. The device must be properly cleaned prior to sterilization.
2. Perform sterilization cycle according to TABLE 1:
TABLE 1: miniARM® CANNULA ADAPTER KIT Sterile Packaging and Processing
Moist heat (steam) . Immediate Use
L Moist heat (steam) S
sterilization L ; Steam Sterilization
Method according to sterilization according according to
ANSI/AAMI ST79 to ANSVAAMI ST79 ANSI/AAMI ST79
multiSTATION™
Container System Sterilization | No tray No tray
STERILIZATION Tray P/N 100034
Cvcle Pre-vacuum Pre-vacuum Pre-vacuum
y (Pre-vac) (Pre-vac) (Pre-vac)
. 2-layer .
Packaging polypropylene wrap Pouch No packaging
132°C (270°F) 132°C (270°F) 132°C (270°F)
Temperature . . .
(minimum) (minimum) (minimum)
E;('::sure 4 minutes (minimum) | 4 minutes (minimum) | 4 minutes (minimum)
Dry Time 65_m_|nutes 25 minutes (minimum) | N/A
(minimum)
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miniARM® CANNULA ADAPTER KIT REPROCESSING (continued)

‘ Device(s) processed by immediate use sterilization should be transferred immediately,
using aseptic technique, from the sterilizer to the point of use.

Refer to ANSI/AAMI ST79, Comprehensive Guide to Steam Sterilization and Sterility
STERILIZATION Assurance in Health Care Facilities.

(continued) The miniARM® CANNULA ADAPTER KIT has been validated to 20 reprocessing cycles.
The useful lifespan of a surgical instrument is largely dependent on the care and handling
of the instrument. Careful inspection and functional testing of the instrument should be
used to determine the end of its serviceable life.

1. During storage, ensure the device remains in a sterile condition ready for reuse.
STORAGE 2. Shelf life is dependent on the sterile barrier employed, storage manner, and
environmental and handling conditions.

CONTRAINDICATIONS

. This device is not intended for use except as indicated.

WARNINGS

. Federal law restricts this device to sale, distribution and use by, or on, the order of a physician.

. Read and become familiar with all instructions, warnings, and cautions before using this product.

. The miniARM® CANNULA ADAPTER KIT shall be used in accordance with these instructions for use.

. Improper use of the device may cause serious injury. In addition, improper care and maintenance of the device

may render the device non-sterile prior to patient use and may cause serious injury to the health care provider or
the patient.
When using the miniARM® CANNULA ADAPTER KIT, patients must be immobilized or anesthetized.
Discontinue use of the miniARM® CANNULA ADAPTER KIT when the patient is moving or being moved.
Surgical or endoscopic procedures should be performed only by physicians having adequate training and
familiarity with relevant techniques and anatomy. Medical literature relative to techniques, complications, and
hazards should be consulted prior to use.

. When using the miniARM ® cannula/obturator, an insufficient skin incision may cause increased penetration force
which may reduce the surgeon’s control during entry.

PRECAUTIONS
. The device is packaged as non-sterile. Clean and sterilize prior to use.
. If there are any variations between these instructions for use and your facility’s policies and/or your

cleaning/sterilizing equipment manufacturer’s instructions, those variations should be brought to the attention of
the appropriate responsible hospital personnel for resolution before proceeding with cleaning and sterilizing
your device.

. Use of a miniARM® CANNULA ADAPTER KIT for a task other than what it is intended for can result in a
damaged or broken device.

. Prior to use, inspect the miniARM® CANNULA ADAPTER KIT to ensure proper function and condition. Do not
use the device if it does not satisfactorily perform its intended function or if it has physical damage.

. Surgical instruments vary between manufacturers. Before instruments and accessories from different
manufacturers are employed together in a procedure, verify compatibility and ensure electrical isolation or
grounding are not compromised.

Avoid mechanical shock or overstressing the miniARM® CANNULA ADAPTER KIT.

Always use caution when inserting or removing devices through the cannula. Lateral pressure on a cannulated
instrument during removal can damage the working tip and/or shaft of the device. Be sure the tips are closed

and the device is pulled straight out until completely clear of the cannula.

Only the cleaning and sterilization processes which are defined within these instructions for use have been validated.
Store at room temperature.

ADVERSE REACTIONS
No documented adverse reactions.
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TABLE 2: miniARM® CANNULA ADAPTER KIT PRODUCT ORDERING

Sterilization Tray*

REORDER PRODUCT DESCRIPTION
miniARM® CANNULA
-— 080415 ADAPTER KIT 1 Shelf Box
100034 multiSTATION™ System 1 Shelf Box

wad

SI\SOLUTIONS®

LSI SOLUTIONS, Inc.

7796 Victor-Mendon Road

Victor, New York 14564 U.S.A.
Phone: +1 585.869.6600

Customer Service: +1 866.575.3493
Technical Support: +1 866.428.9092
Fax: +1 585.742.8086
www.Isisolutions.com

Patents: www.Isisolutions.com/patents

* The multiSTATION™ System
Sterilization Tray is
manufactured by Summit
Medical, 815 Vikings Parkway,
Suite 100, St. Paul, MN 55121
US.A.

[MADE IN THE USA]

This Prodact Comes
with eur LS SOLUTIONS®
I’('!ft‘('l Perﬁmnanvc Prrllqr'

Call us a1 8665753493 any time.

[T & ®

Symbol Glossary:

www.Isisolutions.com/symbols

The LSI logo, LSI Solutions, Multistation, Miniarm, M45, Click
Release, M55 and Perfect Performance Policy are registered
trademarks and trademarks of LS| SOLUTIONS®.

Copyright © 2021, LSI SOLUTIONS®. All Rights Reserved.

Prolystica is a registered trademark of Steris. Weiman is a registered trademark of PurposeBuilt Brands. Use of these names, trademarks and brands does not imply endorsement. All company,
product and service names used in this technology guide are for identification purposes only.
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Cucmema multiSTATION™ : miniARM® kaHronsi 8 Habope

TeXHonorMLIeCKoe Dﬂ MEPEQ MUCIMOJNIb3OBAHNEM BHUMATEJIbHO MPOYTUTE BKINAQbIL K

N3OENUIO

PYKOBOACTBO ¢

—_

4
N

. MiniARM® ApganTtep Ans KaHwonm
. MoBOpOTHLIN perynaTop

. 3allernka KaHonm

. Pbluar 6nokunpoBkm

. MiniARM® KaHtonst 8
. Konbuo kaHtonu

. OrpaHuunTens rmybuHbl 06TypaTopa =

. MiniARM® O6TypaTtop

ONOO TR~ WN -

— _
PUC. 1: miniARM® kaHtons B Ha6ope OMMUCAHUE IS\ SOLUTIONS®

YCTPOMUCTBA: . .
KaHtons B Habope miniARM® (PUC. 1) kpenutca k. JEPXATEJTHO miniARM®

M55™Rigid unn JEPXKATEJTKO miniARM® M45™ CLICK RELEASE™. kaHtons B
Habope MiniARM® BkntoyaeT agantep KaHionm miniARM® 1, KoTopbln HageBaeTCs Ha
WTbipb BbICTpPOro coeanHeHunsa gepxatens miniARM® u dukcnpyeTcs Ha mecTe ¢
nomMoLubio omkeupytrowlero poldara 4. Kaniona miniARM® 5, npegHa3HavyeHHas ans
NCNOfb30BaHNS C COBMECTUMbIMUM 3HOOCKOMaMK, ycTaHaBnMBaeTCcs B AganTtep KaHomnm
MiNiIARM® c 3awienkon kaHonm 3, onKcuMpytowen kaHosnto. lNpu HaxaTtnmn 3awlernka
KaHionn ocsoboxaaeT kaHtosnto. O6Typatop miniARM® 8 nomeluaeTca B
NpoKCMMaribHoe OTBEPCTUE KaHIMN, YTODObI 06eCcneyYnTb BO3MOXHOCTb MPOXOXKAEHUS
KaHIONN Yyepes TKaHb, OOHaXXeHHYI0 Yepes paspes Koxu. Nocne Toro, kak o6TypaTop
MiniARM® yganeH, 3H4OCKON MOXXHO NMOMECTUTb B KAHIOMNIO U yAepXnBaTb Ha MecTe C
NOMOLLbIO MOABWXHOMO KOSbLa KaHomn 6. NoBOPOTHLINM ANCK 2 NO3BOMSET BpallaTb
KaHHOMH0 M 3HOOCKOM NO XeNaHuio.

NOKA3AHUA K NPUMEHEHUIO:
MiNiIARM® kaHtons B Habope npegHasHavyeH Ansa UCnofib30BaHUS XMpypramu ans
yOoepXXaHna UHCTPYMEHTOB B (PUKCUPOBAHHOM MOSIOXKEHUN B TeYEeHUNe

ornpeaeriedHHoro rneonona BpemMeHN. Crpanuua 1
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MOHTAX U YCTAHOBKA AOANTEPA KAHIOJIN miniARM®

Adanmep kaHrou minifARM® moxxem 6bimb npukpenneH Kk depxxamesnto miniARM® nubo do, nubo rnocne

npukpenrnneHusi Oepxxamens Kk miniARM® RAIL CLAMP.

-

1 HAQEHBTE <, . ) t:f__i-].. 1. HageHbTe agantep Ha 6bICTpopasbeMHoe
|jll,:lf t' Y ioemn @ (. { ——| coeanHeHue fepxaTens, NOBEPHYB pbiyar
ey ] — '| E | dwmkcaumum B pa3brnokMpoBaHHOE NOMNOXeHMe.

N i |
4 )
2 I'IOBEPHM'I:_E__ — = \_ ) 2. [NoBepHUTE pblvar omkcaunm B
't[:j_ji_"_,j T ke S | ! } 3abnoK1POBaHHOE MOMOXeHNe, YTOBbI 3aKpenuThb
L e O | | \
- | b - afjanTep Ha aepxarene.
. — %
4 N
3 PACMIONOXKHUTE ™
A 3. PACIMNOJIOXKUTE agantep Tak, 4tobbl
i cnoo «XWPYPI» 6binio obpalleHo K
\ ) monk3oBarero.
4 . )
Elir——=_ [
| ) 4. BCTABBTE KaHiomio co cTopoHsl «XVPYPT Ay
[‘ [10 TEX Mop, NOKa OHa NOMHOCTbIO HE CAAET U He
4 BCTABBTE 3ahmKkcmpyeTca 3aLenkon KaHinu.
S J

NMPUMEMYAHME: kaHonAa AonmkHa ObITh
MOMTHOCTbLIO Moca)eHa

B S )

>

Ecnu BuaeH 3a3op, kaHonsa nocaxeHa HE nonHocTbi0

—

\. :

/
1 NOBEPHUTE .
3asopB L

KonbLie KaHnm

Bblemka
\_ KaHrosne
/ _|
2 BCTABBTE L |
)
OrpaHMHMTeﬂﬁ' 3
rny6uHbI TS PQ J{Td
O6Typatopa "~ “H’
yp p \‘;E_f;:‘_;:}i'a

AN

1. MOBEPHWTE konbLO KaHOMM No 4acoBOW
cTpenke oo Tex nop, noka 3a3op B KOmbLe
KaHIoMNM He COBMECTUTCH C BbIEMKOW Ha KaHtore.

2. BCTABbLTE ob6TypaTop B KaHoM0 Tak, YToobI
orpaHuuyuTens rnybuHbl 06TypaTopa Nnpoxoaun
Yyepes 3a30p B KOSbLE KAHIONN B BbIEMKY
KaHonun.

CrapHuua 2




UCMNOJIb3OBAHUE OBTYPATOPA min\iARM® (npoaosmxeHune):

(" 3 3akPENUTE B

\_

UCMNMOJIb3OBAHUE SHOOCKOINA:

/1T NOBEPHUTE ~

3asop B >
KonbLe ~k

KaHKMn

Bbiemka
KaHtone

4;:'/ Konbuo

KaHtonmn

\
4 2 BCTABbTE =
£
CBeTOBOW HOCT%‘MH

)
<

\
>

AN

AN

88}

|

MpenoTepalleHue
BpaLleHus

MpepoTBpalleHne
BpaLleHus

AN

J

3. BAKPEIUTE obTypatop B kaHtone,
NMOBEPHYB KOMbLO KaHKMM NPOTUB YacoBOM
CTPEenkKn Hag orpaHnyanTenem rnyoumHbl
obTypatopa.

1. MOBEPHUTE konbLO KaHONW N0 YacoBOW
CTperke oo Tex nop, Noka 3as3op B KoribLe
KaHIOMN He COBMECTUTCS C BbIEMKOW Ha
KaHtone.

2. BCTABbBTE 3sHOockon B KaHOMO Tak,
YTOObLI CBETOBOW LUThIPb NPOLUEN Yepes
3a30p B KOJSbLiE KaHIMM 1 nonarsn B BblEMKY
KaHonu.

3. SAKPENWUTE sHgockon B KaHtone,
MOBEPHYB KOJbLIO KaHKOMM NPOTUB YaCcoBOW
CTPEenKu Hag OCBETUTENbHbLIM LUTLIPEM.

4. [TIOBEPHUTE the endoscope with the
cannula rotation dial to achieve desire
viewing orientation.

5. MOTAHWUTE guck BpalweHus B CTOPOHY
Xupypra, 4Tobbl 3adonKCMpoBaTb ANCK
BpaLlLleHNs; OTOABUHbTE ANCK BpaLleHUs B
CTOPOHY OT XMpypra, 4tobbl pa3bnokMpoBaTtb
OVCK BpaLleHus.

CtpaHuua 3



U3BJIEYEHUE N OYUCTKA

OTOT npouecc MOXHO ynpocTuTb, 3abnokmposas JEP>KATEJIb miniARM® Bo Bpemsa paboTbl.

4I'IOBEPHM TE

~

%
<

3 ypanute

AN

N\

4 noBEPHUTE

AN

nY

5 orcoeguHuTE

AN

1. MOBEPHUTE konbLO KaHiONM NO 4YacoBOW
cTpernke 4o Tex nop, Noka 3a3op B KObLie
KaHIONM He COBMECTUTCS C BbIEMKOM Ha
KaHtone, 4Tobbl ocBO6OAMTEL OOTYpaTOp NNK
3HO0CKOM.

2. YOAJIUTE obTtypatop unu aHAoCcKon.

3. YOAJIUTE kaHtonto, HaXxaB Ha 3aLlenky
KaHIOMM 1 BbITALLMB KaHIOMO N3 aganTepa.

4. MOBEPHWUTE cukcupytowuin pelyar B
pa3broKMPOBaHHOE NOSOXEHUE.

5. OTcoegmHuTe aganTep, CABUHYB €ro C
ObICTPOPA3LEMHOIO COEAVHEHMUS AepXKaTens.

CrpaHuua 4



miniARM® kaHtonsa B Habope NOBTOPHAA OBPABOTKA

» Pasbepute 1 04MCTMTE YCTPOMCTBO Cpasy Mocre Mcronb3oBaHusl. He nossonsiTe sarpg3HEHHOMY YCTPOMCTBY BbICOXHYTb.

* YCTPONCTBO He CEPTUDMLMPOBAHO AN OUYUCTKN UMK CTEPUNM3ALIMK C YCTAHOBMNEHHLIMY aAanTepoM, 06TypaTopoM Unu KaHonen.
* YucTsllee cpeacTBo, ucnonb3oBaHHoe npu Banuaaummn: Steris Prolystica® 2X (dbepMeHTaTUBHbIN, HEWTpanbHbIn pH).

. ,D,J'IH OKOH4YaTeJIbHOIro onoJlaCknBaHuda I/ICI'IOJ'Ib3yI7ITe TOJ1bKO CBEXEenpuroToBreHHy Ol-lVILIJ,eHHyIO/BbICOKOO‘-II/ILIJ,eHHyIO BoAOy.

» Hukorga He ncnonb3ynte Ans YACTKM METaNIMYECKME LETKM UIN CTaslbHY0 MoYarky.
* MNMoaroTtoBbTe N 06paboTaiTe NtoGoN Aep)KaTenb UMK 3aXKMM penbca B COOTBETCTBUUN C MHCTPYKLMSIMU MO SKCMyaTauum Kaxaoro

YyCTpOKCTBA.

MECTO
NCnoJib AHUA

1. Pa3bepute n ounctute ycTponcTeo cpasy nocne UCrnosnb30BaHus.
2. He ponyckanTe BbICbIXaHWS 3arpsi3HEHHbIX YCTPOWCTB.

NOoAroToBKA

1. lNoBopaunBanTe KOMbLO KaHM No 4acoBomn /
CTpenke Oo Tex nop, noka 3a3op B KOMbLE KaHIOMNN
He COBMECTUTCS C BbIEMKOW Ha KaHone, YTobbl
ocBoboauTb 00TypaTop UNn SHAOCKOM.

(PUC. 2)

2. CHnmunTte obTtypatop unu sHgockon (PUC. 3).

3. CHUMUTE KaHIoMto, HaXKaB Ha KaHIoNo.

3allenKky 1 BbiTallMTe KaHomM 13 agantepa.

(PUC. 4)

N

4. MNoBepHUTE PUKCUPYIOLUIA pbivar B
pa30bnoKNpoBaHHOE NOMOXEHUE U CHUMUTE aganTep
CO CToVikKM BbicTporo nogkntoveHus. (PUC. 5).

PYYHAA
NMPEABAPUTE
JNIbHAA
OYUCTKA

1. 1. 3amoumnTe B hepMEHTATUBHOM YUCTSLLIEM pacTBOpE
C HeuTpanbHbiM pH MUHUMYM Ha 5 MUHYT. VIHbopMaLmio

0 TeMnepaTtype U KOHLEHTPALMN CM. B MHCTPYKLMSAX
npon3BoauTENs MOLLIEro CpeacTBa.

2. TwaTenbHO OYNCTUTE BHELLIHME NOBEPXHOCTU
YCTPOWCTBA LLUETKON C NIacTUKOBOM LLETUHOW, YAenss
0cob0e BHMUMaHue cnegyoLemy:

a. OtBepcTne anga kpennenus agantepa kaHwonu (PUC.
6)

©. [nuHa npoceeTa kaHtonu (PUC. 7)

3. MNpomoiiTe Tennon BOAOW HE MEHee 2 MUHYT.

4. MpucTynuTe K OQHOMY U3 ABYX HEOBX0ANMBIX
BapuaHTOB OYMCTKM: ultrasonic or automated.

b.—

PUC.7

CrpaHuua 5



miniARM® kaHtonsa B Habope NNOBTOPHAA OBPABOTKA
(npoaomxeHune)

1. Clean in ultrasonic bath with enzymatic, neutral pH cleaning solution for a minimum of
15 minutes. Refer to detergent manufacturer’s instructions for temperature and
YNbTPA3BYKOBAS concentration.

OUYUCTKA
2. Rinse with warm water for a minimum of 4 minutes. To ensure a complete rinse, use a
clean plastic-bristled brush to scrub the device.

— WUIn

1. TpebyeTca cTMpanbHO-A4e3nHMULMPYIOLLAas MalluHa ¢ oyHAAMEHTANBbHO
NnoATBeEPXAEHHOM adheKkTUBHOCTLIO (Hanpumep, B cootBeTcTBMU C EN ISO 15883),
KOTOpas JoImkHa ObITb NpaBUITbHO YCTaHOBIEHA, cepTudmumMpoBaHa 1 perynsipHo
noAaBepraTbCsi TEXHUYECKOMY 0BCYXKMBAHUIO U UCMbITAHUSM.
2. 3arpysuTe yCTPOMCTBO B CTUPanbHO-AE3NHAULMPYIOLLYIO MawnHy. N3berante KoHTakTa
ABTOMATU3UPO| | mexay ycTpoiicTBamm 1 obecneysTe Haanexalluii ApeHax.
BAHHAA 3. 3anycTtuTe UUKN cTUpanbHO-Ae3NHPULMPYIOLLIEN MaLLWHBI C AONOMHUTENbHBIM LIUKIIOM
OUYUCTKA MONOCKaHus.
MPUMEYAHWME. CtepunuaaumoHHbin notok HE npegHasHaveH Ans o4ncTkn ycTporcTB. Ero Heobxoanmo
O6paGaTblBaTb oTAes1bHO. JloTok npegHasHa4yeH ToNbKo And ctepunmsaunmn, TpaHCnopTUPOBKN U XpaHEHUA

WHCTPYMEHTOB MHOrOPa3oBOro UCMorb30BaHust. JoNoNHUTENBHYO MHGOPMALMIO O NIOTKax CM. B
VHCTPYKLMSIX MO UCMOSIb30BAHWMIO JIOTKOB Af1S CTEPUnMU3aLimm.

1. HaHecuTe cma3Ky MHCTPYMEHTa, CMELLAHHY B COOTBETCTBUM C pEKOMeHAauMsaMm
nponseoguTens, 4Tobbl NPOAIUTL CPOK CMY>XObl MHCTPYMEHTA, MOTPYy3nB BCE YCTPOWCTBO B
cMasky MuHuMyMm Ha 30 cekyHa. Ecnu B 60NbHUYHOM CTUPanbHO-AE3MH(ULMPYIOLLEN
CMA3bIBAHUE MalUMHe NpeayCMOTPEH LMKIT CMasKku, ero MOXHO MCMOSb30BaTb BMECTO PYYHOW CMa3Ku.
MPUMEYAHUE. KomnaHusa LS| noaTeepauna ucnonb3oBaHne CMa3oqHOro matepuana
ans nHctpymeHToB Weiman® Ha 3Tom ycTporcTBe. [pyrne mapkm CMasouHbIX
MaTepuanoB AN MHCTPYMEHTOB HE TECTUPOBANMUCh, MO3TOMY NPOM3BOANTENBHOCTb U
pe3ynbTaTtbl HE MOTYT ObITb rapaHTUPOBaHbI.

1. BHMMaTenbHO OCMOTPUTE YCTPOWCTBO M y6eamTech, YTO BCe BUAMMbIE 3arpsa3HeHust yaaneHsl. Kak
NpaBunIo, AOCTaTO4HO BU3yarnbHOro ocmMoTpa 6e3 yBennyeHus npu xopoluem ocselleHnm. Ocoboe
BHMMaHue cnenyeT obpatutb Ha cneagytowmne mecta (PUC. 6 1 7 Ha npeabiayLLen cTpaHuLe): OTBEPCTH
nns KpenneHus aganTtepa KaHmnmu; AnvHa NnpoceeTa kaHnu. MNoBTopute Npouecc O4YnUCTKN, eCnn
obHapyxeHa rpssb.

2. BusyanbHO oCcMOTpUTE YCTPOWUCTBO Ha Hannune nerkon unm YypesmepHom kopposun. MNpu Hanuumm
NMPOBEPKA KOppo3un npekpaTuTe NCMofib30BaHUE YCTPOWCTBA B XMPYPrMYECKNX onepaumsax 1 3aBepLumre
MOBTOPHYO 06paboTKy.

3. BudyanbHO ocMOTpUTE YCTPOMCTBO Ha Hanuune noBpexaeHuin. Ecnv getanu noBpexaeHsl,
npeKkpaTuTe UCNOMb30BaHNE YCTPOWNCTBA B XMPYPrMYECKMX onepaumsx 1 3aBepLumMTe NOBTOPHYHO
06paboTky.

4. BbiMonHWTE OyHKUMOHaNbHY NPOBEPKY Ha NpPeAMEeT afeKBaTHOW GITOKMPOBKU 1 pa3brioKMpOBKM
YCTPOWCTBA (CM. CTpaHuLbl 2—3).

[0
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miniARM® kaHionsa B Habope MOBTOPHAA OBPABOTKA
(npoaonmxeHue)

1. Y6egutech, 4TO BCE KOMMOHEHTLI NPUCYTCTBYHOT. [1py CNONb30BaHWM CTEPUNU3ALMOHHOTO NakeTa
nomMecTuTe 0fHO pa3obpaHHOe YCTPONCTBO (aganTep KaHmMuM, KaHmio 1 06TypaTop) B OTAENbHbIN
nakeT. MNpu cnonb3oBaHUM NoTKa ANs CTEPUNU3aLMM NPOYUTANTE UHCTPYKLMIO MO MCMONb30BaHMIO
noTKa Ang ctepunusauun, npexae Yem npoformknte. Cum. dour. 8 u cour. 9 ans pasmelLeHns
KOMMOHEHTOB B NOTKE. Y6eanTech, YTO CTEPUITM3ALMOHHBIN NOTOK Obin OYULLEH B COOTBETCTBUN C
WHCTPYKLUMAMU NO UCMNOMb30BaHNIO CTEPUNN3ALIMOHHOIO NOTKa.

2. Ynakymnte yctpouctso cornacHo TABJITULE 1 Huxe. BapbepHas cuctema ans cTepunm3oBaHHbIX
MHOropasoBbIX MHCTPYMEHTOB [OJKHA OTBEeYaTh criefyowmum TpeboBaHusM:

* NCO 116071

* MNoaxoauT Ans npegBapuTENbHOM BakyyMHON CTEPUNMU3ALIMN NapoM.

* MoaxoauT Anst MeAULIMHCKOTO UCMONb30BaHWS.

» Knacc cooTBeTCTBYET BECY 3arpy>KEHHOro N10TKa B COOTBETCTBUM C UHCTPYKLMAMU MO
NCMNONb30BaHMIO CTEPUNU3ALMOHHOrO NTOTKa M Npoueaypamu Ha npeanpusTum.

YNAKOBKA

IEEEEEE

1. Nepepn cTepunusaument yCTpONCTBO AOIMKHO ObiTb Haanexatumm obpasomM OuULLEHO. 2.
BbinonHuTe umkn ctepununsauumn B cootsetcteum ¢ TABJTIMLEN 1:
TABJITMUA 1. miniARM® «kaHions B Habope CtepunbHas ynakoBka u obpaboTka

Crepunusauus Maposas cTepunusaums
BraXHbIM TeniomMm CTepVIJ'IVI3aL|,I/IF| BlIaXHbIM HemMeareHHoro

MeTtop (napom) B Tensnom (napom) 8 MCMOMb30BaHNS B
cooTBeTcTBUM ¢ ANSI/ cootseTcTaUn ¢ ANSI/ cootBeTcTBUM ¢ ANSI/AAMI
AAMI ST79 AAMI ST79 ST79
multiSTATION™

KoHTelHep System Sterilization Be3 nogHoca Be3 nogHoca

Likn MpenBaputenbHoe MpepBaputensHoe MpegBaputensHoe
BaKyyMupoBaHue BaKyyMnpoBaHue BaKyyMupoBaHue

[iByxcrnomnHas

YnakoBka nonunponuneHosas nnexka | 4€xon bes ynakoBku
132°C (270°F) 132°C (270°F) 132°C (270°F)

Temnepatypa
(MUHUMYM) (MUHUMYM) (MUHUMYM)

Bpems 4 MyHYTbI (MUHUMYM) | 4 MUHYTBI (MUHUMYM) | 4 MUHYTBI (MUHUMYM)

BblAEePXKU
65 MUHYT

25 MUHYT (MUHUMYM N/A
Bpems CyLuKu (MUHMYM) S MUHYT ( ym) /

CtpaHuua 7




miniARM® kaHtona B Habope NNOBTOPHAA OBPABOTKA (npoaonxeHue)

WN3penusa, obpaboTaHHble METOAOM CTEpUNMU3aLmMm HeMeaneHHoro NCNonb3oBaHus,
OOIMKHbI OblITb HEMEANEHHO NepeHeceHbl ¢ cCObNIDAEHMEM acenTUYECKNX Mep U3
cTepunusaTopa B MECTO MCMOMb30BaHUS.

Cm. ANSI/AAMI ST79, «KomnnekcHoe pykoBOACTBO NO CTepunusaLmnm napom u
STERILIZATION obecneyeHmnto CTEPUITBHOCTU B MEOULIMHCKUX YYPEXOEHUAXY.

(continued) miniARM® kaHtonsi B Habope npoLuen Banuaaumio Ha 20 umknoB 06paboTku. Cpok
cnyx6bl XMPYypPruyeckoro MHCTPYMEHTa BO MHOTOM 3aBUCUT OT yYXo4a u obpalleHus ¢
HUM. [INst onpegeneHns OKoOHYaHus cpoka cnyxobl npnbopa cnegyeTt NpoBecTH
TLWATenNbHbIA OCMOTP M (PyHKLIMOHANbHbIE UCNbITaHUs Npubopa.

1. . Bo Bpemsi xpaHeHus ybeamTech, YTO yCTPOMUCTBO OCTAETCS B CTEPUINIBHOM COCTOSIHUM
1 FOTOBO K MOBTOPHOMY MCMOMb30BaHMIO.

XpaHeHue 2. CpOK rofjHOCTM 3aBUCUT OT UCMNOMNL3YEMOro CTepunbHOro 6apbepa, cnocoba xpaHeHus,
a Takke yCIoBU OKpYXXatoLLen cpeapbl 1 0bpaLleHus.

NMPOTUBOMNOKA3AHUA
. OTO YCTPOWCTBO He npefHa3Ha4eHo Af1s UCNOMb30BaHNSA, KPOME Kak B COOTBETCTBUM C

yKasaHUaMMU.
NPEOAYNPEXOEHUA
» ®efepanbHbI 3aKOH OrpaHMyYnBaEeT NPoaaxy, pacnpoCTPaHEHUE N UCMONb30BaHME 3TOMO YCTPOMCTBA BPAYOM UIN MO €ro yKasaHuio.
* Mepen ncnonb3oBaHMEM 4AHHOTO NPOAYKTa NPOYTUTE U O3HAKOMbTECH CO BCEMU MHCTPYKUUAMUN, NPeayNpexaeHnsamm v
NpeaoCTEPEXEHNAMM.
* miniARM® kaHtonsa B Habope cnegyeT Ucnonb3oBaTh B COOTBETCTBMU C HACTOSLLUMMW UHCTPYKUUSMU MO MPUMEHEHMIO.
* HenpaBunbHoe ucnonb3oBaHWe yCTPONCTBA MOXET NPUBECTU K Cepbe3Hon TpaBme. Kpome Toro, HenpasuIbHbIN YXO4 U TEXHUYECKOe
obcnyxnBaHne yCTpoMCTBa MOryT cAenaTb ero HeCTepUnbHbIM nepes UCnofnb30BaHNEM NaLMEeHTOM U HAHECTU CePbe3HYI0 TpaBmy
MeONLIMHCKOMY PabOTHUKY MU MNaLUEHTY.
* Mpu ucnons3soBaHun mMiNiARM® kaHtons B Habope naumeHTbl 4OMKHbI OblITb UMMOBUNN30BaHbLI UMM HAXOAUTLCS NO4 HAPKO30M.
* MpekpaTtute ncnonb3oeaHve MiNiIARM® kaHtons B Habope , Koraa naunMeHT ABWMKETCS U ero nepemeLuatoT.
* Xvipypruyeckune unm aH4ocKonuyeckne npoueaypbl AOMKHbI BbIMOMHATECA TONBKO BpadamMu, MMELWUMIN COOTBETCTBYIOLLYIO NOATOTOBKY U
3HaKOMbIMU C COOTBETCTBYIOLLUMIN MeToAamMun 1 aHatomuen. Nepen ncnonb3oBaHMEM criefyeT 03HAaKOMUTBLCA C MEAMLUMHCKOW NUTEpaTypow,
KacatoLLiencst MeTooB, OCITOXKHEHUIM N ONMaCHOCTEN.
* Mpu ucnonb3oBaHum kaHM/o6TypaTopa MiniARM ® HeOCTaTOYHbIV pa3pes KOXM MOXET NPUBECTU K YBENUYEHMIO CUITbl MPOHUKHOBEHUS,
YTO MOXET YXYALNTb KOHTPOSb XMpypra BO BPEMS BXOAA.

MEPbI MPEAOCTOPOXHOCTHU

* YCTPOWCTBO yNakoBaHO Kak HecTepunbHoe. [epea ncnonb3oBaHMEM O4MCTUTE N NPOCTEPUNN3YITE.

» Ecnn cywecTtBytoT Kakne-nmbo pasnuuna Mexay STUMU MHCTPYKLUMSIMU MO MCMONb30BaHUIO0 U NpaBuiamMy Ballero yupexaeHvs n/unm sawen
WHCTPYKUMSAM Npou3BoanTens o6opyaoBaHns AN OYMCTKUW/CTepunmM3aumm, Ha 9T M3MEHEeHUs crnegyeT o6patutb BHUMaHne
COOTBETCTBYIOLLMIA OTBETCTBEHHbIV NEPCOHan 6oMnbHULbI AN peLleHns Npobnemsl, Npexae Yem NPUCTYNUTb K OYUCTKE U CTepunmM3aumu.
TBOE YCTPOMNCTBO.

* icnonb3oBaHne miniARM® kaHtons B Habope Ans 3agad, Anst KOTOPbIX OH HE NpeAHa3HavYeH, MOXeT NPUBECTU K MOBPEXAEHHOE Unu
CNOMaHHOEe YCTPOWCTBO.

* MNepep ucnonb3oBaHvem ocmoTpuTe MiNiIARM® kaHtonsa B Habope , 4To6bl y6eanTbCsi B €ro NpaBuiibHOM (PYHKLIMOHMPOBAHUN U COCTOSIHUN.
He

UCMNOnb3yNTe YCTPOWCTBO, €CMM OHO HE BbIMOMHSAET AOMKHbIM 0Opa3oM NpeayCMOTPEHHYH0 (DYHKLMIO UM MeeT unsndeckne noBpexaeHus.
* Xvipypruyeckne HCTPYMEHTbI pasnuyaloTcs y pasHbix nponssoauTenen. MNpexae Yem ncnonb3oBaTh B OOHON Npoueaype BMecTe
WHCTPYMEHTbI 1 aKceccyapbl pa3HbiX MPOM3BOAUTENEN, NPOBEPbTE COBMECTUMOCTb U YOeanTech, YTO anekTpuyeckas U3onsauus unm
3a3eMreHne He HapyLUEHBI.

* M3Berarite MexaHN4eCcknx ygapoB 1 Ype3mepHbIX Harpy3ok Ha miniARM® kaHtons B Habope .

» Bcerpa cobnirogarite 0OCTOPOXHOCTB NPU BCTaBKE NN U3BMEYEHNM YCTPONCTB Yepes KaHtomnto. bokoBoe AaBneHne Ha KaHNMMPOBaHHbIN
WHCTPYMEHT BO BPEMS €r0 U3BMNEYEHUSA MOXET NPUBECTU K MOBPEXAEHNI0 pabovero KoHYMKa U/1nm CTePXXHS YCTporCcTBa. Yb6eanTech, 4To
KOHYMKM 3aKPbIThI.

M YCTPOWCTBO BbITArMBAIOT 40 MOSTHOrO OCBOOOXAEHUS OT KaHIOMNN.

» Bannpaumu nogsepranuck TOMbKO MPOLLECCHl OYUCTKM U CTEPUNU3aLMK, ONpeaeneHHble B JaHHOW MHCTPYKUMU MO dKChnyaTauumn.

* XpaHnTb Npy KOMHATHOW TeMnepaType.

NMOBOYHbLIE PEAKLIUA
[MoGOoYHbIX peakuun He 3adPUKCUPOBAHO.

CtpaHuuya 8
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TABJIMLA 2. 3AKA3 MPOOYKLUWUU HABOPA AOANTEPA O KAHKOJIM miniARM®
3AKA3 MPOOYKT ONMUCAHUE
e 080415 miniARM® kations 1 Kopobika
8 Habope
I ™
-REF 100034 multiSTATION™ System 1 Kopobika
Jlomok dns
cmepunu3ayuu*

wad
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LSI SOLUTIONS, Inc.

7796 Victor-Mendon Road

Victor, New York 14564 U.S.A.
Phone: +1 585.869.6600

Customer Service: +1 866.575.3493
Technical Support: +1 866.428.9092
Fax: +1 585.742.8086
www.Isisolutions.com

* Notok Ans cTepunmuaauum
cuctembl multiSTATION™
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MN 55121 U.S.A.
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product and service names used in this technology guide are for identification purposes only.
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The multiSTATION™ System:
miniARM® CLAMPING ADAPTER
Technology Guide [TIREAD THIS PRODUCT INSERT THOROUGHLY BEFORE USE

1. Adjustable Jaw
2. Actuation Thumb Screw
3. Locking Lever

FIG. 1 — miniARM® CLAMPING ADAPTER

miniARM® CLAMPING ADAPTER DEVICE DESCRIPTION:

The miniARM® CLAMPING ADAPTER (FIG. 1) is used with the M55™ RIGID miniARM® HOLDER or the
M45™ CLICK RELEASE™ miniARM® HOLDER. The adjustable jaw 1 is opened or closed by rotating the
actuation thumb screw 2 counterclockwise or clockwise, respectively. Opening and closing the adjustable jaw
allows the user to secure or release a desired surgical device. Rotating the locking lever 3 to the unlocked
position allows the adapter to slide over the quick connect post of the holder. The adapter is locked into place
by rotating the locking lever to the locked position. The adapter is designed to hold surgical instruments with a
shaft diameter of 4-14 mm.

INDICATIONS FOR USE:

The miniARM® CLAMPING ADAPTER is indicated for use by surgeons to hold instruments in a fixed position
for a period of time.

Peructpanua MU B PocanpaeHagzope
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INSTRUCTIONS FOR USE

The miniARM® CLAMPING ADAPTER may be attached to the miniARM® HOLDER either before or after

attaching the holder to a miniARM® RAIL CLAMP.

/1 SLIDE

~

.

6 ROTATE

\

SN

& gw@@%t Bl
Y
\
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3 oPEN
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AN

4 secure

=y

AN
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1. SLIDE the adapter onto the quick connect post of
the holder while the locking lever is rotated to the
unlocked position.

2. ROTATE the locking lever to the locked position
to secure the adapter onto the holder.

3. OPEN the adjustable jaw by rotating the actuation
thumb screw counterclockwise.

4. SECURE a surgical device in the adapter by
rotating the actuation thumb screw clockwise, thus
closing the adjustable jaw.

NOTE: Do not use excessive force when securing a
surgical device in the adjustable jaw.

Page 2



REMOVAL and CLEANUP
This process may be made easier by having the miniARM® HOLDER locked while handling.

/1ROTATE

7
(I N

' =X 1. ROTATE the locking lever to the unlocked
LOCK position.

2 DETACH \

2. DETACH the adapter by sliding it off the holder’s
quick connect post.

mlnlARM® CLAMPING ADAPTER REPROCESSING

Disassemble and clean the device immediately after use. Do not allow a soiled device to dry.
» The device is not validated to be cleaned or sterilized with a holder and/or rail clamp attached.
» Cleaning agent used in validation: Steris Prolystica 2X (enzymatic, neutral pH).
» Perform the final rinse using only freshly prepared purified water/highly purified water.
* Never use metal brushes or steel wool for cleaning.
» Prepare and reprocess any holders or rail clamps according to each device’s instructions for use.

1. Disassemble and clean device immediately after use.
POINT OF USE 2. Do not allow soiled devices to dry.

1. Remove the adapter from the holder by
rotating the locking lever to the unlocked position
and sliding the adapter off the quick connect post
(FIG 2).

PREPARATION 2. If using the multiSTATION™ System
Sterilization Tray (Part Number 100034), clean
the tray separately according to the sterilization
tray instructions for use.

FIG. 2

: Page 3
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1. Soak in enzymatic, neutral pH cleaning solution for a minimum of 5 minutes. Refer to
detergent manufacturer’s instructions for temperature and concentration.

2. Use a plastic-bristled brush to thoroughly scrub the device’s exterior surfaces, paying

special attention to the following (FIG 3): / - \
MANUAL a. Attachment opening | S
PRE-CLEANING b. Lower jaw threading shaft
c. Threading and jaw cavity a
3. Rinse with warm water for a minimum of 2 minutes.
FIG.3 b.
4. Proceed with one of the two required cleaning \

options: ultrasonic or automated.

1. Clean in ultrasonic bath with enzymatic, neutral pH cleaning solution for a minimum of
15 minutes. Refer to detergent manufacturer’s instructions for temperature and

ULTRASONIC concentration.

CLEANING 2. Rinse with warm water for a minimum of 4 minutes. To ensure a complete rinse, use a

clean plastic-bristled brush to scrub the device.
—1 OR [
1. A washer-disinfector with fundamentally approved efficiency (e.g., according to EN ISO
15883) is required and it must be properly installed, qualified, and regularly subjected to
maintenance and testing.
2. Load the device into the washer-disinfector. Avoid contact between devices and arrange
to allow for proper drainage.
AUTOMATED brop ?
CLEANING 3. Operate the washer-disinfector cycle with an additional rinse cycle.

NOTE: The sterilization tray is NOT designed for cleaning devices. It must be processed
separately. The tray is only intended for sterilization, transport, and storage of reusable
instruments. For more tray information, see the sterilization tray instructions for use.

1. Apply instrument lubricant mixed to manufacturer’s recommendations to prolong
instrument life by submerging the entire device in the lubricant for a minimum of 30
seconds. If the hospital washer-disinfector has a lubrication cycle this can be used instead

LUBRICATION of manual lubrication.

NOTE: LSI has validated the use of Weiman® Instrument Lubricant on this device. Other
instrument lubricant brands have not been tested and performance and results cannot be
guaranteed.

1. Carefully inspect the device to assure that all visible soil has been removed. Generally,
unmagnified visual inspection under good light conditions is sufficient. Particular attention
should be paid to the locations in FIG. 3. Repeat cleaning process if soil is detected.

INSPECTION 2. Visually inspect the device for mild or excessive corrosion. If corrosion is present,
discontinue use of the device in surgery, but complete reprocessing.

3. Visually inspect the device for any damage. If parts are damaged, discontinue use of the
device in surgery, but complete reprocessing.

; Page 4
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1. If using a sterilization pouch, place each instrument in its own individual pouch. If using
a sterilization tray, read the sterilization tray instructions for use before proceeding. Ensure
that the sterilization tray has been cleaned according to the sterilization tray instructions for
use and load the tray bottom according to FIG. 4.

2. Package the device according to TABLE 1. The barrier system for sterilized reusable
instruments should meet the following requirements:

¢ |SO 11607-1
e Suitable for pre-vacuum steam sterilization
PACKAGING e Appropriate for medical use
o Grade appropriate for weight of loaded tray
per sterilization tray instructions for use and
facility procedures
1. The device must be properly cleaned prior to sterilization.
2. Perform sterilization cycle according to TABLE 1:
TABLE 1: miniARM® CLAMPING ADAPTER
Sterile Packaging and Processing
MO'TQ'F hgat (steam) Moist heat (steam) Immediate use steam
sterilization S . e :
Method according to sterilization according | sterilization according
ANSI/AAMI ST79 to ANSI/AAMI ST79 to ANSI/AAMI ST79
multiSTATION™
Container System Sterilization | No tray No tray
Tray P/N 100034
Cvcle Pre-vacuum Pre-vacuum Pre-vacuum
y (Pre-vac) (Pre-vac) (Pre-vac)
. 2-layer .
Packaging polypropylene wrap Pouch No packaging
STERILIZATION 132°C (270°F) 132°C (270°F) 132°C (270°F)
Temperature o - o
(minimum) (minimum) (minimum)
E;(n;::sure 4 minutes (minimum) | 4 minutes (minimum) | 4 minutes (minimum)
Dry Time 65-m-|nutes 25 minutes (minimum) | N/A
(minimum)

Device(s) processed by immediate use sterilization should be transferred immediately,
using aseptic technique, from the sterilizer to the point of use.

Refer to ANSI/AAMI ST79, Comprehensive Guide to Steam Sterilization and Sterility
Assurance in Health Care Facilities.

The miniARM® CLAMPING ADAPTER has been validated to 20 reprocessing cycles. The
useful lifespan of a surgical instrument is largely dependent on the care and handling of
the instrument. Careful inspection and functional testing of the instrument should be used
to determine the end of its serviceable life.

1. During storage, ensure the device remains in a sterile condition ready for reuse.
STORAGE 2. Shelf life is dependent on the sterile barrier employed, storage manner, and
environmental and handling conditions.
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CONTRAINDICATIONS
» These devices are not intended for use except as indicated.

WARNINGS

» Federal law restricts this device to sale, distribution, and use by, or on, the order of a physician.

* Read and become familiar with all instructions, warnings, and cautions before using this product.

«  The miniARM® CLAMPING ADAPTER shall be used in accordance with these instructions for use.

 Improper use of the miniARM® CLAMPING ADAPTER may cause serious injury. In addition, improper care and
maintenance of the device may render the device non-sterile prior to patient use and may cause serious injury to the
health care provider or the patient.

*  When using the miniARM® CLAMPING ADAPTER, patients must be immobilized or anesthetized.

+ Discontinue use of the miniARM® CLAMPING ADAPTER when the patient is moving or being moved.

» Surgical or endoscopic procedures should be performed only by physicians having adequate training and familiarity with
relevant techniques and anatomy. Medical literature relating to techniques, complications, and hazards should be
consulted prior to use.

PRECAUTIONS

» The miniARM® CLAMPING ADAPTER is packaged as non-sterile. Clean and sterilize prior to use.

» If there are any variations between these instructions for use and the policies of your facility and/or the instructions of
your cleaning/sterilizing equipment manufacturer, those variations should be brought to the attention of the appropriate
responsible hospital personnel for resolution before proceeding with cleaning and sterilizing your device.

» Use of the miniARM® CLAMPING ADAPTER for a task other than what it is intended for can result in a damaged
or broken device.

« Prior to use, inspect the miniARM® CLAMPING ADAPTER to ensure proper function and condition. Do not use
devices if they do not satisfactorily perform their intended function or if they have physical damage.

» Surgical instruments vary between manufacturers. Before instruments and accessories from different
manufacturers are employed together in a procedure, verify compatibility and ensure electrical isolation or
grounding are not compromised.

+ Avoid mechanical shock or overstressing the miniARM® CLAMPING ADAPTER.

+ Only the cleaning and sterilization processes that are defined within these instructions for use have been validated.

+ Be sure to adjust the miniARM® CLAMPING ADAPTER actuation thumb screw enough to hold the device securely
without overtightening. Overtightening the miniARM® CLAMPING ADAPTER can result in damage to the held
device while insufficient tightening could result in device slippage.

» Store at room temperature.

ADVERSE REACTIONS
¢ No documented adverse reactions.

TABLE 2: miniARM® CLAMPING ADAPTER PRODUCT ORDERING
REORDER PRODUCT DESCRIPTION
REF 080519 miniARM® CLAMPING 1 Shelf Box
ADAPTER
REF 100034 multiSTATION™ system 1 Shelf Box
Sterilization Tray*
SI1SOLUTIONS?
CEADIRS FURae AL TS AT PaW . Patents: www.lIsisolutions.com/patents
e Stostaton T The LSI logo, LSI Solutions, Perfect Performance Policy, M45
System Sterilization Tray is ’ s ’ ’
LS SO.LUTIONS’ Inc. manufactured by Summit M55, Click Release, Miniarm, and Multistation are registered
7796 Victor-Mendon Road Medical, 815 Vikings ®
Victor, New York 14564 U.S.A. Parkway, Suite 100, St. Paul, trademarks and trademarks of LS| SOLUTIONS®.
I Phone: +1 585.869.6600 MN 55121 U.S.A. Copyrlght © 2021, LS| SOLUTIONS®. All nghtS Reserved.
Customer Service: +1 866.575.3493
Technical Support: +1 866.428.9092 E[ﬂ B(Only @ ope
Fax: +1_ 585._742.8086 Svmbol Glossary: Westervoortsedijk 60
www.lsisolutions.com Yy . > ry: 6827 AT Arnhem
www.Isisolutions.com/symbols The Netherlands

Prolystica is a registered trademark of Steris. Weiman is a registered trademark of PurposeBuilt Brands. Use of these names, trademarks and brands does not imply endorsement. All company, product
and service names used in this technology guide are for identification purposes only.
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Cuctema multiSTATION™: AOAMTEP 3AXKUMHOU miniARM®
TexHonorn4yeckoe pykoBoaCTBO

[[iJNEPEA NCNOJTIb3OBAHMEM BHUMATEJIbHO MPOYTUTE
BKNAAQbIW K N3OENNIO

1. Perynupyemas 4entocTb
2. YnpaBnAowmn BUHT
3. Pbluar 6noknpoBku

PUC. 1 — AQAINTEP 3AXXUMHOWU miniARM®

ALOANTEP 3AXKUMHOW miniARM® ONMMUCAHUE YCTPOMUCTBA:

ADANTEP 3AXXUMHOW miniARM® (PUC. 1) ucnonsayetca ¢ aepxatenem M55™ RIGID miniARM® vnu
aepxartenem M45™ CLICK RELEASE™ miniARM®. Perynupyembi 3akuMm 1 oTKpblIBaeTCs UIn
3aKpblBaeTCH NyTeM BpaLLeHUs yNpasraioLero BUHTa 2 NpoTMB YaCoBOW CTPENKM U NO YaCOBOW CTPErKe,
COOTBETCTBEHHO. OTKPbITUE U 3aKpbITUE PErynmpyemMon YentiocTu No3BonseT nosb3oBaTento
3admkcmpoBaTh uUnnm ocBob60anTL HEOBXOOUMbIN XMPYPTrUYECKUA MHCTPYMEHT. [1oBOPOT pblyara 61oKMPOBKM
3 B pa3brnoknpoBaHHOE NOMOXeHNe No3BOoNSAET aganTepy CKOMNb3UTb MO BbICTPOPA3bLEMHON CTOVKE
aepxartensa. Agantep doukcupyeTcsa Ha MecTe, ecrnv NoBEepPHYTb pblyar doukcauum B 3abnoknpoBaHHoe

nonoxeHue. Agantep npegHasHayeH ons omkcaumm Xmpyprmyeckmx MHCTPYMEHTOB C AUAaMETPOM CTEPXKHS
4-14 mm.

NMOKA3AHUA K MPUMEHEHMUIO:
Anantep SAXXMMHOW miniARM® npeaHasHayeH Ans UCrorb30BaHUa XUpypramu Ans yaepKaHus
WHCTPYMEHTOB B PUKCUPOBAHHOM MOSMOXEHWUM B TEYEHNE OnpeaerieHHOro BpeMeHH.
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UWHCTPYKUUU NO NPUMEHEHWUIO

BaxumHol Adanmep miniARM® CLAMPING ADAPTER moxem 6bimb MPUKPENIEH K Oepxxamerto
miniARM® 9o unu nocne npukpenneHusi 0epxxamens K minfARM® RAIL CLAMP.

/1 HALBUIMAATE \

1. HAOBUIAVTE apganTep Ha BbICTPOpa3beMHyto
y
I T‘ L@)@é[K(I\\*‘ m— CTONKY fiepxaTensi, noka UKCUPYIOLLUIA pblyar
O &o o NMOBEPHYT B pa3brioKMpOBaHHOE NOSTOXEHME.
= :

6 NOBEPHUTE

\

2.NOBEPHUTE dukecnpytowmi peiyar B
3abnoknpoBaHHOE MONOXEHNE, YTODObI 3aKpennTh
aganTtep Ha gepxarerne.

v
AN

3 oTKPOUTE

“N\

3. OTKPOWTE perynupyemyo 4eniocTb, MOBEPHYB
BWHT C HakaTaHHOW roflIoBKOW NPOTMB YacoBOW
CTPESIKN.

-

g 3AKPEIMATE

AN

4. SAKPETUTE xnpypruyecknin UHCTPYMEHT B
agantepe, NOBEPHYB BUHT C HAKaTaHHOW rofloBKOM
Mo YacoBOW CTperike, TakuM 06pa3om 3akpbiBas

1 perynupyemyto GpaHLuy.

NMPUMEYAHUNE. He npuMeHanTe Ype3mepHyto cuny
Npwv 3aKpenneHnn XMpyprryeckoro ycTponcTaea B
perynupyemMomn YencTu.
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CHATUE N OYUCTKA

OTOT NpoLecc MOXHO 0bnerynTb, ecnv 3abnoknpoBaTb gepxatenb MiniARMV® Bo Bpems paboTbl C HUM.
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1. MNoBepHUTE pblyar 6rIOKMPOBKU B
pa3brnokMpoBaHHOE MOMOXeEHME.

2. OTcoeavHUTe aganTep, COBUHYB ero ¢
ObICTPOPa3bLEMHOIO COEANHEHUA aepXKaTensi.

3AXXNUMHON ALQATMTEP miniARM® MOBTOPHAA OBEPABOTKA

° Pa36epMTe N o4ncTuTe yCTpOﬁCTBO Cpasgy nocrne mncnonb3oBaHuA. He nossonante 3arpA3HeHHomMy yCTpOI7ICTBy BbICOXHYTb.

° yCTpOVICTBO He CepTVI(bI/ILI,VIpOBaHO Aana O4YNCTKU U CTepunmiaumn ¢ npukpenneHHbiM aepxartenem n/vnnn peNbCoOBbIM

3aXNMOM.

* YucTawee cpeacteo, ucnonb3oBaHHoe npu Banuaauun: Steris Prolystica 2X (cdhepMeHTaTuBHbIN, HEMTPanbHbIn pH).

* D,J'Iﬂ OKOH4aTesrlbHOro ononackmBaHuA VICI'IOJ'IbSyIZTe TOJ1IbKO CBEXENPUIroTOBIIEHHYIO O‘-II/ILIJ,eHHyK)/BbICOKOO‘-II/ILIJ,eHHyFO BoAOy.

* Hukorga He I/ICI'IO.I'Ib3yl71Te ONA YNCTKU MeTannnyeckne WEeTKN Uinn CtanbHY MOYarnky.
* MogroToBbTE U O6p860Tal7ITe nobble nepxartenn nnn penbcoBble 3aKMMbl B COOTBETCTBUU C MHCTPYKUMAMKU NO

axcuqiéaxa M KaXKO0ro YCTPOICTBA
MECTO 1. PasbupaiTte 1 ounLanTe yCTPOMCTBO cpasy Nnocrie UCnonb30BaHus.

MCMNOJIb3OBAHUA 2. He gonyckainTe BbiCbIXaHUs 3arpsi3HEHHbIX YCTPOMCTB.

1. 1. CHuMnTE aganTep € aepxarens, NoBepHyB
duKCUpyoLWniA pblvar B pasbrnoknpoBaHHoe

NnonoXeHue u CABUHYB afanTep CO CTOMKU
6bicTporo nogkntodeHus (PUC. 2).

2. MNpn ncnonb3oBaHUM CUCTEMHOTO
noaroToBKA cTepunmu3aunoHHoro notka multiSTATION™
(Homep getanu 100034) ounwianiTe NOTOK
OTAENbHO B COOTBETCTBUN C UHCTPYKLMAMM NO

PUC. 2

MCnonb3oBaHUIKO CTEPUNN3ALMOHHOIO NOTKa.

Perucrpanusa MU & PocsnpagHanzope
www.nevacert.ru | info@nevacert.ru

CrtpaHuua 3




PYYHAA
NMPEABAPUTENbHAA
OYUCTKA

a. 1. 3amounte B epMEHTATUBHOM YUCTSLLEM pacTBOpPE C HenTparnbHbiM pH
MUHUMYM Ha 5 MUHYT. IHcbopmaumio o TemnepaType M KOHLEHTpaLMmM CM. B
WHCTPYKUMSIX NPOM3BOAUTENS MOIOLLEro cpeacTaa.

2. TwaTenbHO OYNCTUTE BHELUHNE MOBEPXHOCTM YCTPOMCTBA LLETKOW C
NnacTUKOBOW LLLETUHOW, yaensast ocoboe BHMMaHue cregyowemy (PUC. 3):
a. OTBepcTne ansa KpenneHus I
6. Ban c pe3bbor HXKHE YentocTn

c. Pe3bba 1 nonoctb Yentoctu

3. MNMpomoiiTe Tennon BOAOW HE MeHee 2 MUHYT.
4. MpucTtynuTe K ogHOMY M3 OBYX HEOOX0ANMbIX PUC.3 b '
BapuaHTOB OYUCTKU: YbTPa3ByKOBOW UNK K = /
aBTOMAaTUYECKOMN.

YIIbTPA3BYKOBAA
OUYNCTKA

— | WnNn—

1. OuncTute B ynNbTpasBykoOBOW BaHHE (hePMEHTATUBHBIM YMUCTSALLUM PacTBOPOM C
HenTpanbHbIM pH B TeyeHne MMHUMYM 15 MUHYT. MHdbopMaumio 0 TemnepaTtype u
KOHLUEHTPaLMM CM. B MHCTPYKLUSX NMPOM3BOAMTENS] MOIOLLErO CpeacTaa.

2. NpomowiTe Tennow Bogon B Te4eHne MUHUMYM 4 MUHYT. YToGbl 06ecneunts NomnHoe
NPOMbIBaHNE, O4YUCTUTE YCTPOMUCTBO YNCTOM LLLETKOW C NAacCTUKOBOM LLETUHOMN.

ABTOMATU3UNP
OBAHHASA
OYUCTKA

1. TpebyeTtcs cTupanbHO-ge3nHbuumpyoLwas MawmHa ¢ yH4amMmeHTanbHo
noaTBepXKaeHHoM achdeKkTMBHOCTLIO (Hanpumep, B cootBeTcTBumn ¢ EN ISO 15883),
KoTopasa AormkHa ObiTb NPaBMbHO YCTaHOBIEHA, cepTudULUpOBaHa 1 perynspHo
noABepraTbCs TEXHNYECKOMY OBCIYXXMBaHUIO U UCTIBITAHUSAM.

2. 3arpysuTe yCTPONCTBO B CTUPAbHO-AE3MHMULMPYIOLLYIO MaLLWHY. Vi3beranTe koHTakTa
MeXxay yCTponcTBaMu 1 obecneyvbTe Hagnexallnin peHax.

3. 3anycTtuTe UmMkn CTMpanbHO-AE3UHMULMPYIOLLEN MaLLMHBI C AONOMHUTENBHbLIM LIMKITOM
nonockaHus.

MPUMEYAHUE: CtepmnnsaunoHHbii notok HE npegHasHayeH gnst O4UCTKM
ycTponcTB. Ero Heobxognumo obpabatbiBaTe OTAENbHO. JIOTOK NpefHa3HaYeH TONbKO
ONsi cTepunm3aumm, TPaHCNOPTUPOBKU Y XPAHEHUSA MHCTPYMEHTOB MHOrOPa3oBOro
ncnonb3oBaHus. [JJononHMTeNbHY0 MHpOpMaLMIO O NOTKaxX CM. B UHCTPYKLMAX MO
MCMNOoNb30BaHMIO NOTKOB ANsi CTepunusaumm.

CMA3bIBAHUE

1. Hanecute cmasKy MHCTPyMEHTa, CMELLaHHYH0 B COOTBETCTBUM C pEKOMEeHAaUMsaIMm
npoussBoanTens, YTobbl NPOANUTL CPOK CYXObl MHCTPYMEHTa, NOrpy3nB BCE YCTPOWCTBO
B cMa3Ky MnHMMyM Ha 30 cekyHa. Ecnm B 60MbHUYHOM CTUParnbHO-0e3NH(EKTOPHON
MaLLWHE UMEETCS LMKIT CMa3Ku, ero MOXHO UCMONMb30BaTb BMECTO PYYHOW CMa3Ku.
MPNMEYAHWE. Komnanua LS| nogTeBepamna ucnonb3oBaHne CMa3oyHOro Matepuana
ans nHetpymeHtoB Weiman® Ha 3ToM yCcTporcTBe. [lpyrne Mapku cMa3ouHbIX
MaTtepuanoB Ond MHCTPYMEHTOB He TeCTUpOoBaJiMCb, NO3TOMY NPON3BOAUTESNIbHOCTb U
pe3ynbTaTbl HE MOTYT ObITb rApaHTUPOBAHBI.

NMPOBEPKA

1. BHMMaTenbHO OCMOTpPUTE YCTPOMCTBO, YTOOBI yOeauTbCs, 4To BCA BUAMMas novsa
yaaneHa. Kak npaBuno, 4OCTaTo4HO BM3yalnbHOro ocMoTpa 6e3 yBennyeHus npmn XopoLLem
ocBelleHnn. Ocoboe BHMMaHWE crneayeT yoenuTb MectaM, ykasaHHeiM Ha PUC. 3. Mpu
OoOHapy>XeHUn 3arpsi3HeHMIn NOBTOPUTE NPOLIECC OYUCTKU. 2. BusyanbHO npoBepbTe
YCTPOWCTBO Ha Hanuuune cnabon nnm YypeamepHor kopposun. Ecniv kopposus
NPUCYTCTBYET, MpeKpaTUTE NCMONb30BaHNE YCTPOMCTBA B XMPYpPriun, HO 3aBepLunte
nepepaboTKy. 3. Bu3yanbHO OCMOTPUTE YCTPONCTBO Ha Hanu4ume noBpexaeHun. Ecnu
AeTanu NoBpexaeHbl, MpekpaTuTe NCMoNb30BaHNE YCTPOWCTBA B XMPYPIruK, HO 3aBepLumTe
nepepaboTky.
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1. HaHecuTe cmasky MHCTpyMeHTa, CMeLUaHHY0 B COOTBETCTBUN C pekoMeHaaunsamm
npoussoanTenst, YTobbl NPOANUTL CPOK CNYXObl MHCTPYMEHTA, NOrpy3nB BCe YCTPONCTBO B
cmasky MruHuMymM Ha 30 cekyHA. Ecnv B 60nbHUYHOM CTUpanbHO-AEe3UHEKTOPHON
MallVHe UMeeTCs LMK CMasKu, ero MOXHO MCMOoNb30BaTb BMECTO PYYHOW CMasKu.
MPNMEYAHWME. KomnaHua LS| noaTBepamna ncnonb3oBaHne CMa3oyHOro matepuana
ans nHetpymeHtoB Weiman® Ha aTom ycTporcTBe. [pyrne Mmapku cMasouHbIX
MaTepuanoB A1 UHCTPYMEHTOB He TECTUPOBaNunChb, NO3TOMY npowsao,u,meanocrb "
pe3ynbTaTbl HE MOTYT ObITb rApaHTUPOBaHBI. = =

e «NCO 11607-1

YMNAKOBKA * MNogxoanT ons npegBapuUTenbHON
BaKyyMHOW NapoBOW CTepunm3aumm.
* MogxoanT Ans MeANLMHCKOro
NCMNOrb30BaHUS.
» Knacc cooTBeTCTBYET BECY 3arpyKEHHOIo
NOTKa B COOTBETCTBUU C MHCTPYKLMSAMMN MO
NCMNOMb30BaHUI0 CTEPUNN3ALNOHHOIO
NnoTKa 1 npoueaypamMu Ha NpeanpusTAn.
1. 1. MNepea ctepunusaumne yCTponcTBO JOIMKHO ObITb Hagnexawmm obpasom
OYMLLEHO. 2. BbINONHWTE LMK cTepunusaummn B cootetctanmn ¢ TABITLIEW 1:
TABJTMLIA 1. SAXKUMHOW AOAMTEP miniARM®
CrepunbHas ynakoBka 1 obpaboTka
g;:i:ﬂ:’: ?:ﬂom CTepnnm3aums BRaxHLIM H:;ggﬁae::;fop””ma”””
MeTon (napom) B Tennom (napow) & WCMOMNb30BaHMs B
cootsetcTaun ¢ ANSI/ cooreerctauy ¢ ANSY cooTseTcTBUM ¢ ANSI/AAMI
AAMI ST79 AAMI ST79 S¥79
multiSTATION™
KoHTenHep System Sterilization | be3 nogHoca Bes nogHoca
Tray P/N 100034
Linkn MpenBaputensbHoe MpenBaputensHoe MpenBaputensHoe
BaKyyMuUpoBaHue BaKyyMUPOBaHNe BaKyyMMUPOBaHWE
[ByxcnonHas
YnakoBKa nonMnponUnerosas nneqka | 1€XON Bes ynakoBku
CTEPUITIN3AUNUA 132°C (270°F) 132°C (270°F) 132B°C (270B°F)
TemnepaTtypa
(MUHUMYM) (MUHUMYM) (MUHUMYM)
Bpewms 4 MVHYTbI (MUHUMYM) | 4 MUHYTBI (MUHUMYM) | 4 MUHYTbI (MUHUMYM)
BbIAEPXKKN
Bpems cywiku 65 My 25 MUHYT (MuHUMYyM) | N/A
(MUHUMYM)
YcTtporicTeo(a), obpaboTaHHoe(ble) CTepUnM3aLmen HeMeaeHHOro NCNob30BaHus,
OOIMKHO BblTb HEMEAMNEHHO NepeHeceHo ¢ cobrnogeHnem acenTu4ecknx mep 13
cTepunm3aropa B MECTO MUCMOfb30BaHMs.
Cwm. ANSI/AAMI ST79, «KomnnekcHoe pyKOBOACTBO MO CTepUnmnsaumm napom u
obecneyeHnIo CTEPUNBHOCTY B MEANLIMHCKMX YYPEXKOEHNSXY.
3AXKMMHbIN ADAMNTEP miniARM® npowen nposepky Ha 20 umknos ob6paboTku. Cpok
CNyXObl XMPYPrmiyecKoro MHCTPyMEHTa BO MHOIOM 3aBUCUT OT yxoa v obpalleHus ¢
HUM. [Ina onpegeneHnst OKOHYaHWsi Cpoka Cry0bl Nnpubopa cnegyeT NpoBeCTU
TLaTenNbHbIA OCMOTP M (hyHKUMOHAaNbHbIE UCMbITaHUSA Npubopa.
1. Bo BpemMa XpaHeHuna yGGJJ,VITer, 4yTo yCTpOl7|CTBO OCTaeTcd B CTEPUNIbHOM COCTOAHUN N TOTOBO K MOBTOPHOMY
XPAH EHME MnCNnonb3oBaHUIO.

2. CpokK rofHOCTH 3aBUCUT OT UCTIONb3YEMOro cTepunbHoro 6apbepa, cnocoba xpaHeHusl, a TaKkke yCrnoBui
oKpy>KaloLel cpefbl M 06paLLeHust.

CrpaHuua 5




MPOTUBOIIOKA3AHUA
* OTW YCTPONCTBA He npeaHasHayveHb! s UCNoMb30BaHMA 3a UCKIMIOYEHNEeM yKa3aHHbIX Cry4aes.

NPEOYNPEXOEHUA

» ®efeparnbHbIf 3aKOH OrpaHMYMBaET Npoaaxy, PacnpoCcTpaHeHWE 1 UCTMONb30BaHME 3TOMO YCTPOMCTBA BPAYOM UM MO €ro yYKasaHuio.
* Mepen ncnonb3oBaHMeM OAHHOTO MPOAYKTa NPOYTUTE N O3HAKOMbTECH CO BCEMMW UHCTPYKLMAMMW, NPeaYNPEXaeHUsIMA U
NpenoCcTEPEXEHNAMN.

+ BAKUMHBIV ADANTEP miniARM® criegyeT MCronb3oBaTh B COOTBETCTBUM C HACTOALLEI MHCTPYKLMEN MO SKCyaTaLui.

* HenpasunbHoe ncnonb3osaHne SAXKVMHOIO AJAMTEPA miniARM® moxeT npuBecTu k cepbe3Hon Tpasme. Kpome Toro,
HenpaBuWIbHbIN YXO4 U TEXHUYECKOE 0OCNYX1BaAHUE YCTPOMUCTBA MOFYT cAenaTb ero HeCTEPUIIbHLIM Nepes UCMONb30BaHNEM
NauneHTOM U HAHECTU CEPbE3HYIO TPaBMy MeAULIMHCKOMY pabOoTHUKY UMy NauueHTy.

* Mpu ncnonbsoearm 3AXKMMHOIO ADAMNTEPA miniARM® nauneHTbl 4omkHbI 6bITb MIMMOGUITM30BaHb! UMM HAX0AMTLCS NoA
HapPKO30M.

* MpekpaTuTe ucnonbsosaHne SAXKMMHOIO AOAMNTEPA miniARM®, korga naumeHT ABUKETCS UK ero nepemeLlatoT.

* Xvipyprudeckme nnm aHA0CKONUYeckne npoLeaypbl AOMMKHbI BbINOMHATLCS TOMLKO BpayaMu, UMELLUMIN COOTBETCTBYHOLLYIO
MOArOTOBKY M 3HAaKOMbIMM C COOTBETCTBYOLUMI MeTogamu 1 aHatomuen. MNepen ncnonb3oBaHueM criefyeT 03HaKOMUTBLCS C
MeAMLMHCKON NUTepaTypou, KacarLlenca MetogoB, OCIIOXKHEHNA N ONaCHOCTEN.

MEPbI NPEOOCTOPOXHOCTH

* Apantep miniARM® CLAMPING ADAPTER ynakoBaH Kak HeCTepUJibHbIN. [epeq Ucnosnb3oBaHNeM 04MCTUTE 1
npocTepUNn3ynTe.
» Ecnu cywiecTBytoT Kakne-nmbo pacxoxaeHust Mexay aTMMU MHCTPYKLUSIMU MO UCMONb30BaHWIO 1 NpaBuiamMun Ballero
YUPEXAEHMS U/UNN MHCTPYKUMSMU NMPOM3BOAUTENS Ballero o0opyaoBaHUs A4S OYUCTKU/CTepMnu3auum, 3Tu pasnuymsa cnegyet
[OBECTM 0O CBEAEHUSI COOTBETCTBYHOLLIErO OTBETCTBEHHOIO NepcoHana 6onbHNLbI ANs pa3peLleHnst, Mpexae Yem npucTynuTb K
OYMCTKE. N CTEPUNM30BaTh Balle YCTPOWCTBO.
* cnonb3oearne SAXKVMMHOIO AOAMTEPA miniARM® ans 3agay, 4ns KOTOPbIX OH He NpeAHa3HavyeH, MOXeT NpUBECTU K
NOBPEXOEHWNIO.
Unn CrioMaHHoOe YCTPOWCTBO.
« Mepen vcnonbsosaHuem ocmoTpute SAXKUMHBIA ADAMTEP miniARM®, 4tobbl y6eamThCs B €0 NPaBUnbHOM
hYHKLMOHNPOBAHNM U COCTOSHUW. He ncnonb3ynTe yCTPOMCTBA, €CMY OHW HE BbIMOMHAT A0MKHBIM 0O6pa3oM npeayCMOTPEHHYH0
DYHKUMIO UNu MMeIoT hranyeckne NoBpexaeHUs.
* Xvpypruyeckme MHCTPYMEHTbI pa3nuyatoTcs y pasHbix npoussoguTenen. lNpexae 4em MHCTPYMEHTbLI U akceccyapbl U3 pasHbIX
Npoun3BoAMTENM COBMECTHO Y4acTBYIOT B NpoLeaype, NPOBEPSOT COBMECTUMOCTb U 06ecneymBaloT ANEeKTPUYECKYI0 N30MALUIO Unn
3a3eMIeHNEe He HapyLLEHO.
* N3beravite MexaHnyeckux yaapos u nepeHanpsikeHns SAXKVMHOIO AOAMNTEPA miniARM®.
» Banupaumu nogsepranuck TOMbKO MPOLIECCHI OYUCTKM U CTEPUNM3ALIMMN, ONPeaEeNeHHbIe B JAHHOW UHCTPYKLUMU MO 3KChnyaTauumn.
» Obs3aTenpHO OTperynupyinTe BUHT C HAaKaTaHHOM ronoskow npueogHoro BuHTa SAXKMMHOIO AOAMNTEPA miniARM®
HacTonbKo, YTOObl HAAEXHO yAepXuBaTb YCTPONCTBO, He nepeTsaruBas ero. UpeamepHoe 3atarmaHne 3AXKNMHOIO AOANTEPA
miniARM® MOXeT NpUBECTU K NOBPEXAEHWIO yOEPXKUBAEMOTO
YCTPOWCTBA, B TO BPEMS Kak He4OCTaTo4Has 3aTsKka MOXET NPUBECTM K €ro NpocKanb3biBaHMHO.
* XpaHWTb Npy KOMHATHOM TemnepaType.

NOBOYHbIE PEAKLWUN
* [MoBo4HbLIX peakumii He 3addMKCUPOBAHO

TABIVLA 2: 3SAXKUMHOWN AQANTEP miniARM® L)1 3AKA3A U3OENUS
SAKAS MPOOYKT OMUCAHUE
REF | 080519 ALAITEP 3AXXUMHOM
miniARM® 1 Kopobka
REF | 100034 multiSTATION™ System
Jlomok onsa cmepunu3sayuu* 1 K0p06Ka

SISOLUTIONS?

CEADIRS FURae AL TS AT PaW Patents: www.lIsisolutions.com/patents
*JloTok gns cTepunmsaummn

LS SOLUTIONS. | %z;‘;“ﬁ"‘;'nr:fc'gs";ﬁla':;: The LSl logo, LSI Solutions, Perfect Performance Policy, M45,
7796 Victor Men(;o:cléioad Summit Medical, 815 Vikings M55, Click Release, Miniarm, and Multistation are registered

- Parkway, Suite 100, St. Paul, ®
Victor, New York 14564 U.S.A. MN 55121 U.S A trademarks and trademarks of LSI S®OLUTI'ONS .

I Phone: +1 585.869.6600 Copyright © 2021, LSI SOLUTIONS®. All Rights Reserved.
Customer Service: +1 866.575.3493
E

Technical Support: +1 866.428.9092 E[ﬂ B(Only @ ope

Fax: +1 585.742.8086

. Westervoortsedijk 60
www.lIsisolutions.com Symbo! GIogsary. 6827 AT ArnherTJ1
www.lsisolutions.com/symbols The Netherlands

Prolystica is a registered trademark of Steris. Weiman is a registered trademark of PurposeBuilt Brands. Use of these names, trademarks and brands does not imply endorsement. All company, product
and service names used in this technology guide are for identification purposes only.
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The multiSTATION™ System:
miniARM® LOCKING COUPLER
Technology Guide

Dﬂ READ THIS PRODUCT INSERT THOROUGHLY BEFORE USE

1. miniARM® Locking Coupler
2. Release Tab
3. Locking Coupler Shaft

SISOLUTIONS®

N FIG. 1: miniARM® LOCKING COUPLER

DEVICE DESCRIPTION:

The miniARM® LOCKING COUPLER 1 is used with either the miniARM® CANNULA ADAPTER KIT or
the miniARM® CLAMPING ADAPTER to securely hold the Olympus® ENDOEYE FLEX® 5mm HD
surgical video camera (LTF-S190-5). The camera is released from the coupler by pressing the release
tab 2. The miniARM® CLAMPING ADAPTER secures the Coupler by gripping the locking coupler
shaft 3.

INDICATIONS FOR USE:
The miniARM® LOCKING COUPLER is indicated for use by surgeons to hold instruments in a fixed
position for a period of time.

miniARM® LOCKING COUPLER ASSEMBLY AND POSITIONING

The miniARM® LOCKING COUPLER may be attached to the miniARM® HOLDER using either the miniARM®
CLAMPING ADAPTER or the miniARM® CANNULA ADAPTER KIT.

USE WITH THE CLAMPING ADAPTER:

~

1 oPEN

1. OPEN the clamping adapter jaw by rotating the
ﬁ actuation thumb screw counterclockwise.

Y

| /
SECURE -~ A

2. SECURE the coupler in the clamping adapter by
rotating the actuation thumb screw clockwise to
close the jaw around the coupler shaft

o Page 1
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USE WITH THE CANNULA ADAPTER:

1 oriENT ™ 2 ’?’f‘“\\
i 25
/ : SURGEEDN li'f&\i\. 1. ORIENT the cannula adapter so that the word
| . g k /' ),' “‘SURGEON” is facing the user.
1 [__ e
% N
/2 %Eir_—_]]lﬁ‘]:l [l ) 2. INSERT the coupler from the “SURGEON” side
INSERT (&7 71 — until it is fully seated and secured by the cannula
. 8 " latch.
' I,_.a} NOTE: After insertion, the locking coupler can be
4 rotated and secured as desired. See the miniARM®
= / CANNULA ADAPTER KIT Instructions for Use.
\
. Coupler should If a gap is visible,
| be fully seated the coupler is
\\ NOT fully seated
ﬂ )

INSERTING THE OLYMPUS® ENDOEYE FLEX® SURGICAL VIDEO CAMERA:

Note: To avoid damage to the camera’s distal tip, ensure that the camera is not flexed before insertion.

~

1 ORIENT

1. ORIENT the coupler so that the word “TOP” is
facing the user.

\ %
/ZINSERT ? '&/ \

portion of the coupler labeled “TOP,” as shown.

Page 2

2. INSERT the camera into the coupler, making sure
that the flat portion of the camera aligns with the flat



I‘_\q.;i-
g

|18’} seated
el
Ly

_ - y

DISASSEMBLY:

NOTE: To avoid damage to the camera’s distal tip, ensure that the camera is not flexed before removal.

~

/ | The camera — If a gap is visible, the \

L should be fully | ﬁ)' camera is NOT fully
8

_'; seated.

/1 PULL

1. PULL the release tab to disengage the camera from
the coupler, then carefully remove the camera.

IF USING THE CANNULA ADAPTER:

2a. PRESS the cannula latch while pulling
the locking coupler from the cannula
adapter.

IF USING THE CLAMPING ADAPTER:

2b. OPEN the clamping adapter jaw by rotating
the actuation thumb screw counterclockwise to

release the coupler.
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miniARM® LOCKING COUPLER REPROCESSING

Disassemble and clean the device immediately after use. Do not allow a soiled device to dry.
The device is not validated to be cleaned or sterilized with a camera attached or while still attached to a cannula
adapter or clamping adapter.

Cleaning agent used in validation: Steris Prolystica® 2X (enzymatic, neutral pH).

Perform the final rinse using only freshly prepared purified water/highly purified water.

Never use metal brushes or steel wool for cleaning.

POINT OF USE

1. Disassemble and clean device immediately after use.
2. Do not allow soiled devices to dry.

¥

PREPARATION

NOTE: To avoid damage to the camera’s distal tip,
ensure that the camera is not flexed before removal.

1. Pull the release tab to disengage the camera from the
coupler, then carefully remove the camera. (FIG. 2)

If using the Cannula Adapter:
2a. PRESS the cannula latch while pulling the
coupler from the cannula adapter. (FIG. 3)

If using the Clamping Adapter:

2b. OPEN the clamping adapter jaw by rotating
the actuation thumb screw counterclockwise to
release the coupler. (FIG. 4)

\ 2

MANUAL
PRE-CLEANING

1. Soak in enzymatic, neutral pH cleaning solution for a
minimum of 5 minutes. Refer to detergent manufacturer’s
instructions for temperature and concentration.

2. Use a plastic-bristled brush to thoroughly scrub the

device’s exterior surfaces, paying special attention to

the following (FIG. 5):

a. Release tab pin pocket,

b. Length of coupler lumen. Use round brush 1 mm
larger than lumen (e.g., use 7 mm brush for 6 mm
lumen).

3. Rinse with warm water for a minimum of 2 minutes.

4. Proceed with one of the two required cleaning options:
ultrasonic or automated.

2
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miniARM® LOCKING COUPLER REPROCESSING (continued)

3

ULTRASONIC
CLEANING

1. Clean in ultrasonic bath with enzymatic, neutral pH cleaning solution for a minimum of
15 minutes. Refer to detergent manufacturer’s instructions for temperature and
concentration.

2. Rinse with warm water for a minimum of 4 minutes. To ensure a complete rinse, use a
clean plastic-bristled brush to scrub the device.

—1 OR

AUTOMATED
CLEANING

1. A washer-disinfector with fundamentally approved efficiency (e.g., according to EN ISO
15883) is required and it must be properly installed, qualified, and regularly subjected to
maintenance and testing.

2. Load the device into the washer-disinfector. Avoid contact between devices and
arrange to allow for proper drainage.

3. Operate the washer-disinfector cycle with an additional rinse cycle.

NOTE: The sterilization tray is NOT designed for cleaning devices. It must be processed
separately. The tray is only intended for sterilization, transport, and storage of reusable
instruments. For more tray information, see the sterilization tray instructions for use.

2

LUBRICATION

1. Apply instrument lubricant mixed to manufacturer’'s recommendations to prolong
instrument life by submerging the entire device in the lubricant for a minimum of 30
seconds. If the hospital washer-disinfector has a lubrication cycle, this can be used
instead of manual lubrication.

NOTE: LSI has validated the use of Weiman® Instrument Lubricant on this device. Other
instrument lubricant brands have not been tested and performance and results cannot be
guaranteed.

INSPECTION

1. Carefully inspect the device to assure that all visible soil has been removed. Generally,
unmagnified visual inspection under good light conditions is sufficient. Particular attention
should be paid to the following locations: Release tab pin pocket, Length of coupler lumen.
Repeat cleaning process if soil is detected.

2. Visually inspect the device for mild or excessive corrosion. If corrosion is present,
discontinue use of the device in surgery, but complete reprocessing.

3. Visually inspect the device for damage. If parts are damaged, discontinue use of the
device in surgery, but complete reprocessing.

PACKAGING

1. Confirm that all instruments are present. If using a sterilization pouch, place each
instrument in its own individual pouch. If using a sterilization tray, read the sterilization tray
instructions for use before proceeding. Ensure that the sterilization tray has been cleaned
according to the sterilization tray instructions for use and load device into the tray. See
FIG. 6 for placement of components in tray.

2. Package the device according to TABLE 1 (Page
6). The barrier system for sterilized reusable
instruments should meet the following requirements:

+ 1SO 11607-1

» Suitable for pre-vacuum steam sterilization

» Appropriate for medical use

» Grade appropriate for weight of loaded tray
per sterilization tray instructions for use and
facility procedures

Page 5




miniARM® LOCKING COUPLER REPROCESSING (continued)

4

STERILIZATION

1. The device must be properly cleaned prior to sterilization.
2. Perform sterilization cycle according to TABLE 1.

TABLE 1: miniARM® LOCKING COUPLER Sterile Packaging and Processing
Moist heat (steam) Moist heat (steam) Immediate Use Steam
Method sterilization according to | sterilization according to | Sterilization according to
ANSI/AAMI ST79 ANSI/AAMI ST79 ANSI/AAMI ST79
multiSTATION™ System
Container Sterilization Tray P/N No tray No tray
100034
Cvele Pre-vacuum Pre-vacuum Pre-vacuum
y (Pre-vac) (Pre-vac) (Pre-vac)
Packaging 2-layer polypropylene Pouch No packaging
wrap
132°C (270°F) 132°C (270°F) 132°C (270°F)
Temperature - . .
(minimum) (minimum) (minimum)
Ei)::::sure 4 minutes (minimum) 4 minutes (minimum) 4 minutes (minimum)
Dry Time 65 minutes (minimum) 25 minutes (minimum) N/A

Device(s) processed by immediate use sterilization should be transferred immediately,
using aseptic technique, from the sterilizer to the point of use.

Refer to ANSI/AAMI ST79, Comprehensive Guide to Steam Sterilization and Sterility
Assurance in Health Care Facilities.

The miniARM® LOCKING COUPLER has been validated to 20 reprocessing cycles. The
useful lifespan of a surgical instrument is largely dependent on the care and handling of
the instrument. Careful inspection and functional testing of the instrument should be used
to determine the end of its serviceable life.

4

STORAGE

1. During storage, ensure the device remains in a sterile condition ready for reuse.
2. Shelf life is dependent on the sterile barrier employed, storage manner, and
environmental and handling conditions.

CONTRAINDICATIONS

. This device is not intended for use except as indicated.

WARNINGS

. Federal law restricts this device to sale, distribution and use by, or on, the order of a physician.

o Read and become familiar with all instructions, warnings, and cautions before using this product.

o The miniKARMPLOCKING COUPLER shall be used in accordance with these instructions for use.

. Improper use of the device may cause serious injury. In addition, improper care and maintenance of the device
may render the device non-sterile prior to patient use and may cause serious injury to the health care provider or

the patient.

When using the miniARM® LOCKING COUPLER, patients must be immobilized or anesthetized.
Discontinue use of the miniARM® LOCKING COUPLER when the patient is moving or being moved.
Surgical or endoscopic procedures should be performed only by physicians having adequate training and
familiarity with relevant techniques and anatomy. Medical literature relative to techniques, complications, and
hazards should be consulted prior to use.

. Do not use the miniARM® LOCKING COUPLER as a cannula.

Page 6
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PRECAUTIONS

. The device is packaged as non-sterile. Clean and sterilize prior to use.

. If there are any variations between these instructions for use and either your facility’s policies and/or
your cleaning/sterilizing equipment manufacturer’s instructions, those variations should be brought to
the attention of the appropriate responsible hospital personnel for resolution before proceeding with
cleaning and sterilizing your device.

o Use of a miniARM® LOCKING COUPLER for a task other than what it is intended for can result in a
damaged or broken device.

o Prior to use, inspect the miniARM® LOCKING COUPLER to ensure proper function and condition. Do
not use the device if it does not satisfactorily perform its intended function or if it has physical damage.

. Surgical instruments vary between manufacturers. Before instruments and accessories from different
manufacturers are employed together in a procedure, verify compatibility and ensure electrical isolation
or grounding are not compromised.
Avoid mechanical shock or overstressing the miniARM® LOCKING COUPLER.
To avoid damage to the camera’s distal tip, ensure that the camera is not flexed before insertion or removal.
Only the cleaning and sterilization processes which are defined within these instructions for use have been
validated.

. Store at room temperature.

ADVERSE REACTIONS
No documented adverse reactions.

TABLE 2: miniARM® LOCKING COUPLER PRODUCT ORDERING
REORDER PRODUCT DESCRIPTION

080555 | miniARM® LOCKING COUPLER* 1 Shelf Box

100034 multiSTATION™ System 1 Shelf Box
Sterilization Trayt

* For Use with the Olympus® ENDOEYE FLEX® 5mm HD surgical video camera (LTF-S190-5) (NOTE: the
miniARM® Locking Coupler requires either the miniARM® Cannula Adapter Kit (#080415) OR the miniARM®
Clamping Adapter (#080519) in order to be attached to the miniARM® Instrument Holder)

T The multiSTATION™ System Sterilization Tray is manufactured by: Summit Medical, 815 Vikings Parkway,
Suite 100 St. Paul, MN 55121 U.S.A.

L.}
tS‘SOLUT'ONS Patents: www.lsisolutions.com/patents
The LSI logo, LSI Solutions, Multistation, Miniarm, and Perfect
LSI SOLUTIONS, Inc. Performance Policy are registered trademarks and trademarks
7796 Victor-Mendon Road of LS| SOLUTIONSE®.
Victor, New York 14564 U.S.A. Copyright © 2021, LSI SOLUTIONS®. All Rights Reserved.
d Phone: +1 585.869.6600
Customer Service: +1 866.575.3493 [MADE IN THE USA] .
Technical Support: +1 866.428.9092 —— Symbol Glossary:
Fax: +1 585.742.8086 B iyl www.Isisolutions.com/symbols

www.Isisolutions.com l’('rjc('l ﬂrﬁrmmm'c Rﬂic_l'.

M
Call us a1 8665753493 any timee. "{.-:“
s,

OLYMPUS and the ENDOEYE FLEX are registered trademarks of the Olympus Corporation. Prolystica is a registered trademark of Steris. Weiman is a registered
trademark of PurposeBuilt Brands. Use of these names, trademarks and brands does not imply endorsement. All company, product and service names used in this
technology guide are for identification purposes only.

P/N 081288A 28-JAN-2022
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Cucmema multiSTATION™
miniARM® ©UKCUPYIOLLIASA M yd)[:EA

MEPEA MCMOJNb3OBAHMEM BHUMATENBHO NPOYTUTE

TexHonornyeckoe pykoBoACTBO BIAILIL KUSAENO

1. miniARM® ®NKCUPYIOLLAA MYDTA
2. Boictyn ®dukcatopa
3. Ban ®dukcupyrowen Myd ol

SISOLUTIONS®

N PUC. 1: miniARM® ®UKCUPYIOLLLAA MYDTA

OMNUCAHMUE YCTPOUCTBA:

MiniARM® @UKCUPYHIOLLASI MY®TA 1 ucnonbayetcs nnbo ¢ miniARM® HABOP AJAMNTEPOB A4
KAHIOJIN nn6o miniARM® 3AXKUMHOW ALJATITEP ans HageXHo rKkcaumm Xnpypriyeckoil
Bngeokamepbl OlympusB® ENDOEYE FLEXB® 5 mm HD (LTF-S190-5). Kamepa ocsoboxaaetcs ot
COEAVMHUTENS HaXaTMeM Ha BbICTyn 2. The miniARM SAXKUMHOW ALJATITEP dukcupyeT MydTy,
3axBaTblBas Ban CTONOPHON MydThbl 3.

NMOKA3AHUA K MPUMEHEHUIO:
MiniARM® ®UKCUPYIOLLAST MY®TA nokasaH xvpypram Ans yaep»KaHust MHCTPYMEHTOB B
UKCMPOBAHHOM MOSOXKEHMM B TEYEHME ONPELAENEHHOIO NEpMoaa BPEMEHMN.

miniARM® ®UKCUPYIOLASA MYPTA YCTAHOBKA U PACNOJNIOXEHUE

MiniARM® ®UKCUPYIOLLAS MY®TA moxem 6bimb rpukpenneHbl k 0epxamernto miniARM® ucrnonb3ys nubo
miniARM® 3AXKUMHOM AOAMTEP, nu6o miniARM® HABOP AOAMTEPOB A/15 KAHIOJIN.

NCNOJIb3OBAHUE C 3AXXUMHbIM AOANTEPOM:

~

1 oTkPOUTE

1. OTKpoNTE YenioCTb 3aXKMMHOro agantepa,

\ ﬁ NOBEPHYB YNpaBnsoLWniA BUHT NPOTUB YaCOBOWN

CTPErKu.

2. 3admkcupyrite MydTy B 3aXXMMHOM aganTtepe,
BpalLlas ynpasnsaoLniA BUHT MO YaCOBOMW CTPENKe,
4YTOObI 3aKPbITb 3aXXMM BOKPYT Bana MydThbl

CtpaHumua 1l
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MCMNOJIb3OBAHUE C AOANTEPOM AOJiA KAHI-OJ'II/I

1 OPMEHThRyMTE

F=)

\‘\
o
/

1. OPUEHTUPYWTE apanTep AnS KaHONM Tak, 4Tobbl
cnoBo «XMPYPIM» 6binio obpalleHo K Nonb3oBaTento.

= i \ 2. BCTABBTE MydTy o CTOpoHbI «XMIPYPTA» [0
2 BCTABbBTE “ ' ﬁ MOMNHOW ero oukcaLmm 1 3apuUKCUpymnTe 3aLLienko
[ / | - 4§' K KaHIOMN.
| % |i= ' MPUMEYAHWE: MNocne ycTaHOBKU (OUKCUPYIOLLYIO MydOTY
.J_ MO>HO NMOBEPHYTb 1 3aKPENUTb MO enaHuto. CMm.
. WHCTPYKLMIO NO NPUMEHEHMIo Komnnekta miniARM®
/ KOMIMJIEKT ADANTEPA O11A KAHHKOJIN.
\
— MydTa gomkHa Ecnv BugeH
| ObITb NONHOCTbLIO 3a3op,
yCTaHOBJIeHa coeauHuTenbHasa
\_l—\ mydTa
yCTaHOBJ1I€eHa He
i NONHOCTLIO J

YCTAHOBKA XUPYPIMYECKOWU BUOEOKAMEPbI OLYMPUS® ENDOEYE FLEX®:
MpvmeydaHue: YTobbl n3bexaTb NOBPEXAEHNS ANCTANBbHOrO KOHYMKA Kamepbl, yoeanTech, YTo kamepa He CorHyTa

nepen BBEAEHNEM.

~

1 PACNIONOXUTE

\
(2

BCTABbTE

1. PACTIOJIOXKUTE mydTy Tak, 4ToGbI CI0BO
"Bepx" 6bino obpalleHo K MoNb30BaTeNto.

2. BCTABbTE kamepy B MydTy, y6eaMBLUMCE, YTO
nrnockas YyacTb KaMmepbl COBNagaeT C NIoCKon
YyacTblo MydTbl ¢ Hagnucbio "BEPX", kak nokasaHo
Ha PUCYHKe.

CtpaHuua 2



/ Kamepa Ecnv BupeH 3asop, \

e

n, et
| AOIMKHa BbITb | \ﬁ)| 3Ha4nT, Kamepa
- MOJSTHOCTbHO _ ! |gY) ycraHoenena He
ycTaHoBneHa \
FE—_ =

'3 |
—— |

OEMOHTAX:

MPUMEYAHWME: YTo6bI n3bexaTb NOBpeXaeHWs OANCTanbHOro HakoHeYHUKa Kamepsbl, ydoeguTeck, 4To
Kamepa He COrHyTa nepep, u3BrevyeHnem.

1 lMomsiHume

1. MNoTaHuTe 3a BbICTYN dmkcaTopa, YTobbI
OTCOEAMHUTb Kamepy OT COeAMHUTENS, 3aTeM
OCTOPOXXHO CHUMUTE Kamepy.

——)

S :
6 d. Haxmume — _z—— \

NMPU UCNOJIb3OBAHUUN AOANTEPA KAHIOJI:

2a. Haxmute Ha 3allenky KaHmn, o4HOBPEMEHHO
BbITArMBasa puKcUpyoLyo MydTy 13 agantepa
KaHonu.

NPU UCNOJIb3OBAHUU 3AXUMHOIO
ADATITEPA:

2b. OTKpOMTE 3aXUMHYIO YentoCcTb aganTepa,
NOBEPHYB YNPaBnsAoLWUA BUHT NPOTUB
4acoBOM CTpernku, 4Tobbl ocBo6OANTE MY(TY.

CtpaHuuya 3



mlnlARM® OUKCHUPYROLUAS MY®PTA NOBTOPHAA OBPABOTKA

Pa3bepute n ouMcTuTe yCTPONCTBO Cpasy Nocrie Ucnonb3oBaHus. He nossonsanTe 3arpA3HEHHOMY YCTPOWCTBY BbICOXHYThb.

* YCTPONCTBO He CepTUdULMPOBAHO AN OYUCTKM UM CTEPUNN3aLMA C NMPUKPENIEHHOW KaMepPOn Uinn C NPUKPENEHHbIM K
aganTepy KaHoonm unv 3axXumHoMy agantepy.

* YucTAawee cpeacTso, ncnonb3oBaHHoe npu Banugaumm: Steris Prolystica® 2X (dhepmeHTaTMBHbIN, HenTpanbHbIn pH).

+ [Ins oKOHYaTENbHOrO ONOMACKUBaHUSA MCNOSMb3YNTE TONBKO CBEXEMNPUIOTOBNEHHYHO OYMLLIEHHYH/BICOKOOYMLLIEHHYIO BOAY.
* Hukorga He ncnonb3ynTe Ans YACTKN MeTanm4yeckue WeTKU Unn CTarnbHY MoYarky.

1. Pasbupante n ounwante yCTpOMCTBO cpa3sy nocne nucnonb3osaHus. 2. He

TOYKA UCMOJb30BAHKA ﬂOI‘IyCKaVITe BbICbIXaHUA 3arpA3HeHHbIX yCTpOVICTB.

‘ MPUMEYAHUE: YTo6bl n3bexartb NnoBpexaeHns
AMcTanbHOro HakoHeYHuKa kamepsbl, yéeamTech, YTo 4

Kamepa He COrHyTa nepeg UsBreYeHnem. %_/
\ / —)

1. MNoTsHMTe 3a BbICTYN chmkcaTopa, YTobbI
OTCOEAVHUTb KaMepy OT COeAMHUTENS, 3aTeM
OCTOPOXHO CHUMUTE kamepy. (PUC. 2)

Mpu ncnonb3oBaHMKM aganTepa A8 KaHMNu:
2a. Haxxmute Ha dpukcaTop KaHionmM, OAHOBPEMEHHO
n3Bnekas mygTy 13 agantepa kaHwonu. (PUC. 3)

NnoaAroToBKA

I'IpM MCNOoJib30BaHUN 3aXXMMHOIo aganTtepa:

2b. OTkponTe 3axummHylo Trybky apganTepa,
noBepHyB GapallKOBbIN BUHT NPOTUB YacOBOM
CTpernku, Ytobbl ocBoboante MydTy. (PUC. 4)

HelTpanbHbiM pH MUHUMYM Ha 5 MuHYT. TemnepaTtypa u
KOHLIEHTpaLMS yKasaHbl B UHCTPYKLUM NPOM3BOAUTENS
MOIOLLErO cpeacTaa.

‘ 1. 3amounte B hepMEHTHOM YNCTSLLEM PacTBOpPE C / - \

YCTPOMCTBA LLETKOW C NacTUKOBOW LLETUHOW, yaendas

ocoboe BHMMaHue crieayowemy (PUC. 5 )
a. OcBoboaute Kap'cnl'/lyaHuﬁnﬂyuﬁquaTa ngKcaTopa ' _/

PYYHAA b.  [OnuHa npocseTa MydThl. Micnonb3aynTe Kpyriyto
NPEOBAPUTEINIbHAA LWeTKY Ha 1 MM GonbLLe, YeM NpocBeT

OYUCTKA (Hanpumep, ncnonb3ynTe WeTky 7 MM Ans
npoceeta 6 Mm).
3. NpomoiiTe Tennow Bogon B Te4EHNE MUHUMYM 2 o

MUHYT. \

4. MpucTynaiite K OAHOMY U3 BYX BAPMAHTOB OUNCTKM: Q"C- 5 b}

‘ ynbTPa3ByKOBOW UNN aBTOMaTU4ECKON.

2. TuwartenbHO OYMCTUTE BHELLHUE NOBEPXHOCTU “t‘. /g
A s
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miniARM® ®UKCUPYIOLLASI MYDTA MOBTOPHASI OBPABOTKA (npoaomxeHue )

1 1. OuuwanTe B yNbTPa3ByKOBOW BaHHE C MOMOLLBbI (PEPMEHTATUBHOIO YNCTALLETO
pacTBopa C HelTpanbHbIM pH B TeyeHne MuHumym 15 MuHyT. Temnepatypa u
YNbTPA3BYK KOHLIEHTpaLMs yka3aHbl B UHCTPYKLUM NPOU3BOAMTENS MOKOLLErO CpeacTaa. 2.
OBAA OnonackuBaiiTe yCTPOICTBO TENMOW BOAOI B TeUEHUE MUHUMYM 4 MUHYT. [ns
OYUCTKA obecrneyeHunsi MOMHOMO OMOMacKUBaHWUSA UCTIONb3YATE YUCTYHO LLETKY C MacTMacCoBOi
€TVMHOW ANS YUCTKM YCTPOMNCTBA.
— wnm — —

1. . Heobxoguma morika-ae3mHgeKTop ¢ NpuHUMNuanbHO 0go0peHHOM 3hpeKTUBHOCTbIO
(Hanpumep, B cootBeTcTBUM ¢ EN ISO 15883); oHa gormkHa 6biTb NpaBUNBHO
yCTaHOBMEHa, KBanuduumpoBaHa 1 perynsipHo nogBepratbCa TEXHNYECKOMY
06CnyXMBaHUIO N UCNbITAHWAM. 2. 3arpy3ute YCTPONCTBO B MOMKY-Ae31HAEKTOP.

ABTOMATMU- N3berante koOHTaKTa Mexay ycTponcTBammn n obecneybTe HagIexallun crnve Boabl. 3.
YECKASA 3anycTute UMK MOMKU-Ae3nHdEKTopa C AONONTHUTENBHBIM LUKIIOM MOSI0CKaHMs.
OUYUCTKA NMPUMEYAHUE: NoTok gns ctepunusaumm HE npegHasHaveH ans o4nCTKM YCTPOMUCTB.

OHM JomkHbl 06pabaTbiBaTbCs 0TAENbHO. JIOTOK NpeaHasHayYeH TonbKo ans
CTepWnn3aumm, TPaHCNOPTUPOBKM U XPaHEHUST MHOTOPa30BbIX UHCTPYMEHTOB.

[lononHuTenbHblE CBEAEHMS O FIOTKE CM. B MHCTPYKUMKM MO NPUMEHEHUIO NOTKa Anda
cTepunu3aLim

HaHecuTe cmasky ONnS MHCTPYMEHTOB, CMELUaHHYt0 B COOTBETCTBMM C peKOMeHOaunsiMu
npoussogutenssh™, ytobbl NPOANUTbL CPOK CMyXObl WMHCTPYMEHTOB, MOrpy3MB BCEe
YCTPOMCTBO B CMasky MUHMMYM Ha 30 cekyHA. Ecnu B 60nbHUYHOM MoOlKe-Ae3nHpeKTope
NpeAyCcMOTPEH LIMKIT CMa3KK, ero MOXHO UCMOMb30BaTb BMECTO PYYHOW CMas3Ku.
CMA3bIBAHUE NMPUMEYAHWME: LS| noaTBepanna ncnonb3oBaHne MHCTpyMeHTanbHon cMaskm Weiman®
\Anst gaHHoro ycrpovictea. CMaska Ans npnbopos Apyrnx Mapok He TecTupoBanachb,
noaTomMy ee ah(PeKTMBHOCTb M pe3yrbTaTbl He MOTyT OblTb rapaHTUPOBaHBI.

1. BHMMaTENbHO OCMOTPUTE YCTPOWCTBO, YTOGLI yOeauTbes, YTo BCA BUAMMAs Noysa
yaaneHa. Kak npaeuno, 4OCTaTOYHO BM3yaribHOrO ocMoTpa 6e3 yBenmueHus npu
xopoluem ocBelleHnn. Ocoboe BHUMaHWe criedyeT yaenuTb creytownmm MecTtam:
KapmaH ans wtudgTa pacuennsiowero a3blyka, AnnHa npoceeta coeamHmTens. Mpu
NMPOBEPKA 0BHapYXeHUW 3arpsi3HeHNn NOBTOPMTE MPOLIECC OYNCTKM. 2. BuayanbHo npoBepbTe
YCTPOWMCTBO Ha Hanuuue cnaboi Unm YpeamepHoli kopposun. Ecnn kopposus
NPUCYTCTBYET, NPeKpaTUTe UCMOb30BaHNE YCTPOWCTBA B XMPYPriu, HO 3aBepLumTe
NoBTOPHYIO 06paboTKy. 3. BuayanbHo oCMOTpUTE YCTPOWCTBO Ha NpeaMeT NoBPeXaeHWA.
Ecnu goetanu noepexaeHsbl, NpekpaTuTe UCMNonb3oBaHWe YCTPOMCTBA B XUPYPIrn, HO
3aBepLuNTe NepepaboTky.

1. Y6eauTecnb, 4YTO BCE MHCTPYMEHTLI MPUCYTCTBYOT. ECnn ucnonbayetcs
CTEPUIM3aLUMOHHBIN NakeT, NOMECTUTE KaxKabl MHCTPYMEHT B OTAENbHbIM nakeT. Ecnn
NCMNOMnb3yeTcs NOTOK AN CTepununsaumnm, npexage Yem npuctynutb Kk paborte,
D3HAaKOMbTEChH C MHCTPYKLIMEWN NO MCMOMb30BaHWIO N10TKa ANs ctepunusaumn. Yoeamrecs,
HTO NOTOK ANs CTEPUNU3ALMY OYULLEH B COOTBETCTBUM C UHCTpYKuMen no
MCMONb30BaHUIO NTOTKA ANS CTepunm3aumnn, n sarpysmTe a ui
PacnonoxeHne KOMNOHEHTOB B noTke cM. Ha PUC. 6.

YNAKOBKA . Ynakymnte yctponctso B cootBeTcTBuMn ¢ TABJTMLIEN 1
cucTema Ans CTepuUriM3oBaHHbIX MHOTOPa3oBbIX MHCTPY
cneayowmm TpeboBaHusIM:

+ ISO 11607-1 - MoaxoaouT Ansa NnpeaBapuUTENsHON
BaKyyMHOW MNapoBOW CTEpMnM3auuu -

* [logxoauT ANst MICNOMb30BaHUA B MEAULIMHCKUX
uensax - Knacc cooTBeTCcTBYeT Becy

e 3arpyXeHHOro fnoTka B COOTBETCTBUU C
MHCTPYKLUMEN N0 NPUMEHEHWMIO NTIOTKa AN CTepunmnsaunm 1 npoueaypamu B YYpeXxaeHum.
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miniARM® ®UKCUPYIOLLIAA MY®TA MOBTOPHASl OBPABOTKA (npoaomxeHue )

1. MNepepn cTepunusaument yCTpOMCTBO OOIMKHO ObITh Hagexawmm obpa3om oUmnLLEHO. 2.
BbinonHuTe uukn ctepunusaumm B cooteetctaum ¢ TABJTMLIEN 1.

TABJIMLA 1: CTepuniHas ynakoska 1 obpaboTtka miniARMV® GUKCUPYIOLEN MYDThI
CTepvnusanns Crepunusaums BnaxHbIM | Mapoeas cTepunmaaums
MeTo. BMaXHbIM TENIOM Tennom (napom) B HeMeaneHHoro
A (napom) B cooTBeTCTBMM | cootBETCTBUM ¢ ANSI/ NCMONb30BaAHMS B
¢ ANSI/AAMI ST79 AAMI ST79 coorpercTeuu c ANSI/
JloTok Ans cuctemHom AAMI ST79
KoHTenHep gjﬁ’i'gjrl’:%"g;\l"m, Homep Bbe3 nogHoca Be3 nogHoca
no katanory 100034
Lk MpenBapuTensHoe MpensapuTensHoe MpenBapuTensHoe
BaKyyMupoBaHue BaKyyMupoBaHue BaKyymunpoBaHue
YnakoBka 'ngﬁggﬁ:iﬂemmﬂ nnenka | dexon Bes ynakoBku
CTEPUNU3ALMA Temneparypa 132°C (270°F) 132°C (270°F) 132°C (270°F)
(MUHUMYM) (MUHUMYM) (MUHUMYM)
Bpems
BLIAEPKKM 4 MUHYTbI (MUHUMYM) 4 MUHYTbI (MUHUMYM) 4 MUHYTbI (MUHUMYM)
Bpems
CyLKM 65 MUHYT (MUHUMYM) 25 MUHYT (MUHUMYM) N/A

WN3penus, obpaboTaHHble METOAOM CTEPUNU3aLMN HEMEANEHHOIO UCMONb30BaHMS,
[OMKHbI ObITb HEMEANEHHO NePeHECeHb! C cOBNogEeHNEM acenTUYECKUX Mep 13
cTepunusaTopa B MECTO MUCMOMb30BaHMS.

Cwm. ANSI/AAMI ST79, «KomnnekcHoe pykoBOACTBO MO CTEPUNN3ALIUM MAPOM U
obecneyeHmno CTEPUINBHOCTU B MEAULIMHCKUX YUPEXKOEHUSIXY.

miniARM® ®OUNKCUPYIOWAA MYDTA npoBepeHa Ha 20 UMKIioB NOBTOPHOM 06paboTku.
Cpok cny0bl XMpYypruyeckoro MHCTPYMEHTA B 3HAYUTENBHOWM CTENEHM 3aBUCUT OT yxoaa u
obpalleHnst ¢ HUM. TwaTtenbHbIn OCMOTP U (PYHKLIMOHANbHOE TECTUPOBAHUE UHCTPYMEHTA
OOIMKHbI MCMOMNBb30BaTbCA AN ONPeAerieHNs OKOHYaHWS CpoKa ero Cryxobl.

1. 1. Bo BpeMsi xpaHeHus creguTe 3a TeM, YTobbl YCTPOMCTBO OCTaBanock B CTEPUIIBHOM
COCTOSIHWM, FOTOBbLIM K MOBTOPHOMY MCMOSIb30BaHMto. 2. CpoK rogHOCTM 3aBUCUT OT
MCMONb3yeMOro cTepurbHoro 6apbepa, cnocoba xpaHeHusl, YCNoBWI OKpYXatoLel cpeabl
1 obpalleHus.

XPAHEHUE

NMPOTUBOIMNOKA3AHUA
. OT0 YCTPOWCTBO HE NpefHa3HaYeHo Ansi UCMONb30BaHUsl, KPOMe Kak B COOTBETCTBUM C YKa3aHUSIMU.

I'IPEJ],YI'IPE)KJJEHI/IFI
depnepanbHbiii 3aKOH OrpaHMYMBaET NPOAAXy, PacnpOCTPaHEHNE U NCMONb30BaHME 3TOr0 YCTPOMCTBA BPAYOM MM MO €ro yKa3aHuio.
* MNepep ncnonb3oBaHNEM JAHHOTO NPOAYKTa NPOYTUTE U 03HAKOMBTECH CO BCEMU UHCTPYKLUAMU, NPEAYNPEXaEHNAMU U
NpeaoCTEPEXEHUAMN.
* PUKCUPYALWAA MYDTA miniARM® fomkHa ncnonb3oBaTbCst B COOTBETCTBUM C HACTOSLLLEN MHCTPYKLMEN No aKChnyaTauumn.
* HenpaBunbHoe MCNonb30BaHUe YCTPOMCTBA MOXET NPUBECTU K Cepbe3HO TpaBme. Kpome Toro, HenpaBumbHbIA YXOL, U TEXHUYECKOEe
obcnyxmBaHWe yCTPOMCTBa MOTYT CAeNnaTb ero HeCTEPUIbHBIM Nepes UCMosb30BaHWEM MALMEHTOM U HAHECTU CEPbE3HYI0 TPaBMY
MeaNLIMHCKOMY pabOTHUKY MW NaLUeHTy.
* Mpwu ncnonb3oBaHun tDI/IKCMPWOLLlEI?I MY®Tbl miniARM® naumeHTbl A0MmKHbI 6bITb UMMOOWTM30BaHbI UM HAXOAUTLCS MO HAPKO30M.
* MNpekpaTtute ucnonb3oBaHne d)l/lKCI/IPWOLLlEI?I MY®Tbl miniARM®, korga naumeHT ABMXETCH U ero nepemMeLLaoT.
* Xvpypruyeckue unm 3HA0CKoNuyeckre npoueaypbl A0MMKHbI BbIMOHATHCA TONbKO BpayaMu, MMELLMMU COOTBETCTBYHOLLYIO NOArOTOBKY U
3HAKOMbIMM C COOTBETCTBYHOLLMMM METOAAMU U aHaToMueln. [Nepen ncnonb3oBaHMeM criegyeT 03HAaKOMUTLCHA C MEQULIMHCKON
nuTepaTypou, KacalwLencsi METOA0B, OCIIOXXHEHMWI 1 ONACHOCTEN.

+ He ucnonsayitte PUUKCUPYIOLLYHO MY®TY miniARM® B ka4ecTBe KaHmMu.
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MEPbI NMPEAOCTOPOXHOCTHU

YCTpOWCTBO ynakoBaHo Kak HecTepunbHoe. lNepea ncnonb3oBaHWEM OYUCTUTE U MPOCTEPUNUIYITE.

* Ecnu cywecTByoT kakne-nnbo pasnuums Mexay STUMM MHCTPYKLMSIMU MO UCMOSb30BaHMWIO Y NpaBuiiamMun Ballero yupexaeHus n/mnm
WHCTPYKLMAM NMPOM3BOAMTENS BalLero o6opynoBaHNs AN O4YMCTKM/CTepUnNn3aunm, 3Tm U3SMeHeHNs cregyeTt BHECTU B

Mpexpe Yyem NpUCTYNUTbL K YACTKE U CTEPUIM3aLmmn yCTPONCTBa, 0bpaTnTe BHUMaHne COOTBETCTBYIOLLLErO OTBETCTBEHHOrO NepcoHana 60onsHNLbI
Ha pelueHne npobnemsbi.

+ Wcnonk3osanue SAMOPHOW COEAVHUTENBHOWM MY®ThI miniARM® ansa 3aaad, Ans KOTOpbIX OHa He NpeaHa3HaveHa, MOXeT NPUBECTU K
NMOBPEXAEHUIO UMK MOJIOMKE YCTPOMCTBA.

* MNepen ucnonbsosaHnem ocmoTpute BIIOKMPOBOYHYIO MY®TY miniARM®, 4tobbl ybeanTtbcsa B ee npaBUbHOM (OYHKLIMOHUPOBAHUN U
cocTosiHun. lenatb

He vcnonb3yiiTe yCTPONCTBO, €CNN OHO HE BLINOSHAET AOIMKHLIM 06pasom npedyCcMOTPEHHYI0 PYHKLMIO N nMeeT unsnyeckne noBpexaeHns.
* Xnpypruyeckue MHCTPYMEHThI pa3nnyatoTcs y pasHbix npoussoauTenei. MNpexae Yem ncnonb3oBaTb MHCTPYMEHThI U akceccyapbl PasHbIX
npov3soauTenen BMecTe B npoueaype, NpoBepbTe COBMECTUMOCTb 1 0becneybTe SMEKTPUYECKYIO N30NALMIO.

Unu 3a3emMrieHne He HapyLLIeHo.

« N3Beraiite MexaHM4ecknx yaapos unm nepeHanpspkeHus SANOPHOW COEAVUHUTENBHOM MY®Thbl miniARM®.

» Bo nsbexaHne noBpexaeHns AMCTanbHOro KOHYMKa KaMmepbl Nepes BCTaBKOW UNn n3BneyeHnem ybeantech, YTo kaMmepa He COorHyTa.

* Banvpaunm nogBepranvcb TONbKO NPOLECChl O4YMCTKM U CTEPUNM3aLm, onpeaeneHHble B JaHHOW MHCTPYKUUM NO SKCNyaTaummn.

* XpaHuTb Npy KOMHATHOW Temneparype.

MOBOYHbIE PEAKLUA
MoBoYHbIX peakuun He
3ahUKCUpPOBaHO.

TABJINLA 2: 3AKA3 NMPOAYKLUUN miniARMV® ®PUKCUPYIOLLAA MYDPTA
3AKASATb MPOOYKT OlNMNCAHUE

080555 | miniARM® ®UKCUPYIOLASI MY®TA* 1 Kopobka

100034 multiSTATION™ System 1 KoboBka
Jlomok dna cmepunusayuut P

* [Ana ncnonb3oBaHusa ¢ xmpyprudeckon Bugeokamepont Olympus® ENDOEYE FLEX® 5 mm HD (LTF-
S190-5) (MPUMEYAHUE: gnsa dukcnpytowwen mydptel miniARM® TpebyeTca nubo komnnekT agantepa
kaHtonm miniARM® (#080415), UNW 3axumHon agantep miniARM® (#080519). ) ans kpenneHus K
Aepxatento MHCTpymeHToB miniARM®)

T The multiSTATION™ System Jlomok 055 cmepusnu3dayuu nponssoguTcs komnadmen: Summit Medical, 815
Vikings Parkway, Suite 100 St. Paul, MN 55121 U.S.A.

S\SOLUTIONS?

Patents: www.lsisolutions.com/patents
The LSI logo, LSI Solutions, Multistation, Miniarm, and Perfect

P/N 081288A 28-JAN-2022

LS| SOLUTIONS, Inc. Performance Policy are registered trademarks and trademarks

7796 Victor-Mendon Road of LS| SOLUTIONS®.

Victor, New York 14564 U.S.A. Copyright © 2021, LSI SOLUTIONS®. All Rights Reserved.
I Phone: +1 585.869.6600

Customer Service: +1 866.575.3493 [MADE IN THE USA] Svmbol Gl .

Technical Support: +1 866.428.9092 - ymbol tlossary:

Fax: +1 585.742.8086 “"":':I" 'l"::i')‘l:"':'m www.lsisolutions.com/symbols

www.Isisolutions.com l’('rjc('l ﬂrﬁrmmm'c Rﬂic_l'.

Call us a1 8665753493 any timee. gi:l - ,1', Mﬂ @
OLYMPUS and the ENDOEYE FLEX are registered trademarks of the Olympus Corporation. Prolystica is a registered trademark of Steris. Weiman is a registered
trademark of PurposeBuilt Brands. Use of these names, trademarks and brands does not imply endorsement. All company, product and service names used in this
technology guide are for identification purposes only.
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The multiSTATION™ System:
SubX™ STERNAL ASCENDER™ SYSTEM and
LIMA/RIMA RetroSterno™ Paddles

Technology Guide [TAREAD THIS PRODUCT INSERT THOROUGHLY BEFORE USE

. LIMA RetroSterno™ Paddle
. Accessory Slot

. Hand Grip

. Paddle Indicator
. Pivot Button
.Rack

. Rack Pivot

. Arch Keystone
.Locking Lever
10. Swivel Bar

11. Racheting Latch

O©CONOGARL,WN-

FIG. 1 — SubX™ STERNAL ASCENDER™ SYSTEM

SubX™ STERNAL ASCENDER™ SYSTEM DEVICE DESCRIPTION:

The non-sterile, reusable SubX™ STERNAL ASCENDER™ SYSTEM (FIG. 1) is a mechanical hoist mechanism
that provides elevation of a selected accessory (sold separately) when configured with compatible M55™ RIGID
miniARM® HOLDERS and miniARM® RAIL CLAMPS.

The selected accessory, LIMA RetroSterno™ Paddle 1 shown as an example above, is loaded into the
accessory slot 2 and secured by pulling down. The hand grip 3 provides an ergonomic handle to insert and
manipulate the accessory extracorporeally and create initial retraction. The paddle indicator 4 indicates the
location of the tip of the RetroSterno™ Paddle during placement. The pivot button 5 is pressed to unlock the
system and allow rotation of the rack 6 about the rack pivot 7. Once the rack is oriented as desired, the pivot
button is pressed again to lock the angular position of the rack. The arch keystone 8 includes 2 attachment
points into which 2 M55™ Rigid miniARM® HOLDERS (not shown) are inserted to establish the bridge
configuration. Two locking levers 9 rotate to secure and release the miniARM® HOLDER quick connect posts to
the arch keystone or remove them from the arch keystone. The swivel bar 10 is rotated counterclockwise to
raise the system. Every half turn, the ratcheting latch 11 engages an anti-backdrive feature in the arch
keystone. An audible click indicates that the locking feature has been activated and secure elevation has been
achieved.

Upon completion of the procedure, the ratcheting latch is pressed and held to bypass the anti-backdrive
mechanism. The swivel bar is rotated clockwise to release the load and lower the system.

INDICATIONS FOR USE:
The miniARM® SubX™ STERNAL ASCENDER™ SYSTEM is indicated for use by surgeons to hold instruments
in a fixed position for a period of time.

Page 1
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INSTRUCTIONS FOR USE
ATTACHING, PIVOTING, RAISING, and LOWERING the SubX™ STERNAL ASCENDER™ SYSTEM

Prior to each use, test the SubX™ STERNAL ASCENDER™ SYSTEM by confirming that the arch keystone can
travel the entire length of the rack. Discontinue use if the arch keystone binds at any point along the rack. Steps
1-4 show a LIMA RetroSterno™ Paddle as an example of a compatible accessory. Accessories available

separately.
ﬁ ATTACH \

A

1. ATTACH the ascender to 2 holders by inserting
the quick connect posts into the arch keystone and
rotating the locking levers to the locked position.

N J
6PIVOT \

PUSH to p:}H to 2. PIVOT the hand grip about the rack while the
unlock 4 lock pivot button is disengaged. Engage the pivot button
’ to lock the angle of the hand grip.

- /
6RAISE \

3. RAISE the hoist mechanism by rotating the swivel
j bar counterclockwise.

NOTE: Ensure that the swivel bar is rotated until an
audible click is heard, indicating that the arch
keystone is locked in position.

\
ﬁ LOWER /

AN

/ 4. LOWER the hoist mechanism by rotating the
swivel bar clockwise while pressing the ratcheting
latch.

% NOTE: The swivel bar cannot rotate clockwise
without the ratcheting latch disengaged.

PUSH and l

L y
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The multiSTATION™ System:
SubX™ STERNAL ASCENDER™ SYSTEM and
LIMA/RIMA RetroSterno™ Paddles

Tech nology Guide [T{READ THIS PRODUCT INSERT THOROUGHLY BEFORE USE

1. LIMA RetroSterno™ Paddle
2. RIMA RetroSterno™ Paddle
3. Textured Zone

4. Paddle Post

5. Attachment Stud

FIG. 2 - LIMA/RIMA Retrosternom' Paddles INNOVATIVE SOLUTIONS FOR MINIMALLY INVASIVE SURGERY

LIMA/RIMA RetroSterno™ Paddle DEVICE DESCRIPTION:

The non-sterile, reusable RIMA RetroSterno™ Paddle and LIMA RetroSterno™ Paddle (FIG. 2) are accessories
to the SubX™ STERNAL ASCENDER™ SYSTEM. The LIMA RetroSterno™ paddle 1 provides retraction of the
sternum and sub-xiphoid access to the left internal mammary artery. The RIMA RetroSterno™ paddle 2
provides retraction of the sternum and sub-xiphoid access to the right internal mammary artery. The textured
zone 3 provides grip on the sub-sternal tissue during retraction. The RetfroSterno™ Paddles are offset laterally
to maximize working space and concavely contoured to facilitate optimal visualization of the targeted vessel.
The shape of the paddle post 4 interfaces with space lateral to the xiphoid process and opposite the targeted
internal mammary artery to create a low-profile anatomical insertion. The attachment studs 5 allow for quick
connection to the accessory slot of the SubX™ STERNAL ASCENDER™ SYSTEM.

INDICATIONS FOR USE:

The miniARM® LIMA RetroSterno™ Paddle/miniARM® RIMA RetroSterno™ Paddle is indicated for use for
retraction of bone and soft tissue.

ﬁSELECT \

RIMA
RetroSterno™ Paddle

1. SELECT the LIMA paddle for access to the left
internal mammary artery or the RIMA paddle for
access to the right internal mammary artery.

RetroSterno™ Paddle

N

6 ATTACH

l 2. ATTACH a paddle by inserting the paddle post
into the accessory slot of the hand grip and pulling
~ down to secure.

K_p / Page 3
Peructpanus MH B Pocanpaenagzope

www.nevacert.ru | info@nevacert.ru




INSTRUCTIONS FOR USE
SETTING UP, ATTACHING, and POSITIONING the multiSTATION™ Bridge

(‘@\"\ . . ®
2 @!ﬁ_‘fu 1. miniARM® RAIL CLAMP
\ @Q\,—‘.‘ ¥ 2. M55™ RIGID miniARM® HOLDER
& ¥ ¢

3. SubX™ STERNAL ASCENDER™ SYSTEM

4. LIMA RetroSterno™ Paddle

w

FIG. 3 — multiSTATION™ Bridge

multiSTATION™ Bridge DESCRIPTION:

The multiSTATION™ Bridge (FIG. 3) comprises 2 M55™ RIGID miniARM® HOLDERS, 2 miniARM® RAIL
CLAMPS, a SubX™ STERNAL ASCENDER™ SYSTEM, and a compatible accessory such as a LIMA
RetroSterno™ Paddle.

The bridge is assembled by attaching the rail clamps to draped surgical table rails, connecting a holder to the
rail clamp, and then connecting the ascender to the holders. This configuration provides a stable, rigid system
with which compatible accessories may be securely raised and lowered.

The holders may be connected to either a side or center receiving DOC of the rail clamp to provide positional
adjustability. The ascender, with a compatible accessory attached, is connected to the 2 holders and adjusted
into position. Once the desired position of the bridge is reached, the system is locked into place. The swivel bar
is used to raise the compatible accessory, providing a stable opening to the surgical site. The accessory paddle
can be lowered by rotating the swivel bar clockwise while pressing the ratcheting latch. The bridge can then be
repositioned, or a different accessory paddle can be installed.

Page 4
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INSTRUCTIONS FOR USE

SETTING UP, ATTACHING, and POSITIONING the multiSTATION™ Bridge

6 ATTACH

-

3 POSITION

2

\

N

-~

Paddle
Indicator

Perucrpan

I@m

OIpaBHAI30pe

1. SET UP 2 rail clamps and 2 holders on opposite
surgical table rails. See each device’s instructions
for use for more information.

NOTE: Fully tighten the rail clamps to the surgical
table rails. Do not fully lock the holders.

2. ATTACH a paddle to the ascender and connect
the arch keystone to the holders.

NOTE: Ensure that the arch keystone is at the top of
the rack to allow for maximum retraction.

3. POSITION the paddle by adjusting the ascender
and/or the holders. The paddle post should
interface with the space lateral to the xiphoid
process, opposite the targeted internal mammary
artery.

NOTE: The paddle indicator on the top of the hand
grip represents the location of the tip of the paddle.
The paddle should always be kept parallel to the
sternum.
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INSTRUCTIONS FOR USE

LOCKING, LIFTING, AND RELEASING the SubX™ STERNAL ASCENDER™ SYSTEM

ﬁLOCK

.

~

6LIFT { j

.

AN

6 RELEASE ,

AN

1. LOCK the bridge in place by rotating the holder
adjustment knobs clockwise until fully tightened and
engaging the pivot button.

NOTE: Verify that the bridge’s position is secure
before proceeding.

2. LIFT the sternum by rotating the swivel bar
counterclockwise until sufficient visualization of the
surgical site has been achieved.

NOTE: An audible click indicates that the locking
feature is engaged.

3. RELEASE the system by rotating the swivel bar
clockwise while pressing the ratcheting latch. With
the system fully lowered, the paddle can be
removed or swapped.

NOTE: Do not attempt to remove a paddle or

reposition the bridge while the sternum is still under
load.
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REMOVAL and CLEANUP

ﬁ ROTATE

B &y

1. ROTATE the locking levers of the ascender to the
unlocked position.

2. DETACH the ascender by sliding it off both of the
quick connect posts.

3. REMOVE the paddle by lifting the post up and out
of the accessory slot of the hand grip.

AN

4. REMOVE the holders and rail clamps according
to each device’s instructions for use.

NOTE: Fully support the holder while removing it
from the rail clamps. Removal of the holder may be
eased by keeping the holder in its locked position.

Page 7




Sub

™ STERNAL ASCENDE

™ SYSTEM REPROCESSING

+ Disassemble and clean the device immediately after use. Do not allow a soiled device to dry.

* The SubX™ STERNAL ASCENDER™ SYSTEM is not validated to be cleaned or sterilized with an accessory attached.
+ Cleaning agent used in validation: Steris Prolystica 2X (enzymatic, neutral pH).

» Perform the final rinse using only freshly prepared purified water/highly purified water.
» Never use metal brushes or steel wool for cleaning.

» Prepare and reprocess any holder or rail clamp according to each device’s instructions for use.

POINT OF USE

1. Disassemble and clean device immediately after use.
2. Do not allow soiled devices to dry.

PREPARATION

1. Remove the ascender from the 2 holders by rotating
the locking levers and sliding the device off the quick
connect posts (FIG. 4).

2. Push the pivot button to the unlocked position to allow
the hand grip to freely rotate (FIG. 5).

3. Rotate the swivel bar to position the arch keystone
approximately in the middle of travel along the rack. Press
and hold the ratcheting latch to rotate the swivel bar
clockwise. (FIG. 6).

4. If using the multiSTATION™ System Sterilization Tray
(Part Number 100034), clean the tray separately
according to the sterilization tray instructions for use.

PUSH and

K HOLD

MANUAL
PRE-CLEANING

1. Soak in enzymatic, neutral pH cleaning solution for a minimum of 5 minutes. Refer to
detergent manufacturer’s instructions for temperature and concentration.

2. Use a plastic-bristled brush to thoroughly scrub the device’s exterior surfaces, paying

special attention to the following:
a. Accessory slot (FIG. 7)
b. Rack pivot and pivot button (FIG. 8)

c. Arch keystone, including swivel bar, ratcheting latch, and attachment opening (FIG. 9)

d. Front and back of the rack, rack teeth (FIG. 10)

7 FIG. 10\

3. Rinse with warm water for a minimum of 2 minutes.

4. Proceed with one of the two required cleaning options: ultrasonic or automated.

—
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L

ULTRASONIC
CLEANING

AUTOMATED
CLEANING

1. Clean in ultrasonic bath with enzymatic, neutral pH cleaning solution for a minimum of
15 minutes. Refer to detergent manufacturer’s instructions for temperature and
concentration.

2. Rinse with warm water for a minimum of 4 minutes. To ensure a complete rinse, use a
clean plastic-bristled brush to scrub the device.

1. A washer-disinfector with fundamentally approved efficiency (e.g., according to EN ISO
15883) is required and it must be properly installed, qualified, and regularly subjected to
maintenance and testing.

2. Load the device into the washer-disinfector. Avoid contact between devices and arrange
to allow for proper drainage.

3. Operate the washer-disinfector cycle with an additional rinse cycle.

NOTE: The sterilization tray is NOT designed for cleaning devices. It must be processed
separately. The tray is only intended for sterilization, transport, and storage of reusable
instruments. For more tray information, see the sterilization tray instructions for use.

1. Apply instrument lubricant mixed to manufacturer’s recommendations to prolong
instrument life by submerging the entire device in the lubricant for a minimum of 30
seconds. If the hospital washer-disinfector has a lubrication cycle this can be used instead
LUBRICATION of manual lubrication.
NOTE: LSI has validated the use of Weiman® Instrument Lubricant on this device. Other
instrument lubricant brands have not been tested and performance and results cannot be
guaranteed.
1. Carefully inspect the device to assure that all visible soil has been removed. Generally,
unmagnified visual inspection under good light conditions is sufficient. Particular attention
should be paid to the locations in FIG. 7-10. Repeat cleaning process if soil is detected.
INSPECTION 2. Visually inspect the device for mild or excessive corrosion. If corrosion is present,
discontinue use of the device in surgery, but complete reprocessing.
3. Visually inspect the device for any damage. If parts are damaged, discontinue use of the
device in surgery, but complete reprocessing.
1. Ensure that the ascender pivot button is pushed to unlock and that the hand grip rotates
freely.
2. If using a sterilization pouch, place each instrument in its own individual pouch. If using
a sterilization tray, read the sterilization tray instructions for use before proceeding. Ensure
that the sterilization tray has been cleaned according to the sterilization tray instructions for
use and load the tray bottom according to FIG. 11.
3. Package the device according to TABLE 1. The barrier system for sterilized re-usable
PACKAGING instruments should meet the following requirements:

¢ SO 11607-1
e Suitable for pre-vacuum steam sterilization
e Appropriate for medical use
e Grade appropriate for weight of loaded tray per

sterilization tray instructions for use and facility

procedures

; Page 9
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1. The device must be properly cleaned prior to sterilization.

2. Perform sterilization cycle according to TABLE 1:

TABLE 1: SubX™ STERNAL ASCENDER™ SYSTEM, LIMA/RIMA RetroSterno™
Paddle Sterile Packaging and Processin
MOI.SF he_at (steam) Moist heat (steam) Immediate use steam
sterilization e . S .
Method according to sterilization according | sterilization according
ANSI/AAMI ST79 to ANSI/AAMI ST79 to ANSI/AAMI ST79
multiSTATION™
Container System Sterilization | No tray No tray
Tray P/N 100034
Cvcle Pre-vacuum Pre-vacuum Pre-vacuum
y (Pre-vac) (Pre-vac) (Pre-vac)
. 2-layer .
Packaging polypropylene wrap Pouch No packaging
STERILIZATION Temperature | 132°C (270°F) 132°C (270°F) 132°C (270°F)
(minimum) (minimum) (minimum)
_IIE_:(rE:sure 4 minutes (minimum) | 4 minutes (minimum) | 4 minutes (minimum)
Dry Time 65.rr?|nutes 25 minutes (minimum) | N/A
(minimum)
Device(s) processed by immediate use sterilization should be transferred immediately,
using aseptic technique, from the sterilizer to the point of use.
Refer to ANSI/AAMI ST79, Comprehensive Guide to Steam Sterilization and Sterility
Assurance in Health Care Facilities.
The SubX™ STERNAL ASCENDER™ SYSTEM, LIMA RetroSterno™ Paddle, and RIMA
RetroSterno™ Paddle have been validated to 20 reprocessing cycles. The useful lifespan
of a surgical instrument is largely dependent on the care and handling of the instrument.
Careful inspection and functional testing of the instrument should be used to determine the
end of its serviceable life.
1. During storage, ensure the device remains in a sterile condition ready for reuse.
STORAGE 2. Shelf life is dependent on the sterile barrier employed, storage manner, and

environmental and handling conditions.
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CONTRAINDICATIONS

W

Do not use with attachments other than accessories provided by LSI SOLUTIONS®.
These devices are not intended for use except as indicated.

ARNINGS

Federal law restricts this device to sale, distribution, and use by, or on, the order of a physician.

Read and become familiar with all instructions, warnings, and cautions before using this product.

The SubX™ STERNAL ASCENDER™ SYSTEM, LIMA RetroSterno™ Paddle, and RIMA RetroSterno™ Paddle shall be
used in accordance with these instructions for use.

Improper use of the SubX™ STERNAL ASCENDER™ SYSTEM, LIMA RetroSterno™ Paddle, and RIMA RetroSterno™
Paddle may cause serious injury or death. In addition, improper care and maintenance of the device may render the
device non-sterile prior to patient use and may cause serious injury to the health care provider or the patient.

When using the SubX™ STERNAL ASCENDER™ SYSTEM, LIMA RetroSterno™ Paddle, and RIMA RetroSterno™
Paddle, patients must be immobilized or anesthetized.

Discontinue use of the SubX™ STERNAL ASCENDER™ SYSTEM, LIMA RetroSterno™ Paddle, and RIMA RetroSterno™
Paddle when patient is moving or being moved.

Do not use this retraction system without adequate knowledge or experience regarding surgical retraction, including
sternal and rib retraction. Avoid compressing, tensioning, displacing, or compromising tissue structures, such as the
heart, that may be injured or lead to interoperative or postoperative loss of function.

Surgical or endoscopic procedures should be performed only by physicians having adequate training and familiarity with
relevant techniques and anatomy. Medical literature relating to techniques, complications, and hazards should be
consulted prior to use.

PRECAUTIONS

The SubX™ STERNAL ASCENDER™ SYSTEM, LIMA RetroSterno™ Paddle, and RIMA RetroSterno™ Paddle
are packaged as non-sterile. Clean and sterilize prior to use.

Proper cleaning, sterilization, packaging, storage and deployment are required to ensure sterility and safe use.

If there are any variations between these instructions for use and the policies of your facility and/or the instructions
of your cleaning/sterilizing equipment manufacturer, those variations should be brought to the attention of the
appropriate responsible hospital personnel for resolution before proceeding with cleaning and sterilizing your

device.

Use of the SubX™ STERNAL ASCENDER™ SYSTEM, LIMA RetroSterno™ Paddle, and RIMA RetroSterno™ Paddle for
a task other than what it is intended for can result in a damaged or broken device, and/or injury or death.

Prior to use, inspect the SubX™ STERNAL ASCENDER™ SYSTEM, LIMA RetroSterno™ Paddle, and RIMA
RetroSterno™ Paddle to ensure proper function and condition. Do not use devices if they do not satisfactorily perform
their intended function or if they have physical damage.

Ensure operating room table rails are of adequate strength to support use of this system to lift tissue structures as
indicated for the individual patient.

Ensure system connections, fittings and engagement features are secured appropriately, fully and accurately positioned
to confer the required function.

Ensure placement of system components to not compromise patient access during surgery or injure patient or tissue
structures.

Ensure retractors are placed in contact with tissue structures under adequate visualization. Do not force system
components against non-targeted tissue.

Ensure all system components are appropriately removed from the patient and operating room table prior to patient
movement.

Surgical instruments vary between manufacturers. Before instruments and accessories from different

manufacturers are employed together in a procedure, verify compatibility and ensure electrical isolation or
grounding are not compromised.

Like all metal implements used in surgery, the components of this system conduct electricity and can be

associated with electrical shock or arcing from cautery or other sources of current.

Avoid mechanical shock or overstressing the SubX™ STERNAL ASCENDER™ SYSTEM, LIMA RetroSterno™
Paddle, and RIMA RetroSterno™ Paddle.

Only the cleaning and sterilization processes that are defined within these instructions for use have been validated.
Store at room temperature.

ADVERSE REACTIONS

No documented adverse reactions.

Page 11
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ORDERING INFORMATION

TABLE 2: SubX™ STERNAL ASCENDER™ SYSTEM PRODUCT ORDERING
REORDER PRODUCT DESCRIPTION

REF | 080900 SubX™ STERNAL ASCENDER™
r-'=*_ SYSTEM 1 Shelf Box
l REF | 081214 LIMA RetroSterno™ Paddle 1 Shelf Box
I REF 081241 RIMA RetroSterno™ Paddle 1 Shelf Box
I I REF | 081202 RetroSterno™ Paddle Kit 1 Shelf Box

REF 100034 multiSTATION™ System

Sterilization Tray* 1 Shelf Box

LSI SOLUTIONS, Inc.
7796 Victor-Mendon Road
Victor, New York 14564 U.S.A.
d Phone: +1 585.869.6600
Customer Service: +1 866.575.3493

*The multiSTATION™
System Sterilization Tray is
manufactured by Summit
Medical, 815 Vikings
Parkway, Suite 100, St. Paul,

MN 55121 U.S.A.

Technical Support: +1 866.428.9092
Fax: +1 585.742.8086
www.lsisolutions.com

Patents: www.lsisolutions.com/patents

The LSl logo, LSI Solutions, Perfect Performance Policy, M45,
M55, Click Release, Miniarm, and Multistation are registered
trademarks and trademarks of LS| SOLUTIONS®.

Copyright © 2021, LS| SOLUTIONS®. All Rights Reserved.

E[ﬂ @ Emergo Europe

Symbol Glossary: Westervoortsedijk 60

www.lsisolutions.com/symbols 6827 AT Arnhem
The Netherlands

Prolystica is a registered trademark of Steris. Weiman is a registered trademark of PurposeBuilt Brands. Use of these names, trademarks and brands does not imply endorsement. All company, product
and service names used in this technology guide are for identification purposes only.

Perucrpanusa MU & PocsnpagHanzope
www.nevacert.ru | info@nevacert.ru
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Cucrema multiSTATION™:

Cucmema SubX™ STERNAL ASCENDER™ u

LIMA/RIMA RetroSterno™ Jlonacmu

TexHonornyeckoe PYKOBO/OCTBO(TEINEPEL NCMONL3OBAHVEM BHUMATENBHO NMPOUTUTE

-_—

N

=00 VWooO~NOOOG AW

. LIMA RetroSterno™
.CnoT ansa

. PykosiTka
. JlonacTtHon nHaukaTop
. KHonka noBopoTa
.Cronka

. MoBopoT cTonkn

. ApKa-Knoy

. Pukcmpyrowmmn pblyar
.MoBopoTHas wTaHra

. 3allenka ¢ xpanoBbIM PUC. 1 - CUCTEMA SubX™ STERNAL ASCENDER™

BKNAAQbIW K N3OENNIO

JlonacTb

NPUHAANEXHOCTEN

MeXaHM3MOM .
OMMNCAHUNE YCTPOUCTBA CUCTEMbI SubX™ STERNAL ASCENDER™ :

HecTtepunbHas, mHoropasoBas cuctema SubX™ STERNAL ASCENDER™ (puc. 1) npeactasnsaeTt cobou
MeXxaHU4ecKuUi NogbEMHbIA MexaHn3M, KOTopbI obecnednBaeT NoabeM BbIBpaHHOro akceccyapa (npogaeTcs
OTAENbHO) Npu Mcnonb3oBaHMm coBmecTumbix M55™ RIGID miniARM® HOLDERS 1 miniARM® RAIL
CLAMPS.

BbibpaHHbI akceccyap, LIMA RetroSterno™ flonacmb 1 NokasaH B Ka4ecTBe NpuMepa Bbllle, 3arpy>KaeTcs B
CNoT Ans akceccyapoB 2 N (pukcupyeTcs, NOTAHYB BHU3. PykoATka 3 aproHOMUYHaa pyKoaTka Angd BBe4eHUS U
MaHUMYNMPOBaHUA akCecCyapoM 3KCTpakopnopansHO 1 Co3aHUs HavarnbHOro oteeaeHus. JlonactHoum
nHankaTop 4 ykasbiBaeT pacnonoxeHne KoH4nka nonactu RetroSterno™ Bo Bpemsi yctaHoBKW. KHonka
nosopoTta 5 HaxxumaeTcs, YTobbl pa3bnoknpoBaTb CUCTEMY U NMO3BONUTL CTOMKE 6 BpaLLaTbCa BOKPYr OCK
cTorkmn 7. Kak TonbKo cTonka 6yaeT OpMeHTMpOBaHa MNo KenaHuto, KHOMKY NOBOPOTa HAaXMMAIOT eLle pas,
4YTOObI 3ahMKCUPOBATDL YIIIOBOE MOMOXEHNE CTONKN. ApKa-Krtod 8 MeeT 2 TOUKM KpenneHusi, B KOTopble
BcrasnsaoTca 2 M55™ Rigid miniARM® HOLDERS™ (He nokasaHbl) YTOObI yCTaHOBUTL KOH(pUrypaumto
mocTan. [1ea oukcupyowmx pbldara 9 nosopayvmBatoTcs, YTobbl 3aKpenuTb U CHATb ObICTpOpa3beEMHbIE
aepxareny miniARM® HOLDER c kntova-apku unu yaanuTb UX ¢ Kntova-apku. NMoesopoTtHas wraHra 10
noBopayMBaeTCs NPOTUB YaCOBOW CTPENKN, YTOobbl NOAHATL cuctemy. MNpu kaxxagom nonyobopoTe xpanosas
3awlenka 11 BkroyaeT MexaHu3M npegoTBpaLleHnss 06paTHOro XoA4a, PacnosioKeHHbIA B KOHYCE apKu.
3BYKOBOM LLENYOK yKasblBaeT Ha TO, YTO BNOKMPOBKa akTMBMpOBaHa U JOCTUIHYTO 6e3onacHoe NoaHATHE.

Mo 3aBepLleHn Npouenypbl HAXXMUTE U YAepXUBanTe Xpanosyto 3aLlerky, 4Tobbl 0601TH MexaHU3M 3aLunTbl
oT obpaTtHoro xoga. NoBopoTHas WTaHra NOBOPaYMBaETCS NO YaCOBOW CTPENKe, YTOObI CHATL rpy3 U ONyCTUTb
cucTemy.

NOKA3AHUA K NTPUMEHEHUIO: Croanua 1
CucTem|Pemicipaiis MH & Pacsipassatsope NAL ASCENDER™ nokasaH [ns 1cnonb30BaH1s Xupypramu ans yaepxaHus
MHCTPYN WWIEVRCETtan | IMOGREVACEILIN ' o M oxeHUM B TeYeHMe onpeaeneHHOro BpeMeHM.



UHCTPYKLUUU NO NPUMEHEHWUIO

MpukpenneHue, npukpensneHne, NOAHATUE U onyckaHne cuctembl SubX™ STERNAL

ASCENDER™

Mepeq kaxgbiM ncnonb3oBaHnem npoeepbTe cuctemy SubX™ STERNAL ASCENDER™ SYSTEM,
y6eamBLUNCH, YTO KITHOY-apKka MOXEeT nepemeLLaTbCcs No Bcen AnMHe CTomkn. OTKaXnTecb OT UCMOMb30BaHUs,
€CInu KItoY-apka ckpenut B Ntobon Touke cTonkun. B warax 1-4 B kKayecTse npumepa COBMECTUMOrO akceccyapa
nokasaH nonactb LIMA RetroSterno™ . Akceccyapbl MOXHO NpMoGpecTn OTAENBHO.

ﬁ lMpukpenume

\_

A

6 lMoeepHume

HaxmuTe, 4TOOLI

pa36nofygposats ’

Ve

N

/
=

N

Haxmure, Y
3abnokupo

1. Mpukpenute NOOAbEMHUK K ABYM AepXXaTensim,
BCTaBUB ObICTPOPA3bEMHbIE CTONKMN B KMHOY-apku U1
NOBEpPHYB pblyary dmkcauum B 3abnoknpoBaHHoOE
NosoXeHwe.

ro6L@2- [10BEPHUTE PYKOSATKY OTHOCUTENBHO CTOWKM, NOKa
BaTb KHOMKAa NOBOPOTA HE 3af4enCcTBOBaHa. 3axmuTe
KHOMKY NOBOpoOTa, YTo6bl 3adhMKCMpPOBaTb Yros
HaKmnoHa pyKOATKM.

6 lModHumume
{

N

/
=

3. NogHMMKTE NOABEMHBIA MEeXaHWU3M, MOBEPHYB
MOBOPOTHYIO LUTAHIY NPOTUB YaCOBOW CTPESKM.

NMPUMEYAHUE: Y6eguTech, 4YTO NOBOPOTHas
nraHka NoBopayYnMBaeTCsl 4O 3BYKOBOTO LLENYKa,
0O3Ha4aloLLEero, YTo Kroy-apka 3adukcnpoBaHa B

ﬁ Onycmume

=

HaxmuTe l
yaepxuBgnTte

Perncrpams MH & Pocsnpassagsope
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HY>XHOM MOJ10XKEHUN.

4. OnycTtTe NOABEMHBIN MEXaHN3M, NOBEPHYB
MOBOPOTHYIO LUTAHIy N0 YacOBOM CTPESIKE N HaXaB
Ha XparnoByHo 3aLLerKy.

MPUMEYAHUE: MNMoBopoTHasa nnaHka He MOXeT
BpaLlaTbCsi N0 YacOBOW CTpenke 6e3 OTKYeHUs
XpanoBoro doukcaTopa.

CrpaHumuya 2



Cuctema multiSTATION™ :

SubX™ STERNAL ASCENDER™ u LIMA/RIMA

RetroSterno™ Jlonacmu

TexHonorn4yeckoe PYKOBOAOCTBO(Tineres MCMOMN30BAHMEM BHUMATENEHO MPOUTUTE

1. LIMA RetroSterno™ JlonacTtb
2. RIMA RetroSterno™ JlonacTtb
3. TekcTypupoBaHHas 30Ha

4. Ctomnka nonactu

5. KpenexHbin wtndpr

PMC. 2 -— LIMA/RIMA Retfosternom' ”Onacmu INNOVATIVE SOLUTIONS FOR MINIMALLY INVASIVE SURGERY

LIMA/RIMA RetroSterno™ JIO[TACTb ONMUCAHUE YCTPOUCTBA:

HecTtepunbHas, mHoropasoBbii RIMA RetroSterno™ Jlonacms and LIMA RetroSterno™ Jlonacme (puc. 2)
aBnaTcs akceccyapamum k cucteme SubX™ STERNAL ASCENDER™ . LIMA RetroSterno™ nonacmsb 1
obecneumBaeT peTpakuuio rpyanHbl u cybkcmndomganbHbi 4OCTYN K IEBOW BHYTPEHHEW rPyLHON apTepUN.
RIMA RetroSterno™ nonacmpe 2 6ecnevvmBaeT peTpakuuio rpyanHbl n cydkcndonganbHbid 4OCTYN K NpaBom
BHYTPEHHeW rpyaHon apTepun. TekcTypupoBaHHasa 30Ha 3 obecnedmBaeT 3axBaT NOArpPyANHHbBIX TKAHEN BO
Bpems oTTarmBaHus.RetroSterno™ Jlonacmu cmelleHbl BOOK ANns yBenuyeHns paboyero npocTpaHcTea u
NMEIOT BOTHYTbIE€ KOHTYPbI ANS ONTUManbHOW BU3yanu3auum uenesoro cocyaa. dopma ctonku nonactu 4
conpsraeTcs ¢ NPOCTPaHCTBOM naTteparnbHee KCMOoMAHOro OTPOCTKa N HAaNpPOTUB LeNeBOW BHYTPEHHEN
rpygHoun aptepumn ans cosgaHust HU3KonpoduneHOro aHaToMn4eckoro BeeaeHns. KpenexHoin WtndT 5
obecriequsatom b6bicmpoe nodkrrodeHue K criomy 0 akceccyapos cucmembl SubX™ STERNAL
ASCENDER™.,

NMNOKA3AHUA K MPUMEHEHMUIO:
MiniARM® LIMA RetroSterno™ Jlonacms/miniARM® RIMA RetroSterno™ Jlonacme nokasaH K NPUMEHEHUo A4S
peTpakunn KOCTEN N MATKUX TKAHEMN.

ﬁ Bbibepume \
)

RIMA
RetroSterno™

1. Bbi6epuTe nonactb LIMA anga goctyna K
NeBOW BHYTPEHHEW rpyaHOM apTepun unu
nonactb RIMA gns goctyna kK npasou
BHYTPEHHEW rpyaHOM apTepun.

RetroSterno™

\ Jlonacmsb /
6 lMpukpenume \

l 2. [Npukpennte nonacTb, BCTaBMB CTOMKY nonacTtu
B FHE370 115 aKkceccyapoB Ha PYKOATKE U MOTSHYB
~ BHU3 A9 hUKcaLmu.

\ / CrpaHuua 3
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UWHCTPYKUUUN NO NPUMEHEHWUIO

YctaHoBKa, KpensieHne n nosnumoHmpoBaHme mocta multiSTATION™

Q)¢ -
2 @y,‘m 1. miniARM® RAIL CLAMP
\ < ) VA 2. M55™ RIGID miniARM® HOLDER

3. Cuctema SubX™ STERNAL ASCENDER™
4. LIMA RetroSterno™ JlonacTtb

w

PUC. 3 - MOCT multiSTATION™

MOCT multiSTATION™ ONMMNCAHME:

MOCT multiSTATION™ (PUC. 3) BkntodaeT B cebsa 2 M55™ RIGID miniARM® HOLDERS, 2 miniARM® RAIL
CLAMPS, CUCTEMY SubX™ STERNAL ASCENDER™ , n coBMeCTMMble akceccyapbl, Takue kak LIMA
RetroSterno™ nonacme.

MocT cobupaetcs nytem npukpenneHns pernbCcoBbiX 3aKMMOB (rail clamps) kK ApanMpoBaHHbIM
HanpaBNALLNM XMPYPrniyecKkoro ctona, CoeANHEHNs aepxaTens ¢ penbCoBbIM 3aXXMMOM, a 3aTeM
COefMHEeHNs 3aXnMa ¢ agepxaTtenamu. 3ta KoHdurypauusa obecneynBaeT CTabUNbHYO U XXECTKY0 CUCTEMY, C
MOMOLLLbIO KOTOPOW COBMECTUMbIE akceccyapbl MOXXHO 6e30nacHO NogHMMaTh U onyckaThb.

Hepxatenu moryT ObITb NpUcoeanHeHbl G0 K 6okoBor, NMBO K LeHTpanbHoOW npuemHon Yactn DOC
PEeNbCOBOrO 3aXMma anga obecneyeHns BO3MOXHOCTU PErynMpoBKM NONOXKEHUS. 3aXXMM C NPUKPENSIEHHbIM
COBMECTUMbIM akCeccyapoM COeauHSAeTCsa ¢ ABYMS AepXaTenamu U yCTaHaBNMBaEeTCA B HYXKHOE NOSIOXEHME.
Kak Tonbko >xenaemoe nonoxeHve mocta 6yaet AOCTUrHYTO, cucteMa oukcupyeTcsa Ha mecte. [loBopoTHas
LWUTaHra ncnosnb3yeTcsa Ans NoAHATUA COBMECTUMOrO akceccyapa, obecneunBas ctTabunbHoe oTKpbITUE
onepaumoHHoro nons. BcnomoratenbHy IonacTe MOXHO OMYCTUTb, NMOBEPHYB MOBOPOTHYIO LUTAHTY No
4acoBOW CTperke, OAHOBPEMEHHO HaXXMMas Ha XpanoByto 3aLlernky. 3aTeM MOCT MOXXHO NepemMecTuTb Uu
YyCTaHOBUTb Apyroe

CrpaHuua 4
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UWHCTPYKUUUN NO NPUMEHEHWUIO

YcTaHoBKa, KpenineHune n no3aMunoHnpoBaHme MocCcta

1 YemaHoeka

1. YctaHoBuTe 2 3axuma (rail clamps) n 2
Aepxatens (holders) Ha NPOTUBONONOXHbIE
HanpasnswLwue xmpypriuyeckoro ctona. bonee
noAapobHyY MHpOpMaLMO CM. B MHCTPYKLMK NO
NMPUMEHEHUNIO KaXKO0ro YCTPOUCTBaA.

MNMPUMEYAHWME: MNMonHoCcTbIO 3aTAHUTE 3aXXMMbl Ha
HanpaBnALLLNX XMpypruyeckoro ctona. He
UKCUpynTe aepxxaTenu 4o KoHua.

6 lMpukpenume \

2. MNpuikpenuTe NonacTb K NOALEMHUKY U
NOACOEAMHUTE KIOY-apKy K AepKaTensam.

MPUMEYAHUE: Y6eguTech, 4TO KntoYv-apka
HaXOAUTCH B BEPXHEN YaCTW CTOWKMK, YTOObI
obecneynTb MakcumarnbHOe BbITArMBaHME.

-

3 YemaHoeume

)
)\

\

3. YcTtaHoBuUTE nonacTtb, OTperynmpoBaB NogbeMHUK
n/vnun gepxatenu. CTonka nonacTtu gOrmkHa
conpukacaTbCsi C MPOCTPaHCTBOM fateparnbHee
KcnomngHoro oTpocTka, HanpoTUB Leneson
BHYTPEHHEN rpygHON apTepuun.

/ UHaukaTtop
N

Nonactn

{

NMPUMEYHAHWE: NHgnkaTop nonactu Ha BepxHen
\ YacTun pyKosTKn oBo3HavaeT pacnonoxeHve
KOH4YMKa ronacTu. Jlonactb Bcerga cnegyer
AepXaTtb napannenbHO rpyauHe.

—

\ / CtpaHuua 5
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UWHCTPYKUUUN NO NPUMEHEHWUIO

BnokupoBka, nogbem u ocBob6oxaeHue cuctembl SubX™ STERNAL
ASCENDER™

/ 1 3apukcupyiume \

1. 3adukecmpyinTe MOCT Ha MecTe, NOBEPHYB PY4YKU
perynmpoBKU aepxaTend no YacoBoW cTpernke Ao
NONHOro 3aTArMBaHUS U 3aXkaB KHOMKY MOBOPOTA.

NMPUMEYAHUE: Mpexae Yem nNpoaokutb,
ybeanTech, YTO NONOXEHNE MOCTa HALEXHO.

.

6 ModHumume

AN

j 2. [NogHuMUTE rpyauHy, NnoBopavmMsas NOBOPOTHYIO
LUTaHry NPOTMB YaCcOBOW CTPErKK, Noka He byaeT
AOCTUrHyTa focTaToyHasa BU3yanusauus Mecra

onepauum.

I MPUMEYAHWE: 3BykOBOW LLENYOK O3HA4YaeT, YTo
OMNoKMpOBKa BKITOYEHA.

N
6 Oceob6odume ,

AN

/ 3.0ceoboaute cnctemy, noBepHyB NOBOPOTHYIO
nrnaHKy no YacoBom CTpeJike n HaXXaB Ha XparnoByH
3aLlerIKy. Korga cucrtema nonHocTbio onyuleHa,
lonacTtb MOXXHO CHATb UIM MOMEHATb MECTaMMN.

l NMPUMEYAHWE: He nbiTanTecb CHATL nonactb Un
N3MEHUTb NONOXeHMe MOCTa, Noka rpyauHa

\ / HaxoaunTcd noa Harpy3|<0|7|.
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YcTpaHeHUue n oYUncTKa

ﬁ rMOBEPHUTE

"55

1. MNMoBepHuTE pbl4ark GrIOKMPOBKN NOAbEMHMKA B
pa3broknpoBaHHOE NONOXEHME.

2. OTcoeanHnTe NogbEeMHUK, CABUHYB ero ¢ 06emnx
GbICTPOPa3bLEMHbIX CTOEK.

3. CHuMKTE nonacTb, NOAHSAB ee BBEPX U BbiBeas U3
croTa Ansa NpuMHaanexHocTen Ha pyKosTKe.

AN

4. [leMOHTUPYITE AepXKaTernu U 3aXXuMbl A5s
penbCcoB B COOTBETCTBUN C UHCTPYKLIMEN MO
aKcnnyaTaunm Kaxkgoro yCTpomucTsa.

NMPUMEYAHUE: MonHoCTbIO NogaepxmBanTte
aepxarterib Npu CHATUM €ro C 3aXXNMMOB penbCa.
M3BneyeHune gepxxatens MoOXeT ObiTb 0brierdyeHo,
j ecnun aepxartb ero B 3ab6noknpoBaHHOM
NOMNOXEHUN.

CrpaHuuya 7




Cucmema SubX™ STERNAL ASCENDER™ NOBTOPHAA OBPABOTKA

+ - Pasbupairite u oumLlanTe yCTpOMUCTBO Cpasy Nocne NUcnonb3oBaHus. He gonyckamte BbICbIXaHWS 3arpsi3HEHHOMO
ycTpoictea. - Cuctema SubX™ STERNAL ASCENDER™ SYSTEM He cepTudumumpoBaHa Anst O4UCTKM UNU cTepunmnsaumm
C NpYcoeuHEHHBIMM akceccyapamu. - YncTsllee cpeacTBo, Mcnonb3oBaHHOE Npu npoBepke: Steris Prolystica 2X
(dbepmeHTaTMBHOE, HENTpanbHbI pH). - BeinonHanTe 3akntoumMTenbHOE OnoflackMBaHNe TOJNbKO CBEXEMNPUIOTOBIEHHOMN
OYULLEHHOW BOOOW/ BOLOM BbICOKOW CTEMEHU OYMCTKU. - HKOrga He ncnonb3ynTe s O4YUCTKA MeTanfnyeckmne WeTKA unm
CTanbHyio BaTy. - [loarotoBbTE 1 NOBTOPHO 06paboTante nobor aepxaTens Unx 3axXuMm Ansi penbca B COOTBETCTBUM C
WHCTPYKLMEN NO MPUMEHEHUNIO KaXX40ro yCTPONCTRA.

TOYKA 1. PasbupaiTe 1 oumLLaiTe yCTPOMCTBO cpasy Mocre UCromnb30BaHKs.
NCNONb30OBAHUA 2. He ponyckaiTe BbiCbIXaHWS 3arpAA3HEHHbIX YCTPOWCTB.

1. CHMMUTe 3aXMM C ABYX AepxaTtenen, noBepHyB
dUKCHpyroLLme pblbari U CABUHYB YCTPOWUCTBO CO LUTbIPEN
obicTporo nogkntoveHus (PUC. 4).

2. MNepeBegnTe NOBOPOTHYO KHOMKY B pa3briokKMpoBaHHOE
nonoxeHue, 4Tobbl pykoATka Morna cBo6o4HO BpalLaTbCst
(PUC. 5).

3. lNoBepHWTE NOBOPOTHYIO LUTAHTY, YTOObI PacnonoXuTb
TpaneuenaanbHbI KAMEHb apkv NPUMEPHO nocepeauHe

nepemMeLLeHns no cTonke. Haxmute n yaepxueante HaxmuTe, YTOGbI
3aLlernky ¢ XparnoBblM MEXaHW3MOM, YTOObI NOBEPHYTb
NOoAroTOBKA NMOBOPOTHYIO MNaHky no yacosou ctpernke. (PUC. 6). pas36nokupoBaTb ,
4. MNMpy ncnonb3oBaHUM CUCTEMHOIO CTEPUITN3ALMOHHOTO
notka multiSTATION™ (Homep getanu 100034) \ Fla.;
oyvLarite NOTOK OTAENbHO B COOTBETCTBUM C
WHCTPYKUMAMM NO UCMONb30BaHUIO CTEPUNN3ALIMOHHOIO GI/IC 6
noTka.
~
HAXXMUTE(U
K OEPXWUTE

a. 3amounTe yCTPOWCTBO B 9H3MMHOM YUCTHALLEM pacTBoOpe C HenTpanbHbiM pH
MUHMMYM Ha 5 MUHYT. TemnepaTypa v KOHLEHTpaLus yka3aHbl B MHCTPYKLMK
npounssoauTens moroLlero cpeactsa. 2. C NOMOLLbIO WEeTKN C NacTMacCcoBOM
LLIeTMHOM TWaTelbHO OYNCTUTE BHELLHME NOBEPXHOCTU YCTPOWCTBA, 06paLuas
ocoboe BHMMaHME Ha criegytoulee: a. rHe3go ans akceccyapos (PUC. 7) b. nosopot
CToMKM 1 kHonky nosopoTa (PUC. 8) c. TpaBepcy apku, BKNoYas NOBOPOTHYIO MIIaHKY,
XpanoByto 3aLLernky n otsepctue ansa kpennenus (PUC. 9) d. nepegHioo u 3agHo0
yacTtum cTovikn, 3youbl ctonkm (PUC. 10)

PYUHAS oG o /" PUC. 1Y
NPEABAPUTENBHAS
OUNCTKA v&
C. d.

3. NpomoviTe Tennon BOAOW B TEHEHNE MUHUMYM 2 MUHYT. \ )
4. MpuctynanTte K 0OgHOMY M3 ABYX HEOOXOANMbIX BAPUAHTOB OYNCTKM:
ynbTpa3ByKOBOW UMW aBTOMAaTUYECKON.
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YNIbTPA3BYK
OBAHA
OYUCTKA

Unu

ABTOMATU3HN
POBAHHAA
OUYUCTKA

CMA3bIBAHUE

1. . OunwanTe B ynbTpas3ByKOBOW BaHHE C NOMOLLbIO (hEPMEHTATUBHOIO YUCTALLENO
pacTtBopa ¢ HenTpanbHbIM pH B TeueHne MuHuMymMm 15 MuHyT. Temnepatypa u
KOHLEHTpaLUMS yKa3aHbl B UHCTPYKLMM NPOM3BOAUTENS MOIOLLErO cpeacTaa. 2.
OnonackuBanTe yCTPOWCTBO TEMNSON BOAOW B TEYEHNE MUHUMYM 4 MUHYT. YTOObI
obecneynTb NOIHOE OMOoSiackMBaHWeE, UCMONb3YNTE YACTYIO LLETKY C NacTMacCoBOK
LLeTMHOW AN YUCTKU YCTPONCTBA.

. Heobxogmma Molika-ae3nHgekTop ¢ npuHuunmnansHo ogobpeHHon adhpeKkTUBHOCTLIO
(Hanpumep, B cootBeTcTBUM ¢ EN ISO 15883); oHa gomkHa 6biTb NpaBUnbHO
yCTaHOBIEHa, kBanuduumpoBaHa u perynspHo nogsepraTbcsi TEXHUYECKOMY
obcnyXmMBaHUIO U UCNIbITAHUAM. 2. 3arpy3nTe YCTPOMUCTBO B MOMKY-AE3UHIEKTOP.
M3berainTe KOHTaKTa Mexay ycTponcTBamMu n obecneysTe Hagnexawuin cnve Bogpl. 3.
3anycTtute UMK MOMKN-AEe3NHEEKTOPA C OMONHUTENbHBLIM LIMKIIOM MOJTOCKaHUSI.

MPUMEYAHUE: NoTok ansa ctepunusauun HE npegHasHavyeH ans 04MCTKU YCTPOMUCTB.
OHu gomkHbl 0bpabaTbiBaTbCs OTAENbHO. JIOTOK NpegHa3HayYeH TONbKO A1S
CTepunM3auumn, TPaHCMOPTUPOBKM U XPaHEHNsS] MHOTOPa30BbIX MHCTPYMEHTOB.
[lononHuTenbHbIE CBEAEHMS O NTOTKE CM. B UHCTPYKLMM MO NPUMEHEHUIO NTOTKA A1
cTepunmMsaumn.

1. Hanecute cmasKy Anst UHCTPYMEHTOB, CMELLAHHYI0 B COOTBETCTBUM C pEKOMEeHAauMsaImMm
npoussBoanTens, YTobbl NPOANUTL CPOK CYXObl UHCTPYMEHTOB, MOrPY3MB BCE YCTPONCTBO
B CMa3Ky MnHMMYM Ha 30 cekyHa. Ecnun B B0nbHUYHOM MOViKe-Oe3nHGEKTOpE
NpeayCcMOTPEH LUKIT CMas3Ku, ero MOXKHO MCMOfMb30BaTb BMECTO PYYHON CMa3KU.
MPNMEYAHWME: LS| noaTeepauna ncnonb3oBaHMe cMasku ans nHctpymeHto Weiman®
Ha gaHHOM ycTpowncTBe. Cmaska Anst UHCTPYMEHTOB ApYrMX MapoK He NpoBepsnach,
noatomy ee ahpeKTUBHOCTb 1 pe3yrnbTaTbl HE MOrYT ObiTb rapaHTUPOBAHbI.

NMPOBEPKA

1. BHMMaTenbHO OCMOTpUTE YCTPOMCTBO, YTODObI YOeanTbCH, YTO BCS BUAMMAs NoYvsa
yaaneHa. Kak npaBuno, 4OCTaTo4HO BM3yanbHOro ocMoTpa 6e3 yBennyeHus npm XopoLLem
ocBelleHnn. Ocoboe BHMUMaHWeE creayeT yoenuTtb MectaM, ykasaHHeiM Ha PUC. 7-10. Mpu
OOHapy>XeHUn 3arpsi3HeHMI NOBTOPUTE NPOLIECC OYUCTKU. 2. BusyanbHO npoBepbTe
YCTPOWCTBO Ha Hanuuune cnabon nnm ypeamepHor kopposun. Ecniv kopposus
NPUCYTCTBYET, MpeKpaTUTE NCMONb30BaHNE YCTPOMCTBA B XMPYPriun, HO 3aBepLunte
NOBTOPHY0 06paboTKy. 3. BuayanbHO OCMOTPUTE YCTPOMCTBO Ha Hanm4umMe NoBpeXxXaeHun.
Ecnu getanu noBpexaeHbl, NpekpaTuTe UCNONb30BaHME YCTPOWCTBA B XMPYPIun, HO
3aBepLumnTe nepepaboTky.

YNAKOBKA

1. Y6eautecob, 4TO KHOMKa NOBOPOTa NOABbEMHMKA HaxaTta 40 pa3brnoKMpoBKU U YTO
pykosiTka cBOBOAHO BpallaeTtcd. 2. Ecnn ncnonb3yeTcs CTepunmM3aLMoHHbIN NakeT,
NOMECTUTE KaXabI MHCTPYMEHT B OTAENbHbI nakeT. Ecnn ncnonb3dyeTcsa NoTok Ans
cTepunuaaumn, npexae Yem npuctynuTb K paboTte, 03HaKOMbTECh C MHCTPYKLUMEN MO
MCNONb30BaHMWIO NOTKa ANg cTepunusauun. Yoeamrtech, YTo NOTOK ANs cTepunusauum
OYULLIEH B COOTBETCTBMM C MHCTPYKLUUEN MO NPUMEHEHMIO NOTKa ANs cTepunusauum, 1
3arpyaute aHo notka B cootBeTcTBUM ¢ PUC. 11. 3. Ynakyite npnbop B COOTBETCTBUU C
TABJIULIEW 1. BapbepHas cuctema Ans CTepunm3oBaHHbIX MHCTPYMEHTOB MHOTOPa3oBOro
MCNONb30BaHWSA JOIMKHA OTBeYaThb cneayowmnm TpeboBaHnsam:

e [SO 11607-1 - MogxoauT Aans
npegBapuTesNibHON BaKyyMHON NapoBOW
cTepvnu3aumm - MNogxoaut ons
NCMonb30BaHUs B MeanUMHCKKX Lensx - Knacc
COOTBETCTBYET BECY 3arpy>K€HHOro foTKa B
COOTBETCTBUM C MHCTPYKLIMEN MO MPUMEHEHUIO
noTKa Ansa crepunusauum U npoueaypavu B

yypexaeHuu.
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1. Mepepn cTepunusaumen ycTponcTBO AOIMKHO BbITh
Hagnexalm obpas3omM o4uLLEHO. 2. BbINonHUTE LUMKN
ctepunuaaumm B cooteetcteum ¢ TABJTIMUEWN 1:

TABJINLA 1: SubX™ STERNAL ASCENDER™ SYSTEM, LIMA/RIMA
RetroSterno™ JIOMACTWU CtepunbHas ynakoBka 1 o6paboTka

Crepunusauus c MapoBasi  cTepunusauusi
BRAXKHbLIM TEMNoM Tepununsaumsa BnaxHbim HEME/MEHHOTO
MeTop (napom) B TennoM (Napom) & ¢ UCMONb30BaHNS B
cooTtBeTcTBUM ¢ ANSI/ cootBeTtcTBUM C  ANSI/
AAMI ST79 AAMI ST79
multiSTATION™
KoHTenHep System Sterilization Bbes3 nogHoca Bes nogHoca
Tray P/N 100034
Lnkn MNpenBaputensHoe MpenBaputenbHoe MNpenBaputensHoe
BakyyMMUpOBaHWe BaKyyMMUPOBaHWE BaKyyM1pOBaHWe
2-layer .
YnakoBKa aye Pouch No packaging
polypropylene wrap
132°C (270°F 132°C (270°F 132°C (270°F
CTEPUTN3ALMA Temnepartypa 32°C (270°F) 32°C (270°F) 32°C (270°F)
(MUHUMYM) (MMHUMYM) (MUHUMYM)
Bpems 4 MVHYTbI (MUHUMYM) | 4 MUHYTbI (MUHUMYM) | 4 MUHYTBI (MUHUMYM)
BblAepPXKN
65 MUHYT
Bpemsa cywiku (MUHIAMYM) 25 MuHYT (MuHumyM) | N/A
Mpubop(bl), 06paboTaHHbIV(ble) METOAOM CTEPUNM3ALNM HEMEANEHHOIO NCMONb30BaHUS,
JormkeH(bl) OblTb HEMe4NEeHHO NepeHeceH(bl) C UCNONb30BaHNEM acenTUYECKON TEXHUKN
n3 cTepunmnsaTopa B MECTO MCMOSb30BaHWS.
Cwm. ANSI/AAMI ST79, BceobbemnioLLiee pykoBOACTBO MO NapOBO CTEpUNM3aLMmn U
obecneyeHnto CTEPUNBHOCTU B MEAMLIMHCKMX YUpEXOEHUAX.
SubX™ STERNAL ASCENDER™ SYSTEM, LIMA RetroSterno™ Paddle n RIMA
RetroSterno™ Paddle 6binm npoBepeHbl Ha 20 LUKIOB NOBTOPHOM 06paboTkn. Cpok
CNy>x0bl XMPYPrnyeckoro MHCTPYMEHTA BO MHOrOM 3aBUCUT OT yxXoAa 1 00paLLEeHUs C HUM.
TwarenbHbI OCMOTP U PYHKLUMOHANBHOE TECTUPOBAHNE NHCTPYMEHTA LOMKHbI
MCMNonb30BaTbCA AN ONpeaeneHnst OKOHYaHNS CPoKa ero Cryxobl.
1..Bo BpeMaA XpaHeHUA cnegute 3a Tem, YTOObI yCTpOVICTBO OCTaBaJioCb B CTEPUSIbHOM COCTOAHUMN,
XPAHEHME rOTOBbIM K MOBTOPHOMY UCMOJIb30OBaHUIO. 2. CpOK rogHOCTU 3aBUCUT OT UCNOJ1Ib3yeMOro CtepurnbHOro

Bapbepa, crnocoba XxpaHeHwsi, YCIIOBUIA OKpYKatoLLeln cpelbl U 0BpaLLeHus.
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NMPOTUBOIMNOKA3AHUA
* - He ucnonb3ynte ¢ Hacagkamu, OTNIUYHLIMU OT akceccyapoB, noctaBnsemMbix LS| SOLUTIONS®. - 3tu ycTponcTea He
npegHasHayeHbl 4N UCNONb30BaHWs, KPOME Kak B COOTBETCTBUN C YKa3aHUSAMMN.

NPEAYNPEXOAEHNA

» denepanbHbIv 3aKOH OrpaHMYMBaET NPOAAXy, pacnpocTpaHeHVe 1 UCTONb30BaHME 3TOTO YCTPOMCTBA BPpavoOM UMK MO €ro YKasaHuHo.
* Mepen ncnonb3oBaHMeM OAHHOIO NPOAYKTa NPOYTUTE U O3HAKOMbTECh CO BCEMU MHCTPYKLUMSMU, NpeaynpexaeHnaMm n
npeaocTepeXxeHnsaMu.

* CUCTEMY SubX™ STERNAL ASCENDER™ nonactb LIMA RetroSterno™ u nonacte RIMA RetroSterno™ cneayet ucnonb3osatb B
COOTBETCTBMU C HACTOSALLUMW MHCTPYKLMSIMI MO UCTONMb30BAHMIO.

» HenpaeunbHoe ncnonb3oBaHne cuctembl SubX™ STERNAL ASCENDER™, anektpoga LIMA RetroSterno™ n anektpoga RIMA
RetroSterno™ moeT NpuBECTM K cepbe3HOl TpaBMe unu cMepTu. Kpome Toro, HenpaBuIbHbIN YXO4 U TEXHUYeckoe obcnyxnBaHue
YCTPOWCTBa MOTYT CAeNaTh €ro HECTEPUIbHBIM Nepes UCMOMb30BaHWEM MAaLMEHTOM W HAHECTU CEPbE3HYI0 TPAaBMYy MEANLMHCKOMY
paboTHUKY UNN NaUMEHTY.

* Mpu ncnonb3oBaHum cuctembl SubX™ STERNAL ASCENDER™, anektpoaga LIMA RetroSterno™ u anektpoga RIMA RetroSterno™
naumeHTbl JOIMKHbI ObITb UMMOBUIN30BaHbI UMM HAXOAUTLCS MO4 HAPKO3OM.

* MpekpaTtute ncnonb3oanune cucteMbl SubX™ STERNAL ASCENDER™, anektpoaa LIMA RetroSterno™ u anektpoga RIMA
RetroSterno™, korga naumMeHT OBWKETCS UK ero nepemMeLlator.

* He ncnonb3yiite aTy cuctemy petpakumm 6e3 JoCTaTOuHbIX 3HAHUIA UK ONbiTa B 0611acTu XMpypriuyeckor peTpakumm, BKkiovas
peTpakuumio rpyauHel u pedep. N3beranTe cxatus, HaTHKEHUS, CMELLEHNST NN MOBPEXAEHNS] TKAHEBbLIX CTPYKTYP, TakMX Kak cepaue,
KOTOpbI€ MOTyT BbITb NOBPEXAEHbLI UMM NPUBECTU K UHTEPONEPALMOHHOW UMK NOCNeonepaLmoHHON notepe PyHKUNK.

* Xupyprudeckue nnm saHaockonmyeckme npoueaypbl 4OMMKHbI BbINOMHATLCS TONBKO Bpavyamu, UMELLMMN COOTBETCTBYIOLLYHO
NOAroTOBKY U 3HAKOMbIMUW C COOTBETCTBYOLUMMI MeTogamMu 1 aHaToMmuen. lNepen ncnonb3oBaHem crieqyeT 03HaKOMUTBLCS C
MeOULUHCKON NUTepaTypou, KacatoLlencst MeToaoB, OCNOXHEHU U ONAaCHOCTEN.

MEPbI NMPEOOCTOPOXHOCTHU
SubX™ STERNAL ASCENDER™ SYSTEM, LIMA RetroSterno™ Paddle n RIMA RetroSterno™ Paddle ynakoBaHbI Kak
HecTepunbHble. [epea NCnonb30BaHMEM OUUCTUTE U NPOCTEPUNNSYIATE.

* «[1ns obecneyeHns CTEPUIIBHOCTU N 6e30MacHOro UCMoNb30BaHUSA HeobxoanMbl Haanexawasa o4uncTka, CTepunuaaums, ynakoeka,
XpaHeHne 1 pasBepTbIBaHME.
» Ecnu cyulecTByloT kakne-nnbo pasnuunsa Mexay 3TMMy MHCTPYKUMSIMU MO UCTMONb30BAHMIO U NpaBunaMy Ballero yupexaeHus n/
U MHCTPYKUMSIMNA.
Npov3BOAMTENS BalLero 06opyaoBaHUS Anst OYMCTKU/CTepunmn3anmnmn, 3T OTKNOHEeHNst crnegyeT JOBeCTU 40 CBeaeHUs
COOTBETCTBYIOLLIEro OTBETCTBEHHOMO NepcoHarna 60nbHULbI ANS NPUHATUSA peLleHus], npexae Yem NpucTynaTtb K O4MCTKe 1
cTepunusauum Ballero o6opynoBaHus.
YCTPOMNCTBO.
* icnonb3oBaHune cuctembl SubX™ STERNAL ASCENDER™, anektpoga LIMA RetroSterno™ u anektpoga RIMA RetroSterno™
Onsi 3afay, Anst KOTOPbIX OHW HE NpefHa3HayYeHbl, MOXXET MPUBECTU K NMOBPEXAEHUIO U NOMNIOMKE YCTPOMUCTBA W/Unn TpaBme unm
cMepTL.
* Mepen ncnonb3osaHnem nposepbte CUCTEMY SubX™ STERNAL ASCENDER™, nonactb LIMA RetroSterno™ u nonacte RIMA
RetroSterno™, yTo6bl y6eanTbcst B Ux NpaBuUnbHOM OYHKLMOHMPOBAHUN U COCTOSIHUW. He ucnonb3ynte yCTpONCTBa, ECNN OHW He
BbIMOMHSIOT AOJMKHLIM 06pa3oM NpefyCMOTPEHHYH0 (DYHKLIMIO MK UMEIOT hr3nYeckne noBpeXxaeHus.
* YBepuTech, YTO NOPYYHM ONEPALMOHHOIO CTONA UMEKT AOCTATOUHYI0 MPOYHOCTb, NMO3BOSISOLLYIO MCMONb30BaTh 3Ty CUCTEMY AN
noabemMa TKaHEBbIX CTPYKTYP, KakK yKa3aHO A5l KOHKPETHOro naumeHTa.
* YBenuTechb, YTO CUCTEMHbIE COEANHEHNS, PUTUHIU U SNEMEHTbI 3aLeneHnst HaaeXXHO 3aKpenmeHbl, MONTHOCTLIO U TOYHO
pacnonoxeHbl Ans obecnevyeHns Tpebyemon yHKLUN.
» ObecneybTe pa3meLLeHne KOMNOHEHTOB CUCTEMbI TakuM 06pa3oM, YTOObI He 3aTpPyaAHATbL AOCTYN K NALMEHTY BO BpeMs onepawuu
1 He TPaBMMPOBaTb NaUMEHTa UMK TKaHEBbIE CTPYKTYPbI.
* YBenuTechb, YTO pETPaKTOPbl CONPUKACAOTCH C TKAHEBLIMU CTPYKTYpamMun Npu agekBaTHOW Budyanusauuu. He npmwxkumante
KOMMOHEHTbLI CUCTEMbI K HELLENTEBbIM TKaHSAM.

* [lepen nepemelleHvem naumeHTa ybeamTech, YTO BCE KOMMNOHEHTLI CUCTEMbI HaANeXaLmm 06pa3oM CHATbI C NauMeHTa 1
onepawlmMoHHOro cTona.
* Xnpypruyeckue MHCTPYMEHTbI PpasnmyaoTcs y pasHbix nponssoautenen. MNpexae 4em MHCTPYMEHTbI U akceccyapbl U3 pasHbiX
Npou3BOAMTENM COBMECTHO Y4aCTBYIOT B NpoLeaype, NPOBEPSIIOT COBMECTMMOCTL 1 06eCneyYnBatoT ANEKTPUYECKYIO U30MSLMIO UMK
3a3eMIeHne He HapyLLEHO.
» Kak u Bce meTannuueckne MHCTPYMEHTbI, UCMOSb3yEMble B XMPYPrn, KOMMOHEHTbI 3TOW CUCTEMbI MPOBOAAT 3NEKTPUYECTBO U
MoryT 6biTb
CBS13aHHbIE C NOPaXEHNEM ANEKTPUYECKNM TOKOM UMM UCKPEHUEM OT NPUXKUIaHUs NN APYrMx UCTOYHMKOB TOKa.
* Mi3GeraiiTe MexaHU4ecknx yaapoB nnu nepeHanpsikeHmst cuctemol SubX™ STERNAL ASCENDER™, LIMA RetroSterno™.
Becno n Becno RIMA RetroSterno™.
* Bannagaumu nogeepranucb TONbKO NPOLECCHl OYUCTKU U CTEpUnu3aumm, onpegeneHHsle B 4aHHON MHCTPYKLUMM NO 3KChnyaTauumn.
* XpaHuTb Npn KOMHaTHOW TemnepaType.

NOBOYHbIE PEAKLIUA

* [Mo6o4HLIX peakumit He 3adMKCUPOBaHO.
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UMHOOPMALIUA ONA 3AKA3A

TABJIMLA 2: 3AKA3 NMPOAOYKLUUUN CUCTEMbI SubX™ STERNAL ASCENDER™
3aka3s MPOOYKT OMNMCAHUE
REF | 080900 Cucmema SubX™ STERNAL
ﬁa_ ASCENDER™ 1 Kopobka
l REF | 081214 LIMA RetroSterno™ Jlonacmb 1 KopoGka
I REF | 081241 RIMA RetroSterno™ Jlonacmb 1 Kopobka
I I REF | 081202 RetroSterno™ Ha6op nonacmeli 1 Kopobka
REF 100034 Cucmema
multiSTATION™ Jflomok 1 Kopobka
dnsi cmepunusayuu*
LSI SOLUTIONS, Inc. * Patents: www.lsisolutions.com/patents
7796 Victor-Mendon Road florox ana cropunsauie , ,
f cncTemsl multiSTATION™ The LSI logo, LSI Solutions, Perfect Performance Policy, M45,
VICtOF, New York 14564 U.S.A. Npon3BoANTCA KOMMaHuewn M55 Cl k Rel Mini d Multi t . t d
I Phone: +1 585.869.6600 Summit Medical, 815 Vikings , Click Release, Miniarm, and Multistation a(rk)e registere
Customer Service: +1 866.575.3493 '\Pﬂa,\;ksv:_)%sbnlt; 2\?0, St. Paul, trademarks and trademarks of LSI S(;)LUTI_ONS .
Technical Support: +1 866.428.9092 Copyright © 2021, LS| SOLUTIONS®. All Rights Reserved.
Fax: +1 585.742.8086
www.Isisolutions.com - @
E[ﬂ B(Only Emergo Europe
Symbol Glossary: Westervoortsedijk 60
www.Isisolutions.com/symbols 6827 AT Arnhem

The Netherlands

Prolystica is a registered trademark of Steris. Weiman is a registered trademark of PurposeBuilt Brands. Use of these names, trademarks and brands does not imply endorsement. All company, product
and service names used in this technology guide are for identification purposes only.
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VALVEVAULT" DEVICE TECHNOLOGY GUIDE

[lil READ THIS PRODUCT INSERT THOROUGHLY BEFORE USE

®

FIG. 1 - VALVEVAULT™ DEVICE | Small
(shown with cover removed.)

®©

(0) HOLDER
(2) CHAMBERS 10
(3) DEVICE SIZE
(4) CHAMBER DIAMETER
(5) COVER
(6) ALIGNMENT ARROWS
(7) SHAFT
CHANNEL
(9) INSIDE SHOULDER = \

VALVEVAULT™ DEVICE
SUTURE OPENING Holder bottom with

chamber diameter (in mm)

_—
% \g g

VALVEVAULT" DEVICE DESCRIPTION IS\SOLUTIONS®

The VALVEVAULT™ DEVICE (FIG. 1) is a reusable, sterilizable delivery device for transporting a prosthesis through a
surgical incision. Each holder (1) has two differently sized chambers (2) designed to hold a prosthesis. A single letter “S”,
“M” or “L” for device size (3), found on both the holder and cover (5), and denotes Small, Medium and Large sized
VALVEVAULT™ DEVICES, respectively. A chamber diameter () is marked within a heart shaped symbol on both the cover
and bottom of the VALVEVAULT™ DEVICE Holder to denote the approximate diameter for each chamber. Alignment arrows
(6) point towards the larger chamber and are used to orient and pair a corresponding holder and cover together while
establishing enclosure of the prosthesis and corresponding suture. A shaft (7) contains a channel (8) connecting the two
chambers of the holder. During use, annular facing suture from the surgical site is guided through the suture opening 10) of
the selected chamber allowing the prosthesis sewing cuff to rest on or just below the inside shoulder (9). Free ends of the
suture from the prosthesis are routed within the channel and over the vacant chamber to exit through the opposite suture
opening. The cover alignment arrows are then matched to the holder alignment arrows to completely encase and protect
the prosthesis and suture for delivery through the surgical incision.

INDICATIONS FOR USE:
The VALVEVAULT™ DEVICE is indicated for use to hold and deliver a prosthesis through a surgical incision.

Perucrpanusa MU & PocsnpagHanzope
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CONTRAINDICATIONS

e The VALVEVAULT™ DEVICE is contraindicated for use with any balloon or self-expandable prosthesis.
e The VALVEVAULT™ DEVICE is contraindicated for prosthesis extraction.

CHOOSING THE SIZE OF THE VALVEVAULT" DEVICE

NOTE: In addition to the size listing on the package, the photo below shows the letter “S” in red circles denoting the small size
VALVEVAULT™ DEVICE. Medium and Large VALVEVAULT™ DEVICES are marked with “M” and “L” respectively; see below.

NOTE: For each chamber of the VALVEVAULT™ DEVICE, the approximate chamber diameter (measured in mm) is printed
within a heart shape on the bottom of the holder and top of the cover. This numerical designation for chamber diameter is not
intended to represent the prosthesis size.

NOTE: Surgeons should

choose their preferred
device size and chamber

size based on surgical
approach, prosthesis

knowledge, and patient
anatomy.

TABLE 1. VALVEVAULT" DEVICE SIZE GUIDE
VALVEVAULT™ | Reorder Chamber Chamber
DEVICE Size Number | Diameter (mm) | Depth (mm)

19 11.5

Small (S) 081025 1 125

. 23 13.5

Medium (M) 081030 5 125

27 15.5

Large (L) 081035 59 6.2

CHAMBER
DIAMETER

CHAMBER
DEPTH

/1 SELECT

1. SELECT the appropriately sterilized

VALVEVAULT™ DEVICE, (i.e., small, medium or

large) based on the chamber most likely to readily
fit the outer profile (i.e., height as well as width) of

the sutured prosthesis.

2. SIZE the chamber if desired to estimate an
appropriate fit for the prosthesis. Compare the
selected valve sizer to the selected prosthesis.

The valve sizer should fit easily into the selected

chamber.



LOADING THE VALVEVAULT" DEVICE

For the following loading steps, note that -
suture sections are named as shown: — _2 ZE_-: ——

FREE ENDS OF THE SUTURE (ABOVE THE PROSTHESIS)

MUTURE FROM THE ANNULUS

SURGICAL
SITE

=

(UNDER THE PROSTHESIS)

NOTE: Avoid potential prosthesis damage by ensuring suture does not become entangled with prosthesis leaflets. Ensure all
surgical needles are removed prior to VALVEVAULT™ DEVICE use to affirm that only the suture strands from the annulus and

the free ends are associated with the prosthesis.

~ SUTURE FROM
THE ANNULUS

= }SUTURE
OPENING

/
~

> A s

CHANNEL

OPPOSITE SUTURE
OPENING

ALIGNMENT
ARROWS

1. ORIENT the selected VALVEVAULT™ DEVICE Chamber
to be closest to the patient. With suture from the
annulus through the prosthetic sewing cuff, gently
PLACE the prosthesis into selected chamber with
leaflets facing down, sewing cuff up. The prosthetic
sewing cuff should rest on or under the inside shoulder.
Ensure the suture from the annulus is gathered
completely within the suture opening. Never force the
prosthesis into the chamber or the cover onto the
prosthesis.

2. INSPECT the prosthesis and suture to ensure
leaflets are not compromised and suture lays
correctly.

3. GUIDE the free ends of the suture from the
prosthetic sewing cuff through the channel and
unused chamber and out of the opposite suture
opening.

4. CLOSE the VALVEVAULT™ DEVICE Holder by
matching the alignment arrows on the cover to those
on the holder. Ensure all suture is contained within
the suture openings and the cover is flush with the
holder’s edges without compressing the prosthesis.
Do not force the cover onto the prosthesis if it does
not easily lay flush with the holder. If needed, select
the next size larger chamber and try again.



DELIVERING THE PROSTHESIS WITH THE VALVEVAULT™ DEVICE

1. DELIVER the VALVEVAULT™ DEVICE through the
surgical incision, preferably with the device cover
facing the lower rib.

2. OPEN the VALVEVAULT™ DEVICE by removing the
cover from the holder. Do not expose the
prosthesis or compromise it by contact with other
structures. Remove the cover from the surgical
incision and away from the surgical site.

3. TRANSFER the suture and prosthesis from the
VALVEVAULT™ DEVICE Holder to the surgical site
by gently turning the shaft within the incision. If the
prosthesis does not freely exit the chamber, the
sutures can be used to gently pull the prosthesis
out of the chamber. Care must be taken to avoid
applying excess force to the prosthesis or sutures
connected to the annulus.

4. REMOVE the VALVEVAULT™ DEVICE Holder from
the surgical incision taking care not to
contact/damage the prosthesis, especially avoid
contact with the prosthetic leaflets, while ensuring
all suture is away from both suture openings.




VALVEVAULT"" DEVICE REPROCESSING

Disassemble and clean the device immediately after use. Do not allow a soiled device to dry.

e The VALVEVAULT™ DEVICE is not validated to be cleaned or sterilized in the fully assembled state. It should be
disassembled into the components as shown in FIGS. 2 and 3.

e Cleaning agent used in validation: Steris Prolystica 2X (Enzymatic, Neutral pH)

e Perform the final rinse using only freshly prepared purified water/highly purified water.

e Never use metal brushes or steel wool for cleaning.

POINT OF USE 1. Disassemble and clean device immediately after use.

2. Do not allow potential contaminants/bioburden to dry on the device (i.e. soiled device).

1. Remove the cover from the

VALVEVAULT™ DEVICE. \i/ e =ik
. e O
2. If using the sterilization tray, FIG. 2
(Part Number 100035) clean the
PREPARATION tray separately according to the

sterilization tray instructions.

‘ 1. Soak in enzymatic, neutral pH cleaning solution for 5 minutes minimum. Refer to
detergent manufacturer’s instructions for temperature and concentration.

2. Use a plastic bristled brush to thoroughly scrub the device’s exterior and interior
surfaces, paying special attention to the following:

a. Inside of channel (FIG. 4) /a
b. Suture openings (FIG. 5) -

c. Alignment arrows (FIG. 6) —————— .

MANUAL
PRE-CLEANING

3. Rinse with warm water for 2 minutes minimum. FIG. 6

4. Proceed with one of the two required cleaning options (ultrasonic or automated).

l 1. Clean in ultrasonic bath with enzymatic, neutral pH cleaning solution for 15 minutes

ULTRASONIC minimum. Refer to detergent manufacturer’s instructions for temperature and
CLEANING concentration.

2. Rinse with warm water for 4 minutes minimum. To ensure a complete rinse, use a clean

' OR brush to scrub the cover and holder.




|

AUTOMATED
CLEANING

3

LUBRICATION

1. A washer-disinfector is required with fundamentally approved efficiency (e.g. according
to EN ISO 15883) and must be properly installed, qualified, and regularly subjected to
maintenance and testing.

2. The VALVEVAULT™ DEVICE sterilization tray is NOT designed for cleaning the
VALVEVAULT™ DEVICE, it must be processed separately. The tray is only intended for
sterilization, transport and storage of the VALVEVAULT™ DEVICE. For more tray
information see the sterilization tray instructions for use.

3. Load the device(s) into the washer-disinfector. Avoid contact between devices and
arrange to allow for proper drainage.

1. Apply instrument lubricant mixed to manufacturer’'s recommendations to prolong
instrument life by submerging the holder and cover into the lubricant for at least 30
seconds. If the hospital washer-disinfector has a lubrication cycle this can be used
instead of manual lubrication. NOTE: LS| SOLUTIONS® has validated the use of
Weiman® Instrument Lubricant on this device. Other instrument lubricant brands have
not been tested and performance and results cannot be guaranteed.

$

INSPECTION

1. Carefully inspect the cover and holder to assure that all visible soil has been
removed. Generally un-magnified visual inspection under good light conditions is
sufficient. Particular attention should be paid to the locations indicated in FIGS. 4-6.
Repeat cleaning process if soil is detected.

2. Visually inspect the device for mild or excessive corrosion. If corrosion is present,
complete the reprocessing, but discontinue use of the device in surgery.

3. Visually inspect the device for any damage. (For example, see the bent cover in
FIG. 7.) If parts are damaged, complete reprocessing, but discontinue use of the
device in surgery.

=

= e et T - g
(SHOWN BENT) ——t

4. Perform a functional check for
adequate cover fit by placing the
cover on the VALVEVAULT™ DEVICE

Holder. Ensure the cover rests flush R
L.g-r-tll‘-"_”" i A LR LAl = = ;?‘
with the top edges of the device as — — £ Dwvadaien Elv
shown in FIG. 8. " k
FIG. 8

$

PACKAGING

1. Ensure the cover is removed from the VALVEVAULT™ DEVICE before sterilization.

2. Confirm that cover and holder are both present. If using sterilization pouches, place the
holder and the cover in their own individual pouch. If using the sterilization tray (Part
Number 100035), read the sterilization tray instructions for use before proceeding.
Ensure the sterilization tray has been cleaned according to the sterilization tray
instructions for use and load the tray bottom according to FIG. 9.

4
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PACKAGING
(CONTINUED)

0 L = NOTE: The tray lid only fits the tray bottom in
one direction. If the side locks cannot both be
securely latched, it may be necessary to
reorient the lid to achieve a secure fit.

For more tray information see the sterilization
e il tray instructions for use.
FIG. 9

3. Package the VALVEVAULT™ DEVICE according to TABLE 2. The barrier system for
sterilized re-usable instruments should meet the following requirements:

* ISO 116071

¢ Suitable for Pre-Vacuum steam sterilization
¢ Appropriate for medical use
¢ Grade appropriate for weight of loaded tray per sterilization tray IFU and facility

procedures

$

STERILIZATION

1. The device must be properly cleaned before sterilization.
2. Perform sterilization cycle according to TABLE 2:

TABLE 2: VALVEVAULT™ DEVICE Packaging and Processing
Moist heat (steam) | Moist heat (steam) Immediate Use
sterilization sterilization Steam Sterilization
Method . . .
according to according to according to
ANSI/AAMI ST 79 | ANSI/AAMI ST 79 | ANSI/AAMI ST 79
VALVEVAULT™
DEVICE
Container Sterilization Tray No Tray No Tray
Part Number
100035
Cycle Pre-Vacuum Pre-Vacuum Pre-Vacuum
(Pre-Vac) (Pre-Vac) (Pre-Vac)
2-layer
Packaging polypropylene Pouch No Packaging
wrap
Temperature 132 'C.(270 F) 132 .C'(27O F) 132 .C'(27O F)
(minimum) (minimum) (minimum)
Exposure 4 minutes 4 minutes 4 minutes
Time (minimum) (minimum) (minimum)
Dry Time 30 _minutes 20 .m_inutes N/A
(minimum) (minimum)

Device(s) processed by Immediate Use Sterilization should be transferred immediately,
using aseptic technique, from the sterilizer to the point of use.

Refer to ANSI/AAMI ST79 Comprehensive Guide to Steam Sterilization and Sterility
Assurance in Health Care Facilities.

The VALVEVAULT™ DEVICE has been validated to one hundred (100) reprocessing cycles.
The useful lifespan of a surgical instrument is largely dependent on the care and handling
of the instrument. Careful inspection and functional testing of the instrument should be
used to determine the end of its serviceable life.

4

STORAGE

1. During storage, ensure the device remains in a sterile condition ready for reuse.
2. Shelf life is dependent on the sterile barrier employed, storage manner, and
environmental and handling conditions.

Perncrpams MH & Pocsnpassagsope
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WARNINGS

Federal law restricts this device to sale, distribution and use by, or on, the order of a physician.

Read and become familiar with all instructions, warnings and cautions before using this product.

This device shall be used in accordance with these Instructions for Use.

The chamber diameter designations of the VALVEVAULT™ DEVICE are not intended to represent valve size.

Improper use of this device may cause serious injury. Improper care and maintenance of the device may render the device
non-sterile prior to patient use and may cause serious injury to the health care provider or the patient.

All actions beyond passing the chamber through the surgical access site (e.g., an intercostal space) should be smooth and
easily performed. Avoid applying any excess compression or tensioning forces to the prosthesis and/or the suture. Avoid
unnecessary stressors on VALVEVAULT™ components, the prosthesis, suture etc.

Do not use a VALVEVAULT™ chamber that does not readily accommodate the prosthesis. If there is any doubt regarding
the appropriate fit of the prosthesis in the selected chamber, use the next size up chamber.

If passage of the VALVEVAULT™ through the surgical access site is not easily achieved, consider increasing the size of the
access site or appropriate alternative routes.

When using most surgical devices, harsh contact with tissue or forcing the device during its handling and use can damage
or injure the prosthesis, suture or tissue structures like bone, blood vessels, nerves, soft tissue (e.g., cardiac valve tissue),
etc. Inappropriate device handling and use can lead to bleeding, tissue structural damage, nerve impairment, infection,
disability and even death. Special care should be taken to avoid damaging delicate tissue structures.

Discontinue use of the VALVEVAULT™ DEVICE when moving patient or when patient is moving.

Endoscopic procedures should be performed only by physicians having adequate training and familiarity with endoscopic
techniques and relevant anatomy. Medical literature relative to techniques, complications and hazards should be consulted
prior to use.

When using the VALVEVAULT™ DEVICE, an insufficient surgical access site incision and dissection may cause increased
penetration force which may reduce the surgeon’s control during entry.

Direct contact between sensitive tissue structures and foreign materials can lead to tissue injury or damage.

When using the VALVEVAULT™ DEVICE, keep the prosthesis irrigated per Manufacturer’s instructions.

PRECAUTIONS

Devices are packaged as non-sterile. Cleaning and sterilizing of this device must occur prior to use.

If there are variations between these Instructions for Use and either your facility’s policies and/or your cleaning-sterilizing
equipment manufacturer’s instructions, those variations should be brought to the attention of appropriate responsible
hospital personnel for resolution before proceeding with device cleaning and sterilizing.

Use of a device for a task other than what it is intended for will usually result in a damaged or broken device.

Prior to use, inspect the cover and holder to ensure proper fit and condition. Do not use the cover or holder if they do not fit
together or if they have physical damage.

Surgical instruments vary between manufacturers. Before instruments and accessories from different manufacturers are
employed together in a procedure, verify compatibility and ensure electrical isolation or grounding are not compromised.
Avoid mechanical shock or overstressing the devices.

Only the cleaning and sterilization processes defined within these Instructions for Use have been validated.

Care should be taken to ensure that all sutures are manually seated properly within the channel and the suture openings to
avoid damage to the prosthesis or damage to the sutures.

Store at room temperature.

ADVERSE REACTIONS
No documented adverse reactions.

ORDERING INFORMATION

TABLE 3. VALVEVAULT"™ DEVICE SUPPLIED: NONSTERILE, REUSABLE
REORDER PRODUCT DESCRIPTION
— 1 S 081025 VA(LSV)E,]VQA#&T/ 2D1ﬁ1\r/]QCE Box of 1 Device
o—e 1 M 081030 VA(L'\/Y;EZ\/:;)qur]JanT/ 2[)5511\{1/1CE Box of 1 Device
VALVEVAULT™ DEVICE .
Py , 1 L [REF] 081035 (L) 27mm / 29mm Box of 1 Device
Al 081040 V. v, “ DEVICE KIT Combo Box of 3 Devices
il 1 ALVEVAULT (1 of each size) Q
o
VALVEVAULT™ DEVICE . 0
P
1 [REF] 100035 STERILIZATION TRAY Box of 1 Device S
©
® . . . b
lS] SOLUTIONS T P—— Patents: www.Isisolutions.com/patents h
LEADING SURGICAL INNOVATION Tray is manufactured by The LSl logo, LSI SOLUTIONS, Perfect Performance Policy, and 8
o | LSI SOLUTIONS, Inc surmmit Medical, 818 Yikings VALVEVAULT are registered trademarks and trademarks of LS| =
7796 Victor-Mendon Road MNSSToTUSA | o Solutions, Inc. Copyright © 2020, S
pictor, New York 14564 U.S-A. LSI SOLUTIONS®. ‘Al Rights Reserved. <
. - . . [MADE TN THE UsA] Emergo Europe
Customer Service: +1 866.575.3493 i
Technical Support: +1 866.428.9092 e £\ [rom] 6627 AT Armhom
Fax: +1 585 742 8086 Perfect Performance Policy' SymbOI GIOSSary: The Netherlands 8
Gl om o $04,575.4490 sy www.lsisolutions.com/symbols
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YCTPOUCTBO VALVEVAULT ™ TEXHONOIMMYECKOE PYKOBOLCTBO

(i MEPEQ MCMONB3OBAHVEM BHUMATESIbHO NMPOYTUTE BKNAbILL K U3OENNIO

PWC. 1 - YCTPOUCTBO
VALVEVAULT™/ ManeHbkuii p.
(moka3aH CO CHSITON KPbILLKOR).

(D) AEPXXATE/b
(2) KAMEPbI 1)
(3) PABMEP YCTPOUCTBA
(@) ANMAMETP KAMEP
(5) KPbILLIKA
(6) CTPEJIKW BbIPABHUBAHMS
(@) BAN
KAHAT
(9) BHYTPEHHEE NJIEHO . >
. YCTPOWCTBO VALVEVAUL
OTBEPCTUE L1151 HUTEM e N
HW3 C AUamMeTpPOM Kamepbl (B MM)
E >/@
%, \- =
YCTPOUCTBO VALVEVAULT" ONMUCAHUE IS\SOLUTIONS®

YCTPOVICTBO VALVEVAULT™ (PUC. 1) npeacrassier co60ii MHOTOPa30BOe CTEPU/IN3yeMOe YCTPOIICTBO TOCTABKY IS
TPaHCIIOPTUPOBKY TIPOTe3a Yepes XUpyprudeckuii paspes. Kaxnpiit gepskarens (U umeer nBe kamepst (2) pasHoro pasmepa,
TIpefTHA3HAYeHHbIE IS yyiepkanus mpotesa. OnHa 6ykBa « S» , « M» wm « L» mns pasmepa ycrpotictsa (3), pacmonoxenHas kak Ha
nepxaterne, Tak 1 Ha kpbruke ), o6osnauaer YCTPOVICTBA VALVEVAULT™ maroro, cpesiHero u 60/buioro pasmepa
cooTBeTcTBeHHO. [uametp kamepsi (4 oTMedeH cuMBOIOM B hopMe Cep/ilia Ha KPBIIIKe U HIDKHET JacTH JIepyKaTeNs yCTPOiicTBa
VALVEVAULT™ nna o603HaueHs IPUOIM3UTENBHOTO IMaMeTpa Kax/oi kKamepbl. CTpenku BoipaBHuBanusA (6) yKaspBaioT Ha
OOJIBIIYIO KaMePy M MCIIOIb3YIOTCS [JIST OPUEHTALUN U COEAVNHEHNSI COOTBETCTBYIOIIETO AEPOKATe/IsI U KPBIIIKY BMECTE TP
3aKpeIUieHny MpoTesa u cooTsercTBytomeit Hutu. Ban @ comepsxut xanan ®), coequusioumii ise kKamepbl fepskarens. Bo Bpems
VCIIO/Ib30BAHMsI KOJIbLIEBBbIE HUTY BO BpPeMsI OIlepaLiuyl IPOBOAATCS depes moBHOe oTBepcTue (0 BrIOpaHHOI KaMepsl, TO3BOISI
NIPUIIMBHOI MaHXeTe IPOTe3a PACMONAraThcs Ha BHyTpeHHeM 1utede (9) mmm uyTh Huke Hero. CBOGOHbIE KOHIIBI HUTEl IPOTE3a
IPOBOMAT BHYTPYU KaHAIA 1 Hafj CBOOOJHOI KaMepOil /Is1 BBIXOZA Yepes MPOTUBOIIONIOKHOE OTBEPCTIE /IS HUTEN. 3aTeM CTPe/IKI
BBIPaBHMBAHMS KPBILIK/ COBMEIAIOTCS CO CTPE/IKaMM BBIPABHYMBAHUS epsKaTesisi, YTOObI OTHOCTBIO 3aKPbITh U 3ALNUTUTD IIPOTe3 U
HUTY [P JOCTAaBKe depe3 XUPYPIUIECKIil paspes.

NOKA3AHUA K MPUMEHEHUIO: 1

YCTPONC| Perncrpaia MH & Pocsnpassagsope O K NPUMEHEHMIO ANs prKCaLmMmn 1 OCTaBKV NpoTe3a Yepes XMpYpruyeckuin paspes.
www.nevacert.ru | info@nevacert.ru



NMPOTUBOMNOKA3AHUA
+ YCTPOMCTBO VALVEVAULT™ npoTuBONOKa3aHo A5 UCNONb30BaHNs ¢ NiobbiM 6anmoHOM Ui camopacLuMpsItoLLMMCS

MpoTEe30M.

+ YCTPOMCTBO VALVEVAULT™ npoTvBOMNOKa3aHo AN W3BIIeYEHNs NpoTesa.

BbIBEOP PA3SMEPA YCTBPOUCTBA VALVEVAULT"

[MPUMEYAHMUE: B nononneHue kK pasmMepy, yKka3aHHOMY Ha yIakoBKe, Ha (hoTorpaduu HUKe B KPACHBIX KPY>KKax
n3zo0paxena Oyksa "S", o6o3Hauaromas Manblii pazmep Ycrpoiictea VALVEVAULT™. VcerpoiicTea
VALVEVAULT™ cpennero u 60b110ro pasmepoB o0o3Hauatotcst OykBamu "M" u "L" cOOTBETCTBEHHO; CM.

HUXKE.

MPUMEYAHWE. ins kaxpaoii kamepsbl YCTPOUCTBA VALVEVAULT™ npubnuantenbHbIN AnameTp Kamepbl (M3mepsieTcs B
MM) HanevyaTaH B hopMe cepAua B HKHEN YacTu AepXaTerns U BEPXHEN YacTh KPbILWKN. DTO YncnoBoe o603HaYeHne
AvameTpa kamepbl He NpeaHa3HavyeHo ansg ob6o3HayeHns pasmepa npoTesa.

MPUMEYAHUE: Xnpypru
[OMKHbI BbIGpaTh
npeanoyTUTENbHbIN
pa3mep yCcTponcTea u
pa3mep kamepbl,
OCHOBBbIBasiCb Ha
XMPYpruyeckom noaxoae,
3HaHWAX O NpoTese n
aHaToMuM nNauueHTa.

TABJ/TULA 1. PYKOBO/CTBO 10 PASMEPAM YCTPOUCTB VALVEVAULT™
VALVEVAULT™ |Homep ans OnameTp ny6uHa
Pasmep ycrpoincrsal 3akasa Kamepbl (MM) Kamepb! (Mm)
19 11.5 =
ManeHbkuin (S) 081025 51 125
- OvameTp Fny6buHa
Cpemmin (M) | 081030 gg 122 Kavepi Kavepe!
y 27 15.5 _
Bonbwon (L) | 081035 59 6.2

e

oy o

% =
MAHEHbKVIWL
\ CPEOHWN

BONbLUON

2

1. BLIBEPUTE Hagnexaiumm obpasom
npoctepunmsosaHHoe YCTPONCTBO
VALVEVAULT™ (1. e. ManeHbkoe, cpegHee nnm
GonblUoe) B 3aBUCMMOCTU OT TOrO, Kakasi kamepa ¢
HambonbLUeln BEPOSATHOCTLIO OyaeT
COOTBETCTBOBATb BHELUHEMY Npodusto (T. e. Kak
BbICOTE, TaK U LUMPUHE) NPULLIMTOrO NpoTesa.

Mpy HEOBXOAMMOCTM U3MepPbLTE pa3Mep Kamepsl,
4YTOObI OLIEHWNTH XOPOLLO MM NOMELLAeTCs NPoTe3.
CpaBHuTe BblbpaHHbI pasmep kanubpartopa
KnanaHa c BblOpaHHbIM npoTe3oM. Kannbpartop
KrnanaHa JOoSKeH nerko nomeluaTbes B
BbIGpaHHY0 kKamepy.



3AIrPY3KA YCTPOUCTBA VALVEVAULTTM

[nsa cnegyowmx aTanoB 3arpy3ku

R ———————— NONOXEHUE
oﬁpaIMTe BHUMaHWE Ha TO, YTO CeKuun ;_:_a = XUPYPIA
HUTEN Ha3bIBAaKOTCA TakK, KakK MOKa3aHO Ha = 3 f
PUCYHKE:CBOBOAHbLIE KOHLIbI HUTEW (HALQ MPOTE3OM) | HWTW 13 KOJbLIA (MOA

NPOTE30M)

NMPUMEYAHMUE. M36erainTe noTeHLManbLHOro NoBpexaeHns npoTtesa, cneas 3a TemM, 4tobbl WOBHLIN MaTepuan He
3anyTbiBancs B cTBopkax npotesa. Mepea ucnonb3osarnem YCTPOVCTBA VALVEVAULT™ yGeautecs, 4To BCe
XUpyprudeckne urnbl yaaneHsl, 4Tobbl yoeamTbecs, YTO C MPOTE30M CBSI3aHbl TOMbKO HATK U3 KONbLEBOro NPOCTPaHCTBa U

CcROBO

TR PNV R TR TN
OaroIiC—ROTO DI

THATM M3
KONbLUA

_— }OTBEPCT
LNS HUTEI

1. COPUEHTUPYWUTE BbIGpaHHyto kamepy
YCTPOWCTBA VALVEVAULT ™,

4yTOObI ObITE BNVKE K NauueHTy. NpoBeast HUTbL OT
KOMbLIEBOro NPOCTPaHCTBa Yepes MPULLMBHYIO MaHXeTy
NE npoTesa, octopoxxHo MOMECTUTE npoTes B

A BbIOpaHHy0 Kamepy CTBOpKamMu BHW3, MPULLIMBHAS

A

OTBEPCTUE ANA
\\k= HUTEN

NMPOTUBOMOJIOXKHOE
OTBEPCTME ANA HATEN

CTPEJIKU
BbIPABHUBAHUA

MaHxeTy BBepX. MaHxeTa ong npuwinsaHns npoTesa
OOIDKHa pacnonaraTbCsa Ha BHYTPEHHEN CTOPOHe nieya
Unu noj HUM. YéeamTech, YTO HUTb U3 KOMbLIEBOIO
MPOCTPaHCTBA MOMHOCTLIO COGpaHa B OTBEPCTUM AN
HWUTen. Hukorga He BCTaBnAnTe NpoTes3 B Kamepy unm
KPbILLKY Ha MpOTe3 CUION.

2. [MIPOBEPLTE npoTes u HUTK, 4TOObI yBeamTbest, 4YTo
CTBOPKM He CXaTbl U HUTWN HanoXXeHbl NpaBUIbHO.

3. MPOBEOUTE cBoGoaHbIEe KOHLbI HUTEN OT
NPULLNBHOW MaHXeTbl NPOTEe3a Yepes KaHan u
HENCMNOsb30BaHHYHO KaMepy 1 U3 NPOTUBOMOSIOXKHOIo
OTBEPCTUS OANAHUTEN.

OA HET

4.3AKPOUTE OEPXXATENb YCTPOMUCTBA
VALVEVAULT™,
COBMECTUB CTPESIKM Ha KPbILLKE CO CTPEnKamu Ha
Oepxatene. Y6eamTech, YTO BCE HUTU HAXOAATCS B
OTBEPCTMSIX AN HATE a KpblLLKa HaXoOuUTCs Ha OQHOM
YPOBHE C KpasiMu AepkaTerns, He ckumas npoTes. He
HaJeBalTe KPbILLKY Ha NpOTEe3 C CUIOW, eCln OHa He
npuneraeT 3anoanuuo c gepxartenem. Mpu
HeoBXoANMOCTY BbIGEpUTE Kamepy CrieayioLLero pasmepa,
Gonbluero pasmepa, ¥ NOBTOPWTE MOMbITKY. 3



OOCTABKA NMPOTE3A C NMOMOLUbIK VALVEVAULT™

1. BCTABbTE YCTPOMCTBO VALVEVAULT™
yepes XMPYPrudecknii paspes, xenaTernbHo Tak,
4YTOObI KpbILIKa YCTPOMCTBa Obina obpalleHa K
HVKHEMY pebpy.

2. OTKPOWUTE YCTPOWCTBO VALVEVAULT™,
CHSB KPbILLKY C Aepxatens. He nogseprante
npoTe3 O6HaXKeHUo U He noaBepravTe ero
ONacHOCTU MpPU KOHTaKTe ¢ ApyruMmu
ctpykrypamun. YOAJIUTE kpbilwky oT
X1pypruyeckoro paspesa v nogarnblue ot MecTa
onepauuu..

3. MEPEHECWUTE HuTb 1 NpoTe3 13 gepxarens
YCTPOWCTBA VALVEVAULT™ Ha mecTo
onepauun, OCTOPOXXHO NOBOPaYMNBasa CTEPXKEHb
BHYTpU pa3pesa. Ecnn npoTtes He BbIXOAUT U3
Kamepbl CBOOOAHO, MOXHO MCMONb30BaTh HATK ANS
aKKypaTHOrO BbITArMBaHUA NpoTe3a M3 Kamepbl.
Heobxoammo cobniogate OCTOPOXHOCTL, YTOObI He
npvKnaabiBaTb YPE3MEPHYIO CUIY K NpOTe3y Unm
HUTAM, COEAMHEHHBIM C KOMbLEBbIM
NPOCTPaHCTBOM.

4. YOANUTE YCTPOUCTBO VALVEVAULT™

N3 XMPYPruyeckoro paspesa, crapasicb He
rpukacaTtbCs K NpoTe3y U He NoBpeanTb ero,
0cobeHHO n3beranTe KOHTaKTa Co CTBOPKamMu
npoTesa, Npu 3TOM crneas 3a TeMm, YTobbl HUTU
Haxo4MnMcb Ha paccTosHUM oT 06oMX OTBEPCTUN
Onst HUTeNn.




YCTPOUCTBO VALVEVAULT"MNOBTOPHA OGPAGOTKA

» Pa3bepwute 1 ouncTmuTe yCTPOMCTBO Cpasy nocre Ucnonb3oBaHuns. He no3sonanTte 3arpsa3HEHHOMY YCTPOWCTBY BbICOXHYTb.

+ YCTPOMCTBO VALVEVAULT™ He cepTUMLMPOBAHO ANS OYUCTKV UMM CTEPUI3ALIMN B MOTHOCTBIO COBpaHHOM cocTosiHnN. Ero
cneayet pa3obpaTb Ha KOMMOHEHThI, Kak Moka3aHo Ha ¢ur. 2 u 3.

* Yucrdawee cpeacTtso, ncnonb3oBaHHoe npu Banvaaumm: Steris Prolystica 2X (dpepmeHTaTuBHbIN, HenTpanbHbI pH).

* [Ins okoHYaTENbHOro OMNONackMBaHNsA NCMONb3YWTE TONBbKO CBEXENPUrOTOBIIEHHYIO OYULLEHHYHO/BLICOKOOYULLIEHHYIO BOAY.

* Hukorga He ucnonb3ymnte AN YUCTKM MeTanNNIMyYeckmne LWETKN Unu CTanbHY MoYarnky.

MECTO 1. PasbepuTte 1 ouncTiTE YCTPOCTBO Cpasy MNocre UCMomnb3oBaHus.
NCMONb30BAHUS 2. He gonyckaiTe BbICbIXxaHUA NOTEHUMAsbHbIX 3arpsi3HEeHNI/BMONorMYeckoi Harpyskmu Ha
YCTPOWNCTBE (T. €. Ha 3arpsi3HEHHOM YCTPOWCTBE).

1. CHUMUTE KPBILLKY C e ==
YCTPOWCTBA VALVEVAULT™. [ le & vALveVaur S <280
2. Mpwn ncnonb3oBaHUM NoTKa Ans \_/’ == = 'f_,a’
cTepunusaumm

(Homep getann 100035) ounctute PUC. 2

NOTOK OTAENbHO B COOTBETCTBUM C

NOOrOTOBKA MHCTPYKLMAMM MO CTepunusaumum
notka.

1. 3amouunTe B (hepMeHTaTUBHOM YUCTSLLIEM pacTBOpe C HeMTpanbHbIM pH
MUHUMYM Ha 5 MUHYT. VIHdopMaLmio 0 TemnepaType U KOHLUEHTpauuu CM. B
NHCTPYKUMSIX NPOU3BOAMTENS MOIOLLIENO CPEeACTBa.

2. TwaTtenbHO OYUCTUTE BHELLIHIOW Y BHYTPEHHIOK NOBEPXHOCTU YCTPOMCTBA
LLIETKOM C NNacTUKOBOW LETUHON, yaenss ocoboe BHUMaHWe cneyoLwemy:

a. BHyTpu kanana (PUC. 4) /
0. OtBepctus anst Huten (PUC. 5) 2

B. CTpenku BbipaBHuBaHus (PUC. 6) E

PYYHAA
NPEOBAPUTENbHASA : PUC. 4
G - c
O4YUCTKA )y
—
PUC. 5 b
3. MNMpomoiiTe Tennon BogOM MUHUMYM 2 MUHYTbI. PUC. 6
4. Mpuctynute K 0OQHOMY U3 ABYX HEOOXOAMMbIX BApUAHTOB OYUCTKM (YNbTpasByKoBas Unn
aBTOMaTuyeckas).
1. Ounwarite B ynbTpa3ByKOBOW BaHHE C MOMOLLbI0 (DEPMEHTATUBHOIO YNCTALLENO
YNbTPA3BYKOBAA pacTBopa c HenTpanbHbiM pH B TeueHne 15 MnHyT. TemnepaTypa u KOHUeHTpaums
OYUCTKA yKasaHbl B MHCTPYKLMM NMpoM3BOAMTENS MotoLLero cpeacTtea. 2. OnonackusanTe Tennomn
BOAON He MeHee 4 MUHYT. UTo6bI 06ecneynTb NONHOE OnoiackMBaHne, UCMonb3ynTe
unum YMCTYIO LETKY ANA OYMCTKU KPbILLKW U AepxaTens.




ABTOMATU3UPOBA
HHAA OYUCTKA

CMA3bIBAHUE

1. TpebyeTca cTmpanbHO-Ae3nHMEKTOPHAsA MallMHa C NoATBEePXKAEeHHOM
adhdekTnBHOCTLIO (Hanpumep, B cootBeTcTBUM ¢ EN | SO 15883), koTopas aomkHa ObiTb
npaBWibHO YCTAHOBMEHA, CepTMdULMPOBaHa U PerynspHO NoABepraTbCs TEXHUHECKOMY
0BCNYXMBaHUIO U UCTIbITAHUSAM.

2. CTepunuaaumoHHbii notok YCTPONCTBA VALVEVAULT™ HE npegHasHaveH ans
ounctkm YCTPOMCTBA VALVEVAULT™, ero Heob6xoammo obpabaTbiBaTh OTAEMBHO.
JloTok NpegHa3HayeH TONbKO Ansi CTEPUM3aummn, TPAHCMOPTUPOBKA U XPaHEHUS
YCTPOWCTBA VALVEVAULT ™. [JononHATENbHYI0 MHAOPMALIMIO O NOTKaxX CM. B
WHCTPYKUMSIX MO MCNONb30BaHMIO JTIOTKOB A1 CTEPUNN3aLnN.

3. 3arpyauTte ycTponcTeo(a) B CTUpanbHO-4e3NHMULMPYIOLLYIO MawmnHy. N3berante
KOHTaKTa Mexay yCTponcTBamm 1 obecneyvbTe Hagnexalni gpeHax.

1. HaHecuTe cMa3ky MHCTpYMEHTa, CMeLLaHHY B COOTBETCTBMM C peKOMeHOaUnaMy npon3BoanTens,
YTOObI NPOANUTL CPOK CIYXXObl UHCTPYMEHTA, NOrpy3nB AepXKaTerb U KPbILWKY B CMa3Ky MUHUMYM Ha
30 cexkyHa. Ecnu B 60MbHUYHOM CTUPanbHO-Ae3MH(EKTOPHON MalLUMHE UMEETCS LIMKI CMa3Ku, ero
MOXHO Mcnonb3oBaTb BMecTo pyyHor cmasku. MPUMEYAHUE. KomnaHusa LSI SOLUTIONS®
noaTBepauna Ncnornb3oBaHne CMa3ovHOro Mmatepuana ang nHctpymeHtos Weiman® Ha aTom
yCTpoOKcTBE. [lpyrme MapkM CMasouvHbIX MaTeprarnoB Anst MUHCTPYMEHTOB He TECTUPOBANUCh, NO3TOMY
NpOu3BOANTENBHOCTb M pPe3ynbTaTbl He MOryT ObiTb rapaHTUPOBAaHBI.

NPOBEPKA

1. BHMMaTenbHO OCMOTPUTE KPbLILLKY M AepXaTtenb u ybeantecs, YTO BCE BUAMMbIE
3arpsasHeHuns yaaneHosl. OBbIYHO 4OCTAaTOYHO BM3yarbHOrO ocMoTpa 6e3 yBennyeHust
npu xopowlem ocselleHun. Ocoboe BHUMaHue crieqyet obpaTtuTb Ha MecTa,
yKkasaHHble Ha dur. 4-6. MNoBTOpUTE NPOLIECC OYNCTKU, ecrnv obHapykeHa rpsiab.
2. BnsyarnbHO OCMOTpUTE YCTPOMUCTBO Ha Hanmyme ferkon unv YypesmepHom
koppo3uun. Npu Hannuumn KOppPo3nn 3aBepLunTe 06pPaboTKy, HO NpekpaTUTe
NCNoNb30BaHWEe YCTPOMCTBA B XMPYPrMyeckux onepaumsix.
3. BusyanbHO ocMOTpuTe YyCTPOMCTBO Ha NpeaMeT nospexaeHun. (Hanpumep, cm.
N30rHYTYIO KPbILWKY Ha puc. 7.) Ecnn getany noBpexaeHsl, 3aBepLunte NoBTOPHYHO
00paboTKy, HO NpeKkpaTUTE UCMONb30BaHNE YCTPONCTBA B XUPYPIUN.

e et ‘ =

s - e
(MOKA3AH B COrHYTOM COC

4. Perform a functional check for PUC. 7

BbInonHUTe yHKUNOHANBHYO
NpPOBEPKY NPaBUNBHOCTU YCTaHOBKU
KpbILLKW, MOMECTMB ee Ha aepXaTerb eIy

« ™ LT —-’W_ = — - — iy
ycTtponctea VALVEVAULT™. - 5\;—;/
Y6eguTech, YTO KpbiLLUKa Npureraet K — :
BEPXHUM KpasiM YCTPOMCTBA, Kak
nokasaHo Ha PAC. 8.

PUC. 8

YNAKOBKA

1. Nepen cTepunusauven ybeautecs, yto ¢ YCTPONCTBA VALVEVAULT™ cHsiTa KpblLLKa.
2. YbeguTechb, YTO KpblLLKa U AepxaTesb NpUcyTCTBYHOT. [Mpy MCnonb3oBaHUM NakeToB Anst
CTEepUnM3auumn NoOMecTUTe AepXXaTesb U KpbILLKY B OTAErNbHble NakeTbl. Ecnun Bbl
ucnonb3yeTte NOToK Ans ctepununsaumu (Homep getanu 100035), npexae YeM NpoaoIPKUTL
NpoYMTaNTE MHCTPYKLUM MO NCMONb30BaHUIO I0TKa ANA cTepunu3aumun. Yoeguteck, 4To
CTEPUINM3aLNOHHBIN NTOTOK Oblf OYNLLEH B COOTBETCTBUM C UHCTPYKLUMSIMU NO
NCNONb30BaHNIO CTEPUMM3ALIMOHHOIO NOTKA, U 3arpy3mTe OHO NOTKa B COOTBETCTBUN C
PUC. 9.

Perucrpanusa MU & PocsnpagHanzope
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L (= 1 =] MPUMEYAHME. Kpbiwka noTka nogxoauT K
[OHy noTKa TONbKO B O4HOM HanpaBreHUu.
Ecnu 6okoBble 3amMKu HE MOTYT ObITb
HageXXHo 3adMKCUPOBaHbI, BO3MOXHO,
notpebyeTcsi NnepeopueHTUPOBaTh KPbILLKY
ans obecnevyeHnsa HageXxHon ukcaumm.
(eI =l [ononHuTenbHyo MHpopMaLUMIo 0 NTOTKax CM.

YNAKOBKA B MHCTPYKLIMAX MO UCMOMNb30BAHMIO TOTKOB
(MPOMIOIKEHVE) PNC. 9 ANst CTEPURM3aLIMN.
3. Ynakyite YCTPOVCTBO VALVEVAULT™ cornacHo TABIULIE 2. BapbepHas cuctema ans
CTepuUImn3oBaHHbIX MHCTPYMEHTOB MHOIropa3oBOoro UCnosib3oBaHMA OOJDKHaA OTBEYaTh Ccrnegyruimm
TpeboBaHUSAM:
MCO 11607-1
HOI{XOJII/IT A npenBapMTeanoi{ BaKyyMHOI‘/'I CTepI/IJ’II/ISaHI/II/I nap0M.
ITopxomuT 11 MEULIMHCKOTO NIPMMEHEeHNA.
Knacc COOTBETCTBYET BECY 3arpy>K€HHOTO JIOTKa Ha Ka)KI[I)IIu/I CTepI/ITII/ISaHI/IOHHbe/'I JIOTOK COT/IaCHO
VHCTPYKUIUU U TIPOLIENYPbI YIPEKIECHNA.
1. Nepen cTepynusaument yCTPOUCTBO OOIMKHO ObITh Hagexalmm obpasom
ounLLEHo. 2. BbINonHMTe LmMKn cTepunuaaumm B cootseTcTany ¢ TABJTULIEN 2:
TABJIMLIA 2: Ynakoska n obpa6otka YCTPOMCTBA VALVEVAULT™,.
Crepunusauus Crepunusauus Crepunusaums napom
BNMaXXHbIM TENIOM BI1aXXHbIM TEMNJ10M HemegneHHoro
MeTtog (napom) B (napom) B OencTeus B
cootBeTcTBUM ¢ ANSI/ cootBeTcTBUU C ANSI/ cooTBeTcTBUM C ANSI/
AAMI ST 79 AAMI ST 79 AAMI ST 79
YCTPOWMCTBO
VALVEVAULT™
KoHTeliHep CTeﬁ:foTjiLg:f:; d Bes nogHoca Bes nogHoca
netann 100035
Linkn MpepsaputensHge [penBaputenbHae [peaBapuTtenbHoOe
BaKyyMnpoBaHue BaKyyMUpoBaHue BaKyYMUPOBAHME
2-crnovHas
CTEPUNU3ALUS YnakoBka NonNUNponuneHosas Yexon bes ynakoBku
nneil?usa"C (270°F) 132°C (270°F) 132°C (270°F)
Temneparypa (MUHUMYM) (MUHUMYM) (MUHUMYM)
Bpewms 4 MVHYTBI 4 MUHYTBI 4 MUHYTBI
BblOEPXKN (MVHUMYM) (MVHUMYM) (MUHUMYM)
Bpems cyLuku 30 MuHyT 20 MUHYT /0
(MUHUMYM) (MUHUMYM)
YcrpoicTsa, powepIie CTEpUIM3ALNI0 HeMeTEHHOTO JCIIONb30BAHILA, CTIEMyeT HeMeIEHHO
TepeHOCHTD € COOMIOIeHIEM aceNTHYECKIX Mep U3 CTEPUN3ATOPA B MECTO UCTIONb30BAHMIA.
Cwm. «KommiexcHOe pyKoBOJICTBO I10 TapOBOIT CTepyM3aLIy U obecTiedero crepunbHOCTI ANSI/
AAMI ST79 B MeIMUMHCKIX YYPEXKEHUAX.
YCTPOMCTBO VALVEVAULT™ nposepero Ha cto (100) mixmoB o6pabotku. Cpok cyx6bt
XUPYPIMYECKOTO MIHCTPYMeHTa BO MHOTOM 3aBICHUT OT YX0fa i 00pateHts ¢ HuM. [l onpefienenus
OKOHYAHNSA CPOKa CIyXkObl IIPHOOpa CefyeT POBECTH TIJATENIBHbII 0CMOTP U (YHKIMOHATbHbIE
VICTIBITAHVS TIPUOOpA.
1. Bo BpemMA XpaHeHnda cnegute 3a Tem, YyTOOBbI yCTpOVICTBO OCTaBalioCb B CTEPUNTbHOM COCTOAHUMN,
XPAHEHUE FOTOBbIM K MOBTOPHOMY UCMNOJ1Ib30BAHUIO. 2. CpOK rogHOCTN 3aBUCUT OT UCMOJ1b3yeMOoro

CTepuIbHOro 6apbepa, cnocoba XpaHeHus!, YCIOBWIA OKpYKatoLLeln cpeabl U obpalleHus.
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NPEAQYNPEXOEHUA

e« depnepanbHblil 3aKOH OrpaHNYMBaET NPoAaxy, pacnpocTpaHeHNe U NCNOMb30BaHNe 3TOr0 YCTPOWCTBA BPAYOM UMK MO €ro yKasaHuio.

* [Mepea ncnonb3oBaHVWeM AaHHOro NPoAyKTa NPOYTUTE N 03HAKOMbTECH CO BCEMU MHCTPYKLUMAMM, NPEAyNpexaeHnamMm 1 NnpeaocTepexeHnsamm.

+ [laHHOe yCTPOMCTBO CregyeT UCnonb3oBaTh B COOTBETCTBMM C HacTosiwen VIHCTpyKumen no akcnmyartaumm.

+ O603HaueHNst amameTpa kamepbl YCTPOMCTBA VALVEVAULT™ He npefHasHaueHsl Ans 0603HaveHns pasMepa knanaHa.

* HenpasunbHoe ncnonb3oBaHne 3Toro yCTPOMCTBa MOXET NMPUBECTU K CEPbE3HON TpaBMe. HenpaBuibHbIA yXO4 U TEXHUYECKoe 0bCnyxXnBaHve yCTPONCTBa
MOTYT caenaTb ero HeCTepuIibHbIM Nepes UCMonb30BaHMEM NaLMEHTOM U HAHECTU CEPbE3HYI0 TPaBMy MeANLMHCKOMY pabOoTHUKY Unv NaumeHTy.

* Bce penctauA, BbIXOASALLME 3@ PAMKW MPOXOXAEHUS KaMepbl Yepe3 MeCcTo XMPYPruveckoro Aoctyna (Hanpumep, mexpebepbe), AOMKHbI BbINOMHATLCS
NnaBHO 1 nerko. M3beravite NPUNOXEHNS KaKUX-NMMBO Ype3MEepHbIX YCUIUIA CXaTUA UM HATSHXKEHUS K NpoTe3y u/unu WoBHOMY MaTepuany. Msberavite
HEHYXHbIX cTpeccoB Ha koMmnoHeHTax VALVEVAULT ™, npoTesax, WOBHbIX MaTepnanax u T. 4.

* He ncnone3ynte kamepy VALVEVAULT™, B KOTOpPOW HEBO3MOXHO pa3mMecTuTb npoTe3. Ecnv eCcTb COMHEHNst OTHOCUTENbHO NOAXOASALLEN NocadKkM npoTesa
B BblOpaHHOW Kamepe, UCNOoNb3yWTe Kamepy cneayoLLero pasmepa.

» Ecnn npoxoxaeHne VALVEVAULT™ yepes MeCTO XMpypruieckoro 40oCTyna 3aTpygHEHO, pacCMOTpUTE BO3MOXHOCTb YBENMYEHUs] padMepa MecTa AoCTyna
UV UCMOMb30BaHUS COOTBETCTBYIOLLMX arlbTepHATUBHBIX MapLUPYTOB.

* [Mpy ncnonb3oBaHWN GOMNBLUMHCTBA XMPYPIUYECKUX YCTPONCTB PE3KWI KOHTAKT C TKAHAMW MU NPUMEHEHWE CUMbl K YCTPOMCTBY BO BPeMsi obpalleHns n
MCNonb30BaHNA MOXET NPUBECTY K MOBPEXAEHWIO UMM NOBPEXAEHMIO MPOTEe3a, LLOBHOrO MaTepuarna unm TKaHeBbIX CTPYKTYP, TakuX Kak KOCTb, KPOBEHOCHbIE
COCy[ibl, HEPBbI, MArkMe TkaHu (Hanpumep, TkaHb CepAeyvHoro knanaxa) u 1. 4. HenpaeunbHoe obpalleHne 1 ncnonb3oBaHne YyCTPOWCTBa MOXET NPUBECTU K
KPOBOTEYEHMIO, CTPYKTYPHOMY MOBPEXAEHNIO TKAHEW, NOBPEXAEHNIO HEPBOB, NMHAEKLNW, UHBANMAHOCTU U Aaxe cmepTu. Cneayet cobnoaatb ocobyto
OCTOPOXHOCTb, YTOObI HE NOBPEANTL HEXHbIE TKAHEBbIE CTPYKTYPbI.

« MpekpaTtnTe ncnons3osanne YCTPONCTBA VALVEVAULT™ npu nepemeLLeHnm nauueHTa unm Bo BpEMS ABWKEHUSA NaLyeHTa.

* QHpockonuyeckue NpoLeaypbl AOMKHbI BbIMOMHATLCA TONBKO Bpayamu, MMEIOLLMMU COOTBETCTBYHOLLYIO MOATOTOBKY U 3HAHWE 3HAOCKONUYECKNX METOA0B U
COOTBETCTBYIOLLE aHaToMuu. [epen ncnonb3oBaHWeM credyeT 03HaKOMUTBLCHA C MEANLIMHCKOWM NUTepaTypo, kKacaloLecs MeToa0B, OCNOXHEHWUI
onacHocTen.

« Mpu ncnonbs3osaHu YCTPOVCTBA VALVEVAULT™ HefocTaTOuUHbIN paspes U pacceyeHne Mecta XMpyprityeckoro ocTyna MoryT NPUBECTU K yBENUYEHMIO
CUInbl MPOHUKHOBEHWS, YTO MOXET YXYALUNTL KOHTPOMb XUpypra BO Bpemsi BXoAa.

* [psAMON KOHTaKT Mexay YyBCTBUTENbHLIMU TKaHEBLIMY CTPYKTYPaMu M MIHOPOAHBIMU MaTepranamMmn MoXeT NPMBECTU K TpaBMe U NOBPEXAEHUIO TKaHEN.
« Mpw ncnonb3osaHun YCTPOVCTBA VALVEVAULT™ opoLuaiiTe NpoTe3 B COOTBETCTBUM C MHCTPYKLMSIMU NPOM3BOAUTENS.

MEPbLI NMPEQOCTOPOXXHOCTU

e YcTpoMcTBa yNnakoBbLIBAlOTCA KaK HecTepunbHble. [epe ncnonb3oBaHnem Heob6xoaumMo NpoBECTU OYUCTKY U CTEPUMU3ALUNIO 3TOrO
YCTpOMWCTBA.

« Ecnu mexay HacTosLMMKN MHCTPYKUUSMY MO MCMOMb30BaHMIO U NOMUTMKAMK BaLLEro yupexaeHus u/mnm MHCTPYKUMsSIMU NPou3BoanTens
BaLlero 06opyaoBaHUs AN OYNCTKU U CTEPUIM3aLMM CYLLIECTBYIOT Pa3nuyms, 3T1 pasnuumsa crieqyeT JOBECTU OO CBeAeHUs
COOTBETCTBYIOLLErO OTBETCTBEHHOrO NepcoHarna 60nbHULbI ANA NPUHATUS PELLEHUS, NPeXae YeM NPUCTYNaTh K OYUCTKE U CTEpUnM3aumm
YCTPOWCTBA.

* Nicnonb3oBaHne ycTponcTBa Ans 3agad, AN KOTOPbIX OHO He nNpeAHa3Ha4YeHo, 06bIYHO MPUBOAUT K NMOBPEXOEHMIO UITN MOJTOMKE
YCTPOWCTBA.

* [Mepen ncnonb3oBaHNEM OCMOTPUTE KPbILLKY 1 AepxaTenb, YToObl y6eanTbCca B MX NpaBUiibHOCTU MPUEraHus 1 CoctosiHnm. He
MCNONb3YNTe KPbILLKY N AepxaTernb, eCriu OHWU He NOAXOAAT APYr K APYry Ui umMetoT onsanyeckne noBpexaeHus.

* Xvpypruyeckme MHCTPYMEHTbI pa3nuyaloTcs y pasHbix npoussoautenent. lNpexae yem ncnonb3oBaTtb B O4HOW Npoueaype BMecTe
MHCTPYMEHTbI 1 akceccyaphbl pa3HbiX MPOU3BOAUTENEN, NPOBEPbTE COBMECTMMOCTb 1 YBeamnTech, YTo anekTpmyeckas n3onaums unm
3a3eMreHne He HapyLleHbl.

*» M3Gerarite MexaHN4eCcKnx yaapoB U nepeHanpskeHns yCTPOUCTB.

* Banngaumm nogesepranucb TONbKO NPOLECCHI OYUCTKM U CTepUnm3aunn, onpeaeneHHble B HacToswen MHCTpykumm no akcnnyataumm.

» Cnegyet no3aboTuTbCsi 0 TOM, YTOObI BCE LUBbI BPY4HYHO NPaBUIbHO pacrnonaranvcb BHYTPU kaHana 1 OTBEPCTUIA A4S LWBOB, YTOObI
n3bexartb NOBPEXAEHNS NpoTe3a U HUTEN.

* XpaHuTb Npu KOMHaATHOW TemnepaType.

NOBOYHBIE PEAKLIUK

MoGouHbIX peakunii He 3acmMKCMpoBaHoO.

MHPOPMALIUA ONA 3AKA3A

TABJIMLA 3. YCTPOUCTBO VALVEVAULT [MOCTABKA: HECTEPUJIbHBIN, MHOITOPA30BAbLIV
3AKA3 MPOOYKT OMNMMCAHME
YCTPOUCTBO VALVEVAULT™ N
REF Kopobka ¢ 1 ycTporicTeo
Gu— y 1 S 081025 (S) 19Mm / 21mm po6k YCTPOWCTBOM
YCTPOUCTBO VALVEVAULT™
REF "
@9 x 1 M 081030 (M) 23mm / 25Mm Kopo6ka ¢ 1 ycTpoiicTBOM
YCTPOUCTBO VALVEVAULT™ N
[REF] Kopobka ¢ 1 ycTpoicTBOM
*—e, L 081035 (L) 27mm / 29mm P yerp
H
" o KOMBO kopobka ¢ Tpe
S 081040 VALVEVAULT™ KOMITJIEKT YCTPOUCTB yCTpOI?ICTBaN'I(I/I F()r?o'; UJTT?(a'\)IOI?D,OFO "
x 1 paamepa) S
VALVEVAULT™ NOTOK AN o
1 100035 CTEPUN3ALIAN A Kopo6ka ¢ 1 ycTpoicTBOM g
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3D® mini ACCESS PORTAL TECHNOLOGY GUIDE

READ THIS PRODUCT INSERT THOROUGHLY BEFORE USE
FIG. 1A 3D® mini ACCESS PORTAL

DESCRIPTION

1 - SOFT CRADLES

2 — EXPANSION ARMS
3 — HEIGHT ADJUSTMENT SCREWS
4 — EXPANSION INDICATOR

5 - ACCESSORY POST
6 — GEAR RECEIVER

7 — RELEASE LEVER

8 — CONTROL KNOB
9 — EXPANSION DRIVE GEAR
10 - HEXAGONAL KEY

SISOLUTIONS®

The 3D® mini ACCESS PORTAL is a sterile SINGLE PATIENT USE device that enables the controlled
displacement of adjacent ribs and soft tissue in both transverse and anterior-posterior directions. To
facilitate less traumatic surgical access to intrathoracic structures, 3D® mini ACCESS PORTAL soft
cradles 1 are configured to engage and spread adjacent ribs and overlaying cutaneous tissue through a
small skin incision. A removable control knob 8 sets the desired expansion width and height of the
expansion arms 2. When the control knob expansion drive gear 9 is coupled to the gear receiver 6,
rotation of the control knob handle spreads the expansion arms transversely apart; release lever 7
enables closing of expansion arms. When the control knob hexagonal key 10 is turned within either of the
height adjustment screws 3, the selected expansion arm moves to the desired height. Removal of the
control knob optimizes visualization and accessibility of the surgical field. The 3D® mini ACCESS
PORTAL also has an accessory post 5 that serves as an attachment point for optional accessories.
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INDICATIONS
The 3D® mini ACCESS PORTAL is indicated for the retraction of bone and soft tissue.

3D® mini ACCESS PORTAL ADJUSTMENTS
EXPANSION

Manually Using Control Knob

OR
 G—
FIG. 2
FIG. 3A FIG. 3B

SPREAD INSERT

the expansion arms manually control knob expansion drive ROTATE

by pulling the expansion arms gears fully into gear receiver. the control knob handle counter-
apart. An internal latch clockwise (“OPEN” Direction) to
maintains the expansion achieve desired arm expansion.
width. Note: Expansion has reached its

maximum limit when the
expansion indicator marks line up.

EXPANSION RELEASE

PRESS

the release lever (in the direction
shown) to defeat the locking
mechanism, enabling the
expansion arms to collapse.
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HEIGHT ADJUSTMENT

FIG. 5A

INSERT
hexagonal key of the control knob
into the desired height adjustment
screw.

¢

FIG. 5C

TURN

the control knob counter-clockwise
in order to lower the expansion arm
in the downward direction.

FIG. 5B
TURN

the control knob handle clockwise
(“UP” direction) in order to raise
the expansion arm in the upward
direction.

REPEAT
adjusting the height adjustment
screws as needed.
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IN USE

1. Create desired skin incision above the selected intercostal space to accommodate soft cradles.
Dissect underlying muscles and pleural structures per routine (FIG. 6A).

*May require

adjustment as soft

and bony tissue
settles®

FIG. 6B

Position soft cradles through incision and around the ribs and/or soft tissue (FIG. 6B).

Adjust expansion arm width with control knob as desired (see FIGS. 2, 3A-3B).

Adjust expansion arm height with control knob as desired (see FIGS. 5A- 5C).

Remove control knob and attach accessories, such as the RAM® RING, to the accessory post
using the hexagonal key (FIG. 6C).

abwbd

FIG. 6C

6. When thoracic access is no longer needed, undo height adjustment with hexagonal key (see
FIGS. 5A- 5C).

7. Collapse expansion arms with release lever (see FIGS. 4A- 4B).

8. Remove 3D® mini ACCESS PORTAL from the incision.
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FIG. 7 RAM ACCESS PRODUCT ORDERING
REORDER PRODUCT DESCRIPTION
110300 | 3D® mini ACCESS PORTAL Box of 6
(1 Device per Box)
080215 RAM® RING Box of 8
Suture Management System (1 Device per Box)
12 Shelf Boxes
®
0s0228 | SAMURACK e (3 Devices per Shelf Box)
9 Y (36 Devices per Ship Box)

Perucrpanusa MU & PocsnpagHanzope
www.nevacert.ru | info@nevacert.ru
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ACTIONS

The 3D® mini ACCESS PORTAL facilitates surgical access to the organs and tissues within the thoracic cavity.
With the device placed between ribs or tissue, the expansion arms and soft cradles can displace the ribs in the
transverse and inward or outward directions. Accessories, such as suture management devices like the RAM®
RING, can be attached to the 3D® mini ACCESS PORTAL device as desired.

CONTRAINDICATIONS

e Do not use this technology under conditions in which excessive tissue compression or tension can lead to
tissue damage.
e Do not use with attachments or actuators not approved by LS| SOLUTIONS®.

WARNINGS

e Federal (U.S.A) law restricts this device to sale, distribution and use by, or on, the order of a physician.

¢ Minimally invasive surgical procedures should only be performed by physicians having adequate training
and familiarity with surgical and endoscopic techniques. In addition, medical literature should be consulted
relative to techniques, complications, and hazards prior to the performance of minimally invasive surgical
procedures.

¢ Read and become familiar with all instructions, warnings, and precautions before using this product.

e Do not resterilize. The 3D® mini ACCESS PORTAL is designed and intended for single patient use
only. Do not reuse, reprocess, or resterilize this product. The performance of the 3D® mini ACCESS
PORTAL after cleaning or other reprocessing has not been verified and is not supported by LSI
SOLUTIONS®. Reuse, reprocessing, or resterilization may compromise the structural integrity of the
device and/or create a risk of contamination of the device, which could result in patient injury, iliness, or
death.

e Do not use if package or product is damaged. Discard open (unsealed), unused, or damaged product.

e ltis the responsibility of the user to dispose of the device in accordance with local regulations and hospital
procedures.

e As with all retractors and surgical tissue manipulation devices, care should be taken to use only as much
retraction as necessary to provide adequate access and visualization; rib fracture, vascular injury
(bleeding), nerve damage, and/or other patient trauma or death may result.

e Excess pressure on the 3D® mini ACCESS PORTAL may lead to 3D® mini ACCESS PORTAL damage
and/or patient injury.

e The 3D® mini ACCESS PORTAL is intended to provide surgical access for minimally invasive
cardiothoracic procedures by retraction of soft and bony tissue. Applications other than these may
damage the device making it unsuitable for continued use.

PRECAUTIONS

e Do not use devices if they do not satisfactorily perform their intended function or if they have physical
damage. Avoid mechanical shock or overstressing the devices.

e Before instruments and accessories from different manufacturers are employed together in a procedure,
verify compatibility and ensure that function is not compromised.

ADVERSE REACTIONS

No documented adverse reactions.

lS\SO LUTI o N S® Patents: www.lIsisolutions.com/patents

INNOVATIVE SOLUTIONS FOR MINIMALLY INVASIVE SURGERY
The LSI logo, LSI SOLUTIONS, Perfect Performance Policy, 3D and
LSI Solutions, Inc. RAM are registered trademarks and trademarks of LSI Solutions, Inc.
7796 Victor-Mendon Road Copyright © 2017, LS| SOLUTIONS®. All Rights Reserved.
Victor, New York 14564 U.S.A.
Phone: 585.869.6600
Customer Service: 866.575.3493 EEI |STEF|ILEI EO I |B( Onlyl @ ® @
Technical Support: 866.428.9092
Fax: 585.742.8086
www.lsisolutions.com
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PeTpakTop onsa co3pgaHua goctyna 3d®

Map Mini access portal
TEXHOJIOM'MYECKOE PYKOBOCTBO

MEPEA NCMNOJIbBOBAHMEM BHUMATEJIbHO NMPOYTUTE BKIAObLILW K W3OENUIO

PUC. 1A PeTpakTtop ans co3ganusa goctyna 3d® Map Mini access portal

ONMUCAHUE

1 - MAKAA OrNoPA
2 — PACWWNPUTEJIBHBIE PYYKKA

3 — BUHTLI PEMYJIMPOBKW BbICOTbI

4 — MHONKATOP PACLUMPEHWNA

5 - MECTO KPEMNNEHNA AKCECCYAPOB
6 — MPMEMHWK LUECTEPEH

7 — PbIHAT PASBIIOKMPOBKU

8 — PYUKA YTIPABJIEHWA

9 — WWECTEPHA MNMPNBOJA
PACLWUNPEHNA

10 — WUIECTUIPAHHBIN KoY

SISOLUTIONS®

PeTtpakTop ans cosgaHua goctyna 3d® Map Mini access portal 3To cTepunbHOe YyCTPOWCTBO,
UCMnonb3yemoe OAHVMM NauMeHTOM, KOTopoe obecneynBaeT KOHTPONMPYEMOE CMELLEHNE COCEOHMX
pebep 1 MArkMX TKaHew B NONepeYHOM 1 NepefHe-3agHeM HanpaeneHnsx. [Ona obneryeHns meHee
TpaBMaTUYHOIO XUPYPrM4ECKOro AOCTyNa K BHYTPUIPYOHbIM CTPYKTypam msarkue onopbl 1 3D® mini
ACCESS PORTAL ckoHurypupoBaHbl Takum obpa3om, YToObl 3axXBaTbiBaTb M pa3gBuratb cCocegHme
pebpa 1 HanoXeHHbIe Ha HUX KOXHble TKaHW Yepe3 HebonbLUo pa3pes Koxu. CbemMHas pyyka
ynpasreHus 8 3agaeT xxenaemMylo LUMPUHY 1 BbICOTY paclumpuTenbHbiX pydek 2. Korga wectepHs 9
NpvBOAa pPacLUMPEHUs PydKU yNpaBneHns coegnHeHa ¢ NPUeMHUKOM 6, BpalleHre pyyku yrnpaBrieHns
pa3faBuraeT pacLUMpUTENbHbIE pblyari B MONEPEYHOM HaNpaBrneHun; pblvar pa3dnoknpoBku 7
NO3BONSET 3aKPbITh paclLUMpUTEnbHbIE pblyaru. [py NoBopoTe LWecTurpaHHoro knoya 10 B npegenax
noboro U3 BUHTOB PEryfIMPOBKM BbICOThI 3 BbiIOpaHHas paclumMpuTenbHas pyyka nepemeLLaeTcs Ha
HY>KHYIO BBICOTY. YAaneHne pyyku yrnpasreHnsi onTUMU3MpyeT BU3yanu3aunio U OCTYMHOCTb
onepauuoHHoro nons. PeTpaktop ansa cosnaHus goctyna 3d® Map Mini access portal  Takke
OCHaLLEH CTOMKOM 5, KoTopasi CIY>XUT MECTOM KpensieHnsa JONONHUTENBbHbBIX akCeccyapoB.
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NOKA3AHUA

PeTtpakTop ansa co3ganus goctyna 3d® Map Mini access portal nokasan ans petpakumm kocten u

MSATKUX TKaHEN.

PeTpakTop ans cos3gaHua gocrtyna3d® Map Mini access portal

HaCTpoOMKa paclunpeHus

BpyuyHyto Mcnonb3oBaHne pyyku ynpasneHuns

OR

nin
 G—
PUC. 2
PUC. 3A PUC. 3B
PaszaBunbTE [MonHOCTbLIO BCTaBbTE n
oBepHUTE
LIecTepHM NpuBoda
PaCIIMPHUTENBHbIE PHIYATH
BPYYHYIO, TIOTSHYB UX B paclunpeHmns py4ku PYHKy perynisTopa npotms
CTOPOHBL. BHYTpeHHI/Iﬁ yrnpasneHnst B MPUEMHMK :IaCOBOVl CT[?'eJ'IKVI (Hal'lpaBJ'leHVIe
(uKcaTop coXpaHseT MUPHHY LIeCTEePEH. OTKPBITO"), 4Tobbl A0BUTLCS

XXENaemMoro paclUMPEHNS pyYek.

paclpeHust.

Mpumeyanune: Paclumpexne
OOCTUIIO MaKCMManbHOro
npegena, korga MHAMKaTopHble
METKN paclUMpeHnsl CoBnaaatoT.

PACLWUUPEHUE

BbIMNOJIHEHO

HAXMUTE

Ha pblyar pa3bnoknposkm (B
HanpaBneHnn, Noka3aHHOM Ha
PUCYHKE), YTOObI CHATb
OMOKMPOBKY, YTO NO3BONUT
pasaBWKHbIM pblvaram
onycTuTbCA. CTpaHmua 2136




PEFYNUPOBKA BbICOTbI

J

PUC. 5A

BCTABbLTE
LLUECTUIPAHHBIN KIHOY PYYKM
ynpaBneHusi B BUHT perynmpoBku
BbICOTbI.

¢

PUC. 5B
PUC. 5C
NMOBEPHUTE
[ToBepHUTE PYUKy PETYIIATOPA MO MOBEPHUTE
. NOBEPHUTE PYUKY yrpaBreHust
4ACOBOH CTpelIKe (HanpaBeHue NPOTMB YaCOBOW CTPESIKM, YTOGbI
"BBEPX"), 4ro6b1 NoAHATH OMYCTWUTb PACLLMPUTENbHbIN
pacCIIMPUTENBHBIN KPOHIITEWH B KPOHLUTENH B HarnpaseHn BHU3.

HaIpaBJIEHUU BBEPX.

NMOBTOPUTE

npu HeobXxoaNMOCTH
OTpPEerynmpymTe BUHTbI
perynupoBKN BbICOTbI.
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SEN

B UCIMOJIb3OBAHUU

1. Coenante Heo6xoaMMbIN pa3pes KOXK Had BblBpaHHbLIM MexXpebepHbIM MPOMEXYTKOM AN pasMeLleHus
MSIFKO OMNopbl.

PacceueHne nognexaiimx Mol 1 NneBparnbHbIX CTPYKTYP B cOOTBETCTBUM ¢ nnaHom (PAC. 6A).

*MoxeT
notpeboBaTtbcs
KOppeKTUpOBKa No
Mepe oceaHus
MSITKUX N KOCTHbIX
TKaHewn*.

PUC. 6B
Pacnonoxute MArkmx oCHoBaHWI Yepes paspes 1 BOKpyr pedep n/vnm msarkux TkaHen (PUC. 6B).
OTperynupynTe LWMPUHY PyYeK pacLUMpPEeHUs C MOMOLLbIO PyYKKM ynpasreHus no xenaxuto (cm. PUC. 2, 3A-3B).
OTperynupyiTe BbICOTY pacLUMPUTENbHBIX Py4eK C MOMOLLbIO PYYKM ynpaBneHus no xenaxuio (cm. PUC. 5A-5C). 5.
CHMMUTE pyyKy ynpaBrneHus 1 npukpenute akceccyapsl, Hanpumep, RAM® RING, k cTolike Anst akceccyapoB C MOMOLLbHO
wecTturpaHHoro kntoya (PUC. 6C).

PNC. 6C

6. Korga goctyn K rpyaHo kneTke 6omblue He HYy>XeH, OTCOEAMHNUTE PEryrnMpoOBKY BbICOTbI C
MOMOLLbIO LLECTUIPpaHHoro kitova (cm. PUC. 5A- 5C).
CnoxuTe pacwumpuTenbHbIE PyYKM C MOMOLLLIO pblyara pa3bnokuposku (cm. PUC. 4A- 4B).
M3enekute 3d® Map Mini access portal 13 paspesa.

o N
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PNUC. 7 3AKA3 NPOOYKTOB AJ1IA AOCTYTA RAM

3AKASATb MPOOYKT OIMNCAHUE
1 10300 PeTpaKTop Ana cos3gaHua ooctyna KOpOGKa n3 6 LLITyK
3d® Map Mini access portal (1 ycTponcTBO B KOPOBKE)
RAM® RING Kopo6bka 13 8 wtyk
080215 . .
Cuncrtema opraHvsaunm HUTEN (1 ycTponcTBo B KOpobke)
12 Kopobok
®
080228 RAM® RACK (3 ycTpoiicta B Lwend-kopobke) (36

Cuctema opraHmnsauunmn HUTEN

YCTPOWCTB B OCTaBNAEMOW KOPOOKe)

Perucrpanusa MU & PocsnpagHanzope
www.nevacert.ru | info@nevacert.ru
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DENCTBUA

PeTtpakTop ans cosgaHusa goctyna 3d® Map Mini access portal obner4yaeTt xmpyprudeckuin 4OCTyn K opraHam u
TKaHAM B rpyaHon nonoctu. [pu pasmelyeHnn yCTporucTBa Mexagy pedpamm unm TKaHaMU paclumpuTenbHble
PYYKM M MSITKME KOCHOBaHUSA MOTyT cMeLlaTh pebpa B nonepeyHoM HanpasreHum, a Takke BHYTPb UMM HAPYXY.
Mo enanuo K ycTpowncTBy PeTpaktop aonsa cosgaHus goctyna 3d® Map Mini access portal moryt ObiTh
npucoeanHeHbl OOMNOMHUTENbHbIE MPUCMOCOOEHNs, HanpuMep, YyCTPOMCTBA OpraHu3auun HUTEW, Takue Kak
RAM® RING.

NMPOTUBOIMNOKA3AHUA

- He ncnonb3yiite 3Ty TEXHOMOMMIO B YCIOBUSIX, MPU KOTOPbIX YpE3MEPHOE CXKaTUE UMK PacTsKeHNE
TKaHel MOXeT NPMBECTU K UX MOBPEXAEHWI0. - He ncnonb3ayinTe ¢ Hacagkamun Unmn UCNOMHUTENbHBIMK
MexaHuamamu, He ogobpeHHbIMM LS SOLUTIONS®.

NPEOAYNPEXOEHUES

depnepanbHbin 3akoH (CLUA) orpaHuMymBaeT npoaay, pacnpoCcTpaHeHMe 1 UCMONb30BaHKe 3TOro yCTPONCTBa BpayoM
UK NO €ro ykasaHuto.

- MMHMManbHO MHBA3MBHbIE XMPYpPrMveckne npoLeaypbl AOMKHbI BbINOMHATLCS TONBKO Bpavyamu, MUMELLMMN
COOTBETCTBYIOLLYIO NOAFOTOBKY M 3HAKOMbIMU C XUPYPrMYeCKMMU 1 3HO0CKONMYeckumyn Mmetogamu. Kpome Toro, nepeg
npoBeaeHMEM ManoUHBa3UBHbIX XMPYPrM4yecknx npoueayp crenyet 03HaKOMUTLCS C MEAULMHCKOM NUTEpaTypou,
KacatolLencss MeTooB, OCITOXXKHEHUI N ONMaCHOCTEN.

- MpoyTnTE 1 03HAKOMbTECH CO BCEMU UHCTPYKUMSAMU, NpeaynpeXxaeHnsMm u Mepamu NpegocTopoXXHOCTY nepes
MCMONb30BaHMEM JaHHOIo NPoAyKTa.

- He noaeepraiite noBTopHon ctepunu3aumm. 3D® mini ACCESS PORTAL paspaboTaH u npegHasHadeH ans
MCMONb30BaHWs TONbKO OOHUM NauMeHToM. He ucnonb3yiiTe ero NoBTOpHO, He NepepabaTbiBanTe 1 He noaBepranTe
NoBTOpHON cTepunm3auun. PaboTtocnocobHocTb 3D® mini ACCESS PORTAL nocne 04nCcTKM Unu gpyrovi NOBTOPHOM

06paboTkun He npoBepsinack U He nogaepxueaeTtcs komnaHuen LS| SOLUTIONS®. lMoeTopHoe ncnonb3oBaHue,
noBTOpHasa 06paboTka nnm pectepunuaaums MOryT HapyLUUTb CTPYKTYPHYIO LENOCTHOCTb YCTPOMCTBA U/unu co3aaTb
PVCK 3arpsi3HEHNS YCTPOWMCTBA, YTO MOXET NPMBECTU K TpaBMe, 6one3Hn nnu cMepTy naumneHTa.

- He ncnonbayiite, ecnu ynakoBka nunv usgenue noepexaeHsl. BbibpockTe OTKpbITLIN (HE3anedYaTaHHbIN),
HEeMCnonb30BaHHbIN UMW MOBPEXAEHHBIN NPOAYKT.

- MNonb3oBaTenb HeceT OTBETCTBEHHOCTb 3a YTUMIM3aLWIo YCTPONCTBA B COOTBETCTBUMN C MECTHBIMW NpasBuinamu n

60MNbHUYHBIMY NpoLedypamu.

Kak 1 npu ncnonb3oBaHUy BCEX PETPAKTOPOB U YCTPONCTB A1 MaHWUNYNIMPOBaHNS XUPYPrMYECKUMU TKaHSIMUK, crieayeT
cobniogaTb OCTOPOXHOCTb M MCMOMNb30BaTh TOMLKO Takoe BTArMBaHWe, KOTopoe Heobxoanmo aAnsa obecneveHns
a[eKkBaTHOro J0CTynNa u BU3yanu3awuu; 3To MOXeT NPUBECTM K nepenomy pebep, NoBpexaeHUo cocynoB
(KpOBOTEYEHMIO), MOBPEXKAEHUIO HEPBOB U/UNWN APYrMM TpaBMam Ui CMEpPTU NaumeHTa.

e - YpeamepHoe gaBneHne Ha 3D® mini ACCESS PORTAL moxeT npuecTtu k nospexaeHuto 3D® mini ACCESS
PORTAL w/vnn TpaBme naumeHTa. - 3D® mini ACCESS PORTAL npegHasHadeH ans obecneyeHums Xupypruyeckoro
JocTtyna aAns MMHMMarnbHO MHBA3MBHbBIX KAPAMOTOPaKanbHbIX MPOLEeAyp NyTEM PeTPaKkUMn MATKUX N KOCTHBIX TKaHEeWn.
MpumeHeHWe B opyrMx obnactax MoxeT NOBpPeAWTb YCTPOWUCTBO U cAenaTb ero HeNnpuUrogHbiM Ans AanbHenwero

Mcnonb3oBaHUA.

MEPbI NPEAOCTOPOXHOCTHU

- He ncnonbayiite Nnpubopbl, €Crv OHW HEeYAOBMETBOPUTENBHO BbIMOMHSAIOT CBOM (RYHKLUUW UK UMEIOT
hmanyeckune noespexaeHusl. N3beraiite MexaHUYECKUX YAAPOB WM NepeHanpsixeHnst npubopos. - Mpexae
YyeM ucronb3oBaTh B Npoleaype Nprbopbl M NPYHAANEXHOCTM pa3HbIX MPOM3BOANUTENE, MPOBepbTe KX
COBMECTUMOCTb 1 yBeamTech, YTo UxX paboTa He HapyLueHa.

HEBJIATOMNPUATHBIE PEAKLUA

MoboUHbIX peakLnin He 3apernMcTpmMpoBaHo.

SI\SOLUTIONS®

INNOVATIVE SOLUTIONS FOR MINIMALLY INVASIVE SURGERY

LSI Solutions, Inc.

7796 Victor-Mendon Road
Victor, New York 14564 U.S.A.
Phone: 585.869.6600

Customer Service: 866.575.3493
Technical Support: 866.428.9092
Fax: 585.742.8086
www.Isisolutions.com

Peructpanua MU B PocanpaeHagzope
www.nevacert.ru | info@nevacert.ru

MaTteHTbl: www.Isisolutions.com/patents Jlorotun LSI, LSI
SOLUTIONS, Perfect Performance Policy, 3D n RAM gaenstotcs
3aperncTpMpoBaHHbIMU TOProOBbIMU Mapkammn 1 TOProBbIMN Mapkamm
LSI Solutions, Inc. Copyright © 2017, LS| SOLUTIONS®. Bce
npasa 3aluLLEHbI.

(1] [remee] [omy] @ @ ®

Symbol Glossary: www.lIsisolutions.com/symbols

CrtpaHuua 6 n3 6

07AUG2018

P/N 110308C


https://www.google.com/imgres?imgurl=https://www.iso.org/obp/graphics/grs/34f03f82-dd0b-453e-ab97-750222d831b2_200.png&imgrefurl=https://www.iso.org/obp/ui#!iso:grs:7000:2606&docid=fg1Pqvk8vGd1_M&tbnid=B0XaMBbuJzvtoM:&vet=10ahUKEwjpkde259nWAhVG7iYKHfXDA1AQMwglKAAwAA..i&w=200&h=200&safe=active&bih=1131&biw=1541&q=symbol%20for%20do%20not%20use%20if%20package%20is%20damaged&ved=0ahUKEwjpkde259nWAhVG7iYKHfXDA1AQMwglKAAwAA&iact=mrc&uact=8

AvrR NAVIGATOR™ TECHNOLOGY GUIDE

[E] READ PRODUCT INSERT THOROUGHLY BEFORE USE

AVR NAVIGATOR™

" RETRACTOR

Aortic Root Retractor

DELIVERY DEVICE

AORTIC ANNULUS

EXPOSE

enhanced
viewing

ALIGN

optimized
orientation

FIXATE

tissue
under tension

SASOLUTIONS®




Avr NAVIGATOR™ OVERVIEW

RETRACTOR

SHAFT TIP
SLIDING PIN

DISTAL JAW DELIVERY DEVICE
PROXIMAL JAW

CLAMP HOLDER

WHITE HANDLE

LEVER STOP

PURPLE LEVER

(1) SNARE TARGETS

(2) WIRE SNARE (TARGET REMOVED)
(8) RETRACTOR FRAME (COLLAPSED)
(4) SUSPENSION TUBES

(5) SUTURE CLAMPS

(6) SUTURE KNOBS

(7) ciNeH knoB

CINCH CLAMP

avr NAVIGATOR™ RETRACTOR WITH DELIVERY DEVICE OVERVIEW

Each sterile package contains one single-patient-use AvR NAVIGATOR™ (shown separated in FIG. 3). Each retractor incorporates three
removable snare targets @ , Which support wire snares @ (shown in closeup insert with target removed). These wire snares facilitate
passage of stay sutures in the commissures between the right non-coronary (RN), left non-coronary (LN), and left-right (LR) sinuses of
Valsalva through the collapsed retractor frame (3) and suspension tubes (4) to exit from their corresponding clamps (5). The snares are
sequentially pulled out (RN, then LN, then LR) by withdrawing their attached suture knobs @ After the retractor frame is appropriately
deployed and the three commissural suture clamps are locked, pulling the cinch knob @ tensions the green-and-white cinch suture within
the suspension tube and the yellow cinch clamp @ to secure the retractor frame in place. The delivery device is attached at the shaft tip @
to the collapsed retractor frame by the integrated sliding pin @ that traverses a distal jaw @ and a proximal jaw @ Four clamp holders @
are incorporated onto the device’s white handle @ Clamps are removed from their holders during retractor deployment. After removal of the
yellow lever stop 15), squeezing the purple lever (16 approximately halfway partially mobilizes the retractor within the aortic root. Fully
squeezing the lever completely releases the retractor and enables delivery device removal from the surgical site.

RPN

INDICATIONS

The AvrR NAVIGATOR™ is indicated for use in surgical procedures for the retraction and stabilization of cardiac tissue.

WS\SOLUTIONS®




AVR NAVIGATOR™ RETRACTOR HIGHLIGHTS
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showing commissural stay sliding pin in distal @ /
sutures placed by the jaw 2
surgeon through S NOTE: FIG. 4B-4E frame shown
aortotomy J \ \" in open/mobilized position /
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Avr NAVIGATOR™ RETRACTOR FRAME DESCRIPTION

The self-retaining flexible contoured plastic retractor frame features three arches that gently fit into their corresponding
sinuses of Valsalva. The cinch tube, with its integrated green-and-white suture, is used to hold the retractor frame

open. The delivery device is attached to the retractor frame using the Attachment Site Hole located between the
K L-Arch and the LN tube.
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AvR NAVIGATOR™ - EASY 3 STEP INSTALLATION

3 STEPS: 1. THREAD 2. INSERT 3. EXPAND

Step 1: THREAD the RN, LN, and then LR commissural stay sutures
1.1 PUSH-OUT RN designated target
1.2 PASS RN suture tails through RN wire snare
1.3 PULL KNOB to thread RN stay suture through RN tube
Repeat steps 1.1-1.3 above for LN and then LR. Do not tangle or intertwine sutures.

INSERT collapsed retractor frame

2.1 GRASP the ends of the three commissural stay sutures

2.2 TENSION the stay sutures and take up slack to guide retractor frame placement
2.3 SLIDE retractor frame gently over lightly tensioned suture toward aortic annulus
NOTE: Retractor frame’s N-Arch typically enters the aortotomy first.

EXPAND — lock RN, LN, then mobilize R-Arch, then lock LR and CINCH
3.1.AORIENT & VIEW RN tube near RN commissure; N-Arch in non-coronary sinus
3.1.B TENSION & LOCK RN suture using suture clamp

3.1.C DETACH RN suture clamp

3.2. A ORIENT & VIEW LN tube near LN commissure; L-Arch in left coronary sinus
3.2.B TENSION & LOCK LN suture using suture clamp
3.2.C DETACH LN suture clamp

3.3.ADETACH CINCH clamp

3.3.B DETACH lever stop

3.3.C HALF SQUEEZE lever to mobilize the R-Arch by releasing delivery device from the
Attachment Site Hole

3.3.D RELEASE lever after mobilizing R-Arch

3.4.AORIENT & VIEW LR tube near LR commissure; R-Arch in right coronary sinus
3.4.B TENSION & LOCK LR suture using suture clamp
3.4.C DETACH LR suture clamp

3.5.A FULLY SQUEEZE lever

3.5.B DISENGAGE the retractor frame from the delivery device

3.5.C REMOVE DELIVERY DEVICE from surgical field

3.5.D TENSION & LOCK CINCH clamp to secure retractor frame in place




AVR NAVIGATOR™ - EASY 3 STEP INSTALLATION

..

STEP 1: THREAD commissural stay sutures RN, LN, and LR.
PUSH-OUT / PASS / PULL KNOB

1&\\8 1.2\ EZ
o\ 4

PASS RN suture tails through RN wire
snare.

PUSH-OUT white target.

PULL KNOB to thread suture in
RN tube.

Repeat steps 1.1-1.3 for LN and for LR threading. Do not tangle or intertwine sutures.

o

NOTE: Discard targets and suture knobs with wire snares after removing them.

.

STEP 2: INSERT collapsed retractor frame into prepared aorta.
GRASP / TENSION / SLIDE

-

21 / . M | \ (2.2
f" 1!
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GRASP the ends of the three
commissural stay sutures.

TENSION the stay sutures and take
up slack to guide retractor frame
placement.

o

SLIDE retractor frame gently over
lightly tensioned suture down
toward aortic annulus.

NOTE: The retractor frame’s N-Arch typically enters the aortotomy first.
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AVR NAVIGATOR™ - EASY 3 STEP INSTALLATION (CONTINUED)

STEP 3: EXPAND RETRACTOR FRAME

3.1 LOCK RN 3.2 LOCK LN 3.3 MOBILIZE R-Arch 3.4 LOCKLR 3.5 LOCK CINCH

4 _roc.oJ

3.1 - LOCK RN

3.1.A ORIENT & VIEW RN 3.1.B TENSION & LOCK RN suture 3.1.C DETACH RN suture clamp.
tube near RN commissure (see using suture clamp. NOTE: See FIG. 18
cyan highlights); N-Arch in as a locking reference.

non-coronary sinus.

NOTE: The DETACH step may precede the TENSION & LOCK step if preferred.

. J
4 ric.10 ] R
3.2-LOCK LN
\
il /
3.2.A ORIENT & VIEW LN 3.2.B TENSION & LOCK LN suture 3.2.C DETACH LN suture clamp.
tube near LN commissure; using suture clamp.
L-Arch in left coronary sinus.
- J




AVR NAVIGATOR™ - EASY 3 STEP INSTALLATION (CONTINUED)

4 rc.1 ]

3.3 - MOBILIZE R-Arch

- AN J

3.3.A DETACH CINCH clamp. 3.3.B DETACH lever stop. 3.3.C HALF SQUEEZE lever
to mobilize the R-Arch by
releasing delivery device from
the Attachment Site Hole.

3.3.D RELEASE lever after
mobilizing R-Arch.

3.5 - LOCK CINCH

J

N J
d rc.12 R
3.4-LOCKLR
(o ) W N\
UP
&
out
J
3.4.A ORIENT & VIEW LR tube near 3.4.B TENSION & LOCK LR suture 3.4.C DETACH LR suture clamp.
LR commissure; lift device tip right and using suture.
up to place R-Arch at right coronary sinus.
N J
d rc.13 R

3.5.A FULLY SQUEEZE lever. 3.5.B DISENGAGE the 3.5.C REMOVE DELIVERY
retractor frame from the DEVICE from the surgical field.
delivery device.

3.5.0 TENSION & LOCK
CINCH clamp to secure
retractor frame in place.

T

~



AvR NAVIGATOR™ - SUSPENSION AND REMOVAL

((WEEW  5SPENSION N
s g B ) I
LR # = CINCH

NOTE: RAM® RING suture
management system not

Place suspension tubes
under tension to optimize

included. the orientation of the aortic
annulus relative to the
surgical access site.
| BT == 1
RN
=S T
LN
- Y,
REMOVAL ™
I - N 15A. CUT all
P J | [ suspension 15B. WITHDRAW the

retractor frame
over its commissural
stay sutures.

tubes near their
suture clamps.

(. ~ 15D. FOLD OPEN the
19¢- Zg{;ﬁ gfsj;-et:;on 15D FOLD OPEN retractor frame
tube and the around the annular
green and white sutures. Fully
i remove retractor.
cinch suture.
N Y




Avr NAVIGATOR™ - MISCELLANEOUS
@ G )

Sound aortic annulus, then select corresponding size retractor frame. 1:1 Scale

(NI N (EEEEE A

SUTURE CLAMP: Holding mechanism is on the back

p
c @
_ )
N N

.

TO LOCK: Fingers on back, squeeze together back of clamp

4 )

3 |’ - '7“

L . J

Clockwise pattern for threading and TO UNLOCK: Fingers on front, while pushing both thumbnail latches

locking commissural stay sutures )L forward, squeeze together front of clamp )
m Purple Lever Utilization to Mobilize and Release Retractor Frame )

\

Vi 4 A Y
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! I 4
1 / II
llll ! //
v
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‘ ANE % \
Full Out Half Squeeze Release Full Squeeze
(Retractor fully retained) (Opens distal jaw) (Readvances sliding pin) (Fully disengage)




AVR NAVIGATOR™ WARNINGS, PRECAUTIONS, CONTRAINDICATIONS, PRODUCT ORDERING

WARNINGS

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

« Surgical procedures should only be performed by physicians having adequate training and familiarity with surgical techniques. In addition,
medical literature should be consulted relative to techniques, complications and hazards prior to the performance of surgical procedures.

» Read and become familiar with all instructions, warnings, and precautions before using this product.

+ Do not resterilize. The AvR NAVIGATOR™ is designed and intended for single patient use only. Do not reuse, reprocess, or resterilize this
product. The performance of the AvR NAVIGATOR™ after cleaning or other reprocessing has not been verified and is not supported by LSI
SOLUTIONS®, Inc. Reuse, reprocessing, or resterilization may compromise the structural integrity of the device and/or create a risk of
contamination of the device, which could result in patient injury, illness, or death.

+ Do not use if package or product is damaged. Discard any open and unused (unsealed), expired or damaged devices or devices in damaged
primary packaging.

« The AvrR NAVIGATOR™ retractor frame must be carefully deployed, applied, and gently opened to avoid damaging the wall of the aorta.

+ Do not leave any foreign material (e.g. suture remnant, targets, etc.) unattached in areas potentially exposed to circulating blood.

« Direct contact between sensitive tissue structures and foreign materials can lead to tissue injury or damage.

+ Do not put excessive tension on the suture. Excessive suture tensioning can damage tissue or cause suture breakage.

« Leaving tissue under tension for a prolonged period of time can cause tissue ischemia or damage. This device is for temporary use during a
surgical procedure by operators trained and competent in related techniques.

« It is the responsibility of the user to dispose of the device and packaging in accordance with applicable regulations and hospital procedures.

PRECAUTIONS

+ Do not use devices if they do not satisfactorily perform their intended function or if they have physical damage. Avoid mechanical impact or
overstressing the devices.

+ Ensure proper surgical techniques as needed for the handling of tissue and suture for use of the Avr NAVIGATOR™ retractor frame.

+ Before instruments and accessories from different manufacturers are employed together in a procedure, verify compatibility and ensure that
function is not compromised.

+ Care should be taken to avoid tangling of sutures and suspension tubes for proper management.

CONTRAINDICATIONS

+ Use only with LSI specified suture: 3-0 Polypropylene, 2-0 Polypropylene, 2-0 Polyester, or 2-0 Silk.
« This product is not intended for use outside of the aortic root.

Do not use this product if patient has a very fragile, severely calcific, or porcelain aorta.

AVR NAVIGATOR™ PRODUCT ORDERING SUPPLIED: STERILE
REORDER PRODUCT DESCRIPTION

AVR NAVIGATOR™

X6 081446 SMALL RETRACTOR Box of 6
WITH DELIVERY DEVICE
AVR NAVIGATOR™

x6 081452 MEDIUM RETRACTOR Box of 6
WITH DELIVERY DEVICE
AVR NAVIGATOR™

X6 081458 LARGE RETRACTOR Box of 6

\ WITH DELIVERY DEVICE /

I S\SOLUTIONS®

Patents: www.lsisolutions.com/patents
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The LSl logo, LSI SOLUTIONS, AVR Navigator, RAM and Perfect Performance u 3
Policy are registered trademarks and trademarks of LSI Solutions, Inc. LS! SOLUTIONS ® IMADE IN THE USA| §
Copyright © 2023, LS| SOLUTIONS®. All Rights Reserved. 7796 Victor-Mendon Road @
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AVR NAVIGATOR ™ pykoBoacTBO 1o TEXHONOrnm

E@ NEPEZ MCMNONb30OBAHNEM BHUMATENBHO NPOYNTAUTE MHCTPYKLMIO K U3LENMIO

AVR NAVIGATOR™
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AVR NAVIGATOR ™ os30pP

PETPAKTOP

0w

YCTPOUCTBO OCTABKU

1. SALNTA [iiA CUTIKOB 9. KOHYMK LA®TA

2. [IPOBO/TOYHBIE CUJIKW (SALUNTA YOATIEHA) 10. CKO/b3SLMA LUTHOT

3. KAPKAC PETPAKTOPA (CBEPHYTO) 11. NCTAJIbHAS BPAHLLA

4. TVIBKVE TPYBKU 12. [NPOKCUMAJIbHAS BPAHLLIA
5. SAKVMbI HUTEN 13. IEPXATE/Tb SAXUMA

6. PYYKV HUTEN 14. BENTAST PYYKA

7. PYYKA SAXMMA 15.CTOIOP PbIHATA

8. SALLETIKA [1A 3AXKVMA 16. [YPIYPHbIA PbIYAT

OB30P PETPAKTOPA AVR NAVIGATOR ™ CYCTPOACTBOM [JOCTABK/

Kaxpas ctepunbHas ynakoska cogepxut oguH AVR NAVIGATOR™, npeaHasHaueHHbIN 41 OAHOKPATHOrO UCMOMb30BaHWS NaLMEHTOM (Moka3aHbl OTAENbHO Ha
PUC. 3). Kaxablin peTpakTop OCHaLLEH TpeMs CbeMHbIMM 3aLy1TamMm 15 CUNKOB 1, KOTOPbIe NOAAEPXMBAIOT MPOBOMOYHbIE CUMKK 2 (MOKa3aHO Ha BCTaBKE KPYMHbLIM
nnaHoM C yAaneHHoi 3alLuTon). Imu NPososoyHbIe Cusku obeeyarom npoxoxdeHue Humell & cnalikax Mexdy npasbiM HekopoHapHbiM (RN), nesbim
HekopoHapHbIM (LN) u neebim-npaebiM (LR) cunHycamu Banbcanbebl 4epe3 ceepHymbiii kapkac pempakmopa 3 u 2ubkue mpy6ku 4 dns ebixoda u3
coomeemcmeyrouwux 3axumos 5. Cunku nocnegosatensHo nssnekatotes (RN, satem LN, 3atem LR) nytem oTTaruBaHns NpuKpEnneHHbIX K HUM pyyek HUTei 6.
Mocne Toro, kak kapkac peTpakTopa NpaBuibHO Pa3BEPHYT 1 TPW KOMUCCYParbHBIX 3aXKUMa HUTEN 3aUKCUPOBaHBI, MOTSHYB 3a PyYKY 3aXUMa 7, MOXHO HaTAHYTb
Oeno-3eneHyl0 HUTb BHYTPU TMOKUX TPYOOK M HaxaTb KEenTylo 3allenky 3axuma 8, 4ToObl 3aKpenuTb kapkac peTpaktopa Ha MecTe. YCTPOWCTBO [OCTaBKM
NPUKPENASETCH KOHYMKOM LadhTpa 9 K CIOXEHHOMY Kapkacy peTpakTopa C MOMOLLbH BCTPOEHHOTO CKOMb3ALLETO WTidTa 10, KOTOPbI NPOXOANT Yepes AnCTanbHyo
OpaHLuy 11 v npokcumanbHyto BpaHiuy 12. Ha Benoit pydke 14 ycTpoicTBa pacnonoxeHbl YeTbipe Aepxarens 3axuma 13. 3axumbl CHUMAOTCA C Aepxareneil Bo
BpeMs pa3BepTbIBaHNs peTpakTopa. Mocne yaaneHus xenToro cronopa pbiyara 15, cxatie hvoneTosoro pelvara 16 npuMepHO HanomnoBUHY YacTU4HO MOBUNN3yeT
PeTpaKTOp BHYTPYM KOPHS aopTbl. MonHOe HaxaTthe Ha pblyar NONHOCTLI0 0CBOBOXAAET PETPaKTOp M NO3BONSET YAANMTb YCTPOCTBO AOCTaBKM U3 MECTa onepaLiim.

MOKA3AHKA

Petpaktop AVR NAVIGATOR™ noka3saH 515 UICMONb30BaHUS MpU XMPYPrudeckix NpoLeaypax no peTpakumuy 1 ctabunusawuy cepagyuHom TkaHu.




OCOBEHHOCTU PETPAKTOPA AVRNAVIGATOR ™
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OlMMNCAHHNE KAPKACA PETPAKTOPA AVR NAVIGATOR ™
CaMoyepxvBatOLLMIACA NNACTUKOBIN Kapkac peTpakTopa rubKoi KOHTYPHOM (hopMbI UMEET TPU [yri, KOTOPbIE akkypaTHO BIMCBIBAIOTCS B COOTBETCTBYIOLLME CHHYChI

Banbcanbabl. 3axumHas pr6Ka C VHTErpupoBaHHOM 6eno-3eneHbIM LIOBHbIM MaTepuanom UCnonb3yeTca and yaepxaxia kapkaca peTpaktopa B OTKPLITOM COCTOAHUN.

k YCTPOI;10TBO [0CTaBKM NPUKPENNAETCA K KapKacy PETPaKTOPa C NOMOLLbH0 OTBEPCTUA B MECTE KPENMNEHNA, PACMONOXEHHOr0 MeXay L-)J,yI'OI;I ] pr6KOI;1 LN.

NYTW HATEN 1151 KOMUCCYP

OUKCALINA PETPAKTOPA
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AVRNAVIGATOR ™ - MPOCTAS1 YCTAHOBKA B 3 LLATA

3 LUATA: 1. 3ANPEBLTE HUTb 2. YCTAHOBUTE 3. PACLUMUPbTE

Lar 1: SAMPABBTE RN, LN, a 3atem LR HUTW ans komuccyp.
1.1 U3BJIEKUTE RN 13 3awwuTbl
1.2 MTIPOTAHUTE RN xBOCTUKM HUTU Yepe3 RN npoBOMOYHbIE CUIKM
1.3 MOTAHUTE PYYKY, ytobbl npogeTb HUTb RN yepe3 RN Tpybky
MosTopute warn 1.1-1.3 ons LN, a satem ana LR. He nymatime u He nepennemalme HUmu.

LWar 2: YCTAHOBUTE cBEpHYTLIN Kapkac peTpaktopa
2.1 COELEHUTE KoHUbI TpEX HATEW ANs KOMUCCYP.

2.2 HATAHUTE nutn v yempaHume nposucaHue, YTobbl NpaBUIbHO Pa3MeCTUTb Kapkac peTpakTopa.

2.3 OctopoxHo CABUIAWTE kapkac peTpakTopa no Crerka HaTsHyTbIM HUTSIM B HanpaBieHn konbLa

aopTbl.
NTPUMEYAHUE: N-obpasHas Oyea kapkaca pempakmopa 0bb14HO 8X00UM 8 a0pmomomMuto Nepgod.

War 3: PACLLUUPbTE — 3abnokupymnte RN, LN, 3atem mobunusupyime R-gyry, 3atem 3abnokupyite LR n SAXKUM
3.1. APASMECTUTE N OCMOTPUTE Tpybky RN Bo3ane komuccypbl RN; N-gyra B HEKOPOHApPHOM CUHYCe
3.1.B HATSIHUTE U 3ABJIOKUPYUTE RN HuTb, UCMONb3ys 3aXUM 4NS HUTK
3.1 C CHAMMUTE RN 3aX1UM HUTK

3.2 APASMECTUTE M OCMOTPHTE LN Tpybky Boane komuccypsl LN; L- nyra B IeBOM KOPOHapHOM CUHYyCe
3.2.B HATAHUTE U 3ABJTOKUPYUTE LN HUTb, UCMOMNb3YS 3KUM A1 HUTK
3.2 C CHUMMUTE LN 3aXuM HUTK

3.3 A OTCOEAMHUTE 3awenky 3axuma
3.3 B OTCOEIUHUTE ctonop pblyara

3.3 C HAIOJTIOBUHY COXMHUTE pbivar ons mobunmusaumum R-ayrv nytem BbICBOGOXIEHWS YCTPOICTBA JOCTaBKM U3
OTBEpPCTUS B MECTE KpenneHus

3.3.D OTIMYCTUTE pbivar nocne mobunusauumn R-Oyru

3.4 APABMECTUTE M OCMOTPHUTE LR TpybKy Bo3ane komuccypel LR; R-gyra B npaBom
KOPOHapHOM CUHYCe

3.4 B HATSIHUTE U 3ABJIOKUPYUTE LR HuTb, UCMONb3ys 3aXUM ANA HUTK

3.4 C CHUMUTE LR 32%1M HUTW

3.5 AIO/THOCTbKO COXMHUTE pbivar
3.5 B OTCOEJUHUTE xapkac peTpaKkropa OT YCTPOUCTBa LOCTaBKM.

3.5 C U3BJIEKUTE YCTPOUCTBO [JOCTABKM u3 onepaLyoHHOro nonsi.
3.5.0 HATSIHUTE M 3ABJTOKMPYUTE 3awenky 3axuma Ans ukcaLymn kapkaca peTpakTopa Ha MecTe




AVR NAVIGATOR™ - [IPOCTAS1 YCTAHOBKA B 3 LUATA

LUAT 1: BAITPABBTE RN, LN, a 3atem LR HuTK ans komuceyp.
U3BJIEKUTE / NIPOTAHUTE | NOTAHUTE PYYKY

1.1 1.2 1.3

U3BITEKUTE 6enyio sauyny. TTPOTAHUTE RN xBocTiK HUTY Yepes RN MOTAHUTE PYYKY utobbl npomets HI1Tb
MPOBOSIOYHbIE CUITKM. yepea RN Tpy6ky

MostopuTe warn 1.1-1.3 s npotsarmeanus LN v LR. He cnyTbiBaiiTe v He nepenneTaiTe HUTK.
MPUMEYAHME: BbiBpockTe 3aluyThbl 1 pyqki HUTERA NOCTE UX YAanNEeHMs.

- N

LA 2: BCTABBTE cBepHTbIit kapkac peTpakTopa B MOArOTOBNEHHYH a0pTy
COEQJEHUTE | HATAHUTE | CABUIrAUTE

Y4 N\ )

-
2.1 2.2 2.3

2 1 \
~N RN

- J U\ J

COELEHUTE KOHLbI TPEX HUTE! HATSIHUTE wntv v ycTpanuTe OcropoxHo CABUIAUTE kapkac
[iNS KOMUCCYP MPOBICAHHE, YTOBLI MPABUITLHO PETPaKTOpa o CNerka HaTAHYTLIM HUTAM
DA3MECTUTL KApKAC PETPAKTOpa. B HanpaBreHN KoMbLia aopTbl.

K MPUMEYAHMUE: N-o6pasHas fyra kapkaca peTpaktopa 0bbI4HO BXOAWUT B aOPTOTOMMIO NEPBOW. /




AVR NAVIGATOR ™ - [IPOCTAS1 YCTAHOBKA B 3 LLAT'A (NMPOAOJTXXEHUE)

LIAT 3: PACLLIMPEHUE KAPKACA PETPAKTOPA
3.1 3AB/TOKUPYATE RN 3.2 3AB/TOKUPYATE LN 3.3 MOBUITU3UPYUTE R-lyry 3.4 3AB/TIOKUPYATHE LR 35 3ABNIOKUPYMTE sawenky

d rvco) )
3.1-3ABJIOKMPYUATE RN
4 Y4 Y4 A
3.1.A 3.1.B 3.1.C BBEPX
e &
HAPYXY
AN 157 4
N AN AN J
3.1.A PASBMECTUTE U 3.1.B HATSIHUTE U 3ABJTOKUPYWTE RN HutTb, 3.1.C CHUMUTE RN 3axum HUTU
OCMOTPUTE Tpybky RN Bo3ne komuccypbl RN ucnonb3ys 3axkum Anst Huti. Mpum.: Cum. PUC.
(cm. ronyBble BbiaeneHus); N-ayra B 18 B kayecTBe crpaBku 4151 GNIOKMPOBKY
HEKOPOHaPHOM CUHYCe
MPUMEYAHMUE: Mpu xenaHun atan OTCOEAUHEHNA moxeT npeaLwectsoBath atany HATA)XEHWE U BITOKMPOBKU.
NS J
4. ric 0] N
3.2- 3ABJIOKUPYUTE LN
(3.2.A ) (3.2.C )
BBEPX
HAP§)KY
LIN] 27
\ J \ J
3.2.A PABMECTUTE 1 OCMOTPUTE LN 3.2.B HATSHUTE U 3ABJTOKUPYWTE LN Hutb, 3.2.C CHUMWTE LN 3axum HATA
Tpy6Ky Bo3ne kommccypsl LN; L-gyra B /cnonb3ys 3aXum Ans HATH
NeBOM KOPOHapHOM CUHYCe
- J
B :
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AVR NAVIGATOR ™ - [IPOCTAA YCTAHOBKA B 3 LLATA (NMPOLOIMXEHHUE)
@ ric ] R
3.3 - MOBUITN3ALINA R-yrm
4 BHM3 ) (e YL I
3.3.A ©1 3.3.B 3.3.C 3.3.D
HAPYXY e
’I,[ / lI/
\ J N AN J
3.3.A OTCOEOMHUNTE 3awenky 3.3.B OTCOEMHUTE ctonop pbiyara  3.3.C HAMO/IOBMHY COXMUTE pbivar  3.3.D OTIYCTUTE polyar
Ang 3axuma ana  mobunmuzaumm  R-gyrm nyTem nocne mobunusauun R-Oyru.
BbICBOBOXAEHNS YCTPOICTBA AOCTABKM 13
OTBEPCTUSI B MECTE KpenmneHus
N J
. ric 2] R
3.4 - 3ABITOKUPYUTE LR
(3.4.A (348 \(34c )
C C BBEPX
&
HAPY?KY
D)L
LR 37
N J\ AN J
3.4.A PASMECTUTE M OCMOTPUTE LR 3.4. HATSHUTE W 3ABIIOKUPYUTE LR Hus, 3.4.C CHAMUTE LR 3aXUM HUTU
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ﬁ\lé%,lzllé’\l/(ll.(l;ﬁl;OR MNPEQYNPEXAEHWUA, MEPBI ITPELJOCTOPOXHOCTHU, TIPOTUBOINOKA3AHUA, 3AKA3

NPEAYNPEXAEHUA

o ®epepanbHbiit 3akoH (CLLA) orpaHuuMBaeT npogaxy, pacnpocTpaHeHue 1 UCronb30BaHUe 3TOr0 YCTPONCTBA BPAYOM WU MO ero ykasaHuio.

o Xupypruyeckue npoLesypbl AOMKHbI BbINOMHATLCA TONMBKO Bpayamu, UMEOLLMMIU COOTBETCTBYIOLLYIO NOATOTOBKY W 3HAKOMBIMA C XMPYPrUYecKMMU MeToLamu.
Kpome Toro, nepen BbIMONHEHUEM XUPYPruyeckux npouedyp Cregyet O03HaKOMUTbCS C MEOMULMHCKOM NUTepaTypol OTHOCUTENbHO METOAOB, OCMOXHEHU W
onacHocTel.

« [lepen 1cnonb3oBaHWeM 4aHHOMO NPOAYKTa NPOYTUTE 1 03HAKOMbTECH CO BCEMU UHCTPYKLMAMU, NPpeaynpexaeHnsamMu U Mepamy npeaoCTopOXKHOCTH.

« He noggepraiite noBTopHoit ctepunusaummn. AVR NAVIGATOR™ paspaboTaH 1 npegHasHayeH TONbKO AMs MCNONb30BaHUS O4HUM nauyeHToM. He ncnonbayiite
MOBTOPHO, He NepepabartbiBaiTe 1 He CTepunu3yiiTe aToT NpoaykT. PabotocnocobHocTs AVR NAVIGATOR™ nocne ouncTkv unu apyroit 06paboTkm He npoBepsnacs n
He nopnepxusaetcs komnanuen LS| SOLUTIONS®, Inc. MoBTopHOE Mcnonb3oBaHmue, NoBTOpHas 06paboTka unv NoBTOPHas CTEpPUNM3aLMs MOTYT MOCTaBUTL NMOg,
Yrpo3y CTPYKTYPHYHO LieMOCTHOCTb YCTPONCTBA /MMM CO3LATb PUCK 3arpA3HEHUS YCTPOCTBO, YTO MOXKET NPUBECTY K TpaBMe, 3a00NeBaHuio Uni CMepTu nauueHTa.
* He vcnonb3yiiTe, ecnu ynakoBka Unu NpoayKT NOBPexaeHs!. BbibpocbTe BCE OTKPbITLIE U HEMCNONb30BaHHbIE (He3aneyaTaHHble), C UCTEKLLMM CPOKOM FOAHOCTH
U1 NOBPEXAEHHbIE YCTPOWCTBA, a Takke YCTPONCTBA B NOBPEXIEHHON NEPBUYHON YNaKoBKe.

o Kapkac petpaktopa AVR NAVIGATOR™ Heo6X0AMMO OCTOPOXHO PasBEPHYTb, MPUNOXMTL 1 OCTOPOXHO OTKPbITh, YTOOLI HE MOBPEAUTb CTEHKY a0pThl.

* He ocTaBnsiiTe NOCTOPOHHME MaTepwanbl (Hanpumep, OCTaTkY LIOBHOTO MaTepuana, MULLIEHN W T. A.) He3aKpenneHHbIMI B MecTax, NoTeHLpanbHo
NOABEPXEHHBIX BO3AENCTBIKO LIMPKYNMPYIOLLEN KPOBU.

o [1pAMON KOHTaKT MeXay YyBCTBUTENbHLIMU TKAHEBLIMI CTPYKTYPaMU 1 MHOPOLAHLIMI MaTepuanamim MOXET MPUBECTU K TPaBME WM NOBPEXAEHUIO TKaHeN.

» He HaTsrvBaiiTe LWOBHbIN MaTepuan CIUWKOM CUibHO. Ype3MepHOe HaTSXXeHWe LWBOB MOXET NOBPEANUTL TKaHW UMW BbI3BaTb paspbiB LLUBOB.

» OcTaBneHue TkaHei NoA HaNPSHKEHWEM B TeYeHe ANUTenbHOro Nepuoaa BpEMEHU MOXET NPUBECTM K ULLIEMUM UM NOBPEXAEHO TKaHen. OTO YCTPOMUCTBO
npefHa3HaveHo A1 BDEMEHHOTO UCMONb30BaHWS BO BPEMS XMPYPrYECKON MPpoLieaypbl onepaTopamu, 06yYeHHbIMI 1 KOMNETEHTHBIMI B COOTBETCTBYHOLLMX
MeTofax.

o [lonb3oBaTenb HECET OTBETCTBEHHOCTb 3@ YTUNN3ALWIO YCTPOACTBA W YNAKOBKM B COOTBETCTBUM C MPUMEHWUMBIMU NPaBUaMu 1 60MbHUYHBIMM

npoveaypamu.

MEPbI NPEAOCTOPOXHOCTHU

o He ucnonbayiiTe yCTPOICTBA, ECIN OHYW He BINOSHSIOT JOMMKHBIM 06pa3oM NpefycMOTPEHHYHO (DYHKLMIO UITM UMEIOT (U3MYECKIE MOBPEXAEHNS.
N3GeraitTe MexaHU4ECKOrO BO3AEMCTBIS UM NEPEHANPSIKEHIS YCTPOACTB.

o OBecrieybTe HanexaLlyto XUPYPriyeckyo TEXHUKY, HeOBXOAUMYI0 ANst PaGoThl C TKAHSMM 1 LLIOBHBIMI MaTepUanami npi UCoNb30BaHUN PeTpakTopa
AVR NAVIGATOR™,

« Mpexzae Yem 1cnonb3oBaTh B OAHON NPOLEAYPe MHCTPYMEHTbI 1 aKCecCyaphbl pasHbIX NPOV3BOAMTENENA, NPOBEPLTE COBMECTUMOCTb 1 y6eauTeCh, YTO
(hYHKLMOHANBHOCTb HE HapyLUeHa.

o [INst MpaBUIbHOTO NeYeHus crepyeT cobrtoaaTb OCTOPOXHOCTb, YTOGLI He AOMYCTUTh 3anyThiBaHWS LUOBHbLIX MaTepuanos 1 TpyGOK Ans NOABELIMBAHMS.

NMPOTUBOMOKA3AHUA

o lcnonbayiiTe TONMbKO LIOBHbIN MaTepuan, ykasaHHbii LSI: nonunponuneH 3-0, nonunponuneH 2-0, nonuactep 2-0 nnm wenk 2-0.
OTOT NpOAYKT He NpeAHa3HaYeH Ans UCTOMNb30BaHNs 3a npefenamu KOpHs aopTbl.
* He ncnonb3yitte 9TOT NPOAYKT, €CNM Y NALMEHTa O4eHb XPyrKasi, CUMbHO KanbLHUPpOBaHHas Ui dapdoposas aopTa.

AVR NAVIGATOR™ 3AKA3 [TPOLYKLIMM MOCTABNSETCS: CTEPUIbHBI

HOMEP [N 3AKA3A MPOOYKT OMNCAHWE

PETPAKTOP AVR NAVIGATOR™
X 6 081446 MAJTBIA C YCTPOVICTBOM JOCTABKM Kopobka u3 6

PETPAKTOP AVR NAVIGATOR™

<6 081452 CPELIHMV C YCTPONCTBOM JOCTABKM Kopobika u3 6

PETPAKTOP AVR NAVIGATOR™
X 6 081458 BO/IbLLION C YCTPOUCTBOM [JOCTABKM Kopobka us 6

N y
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