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_SeaSAFE MO9S — Menual

Thank you for having selected our system and welcome to the ever growing world club of users for
Milestone laboratory instrumentation.

We are sure that you will be completely satisfied with this new tool entering your laboratory.

We invite you to read carefully this operator manual and to keep it in reach for convenient and fast
consulting.

For any possible clarification or any request for assistance please contact either our Representative in your
country:

ml-lgmmhﬁve in the Russian Federation:
ne
Legal address: 197022 Saint-Petersburg, Municipal district Aptekarsky ostrov, Professora Popova street
23 it.E, structure 3H/5H, room 208, Russia
Posial address: 197022 Saint-Petersburg, Professora Popova street 23 iit.E, Russia
£-mail: main@bioline.ru
Tel: +7(812) 320-48-49
Fax: +7(812) 320-48-40
. Hotline: 8-800-555-49-40.

Or contact

Milestone s.r.1.

Via Fatebenefratelli, 1/5

IT-24010 Soriscle (BG) Italy

Tel. +39.035.412 8264

Fax +39.035.575488

Web site www.milestonemed.com
E-mail marketing@milestonemedsr.com

@  Menutecturing site:
Milestone s.r.l.
Corso Europa Unita, 8
IT ~ 24030 Valbrembo (BG), italy

Cig

Please read the user manual before using the device.

MMO095 - SealSAFE - Operator Manual
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1. INTRODUCTION
1.1. Symbols used in this manual

Heeseread carefully this instruction.

An instruction accompanied by this symbol provides a cautionary statement:. WARNING.
Failure to follow the instruction may endanger the user or cause damage to the instrument.

An instruction accompanied by this symbol provides a caution against electric shock. Be
sure to follow the Instruction to prevent accidents resulting from electric shock.

Biohazard.

Surfaces identified with this symbol are at danger temperature (more than 70°C).

Warning: Laser light

CE logo: This instrument complies with European community directives.

WEEE European directive symbol (2002/96/EC): Electric/electronic device do notthrow out
in the environment.

2> > >k

IVD medical device according to 98/79/EC directive.

Indicates a medical device for one-time use or for use upon an individual patient during a
single procedure.
Indicates the manufacturer's batch number.

ILOTI

lSN 1 indicates the manufacturer's serial number.

IREFI Indicates the manufacturer's catalogue code.
1 Switched on
O Switched off

Alternating current

\V/ Nominal voltage, V
W Maximum nominal power, W
USB slot
Manufacturer
mJ
Fragile
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N

Used by... Indicates the date after which the device should not be used.

S

NO M Norma Oficial Mexicans (NOM) Certificate
Electrical Safety Certification (indication of Mexican agency)
>
NYCE
Canadian Standards Association (CSA)
CArrU S

KC (certification in Korea)

China RoHS

China RoHS environmental safety symbol. The number in the symbol means the
"Environmental Friendly Usage Period" of the device in years.

Indian standard

>~

Australia and New Zealand RCM (Regulatory Compliance Mark)
Conformity mark to Eurasian standards

Japan VCCI Certificate

RoHS Mark (Chinese standard)

UL Mark for North America

us

1.2. Description and Designated uses

The medical product name is “SealSAFE Automatic Fixative Filling and Vacuum Sealing System in models, with
accessories" (hereinafter - “Automatic Fixative Filling and Vacuum Sealing System", “the SealSAFE". "the medic"k
product’, “the medical device”, “system" and “instrument"”).

1.2.1. Designated uses
SealSAFE is an auxiliary equipment for in vitro diagnostics, specially designed and intended for packing the histological

specimens of biological tissues and human organs into vacuum bags for subsequent examination in histopathological
laboratories of medical institutions;
*  Preservation and transportation of biological samples in a container or without it, fresh or fixed in a vacuum bag;
« Fixation before grossing with a defined quantity of fixative into the vacuum bag;
< Long term specimen preservation (if required with a defined quantity of fixative into the vacuum bag).

Description of a target analyte N.A.

Functional purpose Auxiliary equipment for in vitro diagnostics
Specific pathology, condition or risk N.A.

factor for the detection, identification or

differentiation of which the VD device

is intended

Type of the specimen analyzed Biological specimens of human organs and tissues
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Population, demographic aspects of SealSAFE is not intended for a specific patient group.

the medical device use It is allowed to use the device for biological samples of human
organs and tissues of all populations, patient groups of different
age.

Contraindications: not applicable

Side effects: not applicable

Type of samples intended for sealing bv the SealSAFE: any biological specimens of human organs and tissues

The SealSAFE may be operated by trained laboratory personnel only (clinical laboratory specialist or assistant).
All laboratory personnel designated to operate this instrument must read the Operator Manual carefully and must be
familiar with all technical features of the instrument before attempting to operate it.

Only for the professional users.

The instrument is intended for laboratory use (indoor use) only.
For clinical pathology tests.

The Milestone SealSAFE must be operated exclusively with the reagents listed in section “Compatible reagents for the
fixation” 1.9.

The Milestone SealSAFE must be operated exclusively as reported in this manual.

Any other use of the instrument is considered Improper and may void the warranty
A provided by the manufacturer.

1.2.2. Delivery set

SealSAFE Automatic Fixative Filling and Vacuum Sealing System in models, with accessories
Models:
l. SealSAFE Automatic Fixative Filling and Vacuum Sealing System, basic;

Composed of:

1) SealSAFE Automatic Fixative Filling and Vacuum Sealing System, basic -1 pc.;

2) Exhaust Tube complete -1 pc.;

3) Metal clamp * 2 pcs;

4) Main power cable « 1 pc.;

5) Barcode reader mounted on its support -1 pc.;

e) Bag holder- 1 pc.;

7) USB with “LogViewer" software included -1 pc,;

8) Pipes numbered: 1, 2, EXT1 and EXT2 -4 pcs;

9) Plastic rings 1-2-2 pcs;

10y 3 Different sizes of cups for the tanks of the drawer (small size diameter 28-33 mm, medium size diameter
32-38 mm, big size diameter 42-49 mm) - 6 pcs;

11) Metal rings - 2 pcs;

12) Allen wrench -1 pc.;

13) Metallic plate -1 pc.;

14) Rapid connector with hose suitable for Politainer tanks (If required) -1 pc.;

15) Rolls of papers for the printer (if required) -10 pcs;

16) Plastic stylus to work with the touch-screen terminal -1 pc.;

17) Operator manual in electronic format -1 pc.;

18) Bag sealer with handle (if required) - up to 10 pcs;

19) Operator manual in paper format -1 pc.;
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.  SealSAFE WDLR Automatic Fixative Filling and Vacuum Sealing System, with integrated slot for .
temperature monitoring system;

1} SealSAFE WDLR Automatic Fixative Filing and Vacuum Sealing System, with integrated siot for
temperature monitoring system - 1 pc.;

2) Exhaust Tube complete - 1 pc.;

3) Metal clamp - 2 pcs;

4) Main power cable - 1 pc..

Barcode reader mounted on its support - 1 pc.;

8Bag holdec - 1 pc.;

USB with “LogViewsr” software included - 1 pe.;

Pipes numbered: 1, 2, EXT1 and EXT2 - 4 pcs;

Plastic rings 1-2 - 2 pcs;

10) 3 Differant sizes of cups for the tanks of the drawer (small size diameter 28-33 mm, medium size diameter
32-38 mm, big size diameter 4246 mm) - 6 pcs;

11) Metal rings - 2 pcs,;

12) Allen wrench - 1 pc.;

13) Metallic plate - 1 pc.;

14) Rapid connector with hose suitable for Politainer tanks (if required) - 1 pc.;

15} Rolls of papers for the printer (if required) - 10 pcs;

18) Plastic stylus to work with the touch-screen terminal - 1 pe.; .

17) Operator manual in electronic format - 1 pc.;

18) Bag seaier with handle (if required) - up to 10 pes;

18) Operator manual in paper format - 1 pc.;

29

e

Accessofies:
1) External exhaust FORMALIN fumes filter kit - 1 pc..

1.1) Fiter housing - 1 pc.,

1.2) Fitter - 1 pc.,

1.3) Label to the filter - 1 pc.,

1.4) Kit of 3 differant lengths exhaust tubes complate with metal clamps - 1 pc.,
2) External Seif Standing XL exhaust FORMALIN fumes filter kit - 1 pc.,

composed of,

2.1) Filter housing - 1 pc.,

2.2) exhaust FORMALIN filter XL - 2 pes,

2.3) Label to the filter - 1 pc.,

2.4) Fiiter dividing chamber - 1 pc.,

2.5) Exhaust tube complete with metal clamps - 1 pe.
3) HEPA filter - 1 pe.

1.3. Technical specifications

Model: SealSAFE Automatic Fixative Filing and Vacuum Sealing System, basic:
Code 68460: Power supply input: 230V£10% ~ 50Hz 1500W, 1800Wp

Model: SealSAFE WDLR Automatic Fixative Filling and Vacuum Sealing System, with integrated slot for tempersture

monitoring system (with Temperature data logger):
Code 68463: Power supply input: 230Vi10% ~ 50Hz 1500w, 1800Wp
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1.3.1. SealSAFE structure

General view:

Barcode reader
Specimen and/or Patient case ID
entering through barcode reader

Vacuum chamber with automatic
fixative dispensing system

Load cell
Build-in electronic load cell for
specimens weight detection

Built-in printer for summary of protocols
produces an adhesive label.

Slot for temperature monitoring system
with Data Logger card for documented
and standardized transportation

Vented vacuum chamber and reagent L
drawer
(Optional external fume filter available)

Drawer for 2 containers of 20 1 and 2 additional
ports enable external fixative sources to be used
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Opening the main transparent cover you can identify the following components:

Legend:

1- Siicon Bar

2- EPDM seal

3- Hole formadin discharge
4- Vacuum pump switch

5- Sidebar and meta! piate for positioning bags
8- Extract air grid

7- Load Cel

8- Waiding bar

9- Nozzle

10- Grid for cavity ventilation

11- Teminal .
12- Printer

1) Ethernet/LAN Piug

2) Main power suppy

3) EXT1 outiet externa! fixative source 1
4) EXT2 outlet axternal fixative source 2
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1.3.2. Classification

Potential risk class for SealSAFE - 2a

MMOQ95 - Operator Manual

Type of the medical device in accordance with the Russian nomenclature classification is 116950.

Classification as per GOST 20790-93:

Class depending on the possible consequences of failure during use is a class B device.
Group depending on mechanical stress - device of group 2
IP protection degree (according to GOST 14254) - IPXO.

Laser product class (barcode reader) « 2.

Technical parameters:

Operating programs of instrument;

Max. acceptable time for setting the operating
mode:

Average time of sample evacuation for the
program:

Vacuum Only (VO)

P1
P2
P3
P4

Average time of reagent filling and sample
evacuation for the program:

Vacuum-+Fixative (VF)

Accuracy of weighing and fixative dispensing (for
all ratios of specimen weight; fixative weight)
Force applied when blocking the wheels of the
device

Force applied when moving the SealSAFE

Installed vacuum level:

Quantity of tanks:

HEPA filter:

External exhaust FORMALIN fumes filter:

External Self Standing XL exhaust FORMALIN
fumes filter:

The sound power level of noise:
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2 types of programs:
Vacuum Only (VO)
Vacuum+Fixative (VF)
upto30s

Regardless of the size of the vacuum bag used and the
biological sample being sealed

Pl -40s 5 s
P2 -33s+5s
P3 -26s+58
P4 -13s+5s

1min25s+5s

+10g
Not more than 35 N

Not more than 40 N

Installed VO vacuum level;

Pl -25mbar
P2 - 50 mbar
P3 - 75 mbar
P4 - 325 mbar

» 2 tanks with a capacity up to 20L maximum and
dimensions (LxHxW) not more than (73,5 x 50,5 x 42) cm can
be placed in the drawer,

» 2 external tanks/containers of the desired capacity and
dimensions can be placed next to the instrument.

Filter elements of the “BSV filtration class DA” series are
classified HEPA ISO 35H.

Retention efficiency; >99.999 % (produce a sterile effluent)

Efficiency: 50%

Formalin flow rate upstream of the filter 1.77 mg/m3 - sampling
test 3 L/h of formalin

Formalin flow rate downstream of the filter 0,9 mg/m3 sampling
test 3 L/h of formalin

Breakthrouah: 300L of 10% formalin

Efficiency: 90%

Formalin flow rate upstream of the XL filter 1.77 mg/m3 -
sampling test 3 L/h of formalin

Formalin flow rate downstream of the XL filter 0.17 mg/m3
sampling test 3 L/h of formalin

Breakthrough; 1000L of 10% formalin

Not more than 65 dB
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| Fan air flow range: 47-50 m*h (cube meter-per hour). a
Fuses: F1-F2: BA 10x38 GG

F7: 20A 10x38 AM
Barcade reader; Emitted wavelength - 850 nm; output radiation - 1 mW.
Characteristics of the seam of the vacuum bag mfdu:narwddbem.mlfm,moutm.bumm

The Quality System Management of Milgstone s.r.l. is 1ISO 9001:2015 and |sb 13485:2018 certified.
1.4. Touch control terminal

The following picture shows the Touch Control TERMINAL of the SealSAFE unit. 1t is possible to operate the unit by
simply touching the icons on the screen.

Two USB ports are located on the lateral sides of the Touch Controt Terminal, one on the right and one on the left (see
the ammow in picture below, right side).

Whaen you don't use the USB ports, it's required to leave the USB protection inserted into
m the siot, as shown in the picture above.
Characteristics: TFT-LCD 7" widescreen color display .
Resolution 800X480,
Resistive Touchscreen
Mass storage 4GB
1CPU 1GHz
Software: Windows™ Embedded Compact 7
Programs: Multiple pre-stored programs, with customizable user defined programs.
I/O-Interface: 2x USB port 2.0, 1x LAN Ethemet 10/100 Mbps RJ-45.

Software safely class In accordance with the standard IEC 62304-2008: Class A: No injury or damage to heatth is
possible.

Since the installed software is only the controlling software/ firmware of the equipment. No damage or injury is possible.
There is no likelihood of causing harm by destruction. Software mekes no clinical decisions.

1.5. Transportation and storage conditions
The instrument can be transported by rail, road, river and air transport in coverad vehicles.

Transportation and storage conditions: .
Temperature: -20°C to +80°C
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Humidity: up to 50% (at 40°C) non-condensing
Special requirements of the manufacturer.

Fastening of a transport packaging in vehicles and transportation of the products must be carried out in
accordance with the rules applicable for the respective means of transport.

The arrangement and fastening of the transport boxes should ensure their stable position, and
displacement during transportation is not allowed.

Since the instrument is large-sized and heavy, it is recommended to place it on the lower rows of racks in
the manufacturer's (consumer's) warehouses.

The instrument must only be transported in an upright position.
A Before turning SealSAFE on (when coming from a storage room), let the unit reach working

environmental conditions (at least half an hour).

Rolls of papers for the printer {component)

Transportation conditions

Joint transportation with the intsrument is allowed
Temperature: -20C to +60C

Humidity: up to 50% (at 40C) non-condensing

Storage conditions
Store separately from the instrument

Temperature; +20 to 40“C.
Humidity: up to 50% (at 40C) non-condensing.

1.6. Environmental conditions

SealSAFE should be operated indoors only.

Working temperature: 15°C-30°C
Humidity (relative): up to 80%
Maximum attitude: 2000m

Special requirements of the manufacturer.

1.7. Warnings and Precautions

Should the equipment be used in different ways than those specified by the manufacturer, the warranty provided by
the manufacturer may be void.

Main power plugs are considered disconnecting device. Disconnect all plugs from the socket outlet before assembling
of the system, before connection of the accessories (if present) and before cleaning.

The instrument must not be placed in such away that it is difficult to access the disconnecting device. Equipment shall
be connected to a main power socket outlet which is grounded, accessible and visible by the operator. DO NOT use
extension cords without a protective conductor.

Before starting work, while the device is in a safe state, it is necessary to visually make sure that the device is evenly
placed on a horizontal surface, and check the absence of external damage to the device and power cable.

Equipment is provided with replaceable fuses, however their replacement is to be performed by properly authorized
senrice personnel. If the system is not properly working, please contact the local authorized representative of the
manufacturer.

This equipment has been designed and tested in accordance with the requirements of CISPR11 (class A). In residential
areas, it can cause radio interference, and in this case you should take measures to reduce the level of interference.
This equipment complies with the requirements for immunity and electromagnetic emission of GOST R IEC 61326-1-
2014 and GOST R IEC 61326-2-6-2014, but when the equipment is connected to other objects or in other operating
conditions, electromagnetic emission that exceeds the level specified in this standard may occur.
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it is recommended to place the device in places where the intensity of external electromagnetic radiation and
electrostatic discharge is below the maximum allowable intenaity.

Do not use this equipment near sources of strong electromagnetic radiation, ionizing radiation, or
discharges, es they may disrupt its proper operation.

When connecling products or equipment that are not included in the delivery to the device, electromagnetic emission
that exceeds the permissible lsvel may ocour,

it is recommended to use the device in the specified environmental conditions (see Chapter 1.8) in order to avoid
adverse effects on its operation.

Filters and reagents after their use shouid be treated as a biohazardous material. They should be disposed of In
accordance with federal, municipal and local govemnment regulations (see chapters 11.3 and 11.6).

Al paris of the equipment and all accessories must be supplied only by the manufacturer.

DO NOT OPEN THE CHAESIS. Failure to follow the Instruction in the documentation might
lead to a reduction of device safety. If the equipment is not working properiy, please contact
your supplier or the manufacturer.

Do not move the instrument, accessories, pansls or cover. Only authorized and qualified
SERVICE personnel may repair the instrument and access the instrument's internal

It is importent that normal standards of safety and good laboratory practices are employed.
Always use common sense and the best known practice when operating the instrument.
The institution owning the instrument has primary responsibility for acoident-free operation
together with designated personnel who operate, service or repairit

reagents for the fixation. Failure to follow the instruction in the documentation might tead
to a reduction of device safety.

Ba careful: reagents exhaust are toxic and carcinogenic.

The use of SealSAFE as described in this oparator manual keeps the operator in safety.

In casse of accidental spiliage of fixative, follow the local regulations that contain important
information, as the use of sultable Personal Protective Equipment (PPE).

To avold damage to the instrument, use only the vacuum bags described in this manual,
supplied by Milestone s.rJ.
For details, sse the chapter 5.1, For disposal, see the chapter 11.1.

To prevent triggering of thermal protection in certain components, it s not munmmdod.
to run more than 3 cyclea for 15 minutes for small samples.

i To avoid damage to the instrument, use only the reagents listed in section 1.9 Compatible

During normal use, some surfaces of the equipment become hot. Contact with such
surfaces without proper precautions can cause burns.
At the end of a program, the sealing bar can be very hot.

Do not obstruct air discharge.

nominal characteristics.

During the operation of the device, ite cover muat be closed. Milestone 8.r.l. Is not
responsible for any degradation In system performance caused by opening the cover
during the process of packaging and sealing biological samples in vacuum bags.
CAUTION when closing the cover: Risk of crushing! Do not put your hands in the cover
movement area,

2 It is unacceptable to replace the detachable power cable with cables with inappropriate
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. the level of equipment protection may be reduced.

Do not direct the barcode reader into your eyes. Laser light, do not stare Into beam.

SeMiBAFE
‘ When using equipment with violations of the requirements establlshed by the
. manufacturer,
‘ CLASS 2 LASER EQUIPMENT,
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1.8. Instrument marking
1.8.1. Package marking (wooden box)

CODE 68460: model SealSAFE basic
MILESTONE 8.1, N
Via Fatebenefratels, 1-8
u 24010 Sorisole (BG) - Maly IVD

Tol. +39.035.4125264 l
Fax. 4'33.035.575490
o-mall:marksting@milestonemederl.com

REF 884860

SEALSAFE
SN

@ MILESTONE
M e L P I N G
FATIE NTS

MAVNCTOYH C.P.N.
Bua Carebenedparennu, 1/8
24010 Copuaone (BN - Wranma
Ten.; +39.038.4120284
Qanc: +29 038.676498
An.anpec:marketing@milestonemedsrl.com
www.milestonemedsr.com

Cucremsa ANA BaKYYMHON YNAKOBKN
Guonornuecknx oSpasiios ¢ goSasnenuen
¢ukcaropa CunCEU® [SeaiSAFE] 8 sapnanTax
MCRONHOHNSA, C NPHHARNSKHOCTAMN

KATAROXHbIA
HOMEP (REF) £8480

Yenoaun TPRHCROPTHPOBEN M XPSHEHNA: TOMNEPATYPA: OF =20°C a0 +60°C,
SABXHOCTS: A0 30% (Npn 40°C), Ges oSpasoBaswIn KOHABHCETE.

PONICTPRUNONHOS YAOCTOBEPSHNS PONR ____ or
YoonnomoueHHi npeacrasutens 8 PO: 000 «Bnoflafine
197022, Poconn, r.Canxr-NeTeplypr,

yn. Mpodeccopa Monosa, .23, . E
'I’on +7(812)320 49 49; 8 800 553 49 40.
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KOA 68463:  moaems CunCEV® WOLR [SeaSAFE WDLR]

Fax. +30.038.675408
o-mall:marketing@milestonemedssi.com
www.milestonemedss.com
68483
REF SEALSAFE WDLR
8N

MILESTONE

#ELPF I NG
PATIENTS

hmul sl . N B
u i [ivD]
C€

CHCTOMA 415 BAKYYMHON YNaKOBKN
GHONOMMUueCKNX ¢ poSanneHnem
¢uxcaropa CunCEA® [SealSAFE] 8 BapuanTax
NCRIONHOKMHA, C NPHHARNOXHOCTAMMN

KATANOXHbIA
HOIIEI' (REF): §8463

YCrosnn TDARCNOPTHPORKH M XPANGHNA: TEMNePaTYpa: 0T —20°C A0 +80°C,
snaxHocTe: A0 50% {npw 40°C), Ge3 oGpa3OBAHNA KOHAGHCATA.

POrucCTPSUNOHHOS YAGCTOREDSHIS PO Ne
Ynonsomouatnuil npeacTasurens & PO: OOO«Snonlin-
197022, Poconn, r.Cauxy-NerepSypr,

yn. Mpoheccopa Monosa, 4.23, nur. E

Ten.: +7(812)320 495 49; 8 800 535 49 40.
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1.8.2. Nameplate

CODE 68460: model SealSAFE basic

nJ A MILESTONE SRL

vii FaWbwwiis»iM<s.meH Swwe #ei. liAtr

SEALSAFE

[REH 68460

SERIAL NUMBER "SNj

INPUT: 230V- 50Hz 1500W. PEAK POWER 1800Wp
MANUFACTURED:

GD™M(H?2

(»1A1mm7M Lew (mrm587M{MO)emo

Additional marking for Russia

MAWNCTOYH C.PJL.
Bua datebeHedpaTtennu, 1/5- 24010 Copusone (Bl) - Utanus
Ten.: +39.035.4128264 ®dakc: +39 035.575498

Cnctema anst BakyyMHOM yNaKOBKU

6noornyecknx obpasuoB ¢ A4o6aBAEHNEM

thukcatopa CUnCEN® [SealSAFE] B BapuaHTax UCMOSHEHUs,
C NPUHAaA/IeXHOCTSAMMU

KATA/TOXXHbI HOMEP (REF) 68460

CuctemMa [/ BakyyMHOl YNakoBkM  6MOSIOrMYeckMx 06pasuLoB C

po6asneHnem dukcatopa CUnCEN® fSealSAFEI 6a3osas

PeructpaynoHHoe ygoctosepeHne PP Ne. oT

YNoNHOMOYEHHbIN npegcTtaButens B P®: OO0 «buoflaiin»
197022, Poccus. r.CaH CT-MeTepbypr,

yn. Mpodpeccopa Monosa. 4.23, nut. E

Ten.: +7(812)320 49 49; 8 800 555 49 40.
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CODE 68463: model SealSAFE WDLR

nJ - MILESTONE SRL

Vt.awatwtMIliM «(TALV
TM»MMMTaMrIW. *nw nnT

SEALSAFE WDLR

IEFi 68463

SERIAL NUMBER LU

INPUT: 230V- 50Hz  1500W. PEAK POWER 1800Wp

MANUFACTURED:

c ¢ b ~C U s
(OLramA7vam) 1avOBTaBT<t0

Additional marking for Russia

MAWICTOYH C.P.J.
Bua d®atebenedpatennu, 1/5w24010 Copusons (Bl) - Ntanns
Ten.; +39.03S5.4128264 dakc: -*39035.575498

CvcTtema 419 BakyyMHOW YNaKoOBKU

ononornyecknx o6pasyoB ¢ AobdaBAeEHNEM

thukcaTopa CUNCEN® [SealSAFE] B BapmaHTax UCMOJTHEHUS,

C NpPUHAaL/IEXHOCTAMM

KATA/TOXHbI HOMEP (REF) 68463

Cuctema 4118 BakyyMHOM YMakoBKM 6GMOMormyecknx o6pasuos C
po6asnennem ®ukcatopa CunCEW® WDLR fSealSAFE WDLR1 co
BCTPOEHHbLIM Pa3bemMOM A1 CUCTEMbl MOHUTOPUHIA TeMnepaTypsbl

PernctpauunoHHoe yaoctosepeHne PP Ne oT

YNonHOMOYEHHbI npeactaBuTens B P®; OO0 «buoflaiiH»
197022, Poccus, r.CaHkT-MNeTepbypr,

yn. Mpodeccopa Monosa, 4.23, nut. E

Ten.: +7(812)320 49 49; 8800 555 49 40,
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1.8.3. Barcode reader marking
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For symbols explanation see Chapter 1.1.
1.8.4. Location of symbols on the SealSAFE

Back of the instrument:

A

NON osTiwweE LtsiTiLSIONe
DO NOT OBSTRUa Affl DISCHARfi
NE PAS OBSTBUER EVACUATION OE LAJfi

NICHT BEHINOERN LUFTENTLAOURG
NO OBSTRUYA LA DESCARGAOEAIAf
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Side of the instrument:

Cover of the instrument;

For symbols explanation see Chapter 1.1.
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. 1.9. Compatible reagents for the fixation

1. Formalin 10%, buffered (Registration Certificate in the Russian Federation No. P3H 2013/1170, ¢l. 14 or other
reagents with similar composition registared in the teritory of Russia).

2 Formalin equivalent: “GreenFix" solution (Registration Certificate in the Russian Federation No. P3H
201310285, ¢l. 22 or other reagents with similar composition registered in the territory of Russia).

DO NOT USE REAGENTS DIFFERENT FROM THOSE LISTED ABOVE.

in case of doubt ploass contact:

Dm Reagents other than thoss listed above may damage some components of the Instrument.
Check with authorized represantative In your country the reagents aliowed for circulation
and theie avallabliity.

1.10. Barcode reader

. Barcode reader is included in the delivery set of the unit.
it ensures an intultive and fast reading of barcodes. Ergonomically designed for hands-fres or handheld operations.

Refer to the chapter 2.4 to get the instructions on how to install it on the unit.
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2. INSTALLATION AND SETTING UP THE INSTRUMENT

The SealSAFE is a precision instrument that requires the utmost care when it is unpacked and installed. Move
SealSAFE to its final location. Make sure that the floor is level and is made of non-flammable material,

installation and setting up of the instrument should only be carried out by a specially trained engineer.

The following pictures show the dimensions of SealSAFE and the space required.

Dimensions of the instrument with drawer and cover opened;
W XH XD: 55cm X108 cm (140 cm cover opened) x 85 cm (142 cm drawer opened) (£ 2 cm)
After installing the device in its final location, it is not recommended to move it.

2.1. Site requirements
SealSAFE is delivered in a wood box with these dimensions;
Width: 77cm £5 % Height: 134cm +5 % Depth: 102cm + 5 %
The space dimensions required to locate the unit are the following (drawer and cover opened):
Width: 95cm =5 % Height; 140cm + 5 % Depth: 185cm £ 5%
SealSAFE is a heavy instrument. Contact a structural engineer before placing the unit (analyze the building structure).
SealSAFE Weight fread carefully):
SealSAFE FULL (all tanks): 200kg * 2 kg (2 tanks of 20L).

SealSAFE EMPTY: 160kg * 2 kg (no tanks inside)
Unit density (when full): 425kg/m”+ 5%.
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2.2. Unpackaging and check list

When unpacking, check that all parts correspond to the packing list included in the shipment. Utmost care must be
made during unpacking of SealSAFE, to avoid any scratch or damage to the external coating. The package includes
the following items:

Qty.1 Exhaust Tube complete (CODE 61377) and q.ty 2 metal clamp (CODE 50051),

¢ Qty.1 Main power cable (CODE 50036 for 230V version),

* Qty.1 barcode reader mounted on its support (to be fixed on the unit, see the chapter 2.4) (CODE 68589A)

Qty.1 bag holder (to be fixed on the unit, see the chapter 2.3),

Qty 1 USB Key with "LogViewer” software included (CODE 61898),
Qty.4 pipes numbered: 1, 2, EXT1 and EXT2,

Qty.2 plastic rings 1-2 (CODE 61076)

Three different sizes of cups for the tanks of the drawer (in total 6 cups)
*  Small size (CODE 61070), diameter 28-33mm

e Medium size (CODE 61085), diameter 32-38mm

*  Big size (CODE 61066), diameter 42-49mm

Qty.2 metal rings (CODE 61677)

Qty.1 alien wrench; see the chapter 3.3.1,
Qty.1 Metallic plate (CODE 68466 to be inserted in the cavity, see the chapter 2.7),
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e Qty.1 Rapid connector with hose suitable for Politainer tanks (CODE 63830) (i necessary) — refer 1o Appendix
F.

s Qty.10 rolis of papers for the printer (if necessary) — refar to Appendix D.1.1 for information on storage (CODE
88331/A for 1 roll),

Qty.1 plastic stylus to work with the touch-screen terminal,

Qty.1 Operator manual in electronic format

Qty. 10 Bag sealer with handle (CODE 68559, refer %o Appendix E) (if necessary)

Qty.1 Operator manual in paper-copy.

.« @ » »

2.2.1. Accessoriss
All accessories are not included in the standard delivery set and must be ordered separately. .
1. Extemal exhaust FORMALIN fumes filter kit (CODE 61550/F)
External exhaust FORMALIN fumes fiter kit includes:
- Metal housing - 1 pc.,
- Fitter - 1 pc.,
- Labels to the filter - 1 pc.,
- Kit of 3 different lengths exhaust tubes complete with metal clamps - 1 pe.
Sees detall information in chapter 4.1.
2. Extemal Self Standing XL exhaust FORMALIN fumes filter kit (CODE 88820);
External Self Standing XL exhaust FORMALIN fumes filter kit includes:
- Metal housing - 1 pc.,
- XL exhaust FORMALIN fumes filter - 2 pcs,
- Labels to the filter - 1 pc.,
- Filter dividing chamber- 1 pc., .
- Exhaust fube compiete with metal clamps - ¢ pc.
See detail information in chapter 4.1,

3. HEPA fiter (CODE 88290); see chapter 4.3.

2.3. How to install the bag holder

At the instaliation time, it's required to install the bags holder on the lateral side of the unit, on the right or on the left,
as you prefer, Below is shown the procedure for the right side of the unit, repeat the sama if you want to install it on the
loft side.

Unscrew the two black knobs from the lateral panel, shown in the image below.
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Position the bag holder and screw in the two knobs.

Finally position the bags to be used first.

2.4. How to install the barcode reader
At the installation time, it's required to install the barcode reader (fixed on Its support) on the lateral side of the unit, on

the right or on the left, as you prefer. Below is shown the procedure for the right side of the unit, repeat the same if you

want to install it on the left side.
Unscrew the two black knobs from the lateral panel, shown in the image below.

Position the barcode reader and its support and screw in the two knobs.
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2.8. Fume extraction system

SealSAFE is vented through the extemal exhaust outiet positioned on the back of the instrument, with a hose dedicated
to the external fume extraction system (if any).

The Milestone SealSAFE system dispenses with formalin and ik must be connected to the fumes
extraction system of the Lahoratory to guarantes a healthy environment.

The external fume extraction system must be properly installed at all imes, according to local
reguiations in force on laboratory safety.

The customer is required to adapt the hose connector. The plastic hose supplied has these characteristics:
Length: 3m £ 5%

External diameter: 66 mm 5%

internal diameter: 83 mm 2 5%

Woeight: 340 g per meter £10%

e & @ o

The external fume extraction system must permit an air flux of at least 30 m¥h (cube meter per
hous).

L] The unit Is equipped with a HEPA fliter, not accessible by the user. This type of filter is used to
filter the vapors coming from the biological specimens.

. The filter should be replaced every 6 months during the Preventive Maintenance action

performed by authorized and trained service personnel.
The management of the HEPA filter is also performed by the software, as explained into the
chapter 3.4.3.
it Is possible to connect an external exhaust fume filter kit. Two types of filters are avaliable.

‘ See chapters 4.1 and 4.2 for more information.

Insert the exhaust tube (CODE 61377) onto the proper outiet (back panel).

Use the matal tube clamp to fix the hose to the exhaust fume pipeline.

Now connect the other side of tube o the fume extractor of the iaboratory.
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If a fume filter kit is installed on the unit, the exhaust tube should be connected to the filter, as described in the following
paragraphs. Refer to the chapter 4.1 for filter type information and on how to replace it. A

2.5.1. How to install the External exhaust FORMALIN fumes filter kit
External exhaust FORMALIN fumes filter kit includes;

Metal housing -1 pc.,
Filter-1 pc.,
Labels to the filter -1 pc..

Kit of 3 different lengths exhaust tubes complete with metal clamps -1 pc.

The CODE of the Filter kit is 61550/F. This kit is an accessory, as explained in the chapter 4.1.

Follow the procedure below to correctly mount the filter.
*  Switch off the unit.

* Remove the pipe connector from the rear side of the SealSAFE unscrewing the four screw that fix it.

Take the filter that you received and connect it with already installed connector and verify that two metal claps
are fixed well.

»  Fixthe bracket of the filter as shown in the picture below in vertical way.

Fix it in vertical way as shown the picture below.
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DO NOT BLOCK THE FILTER OUTPUT.

The sllicon stopper that you find in the kit is NOT USED In SealSAFE configuration.

The SealSAFE unit can work without being connected to a fume extraction system, only if ALL the following conditions
are fulfiled:
= The SealSAFE must be equipped with the External exhaust fumes filter kit CODE 61550/F.
-~ The filter present inside CODE 86492/F must be replaced every 3 months or 1200 cycles of use ** (equivalent
to 300L of 10% formalin), as explained into the chapler 3.4.4.
- The unit is operated and maintained property as described in section 4.1.
. - Presence of air recirculation in the snvironment of the installation compliant with govemment regulations.

**The frequency of the filter replacement is estimated on the basis of standard use of the equipment, considering an
average use of 0.25L of 10% formalin per specimen. Specific environmental factors such as: the pressnce of other
reagents, chemical elements in the laboratory of installation, a prevalent use of big specimens and spills of formalin
into the cavity not immediately cleaned will require more frequent replacement of the fitter cariridge.

if the unit is connected to the extraction system of the laboratory, replace the filter every 8 months. If NOT
connected, replace the filter every 3 months or 1200 cycles of use, as explained above.

to carry out environmental monitoring, nor can It guarantse the abssnce of staff exposure to

chemicals or the removal of personal protactive equipment, as required by government
reguiations of the final country where the unit is installed.

l The use of the fumes filter as specified does not replace the requirement of authorized personnel
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2.8.2. How to install the Extemnal Seif Standing XL exhaust FORMALIN fumes fiiter kit .
Extemnal Self Standing XL exhaust FORMALIN fumes filter kit includes:

Metal housing - 1 pc.,

XL exhaust FORMALIN fumes fiiter - 2pcs,
Labels to the fitler - 1 pc.,

Filter dividing chamber - 1 pc.,
Exhaust tube complete with metal clamps - 1 pc.

The CODE of the Filter kit is 68620. This kit is an acosssory, as explained in the chapter 4.2

At the first Installation insert 2 cartridges and their separator Into the filler following the
instructions and the cormesponding pichures below.

Unscraw the 14 screws from the housing and remove the filter's housing.
Insert the first cartridge.

Insert the separator of two cartridges.

Insert the second cartridge.

Close the housing of the carter and screw carsfully 14 scraws.

hhON

Finally, make sure that the screws on the cover are securely tightened and that there are no air
leaks between the cover and the base.

Follow the procsdure below to correctly mount the filker.
s  Switch off the unit.

¢« Remove the plastic cup from the output of the filter.
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¢ Connect the SealSAFE to the filter through the pipe provided by using the metal clamps.
. ¢+ Verily that two metal ciamps are fixed well and that there are no air leaks.

e Leave empty area below the filter (as ahown in the following picture):

o Position the filter as you prefer by moving the wheels.
This model of filter is stand alone, it should not be connected to the fume extraction system of the laboratory.

The SealSAFE unit can work without being connected to @ fume extraction system, only if the following conditions are
fulfilled:

. -~ The SealSAFE must be aquipped with the External Se¥ Standing XL exhaust FORMALIN fumes fitter kit
CODE 68620.

- The Extemal Seif Standing XL exhaust FORMALIN fumes filter CODE 88645 includes activated charcoal
cartridge (2) and fiiter dividing chamber (1). Two filters present inside CODE 68845 must be replaced every
year or 4000 cycles of use ** (equivalent to 1000L of 10% formalin), as explained into the chapter 3.4.4.

- The unit is operated and maintained properly as described in section 4.2.

- Presence of alr recirculation in the environment of the installation compliant with government regulations.

**The frequency of the filter replacement is estimated on the basis of standard use of the equipment, considering an
average use of 0.25L of 10% formalin per specimen. Specific environmental factors such as: the presence of other
reagents, chemical elements in the laboratory of installation, @ prevalent use of big spacimens and spills of formalin
into the cavity not immediately cleaned will require more frequent replacement of the fiiter cartridge.

I The use of the fumes filter as specified does not replace the requirement of authorized personnel

to carry out environmental monltoring, nor ¢can it guarantee the absence of staff exposure to

chemicals or the removal of personal protective equipment, as required by government
reguiations of the final country where the unit ls installed.
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2.6. Electrical installation of SesiSAFE .
2.6.1. Power supply

Power supply line needs to have a ground connection. Power line protection: 230V£10% version Miniature circuit
braaker curve C, 10A, residual current device: 30mA.

Before connecting the plug to the laboratory’s socket CHECK that the power supply voltage of
the unit matches the power supply line of the laboratory.

Damages occur when wrong power supplies the instrument.

2.8.2. Back skie connection piste

Look at the back side of the unit.
Description;
1) Ethemest/LAN Plug

2) Main power supply .

3) EXT1 outiet externa! fixative source 1

4) EXT2 outiet external fixative source 2

l-"[i-l See also the label of the instrument that provides some important information.
Always communicats the 8.N. of the unit to the Customer Support.

2.7. Final placement

SealSAFE unit can be positioned in its final place of use. When the instrument is positioned, push down the lever
the whaels to lock them.

A Do not push down the lock lever of the drawer's wheel.
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Before moving the instrument, please make sure that aii 4 wheei ievers are unlocked.

H il

Then connect:
« the main power cable into the electrical plug that is located on the back of the unit (see the picture below),

and the plug of main power supply to the socket.

Before turning “ON" the unit, open the drawer and check if the lever to unioad the reagent from
the cavity is in the “CLOSE" position, as shown beiow. if the ieveris in the “OPEN” position, it
wiil not be possible to create vacuum in the cavity.

Then insert the metallic plate into the cavity.

It's required to insert the metallic plate into the cavity in a correct way, as explained below.
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WHAT TO DO; ' 9o
Check the coupling between the screw and the corresponding slot, see the picture below.

SCREW'S 8LOT -
BACK SIDE
METALLIC PLATE

SCREW IN THE
CAVITY

The pictures above refer to the right side of the metallic piate; repeat the same operation in the st side to corractly
position it

Always lsave the metaliic plate positioned in the cavity. kis required to extract the plate before
cleaning and decontaminating the unit, as explained in the chapter 8.

Now you can tum the unit “ON" as explained in the fokowing chapter.

2.8. Safety Switch ON and OFF

The main switch is located on the right lateral side of the control panet, as shown in the figure below. The same switch
must be used to switch the unit off,

Bafore turning ON the unit, make sure that you have followed all the instructions reported above. .

it is now possible to switch the unit on by pressing the main switch, as shown below.

In order to safely switch the device off, move the main switch on the lateral side of the device to the position O. \.
- Device is switched off.
- Disconnect from power supply.
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- Disconnect accessories, if necessary.
. 2.9. Reagents
Complete the set up with reagents, by providing at least one tank of fixative.

if's possible to connect the unit with 4 tanks:
e 2tanks in the drawer with a capacily up to 20L maximum,
e 2 extemal tanks/containers of the desired capacity.

Do not use tanks with a capacity greater than 20L into the drawer.

-U The external tanks should be at the same height level of the unit.
Connect the unit to tanks containing the same type of fixative. Never mix fixatives of different

types.
Refer to the chapter 3.3 to load SealSAFE with reagents.

@
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3. OPERATING SEALSAFE

3.1. Log IN and Log OUT

As a default, when the system is switched on, the LOG IN screen appeatrs.

Press Administrator button, insert the password (issued as a separate document with the Operator Manual) and press
Enter (see figure below).

The Administrator HOME PAGE appears. As default, it shows the main functions (see figure below). In whatever
screen you are, press the Home button to return to the HOME PAGE (see the circle). t

You can customize the HOME PAGE under the USERS settings, choosing between Favorites and Main functions (see
the following paragraph).

SERVICE Log-in is available for authorized personnel only (ADMINISTRATOR can access to a restricted SERVICE
functions. SERVICE has complete access to the unit functionalities).
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3.1.1. Create a new user

Press the Advanced Functions icon from the status bar. Then go into the Settings screen and select Users to create a
NEW USER.

cf

The USERS settings screen appears, as shown below. Click on “Add”, a keyboard appears. Enter the NEW USER
name and press Enter. Inthe example below the name is “lab”.

Now select and configure the parameters of the NEW USER choosing;
* USER CATEGORY: select “User" or “Admin".
« USER PASSWORD; click on the password box, a number pad appears as shown below, enter the password
(max 6 numbers) and confirm.

Qw leMM |

A
1 7 7
4 5 6
7 e 6
mBTTW

E N\ e
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Select the appropriate FUNCTIONS for the new user;
IHV connection
[ | Set'Favourites' as Home Page
Customize processings

[ 1 R™>lace the reagents

[ | ModWy reagent settings

Selecting:
“Set Favorites as Home page" The new user has the Favorites screen as Home page.
“Customize processing”; The user is allowed to create and modify programs.
‘Replace the reagents”; The user is allowed to replace the empty tanks.

“Modify reagent settings™: The user is allowed to set the tanks status (choosing

between empty/fili the tank), open the Reagents list and
modify the reagents details (Ex: name and bottle color).

Pressing the arrow (see figure below, circle) it is possible to choose the appropriate ACCESS LEVEL inthe progr~?
startup. The following window appears:

wwaritliiuiiHM StWiHaiMaoiaies tiiAioit

P © © | ) pBdleerara
Add Delete

Selecting:

Ask password for processing The software recognizes (through a password system) who is performing

procedure some operations during the processing (who starts the program, aborts the
program).

Ask password for reagent The software recognizes (through a password system) who is performing

management procedure some operations during the reagent management (who replaces the empty

tanks, or moves them through the Moving function).

3.2. Set Date and Time

From the Advanced Settings screen, enter into Settings and select Date/time.

In the time setting window, it is possible to set the TIME ZONE, thus activating the AUTOMATIC update of time during
the year.
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After changing this setting, reboot the system.

3.3. How to load SealSAFE with reagents

The SealSAFE reagent drawer hosts 2 tanks. It's possible to use commercial tanks up to 20 liters each and dimensions
(LxHxW) not more than (73,5 x 50,5 x 42) cm.

Two additional reagent fill ports are located on the back side of the unit, these allow for filling from higher capacity
containers (220L).

Before loading reagents, referto the chapters 1.9 and 2.9.
3.3.1. Reagents set up

It is necessary to first set up the unit with reagents before operating the unit

Select the Reagents icon on the STATUS BAR (see the arrow below).

Refer to the table below for reagents icon status;

ICON COLOR MEANING

O Red All tanks are empty
Yellow Only 1tank is full

O Green More than one tank is full

At the installation time the icon is red before the setup of reagents.
When you press the reagents icon, the following screen appears.

Tanks “1” and “2" referto the tanks to be positioned into the drawer, “EXT1"” and “EXT2” refer to the external
connections on the back of the device which enable for filling from large containers (drums or cubes).

fre  ten

To operate the unit, it's required to setup as FULL at least one tank.

For example select the tank number 1 and press "Fill the tank” (circle in figure above).
A message advising that the loading date will be reset to "today” appears; press OK.

The following screen appears. Follow the instructions on the screen.
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HOWTO H8P1ACE THE RCAOEHT

1 larkoxdmi Hii 1

Open the drawer.

There are numbered stickers 1-2 on each pipe position. Each pipe is provided with a RAPID CONNECTOR to simplify
the insertion/extraction. Just press the rapid connector to easily insert/extract any pipes from each tank, as shown
below.

Start the set up from the hose number one, as in the software the tank to be inserted is the number 1.

Press the rapid connector corresponding to the tube number 1, as shown below.

Choose the plastic ring suitable for the reagent to be used in a defined position (in this case number 1) and insert it in
the metallic insert.

Then insert the cap in the metallic insert. There are three types of silicon caps, suitable for tanks holes of 42- 49mm,
32-38mm and 28-33mm diameter respectively.

At the end. insert the METAL RING in the metallic insert. Screw it with the alien wrench (provided with the unit) at
approximately 10cm from the bottom part of the metallic insert.

The image below shows the final configuration.
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The plastic and metal rings and the caps are provided only for the 2 tanks to be inserted in the

drawer.

Insert the tank containing fresh reagent in the correct position (hose number 1 in this case), then insert the rapid
connector In the corresponding position (number 1). N

Always check that you have properly attached the rapid connectors.
In the software, press “Done” twice, as shown below.

HONTONvucs TwMABeKT

MOWTOsm A ce ths rcaoimt

H
eB  aivwrt MiMICNIYH fom

MaBaams i
a. MU wmtt mas (MOT COMTUACRY)

Before pressing “Done” for the second time, it is possible to Insert the reagent lot code, as
shown in the previous picture. This function is not compulsory.

If inserted, it will be possible to see the lot code in the Events log, as shown in the example below.

LUMTUT

MOANTOMT MW ! TM MAMMT .
WP U ARG,

(((

«Il\/laa
n A imﬂﬂﬂ j
2. |IAMrt tlw tank oontamno MoTtaAn <6ﬂ|jﬂ_|ﬂ]\/l‘l/| Mﬁ% Wl

inpodMan 1 T | s i |>>p| u>>>&

; <LK *e jw U | «&AIMLK
a IfMNritih* lol onto (NOT COMPULSORY) LLMM KMiH MMﬂ ._«
««VMM I'I/l>>a>«M' VBVH 4

IT

wwvwwmmblm®
{TrN?MMM5«23| AlAre
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The reagents page is automatically opened and now tank number 1 is FULL. A
You can repeat the same process for the remaining tanks, if available.
The reagents icon becomes "yellow” because there is one tank full. The loading date of the tank is saved.

The loading date is important because the unit will load reagent always from the oldest tank during a "Vacuum+fixative”
program, as explained in the chapter 3.7.

When more than one tank is setup as full, the reagents icon becomes "green”. For example below the icon is "green”
because tanks number 1 and 2 are FULL.

UMY 20n94
In

It's required to insert the same type of reagent in all positions.

By default, the reagent to be inserted is Formalin and its color is white.

If you want to change the name, short name and/or the color of the reagent, press the icon "Reagent”, as shown below
(left figure). The screen shown on the right appears. It possible to modify the corresponding fields "Name", "Short name"
or "Color” by pressing the corresponding field.

RCAOEWT OCTAHS

e jmij o mi

=>

El .

3.3.2. How to replace an empty tank
When atank is empty, follow the instructions reported in the previous paragraph 3.3.1 to set as FULL a new tank.

3.4. Owner Settings

Enter into the Advanced functions by pressing the corresponding icon from the status bar, then select Settings and
Owner. This function is available only through the Service and Administrator accounts.
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(K

I+
o

The OWNER SETTINGS screen appears as shown in the picture below.

3.4.1. General

Select “General" to modify the Institute and Department name where the unit is installed.

e I

3.4.2. Ventilations
Select “Ventilation” to manage the upper (cavity) and lower (drawer) exhaust fume fans, choosing between:

> Always ACTIVE. Both exhaust fans are activated at the switching on of the unit (suggested).
> Always OFF. Both exhaust fans are always off, even during the processing (not suggested).

OFF mode is NOT SUGGESTED.
A loaded with Formalin, the ventilation status must be "Always ACTIVE”.

3.4.3. HEPAI/luer

Select “HEPA Filter” to manage the expiration of the filter.

Below the default limits activated:
m  number of TOTAL (VO+VF) processes to replace HEPA filter: 2000
m  number of MONTHS to replace HEPA filter: 6 months
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Q It is strongly suggested DON'T remove the flags about HEPA filter expiration.

The button “ Replace HEPA filter” should be pressed once at the installation time, to setto zero
CL“ the details about expiration DATE and every time it is replaced.

When the filter is expired and the operator presses the dedicated button to start a program (VO or VF), a message
appears, warning the user that it is required to contact the Service Assistance. This message doesn't block the
and so it is possible to run the program selected.

HPA  wghfeberpkid/ FvfeTitBt

your Service Akw<ar%e«

HEPA filter needs to be replaced. Please contact your Service Assistance.

If you want to activate also a BLOCKING MESSAGE, the Administrator can enable the

Os checkboxes that by default are NOT activated (see below).
N AiMe MU b .
<«VENT taflKtaA r !

Nr.aftaowTH* mraeXXaMErAMar:  js

1 — .ftItM» atMOWtHi MM Meita ada jo [
N «HEAAMariwitaaaatMft

If activated, the following blocking message appears when the operator presses the dedicated button to start a program
(VO or VF).

It » notpossiMa >0 ih«tnibmenn* HEPA
Htd NIt B reqatocd Fimm aonGed yam

Sa«va;« AsMtino*

It is not possible to use the unit because HEPA filter needs to be replaced. Please contact your Service Assistance.
When the user presses OK, the Main menu is displayed and it is not possible to use the unit until the filter is replaced.

3.4.4. FORMALIN filter

Select “FORMALIN Filter" to manage the expiration of the filter.
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Below the default limits activated:

number of TOTAL VF (Vacuum-+Fixative) processes to replace the filter: 1200
number of MONTHS to replace the filter: 3 months

Follow the expiration values reported above if you are using the External exhaust FORMALIN fumes filter kit CODE
61550/F and this filter is STAND ALONE (not connected to the fumes extraction system of the laboratory).

If the External exhaust FORMALIN fumes filter kit CODE 61550/F is connected to the fumes extraction system of the
laboratory, insert the following values at the installation time:

m  Nr. of MONTHS to replace FORMALIN filter: 6 months
and remove all the other flags.

If you are using the External Self Standing XL exhaust FORMALIN fumes filter kit CODE 68620,

insert the following values at the installation time:

Nr. of VF processes to replace FORMALIN filter; 4000
Nr. of MONTHS to replace FORMALIN filter: 12 months

If the Unit is NOT equipped by a FORMALIN filter and it is directly connected to an external aspiration system, remove
the flags to control the expiration of the filter.

The button “Replace FORMALIN filter" should be pressed once at the installation time, to set to zero the details about
expiration DATE and every time the filter is replaced.

Replace FORMALIN filter

When the filter is expired and the operator presses the dedicated button to start a program “Vacuum-+Fixative”, a
message appears, warning the user that it is required to replace the filter. This message doesn't block the unit and so
it is possible to run the program selected. This message doesn't block the unit and so it is possible to run the program
selected.
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FORMALIN «liter to be replaced

FORMALIN filter needs to be replaced

If you want to activate also a BLOCKING MESSAGE, the Administrator can enable the
m checkboxes that by default are NOT activated (see below).

OHr aPARMAMIIRUIMWY  J128:

[3< NewM  f  Mr

1M Keelfiitehwe T Ma*#» <Mt
orr OMMLM f»*t Mliapl«*e

fg"jw» wnrOMTHSiitapinaroOMLIW War js  [*'

» 1 p"~)M afmosrHe M Mail on unt.
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If activated, the following blocking message appears when the operator presses the dedicated button to start a program
“Vacuum+Fixative”.

ite notoombl! tonm ihe jrtt becauM
FORUAUN Star naeOe to be repleced

it is not possible to use the unit because FORMALIN filter needs to be replaced.

When the user presses OK, the Main menu is displayed and it is not possible to use the unit until the filter is replaced.

See the chapters 4.1.2 and 4.2.2 to replace the filters.

It is also possible to control the expiration of the filter by the quantity (Kg) of Formalin loaded, by activating a blocking
and a not-blocking message. By default they are not activated.

ANr.elVf|rrk*1M«<elml*e*rCTMAWM«r: ]1200

N Ni.flfvr prwatMI Sntatopo» nl
(VFCmUAUN «tor M (raptaca”™
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"1 Kg«ribalhni I hl atop iw Mil: g------—-- 1
(tFFOMIALINMMMinpluMi C— '

Q Nr.of MONmMt to raptor* PORMAUN Wtorjs™ J-t-rl\‘ﬂﬂM

[~]1 Nf. bl MONTHS WMatop Un wM: jg"n
« FONUALM «tor «M i«ptoe*S)

3.4.5. Internet connection

Select "Internet connection” to edit and modify the network settings. When you press a numerical field, a number pal
appears; enter the data and press Enter (see the image below).

Data required must be supplied by the Laboratory Network Administrator (Primary WINS not required).
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SealSAFE

For example:
IP Address 192.168.1.200
Subnet Mask 255.255.255.0
Default Gateway add. 192.168.1.1
DNS server address 192.168.1.6

3.4.6. Enables

Select "Enables" to activate:
e the printer, through the button Enable Printer (by default it is already enabled),

« the additional cavity cleaning at the end of a program VO or VF.

NS EaM* Prmitr
(~1 EruiM* Ctoarana Camly Vacuun VO

Q Embl* aaamnfCvnty Vacuum VF

When the checkbox “Enable Printer” is selected, at the end of every process a label containing all the details of the
process is printed (for further information please refer to the chapters 3.6 for the programs “Vacuum Only” and 3.7 and

for the programs “Vacuum+Fixative”).

If you don’t want to use the print function and/or if the paper is not inserted in the printer, it's
required to uncheck this box because the software memorizes all the labels not printed that
m will be printed the first time that the paper will be inserted again. Please refer to the Appendix

D.1 for further information.

Ifthe Printer is NOT active:
* the button Print last run disappears,

the button Print daily report under “Log Book" disappears, that allows you to print the list of all the case IDs of
the programs executed during the selected day.
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The additional cavity cleaning bv default is disabled.

When enabled, at the end of every program (VO or VF depending on which checkbox has been selected in “Owner
Settings - Enables”) after the sealing of the bag, an extra vacuum cycle is automatically executed to clean the air
present in the cavity; then it will be possible to open the cover and to remove the bag.

This process increases the duration of every single program of about 30 seconds.

The additional cavity cleaning, even If enabled, is not automatically executed if:
during a program the button Abort is pressed,
- the vacuum level set in the program is higher than 250mbar, to avoid that the bag inflates.

If the SealSAFE is installed in the Operating Room, it is suggested to activate the procedure (if necessary) only for
programs, if the Unit is installed in the Anatomical Pathology, it is suggested to activate it for both programs, VO ari*”
VF.

3.4.7. Mllewatch
If “Milewatch” is in use in the laboratory, an example of connection is presented below;

3.4.8. Print

Select “Print” to choose the details to be printed on a label at the end of a program. By default all is enabled.

3.4.9. Case ID

Select “Case ID” to enable all the settings related to the Case ID, as:

@ Ermbl* Cm» O (Vacuum
@ EmMM» Cm» O (Vkuvr 4 FiMttw) 'K

[i8pM C»M ID

(AaiMi
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A. “Enable Case ID'

Both checkboxes, one for the VO “Vacuum Only" and one for the VF “Vacuum+Fixatives” programs, allow you to enable
or disable the request to enter a case identifier before running a program.

By default they are both enabled.

ENABLE OR DISABLE CASE ID CHECK ACCORDING TO YOUR INTERNAL LABORATORY
PRACTICE {GOOD LABORATORY PRACTICE, GLP).

B. “Split Case ID"

In some cases the Case ID is composed of multiple fields of data (concatenated) and the individual fields are usually
separated with a special character like

It is possible to use only one of these fields, if required.

By default the checkbox is not selected.

If enabled, it is required to set:
1) Separator character (it is the character that splits groups of information in the Case ID),
2) Field of interest (it is the number of the field that will be considered into the Case ID, it is possible to choose
only one field).

Below an example:
Initial Case ID: 1111:2222
1) Separator character:;
2) Field of interest: 1
Therefore the Case ID becomes: 1111

L]
' ML T-rTVe’triet
B« TTPTREXTFAT
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3.5. Run a program .

After the user log in, the following screen appears.

It's possible to run 2 differant types of programs bysdoﬁnglrueormpmangieoninnnmw
e  Vacuum Only
s Vacuum + Fixative

When selecting Vacuum Only, a pre-set vacuum is applied to the vacuum bag where the specimen has been inserted
{the vacuum level depends on the type of specimen). For details see the chapter 3.6.

When selecting Vacuum + Fixative, a defined quantity of fbative is loaded htoﬁmommmbagdependnyonﬂ’
chosen ratio and then a pre-set vacuum is applied. For details ses the chapter 3.7.

tn addition you can press the icon Favorites where the favorite programs can be saved (refer to the chapter 3.11 to
create Favorite programs). From this page it's possible fo directly run a program by selecting the comesponding icon.

|

=B
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. 3.6. Vacuum Only program

A program “Vacuum Only” can be used in 2 different cases:
1. Atthe end of e surgical operation, to put under vacuum a fresh specimen before being sent to the Anatomic

Pathology.
2. In Anatomic Pathology, to put under vacuum a apecimen to be preservad in stock (this specimen must be well
fixed).

When running this program after an organ sxcision, remove the excess of blood (or any other
organic fuld) with a medical cloth. This avoids any putrefactive effect caused by the
blood/organic fluld stagnation.

There are two ways of oparation to correctly insert a specimen into a bag:

1. if two operaiors are avaliable: one can keep the bag opened and the second one can insert the specimen
without making dirty the extemnal and intemnal upper part of a bag.

2. (fooly one operator is available: before inserting a specimen into a bag, reverse the upper part (as shown in
. the picture below) in a way 1o do not make dirty the extemal and intemal upper part of a bag.

Follow the instructions below to run a "Vacuum Only” program.

Before running the program, it is strongly required to clean the upper intemal of sealing
surfaces of the bag using dry paper, if dirty (blood, fat, tissue components, stc.).
and Only the upper part shoukl be cleaned {see figure 1 and 2).

o Press the icon Vacuum only from the main menu and a keyboard named "BAG ID" appears, as shown below.
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The barcode data is automatically entered into the system after being scanned, as shown below. The code
of the bag is positioned on its lower side, as shown in the figure below. Below the label containing the barcode
of the bag is shown in detail; on the top there is the bag type and below the barcode.

When the barcode is correctly read, the reader emits a confirmation sound.

If the function "enable Case ID" is active (refer to the chapter 3.4), when the bag ID (barcode) is read,
automatically another keyboard appears, named "Case ID”. Scan the ID of the patient as shown below, or
enter it manually by the keyboard and press “Enter”.

T7-5"TTTI'TWTTW
g'we r*Ty u*To
fe» ‘5"B"3™T* q' h i
?2T*" v'B'ft m

The maximum number of characters allowed for CASE IDs is 70.
The CASE ID can contain the following characters:
0 a « numbers: 0123456789
- uppercase letters: ABCDEFGHIJKLMNOPQRSTUVWXYZ
« lowercase letters: abcdefghijkimnopqgrstuvwxyz
- symbols: #$%&s{)+,-;=@ D
* space.
It is not possible to use characters other than those indicated.
The SealSAFE keyboard does notcontain:" "~ []' {}

If you enter the barcode of the bag and/or of the patient by the barcode reader (not manually) you don't have to press
any button on the screen but the code is automatically read and included in the details of the program.

The following screen appears, showing the Bag ID previously scanned, the Case ID (if present) and the default vacuum
protocols P1-P4.

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



SealSAFE MMO095 - Operator Manual

VACUUM ONly

e*«<0 40ei1272»70eS95E
C...10 TII7644EOCHHI9I7(6

P2 P3 P4

Additional information shown in the screen is the weight measured in the cavity; it should be zero because the bag has
not been inserted yet.

When the Bag O is scanned, automatically a TARE of the weight measured into the cavity is
performed.

In case it is necessary to perform the TARE again, it is possible to press the button TARE
before inserting the bag into the cavity and then choosing the program of interest

Insert the bag into the cavity. The vacuum bag with the specimen must be placed with the open side directed
toward the operator.

The plastic bag must be placed with the metallic sealing bar between the two white lines (see
picture below).

Always position the topmost lines on the bag over the sealing bar.

The base of the bag should rest on the base of the metallic scale; if not, it's required to use the movable metallic tool

to keep the base of the bag in position and so as to prevent it from slipping downwards. See the image below. When
you don't use it leave it flat on the metallic slope.

Metallic tool is UP to
support the base of the
bag.
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When the bag has been correctly positioned (with the metallic sealing bar between the two white lines), lo w jI*
the two magnetic sidebars that help to keep the bag correctly positioned.

Above it's shown the procedure to lower the sidebar on the left side of the cavity, repeat the same on the right
one. 1]

In the picture below you can see an example of a bag correctly positioned.

It's very important to lower the magnetic sidebars before running a process to keep the bag
in position and seal it correctly.

Now you can read the weight of the specimen before starting the vacuum program. For example below ts
shown a weight of 180g.

VACUUM ONLY-

«4) ni7(44CDCHHItIftC
MMM NIVME.' EROE

f? f? f?2' ™

Choose the proper vacuum program from P1 to P4.
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The right program selection must be done according to the type of specimen.

Under the icons P1-P4 there is the button T (as indicated by the arrow below); if pressed, the list of all the types of
specimens to be used for each vacuum program is shown.

Press the Icon “i” and follow the indications to choose the vacuum program according to the
type of specimen that you have ONLY if it is fresh. If the specimen is already fixed and you

want to put it under vacuum for archive, it is strongiy suggested to use the program P3 for
ALL types of specimens.

VACUUM ONLY
e QA2mMIVE
G TIRKOpHHEC

M 8 HIMA v an
N\ N\ N\

Tf

When the specimens are FRESH, you can also referto the Vacuum Only Selection Guidelines
to choose the propervacuum program (Appendix B).
m It contains the same information that you get by pressing the info icon.

If you want to run a “Vacuum Only" program of a bag containing a specimen Immersed in
fixative, do not use the P1 program.

If you want to run a “Vacuum Only” program to put under vacuum a specimen for archive, do
not use the P1 program. It is strongly suggested to use the program P3 for ALL types of
specimens, as explained above.

The programs P1-P4 differ only in vacuum level; P1 applies the highest level of vacuum and P4 the lowest.
*  When you select the vacuum program (for example P1) the following screen appears.

VACUUM ONLY

Clgm and &> <« X

In the lower part of the screen appears the message “Close cover and keep pressed for few seconds” that indicates
the operator to close the lid and hold it for a few seconds to facilitate the creation of vacuum in the chamber.
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Now the operator has to manually close the cover and to keep it pressed for few seconds, as shown belovff
When the cover is closed, the vacuum pump will start creating vacuum inside the chamber.

It's very important to keep the cover pressed for few seconds when the vacuum pump starts
(figure above).

VACUUM ONLY

KCEI PftESMO tME COVER

The vacuum progression in the chamber is shown on the control panel display under "Sealing time left".

While the vacuum process is running, if you press Abort (see the arrow in figure above), the program will be immediately
stopped and the cover will be able to be opened.

While the vacuum process is running, if you press Stop & Seal (see the arrow in figure above), the program will be
immediately stopped, the plastic bag will be sealed and the cover will be able to be opened.

When the desired vacuum level is achieved, the vacuum bag is automatically sealed.

On completion of the sealing procedure, an audible notice sounds and a message advises the user that is
possible to open the cover.
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. e Automatically a labe! showing the process data is printed (f the printer is activated, refer to the chapter 3.4).

if @ CASE ID has a number of characters >14, it will be automatically printed vertically,
[ If]  otherwies it wil be printed horizontany.

It is possible to chocee the details to be printed, as explained in the chapter 3.4.

The data printed are (if enabled):
PROCESSING (Name of the program)
Case ID

Bag ID

Category "VACUUM ONLY")
Specimen weight (g)

VVVVVVYVYY

i
3
:
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] BEFORE EXTRACTING THE BAG FROM THE CAVITY, IT IS REQUIRED TO VERIFY THAT: .

« The vacuum bag should not have moved.

¢  Visually check the seal: it must be homogeneous and straight,
The two sealing lines must be parallel and complete.

in this piciure tha detsils of good .
sealing lines are highlightad with
yellow arrows.

+ Before removing the bag from the cavity, gently force along the sealing length %0 check if comecily sesled.
This is required to verify that the sealing is uniform all along the sesling surface of the bag, by applying a slight
tension by hand over the seal.

Wait almost 15 seconds after the sealing bafore testing the sealing quality (see figures A, B and C).
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At the e of a sealing program, it is strongly suggested to remove the Milestone vacuum bags
keeping the ssaled part in the raised vertical position and not to invert the bag.

. CORRECTIVE ACTION WHEN SEALING A VACUUM BAG FAILS:

1. Carefully remove the bag from the cavity of the unit, keeping the partial or unsealed part of the bag in the
raised vertical position (see figure below).

2. Fully reopen the bag with scissors.
3. To now reseal the open bag clean the upper intamal surfaces of the bag, as described above.
4, Run again the SAME vacuum program.

¢  Tear off the label using the jagged edge.
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Remove the protective film on the back of the label, as shown below. There is a cutting line in the centre of
the film that should facilitate its removal, so it is suggested to remove first one part of the film, then the second

one.

Attach the label to the bag.

Do not attach the label on the top edge of the bag because it may need to be opened and

|:|S sealed again. In total it's possible to open the bag and seal it up to 4 times (maximum).
Please refer on Appendix Dto have more information regarding the printer.

It is required to leave bags and labels away from direct sunlight.

Da When working with Ethanol based fixatives, it is required to not attach the label to the bag
because it may discolor if in contactwith that kind of fixative. Please in this case don’t remove

the protective film and insert the label Into the plastic pocket of the bag.

If you need to print the label more times, you can press the icon “Print the last process” on the main menu.
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e Now the operator can annotate the patient data, by writing on the label of the bag (if desired).

e When running this program at the end of a surgical operation, the operator requesting the histological
axamination will fill the “Requisition Form™. This document needs to be placed in the extemal pocket on the
loft of the labsl where the first annotation is written. At this point, the operator can seal the requisition form in
order to avoid any accidental separation from the specimen.

When running this program at the end of a surgical opersation, the plastic bag contalning a
fresh specimen needs to be placed into an appropriate refrigerator under controlied
temperature conditions (at 4°C).
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3.7. Vacuum + Fixative program

Apn:gamVamn+Fluﬁvembomdin2Mmu

At the end of a surgical operation, to put under vacuum a fresh specimen with a desired quaniity of fixative
before being sent to Anatomic Pethology (when they don't want to receive fresh spacimens),

in the Anatomic Pathology, to put under vacuum a specimen with a desired quantity of fxative to run, for
example, the ovemight fixation into the bag.

m Please Refer to the Appendix A for the Vacuum+Fixative guidelines.

Follow the instructions below to run a Vacuum+Fixative program.

Before running the program, it is strongly required to clean the upper internal of sealing
i surfaces of the bag using dry paper, if dirty {blood, fat, issue components, etc.).
Only the upper part should be cleaned (see figure 1 and 2).

Press the icon Vacuum+Fixative from the main menu and a keyboard named "BAG |D" appears, as shown

below.
®

* The barcode data is aulomatically entered into the system after being scanned, as shown below. The code
of the bag is positioned on its lower side, as shown in the figure balow. Below the label containing the barcode
of the bag is shown in detail: on the top there is the bag type and below the barcode.
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When the barcode is correctly read, the reader emits a confirmation sound.

If the function “Enable Case ID" is active (refer to the chapter 3.4), when the bag ID is read, automatically

another keyboard appears, named “Case ID”. Scan the ID of the patient as shown below, or enter it manually
by the keyboard and press “Enter”.

M1 2 3 45 tr7 89
W 1l we'f I 0 p'
-a VTrTy
m'K ‘% e

The maximum number of characters allowed for CASE IDs is 70.
Da The CASE ID can contain the following characters:

e numbers: 0123456789

- uppercase letters: ABCDEFGHIJKLMNOPQRSTUVWXYZ

- lowercase letters: abcdefghijkimnopqrstuvwxyz

-symbols: #$%& ()+,-,.=@ QV O

- space.

It Is not possible to use characters other than those indicated.

The SealSAFE keyboard does notcontain:"+ ;2 []' {} ~

If you enter the barcode of the bag and/or of the patient by the barcode reader (not manually) you don't have to press
any button on the screen but the code is automatically read and included in the details of the program.

The following screen appears, showing the Bag ID previously scanned, the Case ID (if present) and the default

vacuum protocols. The default ratios “weight of specimen: weight of fixative" are: “1:1", “1:2", “1:2.5" and “1.3",
as shown below.
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VACUUM*FIXATIVE

3LU12753628LLA
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1:1 1:2 21 1:3
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]f you want to apply a different ratio, you can customize a default program under “Programs” function, as
explained into the chapter 3.10.

should be validated.

When the Bag ID is scanned, automatically a TARE of the weight measured into the cavity is
performed.

In case it is necessary to perform the TARE again, it is possible to press the button TARE
before inserting the bag into the cavity and then choosing the program of interest

|:|a Milestone s.r.l does not suggest any ratio. An internal protocol in the laboratory/Institute

Insert the bag into the cavity. The vacuum bag with the specimen must be placed with the open side directed
toward the operator.

organic fluid) with a medical cloth. This avoids any putrefactive effect caused by the
blood/organic fluid stagnation.

Before running a Vacuum + Fixative program in Anatomical pathology, it's required to grossly
dissect large organs and to open natural cavities for proper flxative penetration.

The plastic bag must be placed with the metallic sealing bar between the two white lines (see
picture below).

Always position the topmost lines on the bag over the sealing bar.

|:|a When running the program after an organ excision, remove the excess of blood (or any other

The base of the bag should rest on the base of the metallic scale; if not, it's required to use the movable metallic tool
to keep the base of the bag in position and so as to prevent it from slipping downwards. See the image below. When
you don't use it leave it flat on the metallic slope.
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Metaliic tool is UP to
support the base of the
beg.

¢ When the bag has been comectly positioned (with the mstallic sealing bar between the two white lines), lower
the two magnetic sidebara that help to kesp the bag comectly positioned.

=%

lnwmmmunmmmmdaﬁ&«mmm.

I's very important to lower the magnetic sidebars before running a process to keep the bag
In position and seal it correctly.
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Now you can read the weight of the specimen before starting the vacuum program. A
Select the Vacuum+Fixative program depending on the desired ratio "weight of specimen ;weight of fixative'
for example “1:2'. The following screen appears.

M
VACUUM ¢ FIXATIVE
02 02<

(@)

SpcoMn/TiM k** weight '«be

Arm miecfeon

In the lower part of the screen appears the message 'Arm injection nozzle".
Now the operator can insert the injection nozzle into the bag by rotating 90" clockwise until it stops and locks
into position.

Check again that the open side of the bag is positioned on the sealing bar and make sure that the edge of the
bag protrudes approximately 1 cm, as shown below.

Position the upper & lower sides of the bag over the sealing bar and insert your hand inside the bag to flatten
the material under the nozzle against the metallic slope. It is very important that the 2 sides of the bags
are not attached to each other and that the lower side Is flat
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Now the operator has to manually close the cover and keep it pressed for few seconds until the software
progress bar begins, this will ensure that vacuum is correctly produced in the chamber.

In the example reported in this chapter, the ratio “1\T is selected and it means that if the weight of specimen is 460g,
the unit will load into the bag 9209 of fixative.

By default each type of bag has a minimum and maximum limit that controls the filling of reagent;

1. MINIMUM LIMIT: it is the minimum quantity of fixative that will be loaded into the bag, even if the real quantity
of fixative to be loaded should be LOWER (if calculated on the base of the weight of the specimen and the
selected ratio); this value avoids cases when the specimen is too small for the type of bag used.

2. MAXIMUM LIMIT; Itis the maximum weight allowed into the bag (fixative weight * specimens weight), even if
the real quantity of fixative to be loaded should be HIGHER (calculated on the base of the weight of the
specimen and the selected ratio); this value avoids cases when the fixative to be loaded is too high for the
volume of the bag and it may leak out from the bag.

The MINIMUM and the MAXIMUM limit values depend on the type of bag; before running a program when the user
scans the BAG ID of the bag, the software will identify which is the type of bag in use and by consequence its limits.

If the weight of the reagent to be loaded is less than the MINIMUM quantity established for the bag in use, a message
appears advising the user that the minimum quantity will be loaded.

Press “OK" to continue. Inthe figure below the value YOz’ is only an example because the minimum quantity depends

on the size of the bag.
Tn* (eMS* «rgam (Stie loftdM « 79
Minwnxn rtuinit)

PiuM Oh to conanu»

The fixative weight declared does not include to quantity of liquid (more or less 60g) loaded
into the bag at the end of a procedure, when the fluid injector is cleaned before going out of
the bag.

If the sum between the weight of the fixative to be loaded (depending on the ratio chosen) and the weight of the
specimen is higher than the MAXIMUM limit defined for the bag, a message warns the user that it is not possible to
reach the selected ratio. The new ratio is shown. Press “Yes” to continue or “No" to abort the program. Below an
example.
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In the table below there are the MINIMUM and MAXIMUM limits for all types of bags;

DESCRIPTION MINIMUM LIMIT MAXIMUM LIMIT
(Fixative weight) (Fixative weight  Specimen

weight)

Vacuum bags SU LARGE 1509 30009

Vacuum bags SU SMALL 40 g 300 g

Vacuum bags EXTRA LARGE 150¢g 3000 g >

Vacuum bags LARGE 100 g 200049

Vacuum bags MEDIUM 40 g 150 g

Vacuum bags SMALL 40 g 4049

For Vacuum bags SMALL, weight of the fixative (minimum limit) and weight of the fixative + specimen
weight (maximum limit) are equal, since the biological sample (biopsy) placed in this bag has a small weight
- a few milligrams.

Allowed deviation range for weighing + 10 g.

If the weight of the reagent to be loaded is higher than the MAXIMUM quantity established for
Da the bag in use and the maximum ratio that is possible to reach is less than 1:0.2, a message
appears advising the user that the specimen is too heavy and that it’s not possible to continue.

Sp»:men too N«evv.it»> notpctsU * tc 'll; lh«

hag

In the 2 cases above, it's required to manage the specimen in a different way;
> Use a bigger bag (If available) or
> Split the specimen into 2 bags or
> Insert the specimen in an external plastic container to execute the fixation.

When the cover is closed, the vacuum pump will start creating vacuum inside the chamber.
The vacuum progression in the chamber is shown on the control panel display under “Sealing time left".

It's very important to keep the cover pressed for few seconds when the vacuum pump starts
(see below).

[1a
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\Miat happens during a “Vacuum + Fixative” program, when the cavity is closed:
o Afixed level of vacuum is applied, that is necessaty to load the reagent into the bag.

0 After a few seconds the vacuum pump stops, some air is pumped into the bag to open it a bit and then the
reagent is loaded into the bag.

o During the loading step, the “Sealing time left” bar disappears and the Fixative weight and the message
“Loading reagent, do not open the cover" are shown.

VACUUM * nxATive

ntM
tUmple 460 o rnwitn* «Mtght 3t0 g

i«iigenl. <ta not open Nee cew«r

The loading stops when the desired RATIO “weight of specimen ; weight of fixative” is achieved (in the
example below the specimen weight is 460g, the ratio is 1:2 and so the loading stops when the fixative weight
is 9209).

For a few seconds the fluid injector sprinkles the remaining reagent into the bag.

Then it comes back automatically to the initial position (out of the bag).

Now the vacuum pump restarts to reach a fixed level of vacuum.

VACUUMe nXATWE

uMM entfMisM
me lfil 4409 >—>xmmgM WO g

While the vacuum process is running, if you press Abort (see the arrow in figure above), the program will be immediately
stopped and the cover will be able to be opened.

If you press “Stop & Seal” (see the arrow in figure above), the program will be immediately stopped, the plastic bag will
be sealed and the cover will be able to be opened.

Finally the bag is automatically sealed.

On completion of the sealing procedure, an audible notice sounds and a message advises the user that it's
possible to open the cover.

Automatically a label showing the process data is printed (if the printer is activated).
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if a CASE ID has a number of characters >14, it will be automatically printed vertically,
otherwise It will be printed horizontally.

It is possible to choose the detalls to be printed, as explained in the chapter 3.4.

The data printed are (if enabled):

PROCESSING

Case ID 9
Bag ID

Category ("VACUUM+FIXATIVE")

Specimen weight (g)

Fixative weight ()

Spec/Fix ratio (Specimen weight / Fixative weight ratio. If the selected ratio cannot be reached bacausa of the
MIN or the MAX limits, the “Set ratio” and the “Effective ratic” will be shown)

Reagent

User

Date

Time

Qutcome

YVVVVVVY

VVYVvVvVvVvy

Open the cover.

BEFORE EXTRACTING THE BAG FROM THE CAVITY, IT IS REQUIRED TO VERIFY THAT:

= The vacuum bag should not havae moved. .
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¢  Visually check the seal: it must be homogeneous and straight.
The two sealing lines must be parallel and complete.

In this picture the delails of good
sealing fines ars highlighted
yellow afrows.

s Before removing the bag from the cavity, gently force along the sealing iength 10 check if comectly sealed,
This is required to verify that the sealing is uniform all along the sealing surface of the bag, by applying a slight
tension by hand over the seal.

Wait almost 15 seconds after the sealing before testing the sealing quality (see figures A, B and C).
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%

Figure A

Atthe end of asealing program, it is strongly suggested to remove the Milestone vacuum bags
keeping the sealed part in the raised vertical position and not to invert the bag.

CORRECTIVE ACTION WHEN SEALING A VACUUM BAG FAILS:

1. Carefully remove the bag from the cavity of the unit, keeping the partial or unsealed part of the bag in the
raised vertical position (see figure below).
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2. Fully reopen the bag with scissors.

3. To now reseal the open bag clean the upper internal surfaces ofthe bag, as described above. Program to be
used; P3 program (Vacuum Only). See the chapter 3.6 to get instructions on how to run a “Vacuum Only"
program.

« Tear off the label using the jagged edge.

* Remove the protective film on the back of the label, as shown below. There is a cutting line in the centre of
the film that should facilitate its removal, so it is suggested to remove first one part of the film, then the second

one.

Attach the label to the bag.

Do not attach the label on the top edge of the bag because it may need to be opened and
] B sealed again. In total it's possible to open the bag and seal it up to 4 times (maximum).
Please refer on Appendix Dto have more information regarding the printer.

It is required to leave bags and labels away from direct sunlight

Ca When working with ethanol based fixatives, it is required to not attach the label to the bag
because It may discolor if in contactwith that kind of fixative. Please in this case don’t remove
the protective film and insert the label into the plastic pocket of the bag.
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If you need to print the label more times, you can press the icon Trint the last process" on the main menu.

The first time that the fixative is loaded in the vacuum bag, please select the labels of the Globally Harmonized System
(GHS) pictograms that refer to chemical risks for formalin use and apply them on the Vacuum bag itself.
They will be helpful to apply the Safety & Health procedures when using "xative.

You can find the labels of the pictograms inside the Vacuum bag box and each box contains 200 vacuum bags
enveloped in packs of 50 pcs.

Each pack of 50 vacuum bags contains;

* A cover letter about the pictograms.
« 5 sheets of labels, each one contains the labels for 10 bags. M

Do NOT apply the pictogram labels on the top edge of the bag, as this may be opened and re-sealed several times (up

to 4).
Depending on the type of fixative used, apply on each bag the pictograms present on the Safety Data Sheet SDS
provided by your supplier. A

Apply the labels of the pictograms only the first time that the fixative is loaded in the vacuum bag.

3.7.1. Reagent management during a “Vacuum * Fixative” program

The reagent is always loaded from the oldest tank (In the reagent page when a tank is set as full, the loading date is
saved, as explained in the chapter 3.3.1).

During a process, if a tank becomes empty before the completion of the loading step, the unit will try to load reagent
for 30 seconds. On completion of this time, if the loading is not completed and the fixative weight doesn’t increase for
30 seconds, the loading tank is set automatically as empty and:

« if another full tank exists, the instrument starts automatically to load reagent from this tank to complete the a
loading step,
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if all tanka are empty, an audio alarm and a message appear warning the user that it is possible to enter in
y the reagents page, set up minimum one tank as FULL and then the loading step will be automatically
completed by the unit. See the message below.

Mtarrtwn cfrC'4
friern Peegenfi erreenerKIH (Hyen oa*
'

to

Press "Yes" to enter directly to the Reagent screen. Set up as FULL at least one tank (as explained in the chapter

3.3). Then press the arrow (circle below) to exit from the reagent screen and the loading procedure will restart
immediately.

3.7.2. How to use a vacuum bag more times for the same specimen

If you have a SealSAFE next to the operating room and in Anatomic Pathology, the SAME bag for the SAME specimen
can be used up to the storage.

The software allows for sealing each bag up to 4 times.
Below is reported an example on how to use a bag for the all life of a specimen:

* Next to the Surgery room, the vacuum bag can be sealed the first time by a program "Vacuum only” if a
SealSAFE is present; in this way the specimen arrives to the pathology lab in fresh conditions.

Then in Anatomic Pathology, if a SealSAFE is present, the same bag can be opened and sealed again by a
program “Vacuum-+Fixative”; in this way the overnight fixation of the specimen can be executed (as you can
see in the picture the bag filled by fixative is stand up).
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+ Finally the bag can be emplied of fixative before the extraction of the specimen.
See below how to emply the fixative before opening the bag. First cut only a lateral side of the bag to emply
the fixative and then open completely the bag.

| e

i Waste reagent should be dispossd in compliance with the local reguiations.

Then the specimen can be extracted from the bag and some biopsies are taken fo be processed.

The remaining part of the specimen (not to be processed) can be sealad for the third time for tha archive,
without formalin (by a program “Vacuum Only) or with new fixative (by a program “Vacuum+Fixative") if the
fixation is not sure.

In the image below the archive without formalin.

P

[:[ﬂ if the fixation is not sure, it’s required to archive specimens with formalin,

The top edge of the bags stand up contains helpful indications for areas to seal and cut. This process can occur up to
three times for seakng and twice for culting. See below.
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First ot

Seoond sealing

Third sesiing

As shown in figure above, the cutting lines are dashed.

YACUUM BAG SU LARGE:
When the bag has been sesied and cut 2 times, before inserting the bag in the cavity to seal it for the third time, it's

raquired to use the tool of the metal piate to kesp the bag in position. Ses beiow. On the metal plate there are numbered
pasitions etched on the metal plate: you havs to set the tool at the position number 6.

it's important fo use the bar of the metallic piate to keep the bag correctly positionsd over the sealing bar
because it's shorter after two cuts.

For the first and second saaling, do not use the bar: lsave it fiat on the matallic piats, as shown below.

YACUUM BAG SU SMALL:

When using the STAND UP vacuum bag small size i's always required to use the 0ol of the metal plate to keep the
bag in position. See below.
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You have to set the tool at the position number 5 before running the first sealing, at the position number 4 at the second
sealing and at the position number 3 at the third sealing.

When using other types of bags (the not stand up), it's required to check their size before running a program and to
evaluate if the metallic tool is necessary.

3.8. Power failure during a program

In case of povter failure, both in “Yacuum Only” VO and in “Vacuum+Fixative" VF programs, the SealSAFE
automatically sv/itches off and the vacuum stays in the cavity.

When the power supply comes back on after a power failure, the system automatically switches on again, the remaining
vacuum is released from the cavity and the cover can be opened.

If the power failure happened before the sealing of the bag, please follow the instructions below:
“VYacuum Only" program: in case this type of program was performed during the power failure, repeat this
program again when the power comes back on.
- “Vacuum+Fixative" orooram: in case this type of program was performed during the power failure and some
formalin has been loaded into the bag, when the power comes back on, empty the liquid in a dedicated place
and repeat the same program.

3.9. Retrieving saved processing results

Enter into the “Advanced functions” by pressing the corresponding icon from the status bar, then select Log Book, a *
shown below.

od»

I v—m
| ’6S
it*. w mm
idlir

Choose Saved runs. The following screen appears showing all the SAVED PROCESSING FILES on the left, sorted by
DATE. The dates are automatically created by the software.
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Select one date (in the example below "19-Nov-2015") and the process(es) saved that day will appear on the right. File
name is determined by the time when the program finishes and it is followed by “VO" if the process category is “Vacuum
Only", with "VF" if It is a “Vacuum + Fixative".

Click on the file name to see the details and press “Open" to visualize the graphs of the highlighted file (figure below,
yellow arrow).

w
MOMACOVF
<w Mga
Mava /M>» niddm
m'S|
0o = (~ QMB iMm

Press the arrow to go back to the Saved processing screen.

The DATA reported for a “Vacuum Only” program are (as shown in the right figure above):
Run name: it's the vacuum protocol used (P1-P4)
Category
User
Start date and time
Specimen weight
Outcome: completed with success, aborted or stopped and sealed
Bag ID
Case ID (if present)

V2en running a “Vacuum-t-Fixative" program, the DATA reported are the same of those shown above for a Vacuum
Only program, but in addition you will get in the same page the following information:

*  Fixative weight

e Specimen/Fixative Ratio

* Reagent

e Tanks

FocaHv weight: 640 g
Specimen/Fixative rabo: 1:1
Reagent: Formalin
Tanks: 1

For safety, every different type of bag has a minimum and a maximum fixative weight to be loaded (as explained in the
chapter 3.7); for this reason when the ratio applied is higher or lower than the set ratio (to respect the minimum and the
maximum bag limits), you will get also the information of the “Effective ratio”, as shown below.

In the example reported above, the specimen weight is 50g and the desired ratio is 1:1. The bag type used requires a
minimum quantity of fixative of 150g to be sure to cover the specimen, for that the fixative weight is higher that I00g
and the Effective ratio applied is 1:3.
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3.9.1. How to delete a saved processing

Select a Process and press “Delete” to delete ONLY the process highlighted (left figure).
Select a Date and press “Delete” to delete all the processes saved that day (right figure).

ULEVHEUTM

Alternatively press “Delete AH' if you want to delete ALL the programs stored on SealSAFE.
Press the arrow to return to the main menu. (

3.9.2. Export processing data from the terminal

SealSAFE provides the documentation necessary for the report activity of the laboratory. It is possible to export t*
data related to the executed programs and a document that includes the events log with all the information ofthe cas,

Insert the USB memory stick into its slots: two USB PORTS are located on the lateral sides of the Touch Control
Terminal, one on the right and one on the left (see the picture below).

From "Log book” select “Events log".

This function is available only for Administrator and Service.

The following screen appears, press “Export to USB” to export the complete events log (the list of the recorded events)
of the SealSAFE.

This button is available only when a USB key is inserted into the Unit.
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From “Log book' select “Saved runs”. The following screen appears. Select a date or a single process and press
“Export* to export that date or process dates to the USB. Alternatively select “Export all” to export all the dates present
Inthe SealSAFE.

The exported data will be automatically inserted in a folder named by the name of SealSAFE instrument followed by
its serial number, as shown in the example below. In this folder there are the list of the events
“LogEvents.sealsafe.s3db” and the folder “Saved” containing the executed programs.

& " Swad
$MM8(ILLIO A Lo'vontsACds«ies3db

In the folder “Saved” there are some subfolders that order the saved runs by date; in each folder named by the saving
date there are the runs executed in every single day that include the saving time in their name.

X 2015-I-U O 1_S7_VF.sealsafejcmUip
X 2015-12-07 iJ1 12J14.VO.sealsafejcmlIXp

If you want to look at the Events log and the data of the executed runs on the PC, please use the program LogViewer
provided with the unit, following the instructions below.
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3.9.3. Install and operate with the LogViewer i

The USB key provided with the unit contains the LogViewer folder. Double click on the “SetupLogViewer.exe” icon to
install the program.

Press “Next” In the following screens.

IaU_U’ i»IHi U
W tfcix Mth« Setup e <ﬂU|GIO
«BAANME* r eNVMubs Viesiv
{mesAlBEVk«db F«dVB. M»mB
t=>
wewlkle #be**m«ee
b6 id
*ml o S 1%ee'B
XMeHiftww UM

C*ST3

Then the following screen is opened. Selectthe checkbox “Create a dekstop icon”, as shown below. Then press “Next”

)Setup* Logl)elwer
The checkbox “Associate s3db extension” is selected by default and It is suggestto don't
a modify this setting. In this way it will be also possible to open automatically the Events log

by the LogViewer program, when exported.

Finally press “Install” to complete the installation.
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The LogViewer software is now ready to work.

Microsoft. NET Framework 4.0 is a prerequisite to this application, the setup will install it if not present on your PC.
Christal Report Runtime is a prerequisite to this application the setup will install it if not present on your PC.

Plug the USB key on the SealSAFE where all processes are stored and export them on the key, as described in chapter
3.9.2.

Open the LogViewer software (go to “Start Menu\All programs\Milestone srl\Milestone LogViewer" or click on the
“LogViewer" icon created on your desktop).

Plug the USB key in your PC and “Open" a process by clicking on the relative icon (green circle).

Select the folder automatically created after the exportation of the data from SealSAFE to the USB key, as shown
below.

If you want to see the saved runs, press “Saved”, otherwise press “LogEvents.selasafe.s3db" to see the events log.

I dk IQypb LIV
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The “Saved" folder contains the subfolders that organize the saved runs by executing date: each subfolder contaii®”
the saved runs including the saving time in their name.

Ji 65U 12 O- J | WI52.VF.5a«fHresnjip
N 2BU2«}

Press twice over the run of interest and the data about the run will be displayed, as shown in the example below.

M-i -4 ~ e iMeraMVArs
Unan» SMISAFE
Softmra V«ntsr 81
SartelnunMr 12518002
Proew iinQranw PI
VACUUMONLY

Umt AdmM
San daw 201S/12«e,U 11:01

EMa 04,
8px winght F'.” fm e
Bl D 387912K3QB372A
Begat» 8«NaUnd>ng.LARQE

Press twice on the “LogEvents.seiasafe.s3db” to open the file, as shown below.

h. S«rtd

LogViewer Version - 16.12, the safety class in accordance with the standard IEC 62304-2006: Class A: No injury or
damage to health is possible.

Since the installed software is only the controlling software/ firmware of the equipment. No damage or injury is possible.
There is no likelihood of causing harm by destruction. Software makes no clinical decisions.
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3.10. How to modify a program

This function does NOT create a NEW PROGRAM. It is necessary to choose the default
m program that most fits your requirements, make a copy and modify Its details.

Before making any modifications to a program, please contact our Application Department at
application@ milestonemedsrl.com.

Enter into the Advanced functions by pressing the corresponding icon from the status bar, then select "Programs”, as
sho\Am below.

The following screen appears, listing all the existing programs: default protocols as well as protocols created by the

user (if any). On the left part of the screen there are VACUUM ONLY programs, on the right there are
VACUUM+FIXATIVE programs.

ttBtafpongiMW
VWS IIVC

To modify a Default protocol, select it and press "Copy” button (figure above, arrow), re-name the program and modify
the fields.

Modification of a user's protocol does NOT require copying it before making the changes required.

The "Modify "and "Delete” buttons are made available only for already copied protocols.
For safety reasons, the factory pre-stored protocols cannot be directly modified or deleted.

If you “Modify” a program created by the user, it is possible to modify the vacuum level but not its name.

If you press “Copy”, automatically a program named "Copy of.." is created: press on that name to modify the name by
a keyboard where you can insert the new name.

VACUUM ONLY
OoPI 3

IModify vtuum lovM

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



SealSAFE MMO095 - Operator Manuai

PROGRAMS VACUUM ONLY n

It is possible to modify the name but also, if required, to modify the vacuum level set for the default program that has
been copied.

To do this operation select "Modify vacuum level" and the vacuum level of the program Is shown.
Select the desired level of vacuum and press the arrow positioned below on the left to save the new program.

It is not possible to create a program having a vacuum level higher than 600Tbar, otherwise
|:|a it will not be possible to seal the bag. This value applies a sealing of the bag “without
vacuum'.

PROGRAMS VACUUM+FIXATIVE

It is possible to modify the name but, if required, it is possible to modify the set ratio of the default protocol that has
been copied.

Select the new desired ratio Specimen/Fixative and press the arrow positioned below on the left to save the new
program.
VACUUM+FIXATIVE

Program nama|ccpr<MM2

Ratio
1/ Fixative

1:2

>
Vacuum enable

- b

The checkbox "Vacuum enable’ is selected by default, in this way after the loading of the fixative a vacuum phase is
always applied.

It is suggested to keep selected this checkbox, otherwise after the loading of the fixative the bag will be automatically
sealed leaving some air into the bag.
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3.11. How to set up a Favorite program

Insert FAVORITES programs Inthe HOME PAGE as follows:

e Press the Advanced Functions icon from the status bar. Then go into the “Settings” screen and select “Set
favorites”.

Press "Not Defined" button under “Choose the Favorite to Set".

CltooM tlw F«vourito to Sol

4u

Under “Program mode” select "Vacuum Only” or “Vacuum + Fixative" depending on the category of program
that you want to set as favorite (see the circle in figure below).

When you select the “Program mode”, a list of the existing programs appears on the right under “Program”.
Select the program of your interest. You can change the BACKGROUND COLOR by pressing “Choose the
Button Color”, (see the example below).

Press "Save Favorite” to save changes (figure above, yellow arrow).
The program icon is now listed under “Favorite” screen. It's possible to customize the Main Menu as Favorite
screen, as explained in the chapter 3.1.1.

3.12. Temperature Monitoring System
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The temperature monitoring system is an independent device, it is not a medical device and is not included in t
delivery set of SealSAFE.

manufactured by MILESTONE S.r.l., Italy.

Use of systems not supplied by Milestone may impair safe operation and may void the
manufacturer’s warranty.

A To operate the device Itis strongly recommended to use the Temperature monitoring system

The temperature monitoring system ensures permanent monitoring of temperature-sensitive specimens and enables
fast and simple documentation of the transport process to the pathology laboratory.

Temperature Monitoring System is composed of:
. CODE 68500 Data Logger Card (qty. 10 recommended)

. CODE 68550 Data Logger card desktop reader (qty. 2 recommended) including CODE 68539 Pen drive with
data logger software.

Cards
CODE 68500

Card reader
CODE 68550

Main characteristics:
Resolution: £1°C
Temperature read every 2/5/10 minutes
Operating temperature: from -108C to 40°C
Non-rechargeable card battery
Battery lifespan: 2 years
Card dimensions: 80x40x12 mm
Card reader dimensions (USB-cable of 1.5 m): 115x45x27
mm
Maximum number of digits in case ID: up to 240 *
Maximum number of placing into the transport: 1000
Time to reach transport temperature: from ambient
temperature (22-25“C) to 4*C: 30 minutes.

If you have a SealSAFE next to the operating room and it has integrated slot for temperature monitoring system, th A~

instrument can be used to to activate the cards in order to monitor the transport temperature of the samples t~ #
Pathology.

How to use the system
The system is composed by 2 stations:

. first: to activate the cards in the operating room where the specimens to be sent are collected, and

* second: to download the recorded data from the cards in the pathology laboratory, where the specimens are
received.

3.12.1. Sender Mode for SealSAFE - Sending specimens

It is possible to activate the cards directly from SealSAFE. Insert the card into the slot positioned in the lateral side of
the unit as shown below.
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From the main screen of SealSAFE , press the icon "Temperature logger", as shown below.

Automatically the following window appears.

Temperature Logger

UaklID 1**mla_1251»«0B3

$LLn»: |\U|\M‘BJ*4

Mtonriml: 9 Qoo4 Cordhrawere: f
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Uuo O O
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In the upper part of the screen the following information are provided,;

¢ Unit ID: Serial Number of the unit
. Status; shows the status of the card that has been inserted in the slot of SealSAFE

. Battery level; it should be "Good” to use the card.
. Firmware: it shows the firmware of the card.

When the battery level displays “Low”, It is recommended that card use being discontinued. The
card may not contain sufficient power to complete a full temperature recording.

3.12.2. How to enter Case IDs manually

Before activating the card, it is possible to enter the codes of the samples to be sent together with the card. To use
this function, press "Modify bar codes", and then "Add code", as shown below.
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Temperature Logger Bar Code»

em*mU

O

The keyboard appears automatically. Enter the Case ID through a barcode reader or manually, and press Enter.
Repeat this operation for all Case IDs available.
There are not a limit in the number of codes that can be entered.

Temperature Logger Bar Codes

ikHtestorte
n 1 2 3 45 6'"7 8
H e F t y uln
a S d f ~ h ] «x | Enter
Shfi z X ¢ V. b n m
(or
|

If you enter Case IDs through barcode reader, they are automatically included in the list (the picture below
shows the Case ID in the list), and if you enter them manually, press Enter on the keyboard.
Case IDs are displayed in the central part of the screen as shown below.

Tcmperalura Logger Bar Codes

O

*Masai

&

To delete the Case ID, select it and press Delete code. Press Clear list to delete all the Case IDs as shown
by the arrow in the previous picture.
To return to the main screen, press the arrow circled in the picture above.

Temperature Logger

3.12.3. How to enter Case IDs automatically
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It is not necessary to keep the card inserted Into the SealSAFE unit during the automatic insertion
of the codes, as the codes will be saved on the dedicated screen (it is nevertheless important not
to shut off the instrument in order to avoid losing the codes). For example, the card could be kept
in the refrigerator and only Inserted into the SealSAFE unit at the time of activation.

Make sure that the following functions are activated in window Settings / Owner/ Case ID;

@ Enable Cate ID (Vacuum Only)
@ Enable Gate ID (VaMJum Fixative)

Enable raquaet la inaartaaaalD into data loeaer card VO
0 Enable raquaetto Inaarteaeelll Into data logoer card VP

Q SplitCate ID

Separator charactor

field ofint«Ne a«t?

When starting the program, after entering the case ID, a message will appear for the user asking if he wants to enter
this case ID on the Temperature Data Logger.

Do you iwanlnestl theCm a W into Teriipefsb.re

tnoUk Cetif*

*  When “Split case ID" is enabled, only the pertinent part of the Case ID will be taken into account. In order to
do this, it is necessary to enter the desired values into the fields for the “Separator character” (character used
to separate the code) and the “Field of interest” (that which will be considered with respect to the separator
character). An example is provided below;

After having entered the following values:
1) Separator character:
2) Field of interest: “1”

Ifthe following Code is entered: 1111 ;2222
The Case ID will become: 1111

BpAbI AP CAfif in -~
N ate
2 3''IT''s 6 7 8 9
Hig'wer ty n o
*a o'Tr 11r*1t""rmor
"sVi? Z x' C~y fa n nr
Moar

After sealing the samples, press the icon "Temperature logger" on the main screen, as shown below.
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Automatically Case IDs are displayed.
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3.12.4. How to activate a card
Before activating the card, you need to choose how often the card should read the temperature in section "Read
temperature every. This value should be chosen depending on the distantance between the operating room and
pathology laboratory.

e 2 minutes: up to 30 minutes of temperature registration

* 5 minutes: up to 3 days of temperature registration

e 10 minutes: up to 6 days of temperature registration

After entering one or more Case IDs and selecting the temperature reading frequency, if you need to continue working
with SealSAFE programs, press the arrow icon on the left side of the screen to return to the main software page. At the
same time, the previously entered case IDs will be stored in memory and will be visible when you return to the
temperature monitoring page. Then start all SealSAFE programs and return to the temperature monitoring page to
enter the missing case IDs. Purina these actions, the card must be in the slot of SealSAFE.

After loading all case IDs, perform the following actions: A

1. Press "Start" to activate the temperature
recording

Twnperalur® Logger

MM e GnO
[«>MoTlabMV
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2. If the printer is not active, a message will appear
asking the user if he would like to print a card activation
report.

If so, a report will be printed and handed along with the
specimens during transportation from the operating
room to the pathology laboratory;

S$H t25199C02
DsU; Mon.
Tin: 11:23
Cast 10 list:
'HILESTWE ss

3. As soon as the card is activated, a beep will sound
confirming its activation and the status of the card will
change to “Running".

It is also possible to activate the card in a "Delay mode": the temperature monitoring will start later, at the date and
time chosen by the user.

So all the steps explained above on how to load case IDs are the same, it will be different only the way to activate the
card, as explained below.

3.12.5. How to activate a card in a Delay mode

From the Temperature monitoring main screen select "Set start date”, automatically the window indicated below on
the right appears. Set the starting date and the time, then press "Start".

* iMMiaMMM

r{1{ O O~0

Automatically the card status is "Delayed start", as shown below. When the starting date and time set will be reached,
the card status automatically changes to "Running".
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The activated card must be placed in the refrigerator with specimens to be sent to the pathology laboratory.

For better temperature monitoring, Milestone recommends keeping the card away from the cooling
N elements of the refrigerator.

3.12.6. Receiver Mode * Receiving specimens

Read carefully the instructions reported below on how to download the cards data in both cases: when a card has be |[**
activated directly by a SealSAFE or by a computer.

Before using the software on the computerto read the card data, it's hecessary to set its operating mode as "Receiver",
as explained below.

Follow the instructions below.

1. Launch the software "Temperature Data Logger" by clicking the corresponding icon on your desktop.
2. Inthe upper part of the screen select "Tools" - "Settings".

unRio:

Enter the password to change the settings (provided in a separate document).

A &OTIOTy IpfOT t A*OTIMriOTo» tefm ~ ======= T bl

I S
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oU-jj—
The followi ind InstTiutf YO ovtmmt:
e following window appears. _ inciceFM
To select the mode, check the box next to “Receiver” UtJD;
see the circle in the figure).
( gure) |ndtdEmx

Oiitpul dStctorfes / Third-party Intagrobon:

OprraOve mode: i iSemkr

A TavdVIMEQBMM*
. . . . X Insetvfte name / Deostment:
In the settings window, it is possible to insert the InofiteSKe
following information: -
> Institute name / Department Unfuo;

Out directories / Third Party Integration as Imid
explained below:

>

Outpvttfiedortes / TMrd-partv irtegratkm:
CU*Mrr

OporaOM mode : Sander 7

[Tt Fpai*iw CaluMMv
1. Change the default path by selecting it and double-

. Insetute name / Oepartment:
clicking.

AdrSted

Unfuo:
InDxadivad

Oiriput (trectortes / TMrd-p«1y «itegrition;
autf«e«v

3

OparaDve mode ; Sander v Racefvar

2. Select the storage folder and press Open, so the first path will be saved.
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3. ltis possible to enter up to 3 different storage paths: select the second path and double-click. Select the storage
folder and press Open

Then press "Save and close" to save the settings.

Message "The new operative mode will be applied at
the next application’s start up” will appear. -
Press OK. O Tl nafNi il wpMMinked

(ZEU

A ldnfwMr« DMIofot> mauMi

To effect all settings, exit the software by pressing "File" 3 rodr .
—*"Exit", and launch again the software by pressing the Openrmpon
icon on your desktop. Pim» w poft Heard
bit
Battery level:

Card firmware:
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. Now the software is ready to be used.

How to check case IDs obtained with SsaiSAFE

Msmmlwmmw&wmmmlnfcnmﬂmumumwﬁvmmmaoomutuilnthc
sending area (e.g. operating room).

. For each case (D, the report will contain the following information:

User: user who runs the program
Baglb:bagidemmnonnm
Date / Time: Date / Time
Sample Weight (g) [Sample weight (9)] (ONI.Y for
MILESTONE SealSAFE)
Fixative Weight (g) [Fixative weight (g)] (ONLY for
Bagid: 387612315595925D SeniSAFE)
Program: 1to}
DateyTime: 2015-nov-10 13:32:43
Sampie Weight (g): 30
Fixative Weight (g): 40
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4. ACCESSORIES
AH accessories are not included in the delivery set and must be ordered separately. See the following paragraphs.

4.1. External exhaust FORMALIN fumes filter kit (CODE 61550/F)
External exhaust FORMALIN fumes filter kit includes;

Metal housing -1 pc.,
Filter-1 pc.,
Labels to the filter -1 pc..

Kit of 3 different lengths exhaust tubes complete with metal clamps -1 pc.

The FORMALIN filter kit Is required, if the SealSAFE is NOT connected to the fume extraction
system.
Refer to the chapter 2.5.1 for the filter expiration.

Below a picture of the filter.

Fan air flow range; 31-37m”*/h (cube meter per hour).

, . The external fume extraction system must have an air flux of at least 37m’/h (cube meter per

U®

4.1.1. Handling and storage

HANDLING

Use protective gloves. Avoid breathing dust or wear a proper mask.

STORAGE

Store indoors in a place cool and dry.
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4.1.2. How to change the filter

The filter cartridge has the code 61550/F.
Record on the dedicated label the date of installation and replacement/expiration of the filter cartridge to know when it
is expired. Attach the label to the "lter.

FttTRO FORMALINA- 0 AJA T MULTALLAZIONC
rORMAUMniTCR - MSTAUATION DATK
A FILTRER LC FORMOL « OATC CIMTAUATION

®OPMAJINHOBLIA ®UNBTP - JATA YCTAHOBKM

DATA DI SCAOCNZA
exVIRINaoATE
1EXWNTICM

OATA OKOHYAHA CPOKA rOAHOCTU

The label should be attached to the filter.
The management of the FORMALIN filter is done also by the software, as explained into the chapter 3.4.4.

Refer to the previous paragraph 4.1.1 before handling the filter.

A

Follow the instructions and the corresponding pictures below.
1. Unscrew the six black knobs from the housing.
Then remove the filter's housing. N
Now remove the black seal.
Remove the fitter.
Replace the filter with the new one, place the black seal.
Close the housing of the carter and screw the six knobs.

Refer to the chapter 11.5 for waste disposal procedure.

o g WD

Then reconnect the filter to the external fumes extraction system (if not used stand alone).
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Then reset the expiration date of the filter into the software, by pressing the button “Replace FORMALIN filter", as
shown in the chapter 3.4.4. A

NodW froenNMo 1000

M

«iFOiaiMiM lewsitfeetewe

igie( @ r<MMINMT
KefAAVIMI IV «o «K

I Ne. «fMOWTM» MM LI » wim U0k
W, FORIIMJM Mter M triii*iinM

4.2. External Self Standing XL exhaust FORMALIN fumes filter kit (CODE 68620)

External Self Standing XL exhaust FORMALIN fumes filter kit includes:

Metal housing -1 pc.,

XL exhaust FORMALIN fumes filter - 2pcs,
Labels to the filter -1 pc..

Filter dividing chamber -1 pc..

Exhaust tube complete with metal clamps -1 pc.

The External Self Standing XL exhaust FORMALIN fumes filter kit is required, if the SealSAFE
is NOT connected to the fume extraction system. Refer to the chapter 2.5.2 for the filter
expiration.

Below a picture of the filter.

When working with this filter, SealSAFE should not be connected to the fumes extraction
K} system of the laboratory.

4.2.1. Handling and storage

HANDLING

Use protective gloves. Avoid breathing dust or wear a proper mask.
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STORAGE

Store indoors in a place cool and dry.

4.2.2. How to change the filter

This type offilter includes the External Self Standing XL exhaust FORMALIN fumes filter kit CODE 68645 with activated
charcoal cartridge (2) and fitter dividing chamber (1).

Record on the dedicated label the date of installation and replacement/expiration of the filter cartridge to know when it
is expired. Attach the label to the filter.

FN.TRO FORIMUNA « DATA 01 IMTALLAZIOfIC
POKUAUH riLTCa- IMSTAUATION DATE
A PILTRER LC FORMCM. « DATE OMMTAOATKM

®OPMAJIMHOBBIVI ®UMBTP - LATA YCTAHOBKM

DATA M SCAOCMZA
eXEiltntO_DATE
OHIRTG 3
[ATA OKOHUAHIS CPOKA FOIHOCTU

The label should be attached to the filter.
The management of the FORMALIN filter is done also by the software, as explained into the chapter 3.4.4.

Refer to the previous paragraph 4.2.1 before handling the filter.

A

Follow the instructions and the corresponding pictures below.
1. Unscrew the 14 screws from the housing and remove the filter's housing.
Remove the first cartridge.
Remove the separator between the two cartridges.
Remove the second cartridge.
Replace the two cartridges with the new ones, remember to insert the separator between them.
Close the housing and screw carefully the 14 screws.

Refer to the chapter 11.5 for waste disposal procedure.

o0k wN
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in the end verify the cormrect closure of the screws of the cover and that there aren't air lesks
between cover and housing.

Then resst the expination date of the filker into the sofiware, by pressing the button “Repiace FORMALIN fiker”, as
shown in the chapter 3.4.4,

4.3 HEPA fllter (CODE 68290) @

The HEPA filter is designed to prevent environmental polution from microbiological cordamination and it is used to
filter vapors from biological samples.

The HEPA filter conaists of 3 main components:

* FILTER ELEMENT (Cartridge)

* HOUSING

* DRAIN connected to the housing

The filter is mounted vertically with the drain pointing downwards.
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The image below shows the filter cartridge.

HEPA filter is not accessible by the user.
The filter should be replaced by authorized service personnel every § months of use during
the Preventive Maimenance.

The management of the HEPA filter is also performed by the software, as explained in the chapter 3.4.3.
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5. CONSUMABLES

All consumables are not included in the delivery set and must be ordered separately.

All the parts described in this chapter should be provided only by the manufacturer Milestone
s.r.L, ltaly.

5.1. Vacuum bags

It is recommended to use the medical device "Bags for TISSUE SAFE and SealSAFE units for vacuum sealing the
biological samples”, registration certificate in the Russia No. P3H 2019/8538, as a consumable for working with the
instrument.

The particular design and the special multi-layer of MILESTONE Vacuum bags, in
combination with a dedicated sealing bar (supplied by an electrical intensity specific for
thickness and material), allow a perfect double sealing, that resists even in case of accidental
fall or external compression.

The use of MILESTONE vacuum bags is to be considered exclusive to the SealSAFI
instrumentation. The use of such bags for a different type of instrumentation or the use of
vacuum bags not provided by MILESTONE for the above-mentioned instruments preclude the
safety of use, resulting in biological risk for the operator and risk of impairment of quality for
the specimen, making void the manufacturer's warranty and the CE-iVD.

Each bag is marked with the symbol “Single use only” (see the circle in figure below); this is intended that the bag must
be used for the same specimen because it can be sealed 4 times if necessary, as explained in the chapter 3.7.2.

/ fe MILESTONE ScatSAm
El>35245»6 US-20f2-02M m
VACUUM BAQ H If PH 68409

lorl 2673-07

Milestone S.r.l. provides 2 types of stand up vacuum bags and four types not stand up. See the following paragraphs.
5.1.1. Storage of Vacuum bags

Store in a cool, dry place, away from heat, do not kept in warm storage areas or direct sunlight.
5.1.2. Stand up vacuum bags

Milestone supplies two types of Stand up vacuum bags, they differ only in size. See the image below.
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REF

REF 68409SS REF 685S45SS

DESCRIPTION

68409SS  VACUUM BAG SU LARGE

68545SS  VACUUM BAG SU SMALL

Characteristics:

Disposable bags (if necessary prescribed the sealing of the bag up to 4 times (maximum) for the same
specimen from the same patient) as described in chapter 3.7.2),

Due to the special design with the stand up bottom, the Vacuum bag is Stand Up and can stand alone on a
table or other horizontal surface,

High mechanical strength,

Applied sealable pocket for documents that can be opened and closed more times,

Continues lines that suggest where sealing,

Dotted lines that suggest where cutting,

Double barrier layer of material BOPA/PE (polyamide and polyethylene),

Indication of lot number and date expiration,

Enveloped in packs of 50 pcs.

5.1.3. Vacuum bags not Stand up
Four models are available;
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REF DESCRIPTION

68047SS VACUUM BAG SMALL

68055SS VACUUM BAG MEDIUM

68054SS VACUUM BAG LARGE A
68046SS VACUUM BAG EXTRA LARGE

The four types of vacuum bags described above differ only in size. Their common characteristics are:
« Disposable bags (if necessary prescribed the sealing of the bag up to 4 times (maximum) for the same
specimen from the same patient) as described in chapter 3.7.2,
High mechanical strength,
Applied sealable pocket for documents that can be opened and closed more times.
Continues lines that suggest where sealing.
Double barrier layer of material BOPA/PE (polyamide and polyethylene).
Indication of lot number and date expiration.
Enveloped in packs of 50 pcs.

For more information see Instructions for Use of "Bags for TissueSAFE and SealSAFE units for vacuum sealing the
biological samples". LU,
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6. ADDITIONAL DEVICES THAT ARE NOT PART OF THE SYSTEM, BUT WHICH CAN BE
USED WITH IT :

6.1. Kit Refrigerator box

To maintain the temperature regime during transportation of biological samples, it is recommended to use additional
devices "Kit Refrigerator box" or thermal bag with cool packs (registration certificate in the RF No. P3H 2016/4290 or
similar products duly registered in the territory of Russia).

Specimens should be transported strictly in accordance with the Specimens Transportation Guidelines (see Appendix
0.

Fresh specimens under vacuum must be stored at a temperature of +4”C.

For optimal archiving of samples, Milestone S.r.l. recommends to keep cool packs in a refrigerator next to SealSAFE
at+4*C+2"“C

Do not place or transport cool packs in Kit Refrigerator box at temperatures lower than 2*C. Frozen packs could damage
the samples during transport.

It is very important to maintain the correct temperature inside the Kit Refrigerator box. Never transport any samples
without cool packs present.

When the Courier is ready to transport the specimens to the Anatomic Pathology Department, the vacuum sealed
specimens must be placed in the Kit Refrigerator box with cool packs. Number of cool packes should be In accordance
with the inner volume of the kit refrigerator box used and number of biological specimens transported. Box should be
closed tightly and then transported at +4®C.

After transportation, specimens are ready for grossing procedure.

6.2. Vacuum bags

It is recommended to use the medical device "Bags for TISSUE SAFE and SealSAFE units for vacuum sealing the
biological samples" manufactured by Milestone s.r.l., Italy, registration certificate in the RF No. P3H 2019/8538, as a
consumable for working with the instrument.

See detail information in chapter 5.1.

6.3. Temperature Monitoring System

SealSAFE WDLR Automatic Fixative Filing and Vacuum Sealing System has an integrated slot for temperature
monitoring system. This product is not a medical device and not included in the delivery set of the instrument.

manufactured by MILESTONE S.r.l., ltaly.
Use of systems not supplied by Milestone may impair safe operation and may void the
manufacturer's warranty.

A To operate the device it is strongiy recommended to use the Temperature monitoring system

See detall information in chapter 3.12.

6.4. Compatible reagents for the fixation
Information on compatible reagents for the fixation is given in chapter 1.9.
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7. MAINTENANCE w

Maintenance of SealSAFE must be done at two levels.

1) The first is at the laboratory level: simple routine cleaning maintenance can prevent the likelihood of more
serious problems occurring at a later stage.

2) The second is technically more detailed and is beyond the scope of normal laboratory personnel.

Attention: check with local distributor or with Milestone customer support (customersupport@milestonemed8rl.com) to
perform Preventive Maintenance and regular inspections in order to maintain your SealSAFE within safe operative
standards.

7.1. Operating room personnel

Minimal routine maintenance is required by Operating Room personnel. The following is recommended to ensure
optimal performance of the SealSAFE.

The operator maintenance can be divided in 2 categories:
1) ORDINARY MAINTENANCE
2) EXTRAORDINARY MAINTENANCE L,

>

7.1.1. Ordinary maintenance

Daily
Decontamination and Cleaning

Follow the procedure described in the chapter 12 to decontaminate and clean the following parts of the instrument;
1) Metallic scale

2) Cavity
3) Chamber drain hole
4) Cover

5) External surfaces

Cleaning and decontamination is carried out with chemicals.
|:| a It is recommended to use disinfectants containing polyphenols for the decontamination.

For the Russian Federation:

In accordance with the rules established by "MU 287-113" (taking into account "GOST""
177", "GOST 25644"), it is allowed to clean the working surfaces with a 3% solution
hydrogen peroxide (for example, produced by JSC "Samaramedprom”, Russia) with the
addition of 0.5% "Lotos" type detergent (for example, produced by "RHP" LLC, Russia). It

is allowed to use cleaning and disinfecting agents from other manufacturers that are similar

in composition and allowed for circulation in the territory of the Russian Federation.

DO NOT use:
» Alcohol-based detergents for the cover.
* Chlorine-based solutions (e.g. bleach) at any concentration and temperature.
» Corrosive substances (acids in general) at any concentration and temperature or
abrasives and sharp instruments that may damage the coating.

Check the cover and the edge surface of the vacuum chamber.
Traces of organic residues must be removed to ensure the optimum closing of the cover.

Cleaning of the drain hole in the cavity

Please do it carefully.

Flush any residual debris in the vacuum chamber drain hole with 1 liter of warm water. Please see guidance
“Extraordinairy Maintenance” section 7.1.2.
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Weekly

Vacuum Pump Cleaning

It's required to run a “Pump Cleaning” process two to three times every week. To run this cycle you don’t need any
bag or reagent.

The procedure takes only ten minutes and it will improve the life of the vacuum pump.

From the main menu press “Pump Cleaning" Icon.

Ki : b

ifify  Vevwill *

L 2,

Piirnp ciftmoq / rwil iMIrun

Cleaning of the Metallic screen
Remove the metallic scale and verify that the metallic screen covering the drain hole located at the right rear comer of
the cavity floor is clean. Otherwise unscrew it, wash under a stream of water and screw it again.

When required

Roll of paper replacement fif printer activated)
Replace the paper roll when it is completely used, as explained in the Appendix D.1.2.

Filters replacement
Replace the Formalin filter when the instrument warns the user at the beginning of a program (see the chapters 4.1.2
and 4.2.2 depending on the type of filter installed).

The HEPA filter will be replaced by Service personnel.

Yearly
Contact your technical support for a preventative maintenance contract.

7.1.2. Extraordinary maintenance

Accidental spillage of fixative into the cavity

Refer to the chapter 3.7 for information on how to correctly position a bag into the cavity to AVOID any spillage of
fixative.

What to do in case of fixative into the cavity;
«  Wear individual protective devices.
* Remove the metallic scale from the cavity. Before doing this operation, clean it with paper wet v/ith warm
water, if dirty.
«  Openthe reagent drawer and place the white rapid connector of the dedicated drain tube in position as shown
in the right figure and the other side of the tube into a waste container of correct capacity (at least 3 liters).
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Flush any residual debris in the vacuum chamber drain hole with 1 liter of warm water. n

Turn the lever down into the “OPEN” position. Any fluids and debris can now be unloaded through the
chamber drain hole located at the right rear corner of the cavity floor. The hole is covered with a removable
metallic screen to collect large particles (figure below).

*  When the procedure is complete, turn the lever to the “CLOSE” position. If the valve is not closed, the unit
will NOT be able to create vacuum in the chamber.

«  Press the rapid connector tab to remove the tube. You can leave the tube attached in the wall of the drawer,
as shown in the figure below.

Dispose the waste container in agreement with the government regulations.

Clean the lateral sides of the cavity of any residual formalin.

Dry all cavity surfaces with paper.

Position some dry paper over the drain hole, inside the chamber, then run a “Pump cleaning” program. The
paper will absorb any residual water left in the discharge canal.

* Replace the metallic scale into the cavity. Now the unit is ready to be used again.

Accidental spillage of fixative into the drawer N
What to do in this case;
¢ Wear individual protective devices.
« Open the drawer, put a container of correct capacity under the unit, unscrew the drainage plug and unload
the residual reagent as indicated in the figure below.

Drainage plug

container

Dispose the reagent unloaded accordingly with government regulations.

Remove the fixative tanks (if present) and place them in a vented area.

Put again the container just emptied under the unit and unload some warm water into the drawer to clean il |*
The quantity of water should be compatible with the capacity of the waste container.

Dispose the water accordingly with government regulations.
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e Dry all cavity surfaces with paper.
e Screw the drainage plug, position again the tanks dried by paper and close the drawer.

7.2. Service personnel

Please contact the local distributor or directly the Milestone customer support department
(customersupport@milestonemedsrl.com) to receive more detailed information about the Preventive Maintenance and
regular inspections in order to maintain your SealSAFE within safe operative standards.

7.3. Calibration of the instrument

- These functions are available only to the SERVICE personnel and the ADMINISTRATOR.

y
The SealSAFE should only be calibrated by a specially trained technician.

Calibration of the load cell and pressure sensor must be performed during the installation of the device and at each
preventive maintenance of SealSAFE.

Calibration of the load cell
Login a Service User and Access at the Factory setting Page.
Milestone will provide the ADMINISTRATOR password after completing the appropriate
D®I training and receiving information about the serial number of your SealSAFE.
The ADMINISTRATOR password is strictly confidential information.

Insert a definite weight on the load cell and check the measured weight by the unit. Acceptability range: +10g the
known weight; then sign the calibration points.

Weightc bw 6on|»~<|all c«llbfaton*Count«f» Tj cuun” PAR ««tived]|r

Lead c«N

Ac<tite " I(@) lisss|(fiw)

Point\ [0 \t» jI5 S 4 |(faii)

point2lsooo {ase4|<fo)

Point 1 () (raw)
Point 2 C) (raw)

Calibration of the pressure sensor

Check the pressure calibration values. Acceptability range: £10mBar. To calibrate the unit, follow the instruction
reported on the Service Manual MMQ092.
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w AAclUvrlWon Mitaiwciilbtiakw ICaM W iwi T.lcouwwfs P,14|| [Im1&1

CurrantprcMura: 979 (Nar) 531 (nn)

Powf: 1982 |<mBa) L j<r«<D  Go to high press

(MhpzaO
PbiN2: |t 1»"»*) LI.II I»») Go to tow press
Point 1 ©) (raw)
Point 2 @) (raw)
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8. Responsibility of the Manufacturer

Milestone S.r.l. is the legal manufacturer that is responsible for the quality, efficiency and safety of the registered
medical product for use, normal operation and possible negative results of using it, except for cases of negligence, or
incorrect use through the fault of user, or force majeure.

9. Repair and service information

Maintenance and current repairs of Milestone devices is available anywhere in the world in one of the international
service centers, as welt as in your area. To arrange service or repair of your instrument, please contact your nearest
office; updated contact information can be found at www.milestonemedsrl.com. For service organizations and technical
support see details below.

Customer's Support

Tel.:+39 035 572735
E-mail; customersupport@milestonemedsrl.com

Authorized representative in the Russian Federation:

BioLine LLC

Legal address: 197022 Saint-Petersburg, Municipal district Aptekarsky ostrov, Professora Popova street 23 lit.E,
structure 3H/5H, room 208, Russia

Postal address: 197022 Saint-Petersburg, Professora Popova street 23 lit.E, Russia

E-mail; service@bioline.ru

Tel: +7(812) 320-49-49

Fax: +7(812) 320-49-40

Hotline: 8-800-555-49-40.

This instrument is an in-vitro medical device and it is usually installed in a laboratory where specimens and other
biological tissues are present. For your safety, it is therefore required to clean and disinfect before entering In contact
with it.

Itis required in case of return that the unit is cleaned and disinfected before sending it back to MILESTONE S.R.L.
Non-disinfected devices does not accepted.

In case of any undesired reactions or events during the use of the product, please immediately
contact with the Customer's Support or your local distributor.
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10. WARRANTY

4
Warranty covers the medical devices manufactured by Milestone S.r.l, Italy.
Milestone S.r.l. guarantees that the contractual product delivered has been subjected to a comprehensive quality
control procedure based on international standards, and that the product faultless and complies with all technical
specifications.
The warranty period is 13 months from the date of sale.
The guaranteed shelf life of the product is at least 6 months.
This warranty becomes invalid in case of mishandling, damage and negligence and further in case of usage of
inappropriate spare parts and/or accessories or unauthorized modification of the unit.

The instrument service life is 10 years.
11. WASTE DISPOSAL

11.1. Waste disposal of Vacuum bags

The Vacuum bags supplied by Milestone s.r.l. should be treated as biohazard material after
A their use.

Waste material should be disposed of in an approved incinerator in compliance with ail federal, provincial and local
government regulations.

For the Russian Federation, it is recommended to dispose the vacuum bags in accordance with the rules implemented
by ‘SanPiN 2.1.3664-21 "Sanitary and epidemiological requirements for maintenance of the territories of urban and
rural settlements, for water bodies, potable water and potable water supply, air, soils, living quarters, operation of
industrial, public premises, organization and implementation of sanitary and anti-epidemic (preventive) measures" for
the medical waste classified as class b (epidemiologically hazardous waste)..

11.2. Waste disposal of tanks

n Vapors may collect in empty containers. Treat empty containers as hazardous.

Waste material should be disposed of in an approved incinerator in compliance with all federal, provincial and local
government regulations.

For the Russian Federation, it is recommended to dispose the tanks in accordance with the rules implemented
"SanPiN 2.1.3684-21 "Sanitary and epidemiological requirements for maintenance of the territories of urban and rural
settlements, for water bodies, potable water and potable water supply, air, soils, living quarters, operation of industrial,
public premises, organization and implementation of sanitary and anti-epidemic (preventive) measures"” for the medical
waste classified as class b (epidemiologically hazardous waste).

11.3. Waste disposal of fixatives

Waste material should be disposed of in an approved incinerator in compliance with all
federal, provincial and local government regulations.

For the Russian Federation, it is recommended to dispose the used fixatives in accordance
with the rules implemented by “SanPiN 2.1.3684-21 "Sanitary and epidemiological
requirements for maintenance of the territories of urban and rural settlements, for water
bodies, potable water and potable water supply, air, soils, living quarters, operation of
industrial, public premises, organization and implementation of sanitary and anti-epidemic

(preventive) measures" for the medical waste classified as class B (epidemiologically
hazardous waste).

n Handle with care and store in a cool dry space using atightly closed container.

Some reagents can have potential health effects and cause environmental pollution if not”
correctly disposed.
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For further information please refer to the SDS (Safety Data Sheet) provided by your reagents supplier.

11.4. Waste disposal of the equipment

Before disposal, the instrument and its components are subject to mandatory decontamination
(disinfection). The disinfection method is determined by the capabilities of the organization carrying out the
medical activities, and is selected when developing a scheme for handling medical waste.

The unit is subject to disposal in the following cases:

- end of service life;

- in cases endangering the life and health of the service personnel.

All packaging, including transport packaging, must be disposed of.

A It Is prohibited to dispose of as household waste.

Decommissioning of the equipment for disposal:
1) Switch off the unit. Disconnect the power supply.
2) Disconnect all the accessories, if available.
3) Clean and disinfect all parts ofthe equipment according to the manufacturer specification.
4) Dispose all electric and electronic parts of the equipment.

Complying with directive 2012/19/EC of the European Parliament and of the Council of 4 July 2012 on waste electrical
and electronic equipment (WEEE), the separate collection environmental managed of equipment is mandatory.

It is necessary to return the used equipment to the distributor or to inquire about the presence of a local empowered
system for collection and disposal of WEEE.

The in-observance of Directive 2012/19/EC or of the local law which acknowledge it can have potential effects on the
environment and human health.

This symbol indicates separate collection for
electrical and electronic equipment

In case of installation outside the European Community territory, the instrument and/or its components after disinfecting
must be disposed of in accordance with the existing applicable, local regulations.

For the Russian Federation, it is recommended to dispose it in accordance with the rules implemented by “SanPiN
2.1.3684-21 "Sanitary and epidemiological requirements for maintenance of the territories of urban and rural
settlements, for water bodies, potable water and potable water supply, air, soils, living quarters, operation of industrial,
public premises, organization and implementation of sanitary and anti-epidemic (preventive) measures" for the medical
waste classified as class A (non-hazardous waste), excluding electronic parts. Electronic parts must be disposed of in
accordance with local specified regulations with respect to household and industrial waste (in particular, office and
computer technology).

11.5. Waste disposal of filters (if present)

The filter CODE 68620 should be treated as biohazard after use.

Q The filter CODE 61550/F should be treated as biohazard after use.
The filter CODE 68290 should be treated as biohazard after use.

Waste material should be disposed of in compliance with all federal, provincial and local government regulations.

For the Russian Federation, it is recommended to dispose the used filters in accordance with the rules implemented
by “SanPiN 2.1.3684-21 "Sanitary and epidemiological requirements for maintenance of the territories of urban and
rural settlements, for water bodies, potable water and potable water supply, air, soils, living quarters, operation of
industrial, public premises, organization and implementation of sanitary and anti-epidemic (preventive) measures" for
the medical waste classified as class b (epidemiologically hazardous waste).
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12. DECONTAMINATION AND CLEANING 1
Cleaning and disinfection must be performed daily, after completion of work.
A For safety reasons, any operation without the individual protective devices must be avoided.

The instructions confirm the user's responsibility to carry out a proper decontamination in
case of aspillage of hazardous materials above or inside the unit.

The instructions confirm the user's responsibility to NOT use decontaminating or cleaning
agents that may cause danger as result of a reaction with parts of the instrument or with
contaminated material inside the unit.

12.1. Safety precautions

The personnel involved in the decontamination procedure of SeaiSAFE and its accessories (if present) must wear the
appropriate individual protective devices, in particular;

« Single use, HI-RISK protective gloves (100% hi-risk latex or equivalent). Personal Protective Equipment that
meets the standard EN 374 and the Directive 89/686/CEE.

Antibacterial mask face for surgery room and plastic apron. Personal Protective Equipment that meets the
standard EN 149 Grade FFP3D and the Directive 89/686/CEE.

l\a»/\ AN

m'-.
'O Kk

Protective eyeglasses. Personal Protective Equipment that meets the standard EN 166 and the Directive
89/686/CEE.
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. 12.2. SsaISAFE decontamination and cleaning procedure

12.2.1. Detergents
‘Please follow the Instructions below on how to cany out a comect cleaning and decontamination procedure.

Do not removae the side panels of the unit during the cleaning operations.

For the decontamination and clsaning do not use procedures different than those explained
o in this chapter.

Before doing any operation disconnect the power supply. Do not use direct or high- pressure
water to clean the inetrument.

Clsaning and decontamination is carried out with chemicals.

it is recommended to use disinfectants containing polyphenols for the decontamination.

For the Russian Federation:

In accordance with the rules established by "MU 287-113" (taking into account “GOST 177",

“GOST 25644“), it is allowed to clean the working swfaces with a 3% solution of hydrogen
. peroxide (for example, produced by JSC "Samaramedprom”, Russia) with the addition of 0,5%

“Lotos" type detergent (produced by "RHP” LLC, Russia). It is allowed to use cleaning agents

from other manufacturers allowed for circulation in the tesritory of the Russian Federation.

DO NOT use alcohol-based detergents.
Never use chiorine-based solutions at any concentration and temperature (s.g. bleach).
Do not uss comrosive substances at any concentration and temperature {acids in general).

Fae further information, please contact the manufaciurer at: application@dmilestonemedsr.com.

12.2.2. Procedure

1) Maialic Piate
¢ Remove the metallic plate from the cavity (picture below).

o  Spray with disinfectant solution following the instructions reported above in the section 12,.2.1 and leave it for
at least 5 minutes.

Wash under tap water to remove the disinfectant.

Wash with an appropriate detergent and, if nacessary, remove any organic trace with a non-abrasive tool.
Wash under tap water to remove the detergent.

Dry with paper or with a clean cloth,

2 Drain hole in the cavity
o  Unioad at least 1 liter of warm water into the hole present in the cavity to clsan it by any residuals.

The reagent is unioaded through the hole present into the cavity, in the right side (below the metallic net), through a
dedicated pipe.
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Open the reagents drawer and place the rapid connector of the dedicated drain tube in position as shown in
the figure below and the other side of the tube into a waste container.

Then turn the lever down into “OPEN" position to unload the reagent from the cavity to an external container.

When the draining of reagent ends, press the rapid connector {see the arrow in the figure above) to remo'i*?
the tube. You can leave the tube attached in the wail of the drawer as shown below.

Do not unload reagent from the cavity without connecting the tube.

*  When the procedure is ended, turn the lever to the “CLOSE" position. If you don't do that, the unitwill NOT be
able to create vacuum in the chamber.

3) Cavity A

»  Follow the procedure described in the chapter 12.2.2 to unload any residual reagent from the cavity.

»  Spray the cavity with a disinfectant solution following the instructions reported above in the section 12.2.1 and
leave It for at least 5 minutes.

*  Clean the surface with a cloth moistened with water to remove the disinfectant.

* Use an appropriate detergent to clean the cavity and to remove any organic trace with dry cloth or paper towel.

e Clean the cavity with a cloth moistened with water to remove the detergent.

e Drythe surface with paper or with a clean cloth.

During the procedure described above for the decontamination and cleaning of the cavity, pay particular attention to
the sealing bar and its connectors (indicated by arrows in the figure below).
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it Is very important to position the bar again correctly; to do this operation push it down into

% The sealing bar can be extracted from the cavity during the cleaning of it, if necessaty. Then
the dedicated position.

A Before using again the Unit, verify that the sealing bar has been positioned correctly.

4) Cover

For cleaning, we recommend soap water or a liquid detergent. Please do not use acid or
2 alcohol based cleaners.

Spray the internal and external surface of the plexiglass cover with a disinfectant solution following the
instructions reported above in the section 12.2.1 and leave it for at least 5 minutes.
Clean the surface with a cloth moistened with water to remove the disinfectant.

Use an appropriate detergent to clean the cover and to remove any organic trace with dry cloth or paper
towel.

Dry the surfaces with paper or with a clean cloth.

Dry with paper or with a clean cloth.

Dab with particular attention the silicon bar (indicated by the symbol A in the figure below) with a dry doth or
paper towel.

Run a P1 “Vacuum Only” program without using any bag to facilitate the drying of the silicon bar. If necessary
do it a second time and then wipe with paper.

Dry the silicon bar with paper or with a clean cloth.

During the procedure described above for the decontamination and cleaning of the cavity cover, pay particular attention
to the black rubber placed on the inner surface of the cover (indicated by the symbol B in the picture above). It is
important that it's clean and dry so that it fits tightly to the steel surface of the working area during the execution of a
vacuum program.

5) External surfaces

«  Spray the external surfaces of the unit with a disinfectant solution following the Instructions reported above In
the section 12.2.1 and leave it for at least 5 minutes.
Do not spray on the back panel of the unit.
Clean the surface with a cloth moistened with water to remove the disinfectant.
Use an appropriate detergent to clean the surfaces.
Clean the cavity with a cloth moistened with water to remove the detergent.
Dry the surface with paper or with a clean cloth.

Do not spray directly on the printer, the barcode reader or into the USB slots.

6) Final steps

Place the metallic plate in the cavity.

Before removing gloves, wash them with soap, water and disinfectant.

Wash your hands.

Remove the Personal Protective Equipment.

Make sure the contaminated material is packed and disposed in an approved incinerator in compliance with
all federal, provincial and local government regulation.

On completion ofthe cleaning operations, waitat least 5 minutes before connecting the power
supply cable. Upon completion of these procedures, the equipment is ready for use again.
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13. PRECAUTIONS IN CASE OF THE MEDICAL DEVICE MALFUNCTION, FAILURE, O
DEVIATIONS IN FUNCTIONING

Before starting operation, check that the device and the mains cable are not damaged externally.

In the event of an emergency situation or equipment failure, disconnect the instrument from the
power supply or follow the error messages displayed on the control panel.

Only authorized and qualified SERVICE personnel may repair the instrument and access the
instrument’s internal components.

In the event of a malfunction or deviations in functioning of the SealSAFE device, contact the
authorized representative of the manufacturer in your region (see chapter 9) or contact Milestone
customer support service (customersupport@ milestonemedsrl.com) to call atechnical engineer.

ERROR MESSAGE

ERROR 1 >Serial communication fault
Try to reboot the unit.

ERROR 2 - Fan not running
Contact Milestone customer support service to call a technical engineer.

ERROR 3 - Drawer fan not running
Contact Milestone customer support service to call a technical engineer.

ERROR 11 - Vacuum for load reagent not enough

Check if the black seal is positioned correctly around the cover.

Check if the HEPA filter tap is closed well.

Check if the pump is running and ail the connector are connected properly without vacuum leakage,
Check if the frontal Tap inside the drawer is closed correctly

Check if the vacuum transducer and proportional valve work correctly.

ERROR 12 - Load reagent time out

Check if the black seal is positioned correctly around the cover.

Check if the HEPA filter tap is closed well,

Check if the pump Is running and all the connector are connected properly without vacuum leakage,
Check if the frontal Tap inside the drawer is closed correctly

Check if the vacuum transducer and proportional valve work correctly.

Check the level in the tank from which the unit load the reagent.

Check the fast-plug-in black tube from the tank to the unit in the drawer and the seal.

Clean the pipes

ERROR 13 - Release nozzle time out
Open the dashboard and check if the Nozzle spring work correctly.

ERROR 14 - Vacuum for sample not enough

Check if the black seal is positioned correctly around the cover.

Check if the HEPA filter tap is closed well,

Check if the pump is running and all the connector are connected properly without vacuum leakage,
Check if the frontal Tap inside the drawer is closed correctly

Check if the vacuum transducer and proportional valve work correctly.
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iftrAPPENDIX A - “VACUUNI+FIXATIVE” PROGRAMS GUIDELINES J

In “Vacuum-t-Fixative” programs,it is very important:
1. to position correctly the bag
2. to check the sealing quality at the end of a process.

A.1. How to correctly position a bag into the cavity

The vacuum bag with the specimen must be placed with the open side directed toward the operator.

picture below).

Da The plastic bag must be placed with the metallic sealing bar between the two white lines (see
Always position the topmost lines on the bag over the sealing bar.

The base of the bag should rest on the base of the metallic scale; if not, it's required to use the movable metallic tool
to keep the base of the bag in position and so as to prevent it from slipping downwards. See the image below. When
you don't use it leave it flat on the metallic slope.

Metallic tool is UP to
support the base of the
bag.

When the bag has been correctly positioned (with the metallic sealing bar between the two white lines), lower the two
sidebars that help to keep the bag correctly positioned.
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In the picture below you can see an exampie of a bag correctly positioned.

Now the operator can insert the injection nozzle into the bag by rotating 80° clockwise until it stops and locks into
position.

Check again that the open sile of the bag is positioned on the ssaling bar and make sure that the edge of the beg
protrudes approximately 1 cm, as shown below,

Position the upper & lower sides of the bag over the sealing bar and insert your hand inside the bag to fatten the
material under the nozzie against the metalic siope. itis very important that the 2 sides of the bags are not attached
to sach other and that the lower side s flat.

A.2. How to correctly seal a vacuum bag

The internal part of the bag should be clean and dry to achleve a good sealing. it is also very important to correctly
position the bag over the sealing bar, as explained in this saction.

Ei At the end of a program, It Is required to verify that the sealing is uniform all along the side of
the bag.

In case the sealing of the bag is not correct:
+ Open the bag by using some scissors.
+ Claan the upper internal part of the bag as explained above.
¢  Runimmediately a program “Vacuum Only” to seal again the bag (leaving the formalin inside the bag). Choose
the default program P3. See the chapter 3.6 to run a “Vacuum Only* program. .

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



SealSAFE MMO95 - Operator Manual

B. APPENDIX B - “VACUUM ONLY” PROGRAMS SELECTION GUIDELINES

P2 P3 P4
Kidney Placenta Lung Cysts
(P3/P4 ifw ithM t > 10cm In diameter
mBreast Prostate Brain
Uterus Intestine Lymph node
Liver Testicle Closed colon
(P3/P4 if with cyst)
Muscle Appendix Gallbladder
Thyroid Bone (not sharp)** Eye
Thymus Stomach/ Esophagus Cysts

<10cm in diameter

Skin Ovary Fetus
Tongue Tonsil Scraping"URP
Spleen
Open colon*
Pancreas
Bladder
Heart

* If the colon is clamped, please use the program P3.
** Remember to cover the sharpened edges (if present) with gauze to protect the vacuum bag.

A Ifthe nature of the specimen is uncertain, use the program P3.

This guide is intended for specimens directly packaged with Milestone vacuum sealed plastic
bags.

See the chapter 3.6 to run a “Vacuum Only” program.
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C. APPENDIX C - SPECIMENS TRANSPORTATION GUIDELINES

SURGERY ROOM TRANSPORTATION HISTOLOGY LAB

CONDITIONS

VACUUM SEALING

MAX 30 MIN

THERMAL BAG |
COOL PACKS +4*C

FRIDGE+4“C 5 GROSSING

VACUUM FRIDGE 2Hr- MAXI HOUR
SEALING +H'C FRIDGE +4“C GROSSING
THERMAL BAG ~
COOL PACKS +4*C
VACUUM MOBILE >3 HOURS 1= GROSSING 1
SEALING REFRIGERATOR FRIDGE +4'C
+H*C
MOBILE REFRIGERATOR -
If the time required by the courier for the specimens’ transportation to the Anatomic Pathology is; 1]
¢ less than 30 minutes; put the specimens in the Thermal bag with the cool packs at +4X , N

« less than 1 hour; put the specimens into the Refrigerator, close to the SealSAFE, for at least 2 Hr (pre-
cooling procedure) and later place them in the Thermal bag with the cool packs at -"4X,

. more

than 3 hours; use of the Mobile Refrigerator connected to an external power supply (12Vdc,

115/230V+10%-).

A

With the system at controlled temperature designed by Milestone s.r.l. is ensured a perfect
preservation ofthe morphology, antigenicity, DNA/RNA and proteins are preserved up to 48/72
hours in an optimal manner (depending on the initial conditions and the type of sample).

In none ofthe three cases described above the total time of the transport must exceed 72 hours
(including the time spent in the Surgery Room/Refrigerator of the Laboratory of Histology).
For proper preservation of the morphology, the samples must be packed and stored at 4*C
+2X.
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D. APPENDIX D - PRINTER AND BARCODE READER

D.1. How to use the printer

A built-in label printer is included for complete documentation of run by a self adhesive label that identifies the sample
bag.

1D barcodes are printed by this printer.
A printer kit (CODE 68331/A) is included (10 label rolls); see the chapter 2.2 for order more.

The printer has an ABS casing with a front cover which opens to allow access to the paper roll and print head. The
control panel is located on the front (see the figure below) and has a FEED key (3) and an OPEN key (1) for paper roll
compartment opening. The OPEN key is made of transparent plastic material so it works also a STATUS Led (2).

FEED button (3): When the LINE FEED is pressed, the printer advances the paper.

OPEN button (1); press the OPEN key to open the paper roll compartment.

STATUS led (2); displays printer hardware status. In case of malfijnction. The flash frequency changes as
shown in table below.

STATUS LED COLOR DESCRIPTION
O OFF Printer OFF
GREEN Printer ON: no error
GREEN COMMUNICATION STATUS
Flushing Description
')+ C = Slow Paper end
Fast Heating over temperature or incorrect power supply voltage

At the installation time, a roll is already located into the printer and 9 additional rolls are included separately in the
shipment.

When a roll is over, it's required to replace It if you want to continue printing. See the following instructions on how to
change the paper roll.

If you don’t want to use the print function or if you finish the paper roll and you don’t have

|:|S another one to insert and so the printer will stay without any roll for a period of time, it's
required to disable the printing function in Owner Settings (refer to the chapter 3.4 for
instructions).
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D.1.1. Storage of paper rolis

Transportation conditions

Joint transportation with the instrument is allowed
Temperature: -20C to +60C

Humidity: up to 50% (at 40C) non—condensing

Storage conditions

Store separately from the instrument
Temperature: +20 to 40°C.

Humidity: up to 50% (at 40C) non—condensing.

D.1.2. Changing the paper roll

To change paper roll, procesd as follows:
o  Open the paper roll compartment by pressing the OPEN key.

s  Move down the plastic cover to the maximum opening.

Dg Before inserting a new roll of paper into the printer, cut the first part (20cm) that may be sticky.

s Place the paper roll making sure that it unralls in the proper direction.

ol -

o Take out the paper and close the plastic cover.
e Push on the plastic cover 1o lock i.
¢ Tear off the exceeding paper using the jagged edge.

>
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0.1.3. Printer troubleshooting

. [:B it's required to use the jagged edge when teering off the paper.

in case the printer doesn't advances the paper comrectly, verify that the roll has been Inserted correctly by following the
operations describad in the previous chapter, .

it is aiso suggested to press the button FEED of the printer after a ssaling. The printer advances a littie the paper and
so at the moment of the following printing process, the printer should advance the paper corectly because i has been
siroady advanced.
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| E'APPENDIXE -"AG SEALER WITH HANDLE

Howto use the bag sealer with handle "

The bag sealer with handle (CODE 68559) will be included in SealSAFE unit in quantity 2. If necessary, it will be
possible to order it as accessory additionally, minimum order 10.

The bag sealer can be used to keep closed temporary a bag containing or not a specimen, dirty or not by fixative.

How to use the Baa sealer:
¢ Bend the upper part of the bag as shown into the picture.

Insert the yellow spindle of the bag sealer into the bended part of the bag.

Then push the bag sealer along the bended part of the bag.
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*  The bag sealer will keep closed all the opened sids of the bag.

Below the final result.

i It is possibie to use the handie of the bag sealer to move a bag inside the laboratory but it ls
required to keep one hand below the base of the bag for safety.
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F. APPENDIX F - RAPID CONNECTOR WITH HOSE SUITABLE FOR POLITAINER TANKS (CODE
68630)
%

Using of Rapid connector with hose suitable for Politainer tanks (CODE 68630)

The rapid connector (CODE 68630) provided is a new fast coupling, to be used in the place of the default ones. See

the image below.

By using this new accessory, the connection of formalin tanks with SealSAFE becomes safer because the operator

has only to connect the tank to the rapid connector, without opening it.
Therefore, formalin fumes are strongly reduced in the air during the tanks replacement procedure.

Formalin tanks are not provided.
The quick tank coupling is Cornelius Keg (with ball lock).

>

HOW TO CONNECT A TANK INTO THE DRAWER WHEN RAPID CONNECTOR IS USED:

e Connect the rapid connector in position 1 or 2 into the drawer, as shown below.

Position the formalin tank keeping on the top the ball lock.
Connect the rapid connector with the tank.
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* Rotate the tank and position it as shown in the picture below otherwise the loading is not correct.

When the tank is empty, rotate it in vertical position, unplug the rapid connector and position a new one
following the steps above.
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G. APPENDIX G - THE LIST OF NATIONAL STANDARDS APPLIED BY THE MANUFACTURER

The following standards apply:

98/79/EC In vitro diagnostic medical devices Directive

2014/35/EC Low Voltage Directive

2014/30/EC Electromagnetic compatibility (EMC) Directive

2011/65/EC Directive on the restriction of the use of certain hazardous substances in electrical and electronic
equipment

CEl EN 61010-1:2001 Safety requirements for electrical equipment for measurement, control and laboratory
use. General requirements.

CEl EN 61010-2-101:2002 Safety requirements for electrical equipment for measurement, control and
laboratory use. Particular requirements for in vitro diagnostic (IVD) medical equipment.

CEI EN 61326-1:2006 Electrical equipment for measurement, control and laboratory use. EMC requirements.
Part 1. General requirements.

CEl EN 61326-2-6:2006 Electrical equipment for measurement, control and laboratory use. EMC
requirements. Part 2-6. Particular requirements. In vitro diagnostic (IVD) medical equipment.

EN IEC 62304:2006 (/2013) Medical devices. Software. Life cycle process.

IEC 60825-1-2013 Safety of laser products. Part 1. Equipment calcification, requirements and user's guide
GOST IEC 61010-1-2014 Safety requirements for electrical equipment for measurement, control. a/l
laboratory use. Part 1. General requirements.

GOST IEC 61010-2-101-2013 Safety requirements for electrical equipment for measurement, control, and
laboratory use. Part 2-101. Particular requirements for in vitro diagnostic (IVD) medical equipment.

GOST R IEC 61326-1-2014 Electrical equipment for measurement, control and laboratory use. EMC
requirements. Part 1. General requirements.

GOST R IEC 61326-2-6-2014 Electrical equipment for measurement, control and laboratory use. EMC
requirements. Part 2-6. Particular requirements. In vitro diagnostic (IVD) medical equipment.

GOST 14254 -2015 Degrees of protection provided by enclosures (IP Code).

GOST 20790-93 Medical instruments, apparatus and equipment.
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TOPIOBO-NPOMbBILNEHHAR, PEMECAEHHAA U CENbCKOXO3ANCTBEHHAR NANATA

BEPrAMO
o
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YROMHOMOUGHHLIM NPEACTABHUTENEM C NPAROM NOANWCH KAKMX-NHGO AOKYMBHTOS OT KoMMam
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[3HAK) TOProno-npOUMILNSHHAA NANATS YNONHOMOYEHHOE
Bepramo BOMKHOCTHOE NXLIO
Mowwka Nowcn
<[108MHCH>
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CunCENS [SealSAFE] MMOS5 - PyKOBOACTEO NO SXCAMYATALWN

. Bnarogapum Bac sa BbiGop Haweid cuctembl M 406PO NOXANOBATL B NOCTOAHHO PacTywuin kny6
nonb3osarenei nabopaTopHeix Npubopoe GupMbl MaincCToyH.
Mol yeepent, 4T0 Bl Gyaere nonHOCTLIO YACBNETBOPEHB AaHHBIM NPUEOPOM, paametleHHbim 8 Baledd
naGoparopun.
Me: npocum Bac eHMaTenbHO NpouUTaTL RaHHOE PYKOBOACTBO NO IKCNAYATALMMA ¥ COXPAHUTL €ro Ans
AanbHeituero HCNoNbLIOBaHNA.
Ana nonyyeHna HeOOXOAUMON KOHCYNbTaLMW MNK NOMOWM B KCRATyaTauun npubopa ofipawaiitech k
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CunCEW® [SealSAFEI MMOQ95 - PykoBOACTBO MO aKcnayatauuu

1. BBEAEHWE
1.1. Vicnonb3yemble B JaHHOM PYKOBOJCTBE CUMBO/IbI

Moxanyiicta, BHUMATEIbHO 03HAKOMbTECH C AA@HHOW MHhopMaLneil.

VHgopmaums, o0603HauyeHHas [faHHbIM CUMBOJIOM, COAEPXWUT NpefoCcTepexeHune:
OCTOPO)XHO. HeBbINOIHEHME WHCTPYKUMU OnacHo Ans nonb3oBaTens uaM MOXeT
NPUBECTU K MOBPEXAEHMIO Npubopa.

VHdopmaumnsa, o0603Ha4YeHHas [AaHHbIM CUMBOJIOM, COAEPXWUT npepynpexneHune o
BO3MOXHOCTM MOPaXeHUs 3/eKTpuyeckum Tokom. Cnepgylite ykasaHuMsiM BO u3bexaHue
nocneAcTBuiA NOPaXeHUs 3NEeKTPUUYECKMM TOKOM.

Bbunonornyeckas onacHocTb

Temnepartypa NOBEPXHOCTEN, 0603HAYEHHbIX AaHHbIM CMMBOIOM, onacHa (6onee 70°C).

MpepynpexaeHue: JlazepHoe n3nydYeHne

CE-norotun: [aHHbli npubop COOTBETCTBYEeT TpeboBaHMAM [AUPEKTMB EBponeickoro
coobuiecTsa.

a>P>XY

Cumon [upektnBbl EC 06 yTunusauum OTXOAOB 3/IEKTPUYECKOTO U 3/IEKTPOHHOIO
obopypoBaHusa (2002/96EC): He  Bbli6pacbiBaliTe 9N1EeKTPUYECKMNe/aNnekTPOHHbIe
YyCTPOICTBA B OKpPYXalLLyl cpeay.

w w MeguuuHckoe n3genve ans in vitro gnarHoctuku cornacHo Aupektnse 98/97/EC.
O6o3HavaeT MeauLMHCKoe nsgenve, npegHasHayeHHoe  Ang 0JHOKpaTHOro
MCNOMb30BaHUA WKW AONA WUCMNOJIb30BaHWA Ha OAHOM nauueHTe BO BpPeMsA OfHOMN
npouenypbl.

O603HayaeT Ko napTun nNpou3sBoauTens
LOT
SN O603HavyaeT cepuiiHblii HOMep, MPUCBOEHHbI NPON3BOAUTENEM
REF O603HavaeT HoMep Mo Katanory npoussoanTens
BkntoueHo
O BbikntoueHo
MepeMeHHbI TOK
HomunHanbHoe HanpsxeHue, B
W MakcumasnbHasa HOMUHaIbHaa MOLWHOCTb, BT
USB pa3bem
Mponssoautens
y Jl
Xpynkoe
f
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1.2. Onucanue u HasHavesmne npubopa

Halpakue MeAHLMHCKORD nanenns «CHcTema anA BaxyymHoil yraxosxw Guonoruueckux oGpasuoa ¢ aoSamnen

dwxcatopa CunCEWN® [SealSAFE) B BapuaHTax MCTIONHEHMS, C NPMHALNEXHOCTAMIY (QANee - «ABTOMATUYECKAR
cucTeMa A06aBNeHNA (PMKCATOPA M BakyyMHo# ynaxoskus», CUNCEN® (SealSAFE), «meanunHCKoe wagenuer,
«MBAUUNHCKMI NPUBOPY, «CUCTEMA» W KYCTPORCTBON).

Cucrema CUnCEU® [SealSAFE] sanneTca BcnoMoraTenuibiM 0BOPYAOBAHMEM ANA N VItro AKATHOCTWKN,
CROeUMANLHO CNPOEKTUPORAHA N NPEAHAIHAUBHA ANA  YNAKOBKH B BAKYYMMLIS NaKETL) IMCTOMOTHHECIMX
ofpasyos SuvonorMueckMX TxaHell W OpraHOB 4enoBeKa ANA NOCNGAYIWEro WCCNeAOBAHWA &
FUCTONATONOIMOCKIUX NABOPATOPHAX MEAKLIMHCKHX YUPEXASHUNA:
+Coxpasenme » TpaHCnopTHposka Gronormyeciux 06paslioa B xoHTeRHepe wnu Gea nero, B CoaxeM WNM
3PHKCHPOBBHHOM COCTORHUM B BAKYYMHOM NaKeTe;
*D1KCaUmMs 8 BAKYYyMHOM NaKeTe C onpefeNneHHbN KONWIECTEOM PEAreHTa AN (UKCALUUN Nepes BLIPeako;
Anurencioe xpanenwe ofipasua (npn HeoGxoaMMOCTH, C ONREAGNSHHEIM KONUYECTEOM PEATeHTa ANR

hUKCaUMM B BAKYYMHOM NAKETE).

Onucaxue Leneporo aHanuTa

He npimeHwmo

DYHKUMOHANLHOR HA3HAUSHKE

Benomoratenshoe 0GopyaOBasME ANA in VItro ARAMHOCTHKN

" Cheundwaecxan navonoms,
cocTomHMe WA (haKTOp pHCKa, ANA

He RpuMeHUMO
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CunCEW® [SealSAFE] MMO095 - PyKoBOACTBO NO 3Kcnayatauuu

oOHapyxeHusl, onpejeneHns  win

AndbdepeHLmpoBaHus KOTOpOro

npegHa3HavyeHo MeaMLVHCKoe

n3genue ns guarHoCTUKKM in vitro

Tvn aHanmM3upyemoro obpasua Bronormnyeckne o6pasubl Ye/IOBEYECKUX OPraHOB Y TKaHei

MonynsAumoHHble, Aemorpaduueckne Mpu6op CunCEN® [SealSAFE] He npegHasHayeH ans

acnekTbl MPUMEHeEHVUS MELMUMHCKOTO  KOHKPETHOI rpynnbl NauyeHToB.

n3genus [JonyckaeTcs ucnonb3oBaHvWe yCTpolcTBa A1 OGMON0rmyecknx
06pasL0oB 4YesIoBEYECKMX OPraHoB W TKaHel BCex MOonyssuuii,
pasHbIX BO3PACTHbIX FPYymnn NauyeHToB.

MpoTwusonokasaHusa: He NPUMEHNMO.

Mo6ouHble aeiicTBUA: HE MPUMEHUMO.

Buabl 060a3M0B. NpefHa3HaYeHHbIX 418 ynakoBku ¢ nomolyblo CUNCEWN® (SealSAFE): Nio6Gble 6uosormyeckue
0o6pasLbl OpraHoB M TKaHel YesloBeka.

CunCEV® [SealSAFE] MOXeT 3KCM/lyaTUpOBATLCA TOMbKO 06YYEeHHbIM 1a60paTOPHLIM NEPCOHANOM (KIMMHUYECKWNI
NabopaTopHbIA cneunaancT win nabopaxT).

Bce coTpygHukn nabopaTopuu nepepg  Havasiom paboTbl € NPUGOPOM, [O/MKHbI  BHUMATENbHO MpoYMTaThb
PyKOBOZCTBO MO 3KCM/lyaTtauun 1 03HAaKOMUTLCS CO BCEMU TEXHUYECKUMU XapaKTepucTukamm.

Tonbko ans I'IpOCt)ECCVIOHaJ'IbeIX nonb3oBartenei.

MpuGop NpefHa3HaYeH TOMBLKO /151 1a6OPaTOPHOTO UCMO/b30BAHUS (suyTpu MOMELLEHUS).

11na KNMHUYEecKon nabopaTopHO AMATHOCTUKMN.

C npu6opom CunCEN® [SealSAFE] npon3BoAcTBa KOMMaHU MaiifCcTOyH J0KHbI MCMOMNb30BATLCS UCKIUUTENBHO
peareHTbl, NepeuncneHHble B pasgene «CoBMeCcTVMble peareHTbl Ansa dmkcaummn» 1.9.

CuUnCEN® [SealSAFE] npous3BoAcTBa KOMMaHWM MaiincToyH AO/MKEH 3KCMTyaTUpoBaThCS UCKIIUNTENBHO B
COOTBETCTBUM C JaHHbIM PYKOBOACTBOM.

MoGoii apyroit cnoco6 UCNoMb30BaHUS CUMTAETCS HeHaANexalum U MOXeT NPUBECTU K
aHHY/IMPOBAHUIO TapaHTMK, NPeaoCcTaBisieMoll MPOU3BOAUTENEM.

1.2.2. KomnnekTaunnsa

CucTema A5 BaKyyMHOV ynakoBku 6Guonornyecknx o6pasLos ¢ gobasnennem ukcatopa CunCEN®
[SealSAFE] B BapaHTax UCNOJSIHEHUS, C NPUHAANEXHOCTAMN

BapuaHTbl ucnonHeHns:

l. CucTeMa Ans BakyyMHOM ynakoBkn 6Monornyecknx o6pasLos ¢ qo6asneHnem dukcatopa CunCEN®
[SealSAFE] 6a3oBas;

Cocras;
1) CucTema Ans BaKyyMHON YNakoBk/n 6M00rnyeckux 06pasuos ¢ JobasneHnem dmkcatopa CunCEN®
[SealSAFE] 6azoBast -1 wr,;
2) BbitspkHoi wnaHr (Exhaust Tube complete) - 1 wr.;
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CunCEN® [SealSAFEI MMO095 « PykoBOACTBO NO aKcrsiyatauum

3
4)
5)

6)
7)

8)
9)
10,

11)
12)
13)
14)

15)
16)

17)
18)
19)

MeTannunyeckuii xomyT (Meta! clamp) - 2 wr.;

CeTeBoli kabenb (Main power cable) -1 wr,;

CuuTtblBaTE b LWITPUX-KOAOB, YCTAHOB/IEHHBI Ha NoAcTaBky (Barcode reader mounted on its support) - 1
wT.;

[Jepxartenb naketos (Bag holder) - 1wr;

USB - HocuTenb ¢ nporpaMMHbIM obecnedeHnem «LogViewer» (USB with “LogViewer” software included) -
Twr,

MpoHymepoBaHHble Tpyoku: 1,2, EXT1 un EXT2 (Pipes numbered: 1, 2, EXT1 and EXT2)-4 wr;
MnacTtukosble konbla 1-2 (Plastic rings 1-2) - 2 um,;

Tpu TMNa 3arnyLek pasHbix pasMepoB /18 pe3epByapoB B BbIABKHOM OTCeke (Masblid pasmep, guaMeTp
28-33 MM, cpeaHuii pasmep guameTp 32-38 MM, 60nbLUoi pasmep anameTtp 42-49 mm) (3 Different sizes of
cups for the tanks of the drawer (small size diameter 28-33 mm, medium size diameter 32-38 mm, big size
diameter 42-49 mm)) - 6 wWwr.;

MeTtannunyeckne konbua (Metal rings) - 2 wr.;

laeyuHbin kNtou (Allen wrench) -1 wr.;

MeTtannnyeckasn BctaBka (Metallic plate) -1 wr.;

BbICTPOCHEMHbIV coeanHUTESb CO LWaHrom Ans pesepByapoB (Rapid connector with hose suitable for
Politainer tanks) (npu HeobxogumocTu) - 1 Wwr.;

PynoHbl 6ymaru ansa npuHtepa (Rolls of papers for the printer) (npu Heo6xognmocTn) - 10 wir,;
MnacTrkoBbIli cTUNyc Ans paboTbl C ceHCcopHOW naHenbto (Plastic stylus to work with the touch-screen
terminal) -1 wr,;

PykoBOoACTBO Mo 3KcnyaTaumm B anekTpoHHoM dhopmare (Operator manual in electronic format) - 1 wr,;
3axum ¢ py4koii gns naketos (Bag sealer with handle) (npn HeobxoanmocTu) - go 10 wr,;

PykoBOACTBO Mo akcniyaTaumm B 6ymaxkHoM cpopmate (Operator manual In paper format) - 1 wr. <

CucTema 18 BakyyMHOI yNakoBkM 6Guonornueckmx obpasLos ¢ JobasneHnem dmkcatopa CunCEN®
WDLR [SealSAFE WDLR] co BCTPOEHHbIM pa3beMOM 47151 CUCTEMbI MOHUTOPUHIA TEMMNepaTypsbl;

CocTas.

1)

2)
3)
4)
5)

6)
7)

8)
9)
10)

11)
12
13)
14)

15)
16)

17)

18)
19)

2)

CucTema 18 BakyyMHOl ynakoBku 6Guonornueckmux obpasuos ¢ gobasneHnem dmkcatopa CunCEN®
WDLR [SealSAFE WDLR] c0 BCTPOEHHbIM pa3bemMoM /151 CUCTEMbl MOHUTOPUHIa Temneparypbl - 1 wrt.;
BbITspkHOM winaHr (Exhaust Tube complete) - 1 wr,;

MeTannnyeckuii xomyT (Metal clamp) - 2 wr.;

CeTteBoli kabenb (Main power cable) - 1 wm.;

CuunTbiBaTE b LWITPUX-KOAOB, YCTAHOB/EHHbI HAa noacTaBky (Barcode reader mounted on its support) - 1
wT.;

Jepxatenb naketoB (Bag holder) - 1 wr.;

USB - HocuTenb ¢ nporpaMMHbIM obecrnedveHnem «LogViewer» (USB with “LogViewer” software included) -
lwr;

MpoHymepoBaHHble Tpy6ku: 1, 2, EXT1 n EXT2 (Pipes numbered: 1, 2, EXT1 andEXT2)-4 um,;
MnacTtukoBble konbua 1-2 (Plastic rings 1-2) - 2 wr,;

Tpu TvNa 3arnyLek pasHbix pasmepos A1 pe3epByapoB B BbIABKHOM OTCeke (Masiblii pasmep, gnameTp
28-33 MM. cpeaHuii pasmep gnameTp 32-38 MM, 60nbLiol pasmep anametp 42-49 mm) (3 Different sizes of
cups for the tanks of the drawer (small size diameter 28-33 mm, medium size diameter 32-38 mm, big size
diameter 42-49 mm)) - 6 wr.;

MeTtannnyeckme konbua (Metal rings) - 2 wr.;

lMaeuHblin kntou (Allen wrench) - 1 wr;

MeTannmyeckas BctaBka (Metallic plate) -1 wr.;

BbICTPOCHEMHBIV COEAVMHUTENb CO LWaHrom ans pesepsyapoB (Rapid connector with hose suitable for
Politainer tanks) (npun HeobxogmumocTn) - 1 wrm,;

PynoHbl 6ymarn gns npuHtepa (Rolls of papers for the printer) (npu HeobxognmocTtn) - 10 wr,;
MnacTrkoBbIn cTUNyc Ans paboTbl C ceHCcopHol naHenbto (Plastic stylus to work with the touch-screen
terminal) -1 wr,;

PykoBoAcTBO MO aKcnyaTaumm B 31eKTpoHHOM dpopmarte (Operator manual in electronic format) - 1 wm,;
3axum c py4koii gns naketos (Bag sealer with handle) (npyu HeobxoaumocTw) - Ao 10 wr.;

PykoBoAcTBO MO akcnlyaTaumm B 6ymaxHoMm dpopmate (Operator manual in paper format) - 1 .

MpuHagnexHocTu:
KomnneKT BHELWWHEro BbITSXXHOro chopmanunHoBoro dmnbTpa (External exhaust FORMALIN fumes filter kit) -
lwrt;
€ cocTase:
1.1) Metannunuecknii kopnyc (Filter housing) -1 wrT.,
1.2) dunwbtp (Filter) - 1 wr.,
1.3) Hakneiika Ha counbTp (Label to the filter) - 1 wr.,
1.4) KomnnekT u3 3-X BbITSHKHbIX LL/IAHIOB pPa3Hoi ANUHBLI ¢ MeTanindeckummn xomytamm (Kit of 3
different lengths exhaust tubes complete with metal clamps) - 1 wt,
KomnnekT BHELUHWX A0MO/THUTESNbHbIX BbITSXHbIX (hopManinHoBbIX hunbTpos XL (External Self Standing XL
exhaust FORMALIN fumes filter kit) - 1 wr.;
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CuUnCEWN® [SealSAFEI MMOQ95 « PykoBOACTBO NO 3Kcrnyaralmmn

8cocTase:
2.1) Metannnueckuin kopnyc (Filter housing) -1 wr,,
2.2) BbiTsxHON hopmanmHoBblii chunbTp XL (exhaust FORMALIN filter XL) - 2w,
2.3) Haknelika Ha counbTp (Label to the filter) - 1 wr.,
2.4) Paspenutens counetpos (Filter dividing chamber) -1 wr..
2.5) BbITsKHOW WnaHr ¢ meTannnyeckumm xomytamm (Exhaust tube complete with metal clamps) - 1
wT.
3) HEPA cunbtp (MEPAfilter) - 1 w.

1.3. TexHun4yeckue xapakTepuCTUKU

Mogenb: CucTema [ BakyyMHO yNakoBKM G6UOMOrMYeckux 06pasLoB C JobasneHnem cukcatopa CunCEN®

[SealSAFE] 6a3oBas;
Kog 68460; CnnoBoii Bxoa: 230B+10% ~ 50 Iy 1500 BT. 1800 BaTT-nNuK

Mogenb; CucTema Ans BaKyyMHOW ynakoBkM —6MUOMOrMYeckux o6pasLoB ¢ JobasneHneM dukcatopa CUnCEN®
WDLR [SealSAFE WDLR] co BCTPOEHHbIM pa3beMOM 47151 CUCTEMbl MOHUTOPUHIa TemnepaTypbl (C Perncrparopom
TemneparypHbIX JaHHbIX):

Kog 68463; Cunosoii Bxog, 230B+10% - 50 Ny 1500 Bt, 1800 BaTT-nmK

1.3.1. KoHcTpykuns CunCEWN® fSealSAFEI

o6wun Bua:

CunTbiBaTENb OAPUX-KOL0B
BBog Homepa o6pasua n/ nam ID
cnyyas nayueHTa ¢ MoMOLLbIO
cuuTbiBaTENS UN'pUX-KoAa

BakyymHas kamepa ¢ aBTOMaTu4eckoi

BecoBoli gatunk 7
cmcTemoli Ao3nposaHmns ukcaTopa

BCTpPOEHHbIV 3N1EeKTPOHHbI/ BECOBOWA
[aTyunk 4NS B3BelMBaHMSA 06pasLoB

BCTPOEHHbI MpUHTEP ANA Neyatu
KpaTkoil MHdhopMaumm U3 NPoTOKONO0B

Pa3bem 4719 cucTeMbl MOHUTOPUHIa pacne4dyaTbiBaeT caMoKnedLytca

Temnepartypbl ¢ KapTtoii pernctparopa ITUKETKY.
TeMnepaTypHbIX AaHHbIX A5
[OKYMEHTUPOBaHHOMN U
CTaHAapTU3NPOBaHHOI
TPaHCMOPTUPOBKY

BeHTunupyemas BakyymHas kamepa u
BbIABVKHOW OTCEK AN peareHToB (:9
(OnuMoHanbHO AOCTYNEH BHELLHWIA

BbITS)XHON pnnbTp)

BbIABUXHOI OTCEK BMECTUMOCTbLIO Ha 2
pesepByapa 06beMoM 20 1 1 2 AONONHUTENbHbIX
nopta no3BoJIAT UCMNOJIb30BaTh BHELIHNE
pesepByapbl C peareHTamu Ans ukcauum

11
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CunCEN® [SealSAFE]

BHYTPEHHAA KAMEPA

MMO95 - PykoBOACTBO NO 3KCnyaraumm

OTKpPbIB OCHOBHYH NPO3PayuHyH KPbILLKY, Bbl yBUAWUTE CEAYIOLNE KOMMOHEHTI:

O603HayeHue:

1- CunnkoHoBas nnaHka
2- EMPD ynnoTtHutenb
3- CninBHoe oTBeEpCTUE

4- Mepeknoyartens BakyyMHOro Hacoca

5- bokoBafA nnaHka u

NO3MLNOHMPOBAHUSA NakeToB
6- BbITsXHas peweTka

7- BecoBoli gatumk

8- HarpeBartesnbHasa naHenb
9- Consio

10* BeHTUNAUMOHHAA pelueTka kaMepsbl

11- KoHTponbHas naHesb
12- MpuHTEp

MaHenb c3agn c pasbemMamu

I 1)

2)

3)

4)
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MeTanmyecknii

MHCTPYMEHT

Pasbem Ethernet/ LAN

OCHOBHOE 3neKkTponuTaHue

Bbixog, EXT1 gna BHeELWHero CTo4yHuka 1

Bbixog EXT2 ona BHELWHEro UCTOYHMKa 2
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CunCEN® [SealSAFEI MMO095 - PykoBoACTBO MO 3KCnayaTauum

1.3.2. Knaccu<bukanus

Knacc noTeHumasibHOro pucka Ans CUnCEN® [SealSAFE] - 2a
Bug, MeanUUHCKOTo U3fenns B COOTBETCTBMUN C POCCUICKO HOMEHKNATYpHOI Knaccudpmkaumeid no sugam - 116950.

Knaccuumkauua no FOCT 20790-93:

Knacc B 3aBMCMMOCTM OT BO3MOXHbIX NOCNEACTBMIA OTKa3a B Npouecce Ucnonb3oBaHusa - msgenue
Kknacca B.

Fpynna B 3aBUCMMOCTW OT MEXaHWYECKUX BO3LENCTBUI - m3genue 2 rpynnbl
CTteneHb 3awmTbl No 1P (cornacHo FOCT 14254) - IPXO0.
Knacc nasepHoin annapatypbl (CuMTbiBaTENb LUTPUX-KOAOB) - 2.

TexHn4yeckue napameTpbl:

Mporpammbl paboTsl npubopa: 2 Trna nporpamMm:
Tonbko Bakyym [Vacuum Only] (VO)
Bakyym+®ukcauymsa [Vacuum+Fixative] (VF)
MakcrmasibHO Jonyctumoe Bpema pno 30c
YCTaHOB/IEHNSA paboyero pexmma;
CpefiHee Bpems Bakyymu3auuy obpasua A1  BHe 3aBMCMMOCTM OT pasMepa WCMosb3yemMoro BakyyMHOro
NporpamMmbi: nakeTa 1 ynakoBbiBaemMoro 61monornyeckoro obpasua
Tonbko Bakyym [Vacuum Only] (VO)

Pl Pl -40c+5c
P2 P2 -33c+5¢
P3 P3 -26ct5¢C
P4 P4 - 13c+5c

CpepnHee Bpemsi [fob6aBreHnss peareHTa M 1MMH 25c+5¢
BakyymMu3aLum obpasua Ans nporpammbi:

Bakyym+®dukcauus [Vacuum+Fixative] (VF)

TOYHOCTb  B3BElWMBaHUA W [03MpoBaHusa  +10r

peareHta  ans dmkcaumm (ana BCEX

COOTHOLLEHWT BeC o6pasLa;Bec hukcaTopa)

Ycunve, npunaraemoe npu 6510KMpOBKM konec  He 6onee 35 H
nsaenusa

Ycunve, npunaraemoe npu nepemeweHmn He 6onee 40 H
npu6opa CunCEN® [SealSAFE]

YCTaHOBMEHHBIN YPOBEHb Bakyyma: YcTaHOB/EHHbI YpoBEHb Bakyyma VO
P1 - 25 mbap
P2 - 50 mbap
P3 - 75 mbap
P4 - 325 mbap
KonnyecTtBo pesepsyapos: e 2 pesepByapa C MakCUMasibHON BMECTUMOCTbIO 20 1 1

rabaputHbimn pasmepamu (OxBxLU) He 6onee (73,5 x 50,5 X
42) cM MOryT 6bITb PACNOSIOXKEHbI B BbIABUXHOM OTCEKE
npuéopa,
e 2 BHeWHuX pe3epByapa/koHTeliHepa N60li BMECTUMOCTM
M Nob6bIX pasMepoB MOryT OblTb pPAaCMONOXeHbl pPAAOM C
npreéopom.

HEPA donnbTp ounbTpylolwe  aneMeHTbl  cepum  BSV-DA  (knacc
dmnbTpaumm) knaccudmympoBaHbl kak HEPA 1SO 35H
OhhekTUBHOCTL  yaepxaHus: > 99,999%  (cTepunbHas
oTpaboTaHHas BoAa)

BHeLUHW BbITSAXHONM hopManIHOBBI OUNbTP AddektnsHoCcTb: 50 %
Pacxon dopmanuHa BocxogAwmini notok dwunetpa - 1,77
Mr/M3 - nchbiTaHme obpasua 3 /4 hopManmHa
Pacxop hopmanuHa HUcxogawmin notok dounsTtpa - 0,9 mMr/m3
- ucnbiTaHme o6pasua 3 1/4 hopmannHa

Mpockok: 300 n1 10 % chopmasimHa
BHeLwHuiA [LONONMHUTESbHBbIN BbITSKHON  DdpchekTUBHOCTL: 90 %
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CUNCEWN® [SealSAFE] MMO95 - PykoBOACTBO NO 3KCM/lyarauum

dhopmanIinHOBbI ounbTp XL Pacxog chopmanvHa Bocxogsawmii notok dunbtpa XL - 1,77
Mr/mM3 - ncnbiTaHne obpasua 3 n/4 chopmainHa
Pacxop dopmanuHa Hucxoasawmin notok cmnbtpa XL - 0,17
Mr/mM3 - ncnbiTaHne obpasuya 3 n1/4 hopmamHa
Mpockok: 1000 n 10 % chopManuHa

YpoBeHb 3BYKOBOI MOLLHOCTM: He 6onee 65 obA

Pacxop Bo3fyxa yepes BEeHTUNIATOP: 47-50MMy (ky6. MeTp B yac)

MpepoxpaHuTenu: F1-F2: 8A 10x38 GG
F7:  20A 10x38 AM

CuuTtblBaTE b LUTPUX-KOLOB: [OnvHa n3nyyaemoli BosHbl - 650 HM; BbIXOAHOE W3/yyeHve -
1mvBT.

XapaktepucTuka CBapHOro LwBa BakyymMHoro LIoB fo/mKeH ObiTb POBHLIM, OAHOPOAHLIM, 6€3 MPOomnycKos,

nakerta NPOX>KEHHbIX MEeCT 1 CKNaaoK.

Cuctema MeHe[XKMeHTa KauyecTBa KOMMaHuy MainctoyH c.p.Ji. cepTudimumpoBaHa CcorfacHo cTaHgapTam 1SO
9001:2015 un ISO 13485:2016.

1.4. CeHcopHas KOHTpOJibHaA naHenb

Ha cnegylolem pucyHke n3o6paxeHa CEeHCOpPHas KOHTPO/bHas MaHenb ycTpoiictea CunCEW® [SealSAFE].
YnpaBneHue ycTpPOCTBOM OCYLLECTB/IIETCA MYyTEM HaKaTus MKOHOK Ha 3KpaHe.

[Ba USB-nopta pacnonioxeHbl Ha G0KOBbIX CTOPOHAX CEHCOPHOI KOHTPOMbHOW NnaHenu: oguH - cnpasa, ApYyroWn
cneBa (CM. CTPEsIKY Ha PUCYHKE HWXe, NpaBasi CTOPOHa).

\

B cnyuvasx Hewucnonb3oBaHua USB nopTtoB B pa3bem Heobxoaumo BcTaBuTb USB
3alunTy, Kak nokasaHo Ha PUCYHKe Bbille.

XapakTepucTuku: TFT-LCD 7" wunpokodhopmaTHbllii UBETHOI gucnnen
Pa3peLuenmne 800 x 480,
Pe3ncTnBHbIN ceHCOpHbI gucnnei
3Y 6onbLuoli emkoctn 4 6

1uUn1rmy,

MporpammHoe o6ecneyeHmne: Windows™ Embedded Compact 7

Mporpammbl: MHOroKOMMoHeHTHble BBefieHHble B 3Y Mnporpammbl, C OnpefeneHHbIMU
nporpammamy, HacTpavBaemblMM B COOTBETCTBMM C  NOTPebHOCTAMM
nons3osarens

WHTepdpelic BBoga/BbBoaA: 2xUSB nopta 2,0, 1 x LAN Ethernet 10/100 M6/c RJ-45

Knacc 6e3onacHOCTM nporpaMMHOro obecrneuyeHuss B COOTBETCTBUM CO cTaHgaptom IEC 62304-2006: «knacc A”

HeBO3MOXHbI HMKaKne TpasMbl UK yLLLEPO 3[0POBbLIO. 1
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CunCEN® [SealSAFE] MMO095 - PykoBoACTBO MO 3KcnyaTauum

MockonbKy YCTaHOB/IEHHOE MporpaMMHOe o6GecrnedyeHne npeacTaBnseT coboil  TOMbKO  KOHTponupyloulee
nporpammHoe obecneyeHne / MUKpPOMporpaMMHoe obecrneyeHne 06opyaoBaHus. Hukakoi yuwepb uam HaHeceHue
Bpeaa 3/10pOBbi0 HE BO3MOXHO. HeT BEpPOATHOCTM MPUUYMHEHUS HMKAKOTo Bpega MyTeM paspylleHusi. MNporpamMmHoe
obecneyeHne He BbIHOCUT HUKaKMX KTMHUYECKUX PELLEeHWIA.

1.5. YcnoBus TPaHCNOPTUPOBKM U XpaHEHUS

TpaHcnopTupoBaHue NpubGopa MOXeT OCYLLECTBSATLCS Xee3HOL0POXHbIM, aBTOMOGUbHbIM, PEYHBIM 1
BO3AYLIHbIM BUAAMMW TPAHCMOPTA B KPbITbIX TPAHCMOPTHBLIX CpeAcTBax.

YcnoBus TpaHCNOPTUPOBKU U XpaHEHUS;

Temnepatypa; o1 -20®C o +60°C

BnaxHocTb: Ao 50% (npu 40°C), 6e3 06pa3oBaHnst KOHAeHcaTa
CneuvanbHble TpeboBaHWsA NPoON3BOAUTENS.

KpenneHne TpaHCNOPTHOW YNakoBKA B TPAHCMNOPTHbIX CPeACTBAaxX W MepeBO3kKa MNPOAYKUUM Ha HUX
[LOJKHbI MPOU3BOAUTLCS COMTACHO NpaBuiaM, AelicTBYOLIMM HAa COOTBETCTBYHLLIMX BUAAX TpaHCcnopTa.

PacctaHoBKa W KpenneHue TPaHCNOPTUPOBOUYHbLIX HALNKOB [OJ/KHO ob6ecneynmBatb WuXx yCTOVI'-IMBOG
nos1IoXKeHne n oTCyTcTBMe CMeLweHna BO BpeMda TpaHCNOpPTUpPOBaHNA.

Mockonbky Npubop ABASiIETCA KPYNHOraGapuTHLIM U TSHXKENOBECHbIM TPY30M PEKOMEeHAyeTcsi pa3MeliaTb
ero Ha HWXHUX psfax cTennaxeli Ha cknagax usrotoButens (noTpebutens).

TpaHcnopTMpOBKa annapaTta AONYCKaeTCH TOMIbKO B BEPTUKANIbHOM MOJIOXEHUN.

Mepen BkNoueHnem CunCEMN® [SealSAFE] (nocne nepemel,eHWs W3 NoOMel,eHUs NS
XpaHeHns1) No3BONbTe YCTPOWCTBY aganTupoBaTbCca K oKpyXxatluei cpepe (no kpaiHei
mMepe, B TeyeHue nonayyaca).

Pynonw Oymaru ana noiHTepa (Rolls of papers for the printer) (komnnekTytowasn)

YcnoBusa TpaHCNoOPTUPOBKHN

JlonyckaeTcsa coBMecTHas TpaHCnopTMpoBKa ¢ npubopom
Temnepatypa ot -20 C go + 60 C

BnaxHocTb o 50% (npu 40 C) 6e3 o6pa3oBaHusA KoHAeHcaTa

YcnoBusa xpaHeHus

Cnepyet xpaHuTb OTAEeNbHO OT npubopa

Temnepartypa ot +20 go +40 °C.

B/TAXHOCTb; A0 50% (npun 40°C) 6e3 ob6pa3oBaHnNs KoHAeHcaTa.

1.6. YcnoBuS okpyxarLuen cpegbl

Pa6oTa ¢ npubopom CunCEN® [SealSAFE] gonyckaeTcs TONLKO BHYTPU NOMELLeHNs.

Pabouas Temnepartypa,; 15°C - 30°C
BnaxHocTb (OTHOCUTE IbHAs); 0o 80%
Makc, BbicoTa; 2000 m

CneuuanbHble Tpe6oBaHNSA NPOV3BOAUTENS.

1.7. NpepynpexaeHnus n Mmepbl 6e30MacHOCTK

Wcnonb3oBaHne 060pyAOBaHMWsS CMOCOGOM, OT/IMYHBIM OT YKAa3aHHOrO MPOM3BOAWTENIEM, MOXET MPUBECTU K
aHHY/IMPOBaHWIO NPeAoCTaB/IIEMOli NPOU3BOANTENIEM FapPaHTUN.

CeTeBble LUTENCeNM CUATAOTCA pasbeanHuTensamu. MNepen c60pKoi cUCTEMbI, NMOACOEANHEHUEM MPUHAANEXHOCTEN
(Npy HanMuKMK), a Takxe nepes OUYNCTKO HEOGXOANMMO BbITaCKMBAaTb CETEBON LUTENCE b U3 PO3ETKU.
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CunCEAD [SealSAFE] - MMO9S - Pykoe0ACTRO NO IXCNYATALAN

MpuSop He AoMwes pasueitaTen Taxnm obpalor, UToGu Bbin 3aTPYAHEH AOCTYN K OTKNIOVAIOLISMY YCTPOWCTRY.
Po3eTsn, K KOTOpbIM noaxmiovaeTca ofopyaosanue, ROMxHL ObiTh 3a3eMNEHLI, BUAHBI W NEMOGOCTYNHL am.
oneparops. HE cnepyeTt nonbiosaThen yanuMTensamK Gea 3almmore nposoaa.

MNepes Havanom paboTw, noka npubop Haxoautcs B GE30NACHOM COCTORHMW HEOBXOAWMO BU3YANkHO YieanThesn,
9TO NPUGOP CTOUT POBHO HA FOPUIOHTANBHOA NOBEPXHOCTH, NPORBPHUTL OTCYTCTBUE BHELWHUX NOBPENACHWH Npuiopa

1 ceTesoro kabens.

O60opyAOBAHE OCHAWEHO CMENHLINM NPEACXPAHITENAMM, UX 33MEHS J0/TKHA MPOBOAMTLCA ACMXHBIM OBPSIOM
SBTOPUSOBINHLIM TexHwueckum nepcomanom. Ecnnm cuctema we paGovaer Aomweesa 0fpasoM, noxanydcra,
CBFNUTECH C YNONHOMOUEHHLIM NPAACTABMTENEM NPOUIBOAKTENRA B Bawem peniore,

Pannos obopyaosaHe CXOHCTPYMPORAHO W WCNLITAHO B cooTeercTenu ¢ TpeGosanuamu CUCNP 11 {xnacc A). B
KUNLIX 30HAX OHO MOXET COSAABATL PAAMONOMEXW, W 8 ITOM Criyyae Bam CneaysT NPHHATL MEPLI NO CHINKBHNIO
YPOBHR NOMEX.

Aannoe ofopynosanne COOTBATCTBYET TPEGOBIHMAM NOMEXOYCTORMBOCTY It INEKTPOMArHKTHOA amuocun FOCT P
MIK 61326-1-2014 u FOCT P M3K 61326-2-6-2014, Ho npu nogxniouenm 0GOpyAOBaHKA K ADYIHM 0bbexTam nnn e
HHBIX YCNOBMAX IXCINYATALMM BOSMONHO BOSHMKNOBEHHE SNGXTPOMArHWTHOW 3MWCCHK, NPesbiluadLLel yposeHs,
YKB3aHHBIA B HACTOSLLYEM CTaHaapTe.

PexomenayeTcs pasmewats npuBop 8 MecTax, rAe MNTEHCHBHOCTL BHBLIHEMD SNEXTPOMATHUTHOIO HINYYSHNS W
SNSXTPOCTATUUECKOrO PAIPARA HAKE NPEABITLHO [ONYCTUMON WHTEHCUBHOCTH.

He wncnonsayiite paxvoe oOGOpyAcRaHMEe BONUSM WMCTOMHWKOS CHANBLHOIO 3IMEKTPOMATHWTHORD, WOHMINDYIOWSrO
M3NYYeHWA, AMEKTPOCTATIHECKMX DAPAAOS, NOCKONLKY OHY MOTYT HEPYWIMTL €70 HOPMANLHOE (YHKLIMOHWpOBAHHE.

Mpu noaxniovennun K Npubopy  U3AennA W oBOPYAOBAHUN, KOTOPHIE HWe BXOAAT B NOCTABKY, muom.
BOSHWKHOBEHWE 3/TEKTPOMETHUTHOR SMUCCHM, NPEBLILLMIOWSH AONYCTUMLE YPOREHb,

Pexomenayerca WCNON3OBATS npubop B yKasaHHLIX YCNOBMAX OKpymanweR pabousit cpeas {cMm. Paagen 1.6.),
Yyrobnl nabexatt HEGNArONPUATHOTO BOSAGACTENS HA 810 DYHKLIMOHWPOBAHNKE.

C dvneTpamn W peareHTami NOCNe UX UCNONLICABHNA HEoBX0auMO OBPEWAaTLCH, KaK ¢ GHONOMMYECKH ORACHLIM
MBTepHanoMm. YTwmsMpoeaTe B COOTRETCTBMKM €  easpanbHLiMW, MyHULMNANLHBIMW W MECTHLIMK

NPABUTENMLCTBEHHBIMKU NONOXEHNAMY (CM.pasgensl 11.3 u 11.5).
Bce yacTn oBopyAOBAHVA W NPUHAANENHOCTH A0KHLI NOCTABAATLCA TONLKO NPOUIBOAUTENEM.

CHMXBHMIO cTenenw GesonacHoctw yctpoiictea. Ecnu oSopynosanwe we palortaer

HE OTKPBLIBAATE KOPMYC. Hecobniopnenne OAMHOIO YKA3AHMS MOXET NPUBECTH X
M ROFIMHLIM  OOGPa3OM, NOMANYHCTA, CBAXNTECE C BaWWM  NOCTABIMKOM WM

NPOUSSOANTENEM.

He nepawewaitte npubop, NPUHAANENKMOCTH, NAHENW WAN  KPLILKY. TOoNWKO

ABTOPRIOBANHLIA  #  wsanwduuwposannbii TEXHUHECKMHA  nepcowan  moxer

PEMONTMPORATE NPUGOP N UMETL AOCTYN K BHYTPOHHWM KOMNOHAGHTaM.

OveHs BAXHO COSMOAATE NPUHATRIO CTRAHQAPTH GE3ONACHOCTH M PEKOMEHAYSMLe .
Dﬂ Hopmit natoparopus. Mpu pabote ¢ NPrBOPOM BXeraa MCNONLIYATS HEKONNEHHBIA ONLIT

W HABBIKN.

Yupexasuue, KOTOPOMYy NpMHANexMT npubop, HECeT NABHYIO OTBETCTBEHNOCTR 3R
xcnnyaraunic Gea npoucwecTBWH BMOCTe C NOPCOHANOM, KOTOPMIA MCNONWayeT,
oficnyxveaeT M PEMOHTHPYeT npubop.

nepeuncnolst B pasaene 1.9 «CoamecTuMbI® pearenTsl ans duxcaunws, HecoSmogomme

Bo nalexanne nospexaeHnn nNpuGopa WCNONLAYHTE TONLKO T8 PEAFeHTM, KOTOPMIO
A ARHHOID YKAIAHUA MONET NPHBECTN K CHINKSHMIO CTeNeHN 5E30NACHOCTH YCTPOWCTBA.

OCTOPOXHO: BLISPOCE! PAANGHTOB TOKCHN M W KAPUMHOTEHHSI,

Mcnonb3oBaumue npuGopa CunCEW® [SealSAFE] B COOTBOTCTEMM C  AaHHMIM
pyxosoncraom oSecneunpaeT 5830NaCHOCTL ONGPATOPA.

B cnyuyae cRy4awHoro panuBa PEAreHTA AMm GUKCAUNM, CreAyHTe MECTHLIM
NOCTAHOBMGHMAM,  KOTOPMI® CORSPNAT BANHYIO  WMHDOPMAUWIO,  HANPWMEp,
UCNONLIOBAKNME NOAXOANLIMX CPOACTS HHANBUAYANLHON 3aWNTLI (CU3),
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CunCEWN® [SealSAFE] MMOQ95 ¢ PykoBOACTBO NO 3aKcr/lyaTaumu

> T~ >> >> >

Bo unsbexaHne noBpexaeHnss npubopa WCNONb3yiNTe TONIbKO BaKyyMHble MakeThbl,
onucaHHble B JaHHOM PYKOBOACTBE M NMOCTaBNseMble KOMNaHuel MaincToyH c.p.n.

Ona nonyyeHusa 6onee nogpo6Hol wuHdopmauum cm. rnasy 5.1. [ns nonydeHus
MHgopmaLumm 06 ytuamsauum cm. rnasy 11.1.

Ona npefoTBpalleHust 3anycka TepMUYECKON 3aluTbl B ONpPeAeIeHHbIX KOMMNOHEHTaX He
peKkoMeHAyeTCs BbIMOMHATL B TeuyeHue 15 MuHyT Gonee 3 LMKIOB Ans 06pasuoB
MasieHbKOro pasmepa.

B npouecce akcnayatauuu B HOPMasibHbIX YC/IOBUSIX HEKOTOpPble MOBEPXHOCTM
o6opynoBaHusi HarpeBalTcs. KOHTaKT ¢ TakMMu NOBEPXHOCTAMMU 63 COOTBETCTBYHOLNX
Mep NPeAoCTOPOXHOCTU MOXET cTaTb MPUYUHON oxora.

B KOHLe nporpamMmmbl MeTaninyeckas naHesb MOXeT 6biTb OUYEHb ropsyvas.

He npensiTcTByiiTe BbIXxO4y BO3ayXxa

Heponyctuma 3ameHa CbeMHOro CeTeBOro Kkabens kabenamn c HECOOTBETCTBYHOLWNMN
HOMWHaTbHbIMU XapaKTepuctnkamm

Mpun paboTe npubopa KpbiwKa npudopa gosmkHa O6biTb 06s13aTeIbHO 3akpbiTa. KomnaHus
MaiinctoyH C.p.n1. He HeceT OTBETCTBEHHOCTM 3a CHWXEHUS kayecTBa paboTbl CUCTEMBI,
Bbl3BaHHOE  OTKpbIBaAHMEM  KPbIWKMW BO BpPeMs npouecca ynakoBblBaHUS U
3aneyvyaTbiBaHUs 6MoNorMyecknx 06pasLoB B BakyyMHble NakeThl.

BHUMAHWE npu 3akpbiBaHUN KpPbIWKK: OnacHOCTb 3auiemsieHns! He BknagbiBaiTe pyku
B 30HY NepeMeLLeHNs KPbILLIKN.

Mpu wncnonb3oBaHUM 06OPYAOBAHUS C HApyLEeHUsiMU Tpe6oBaHWUii, YCTaHOB/IEHHbIX
M3rOTOBUTE/IEM, MOXET CHU3UTLCS YPOBEHb 3aluThl 060pyA0BaHNS.

He HanpaBsnsiite cunTbiBaTe b LWUTPUX-KOAOB B rnasa. /lazepHoe M3fyyeHue, He CMOTpUTE
B ny4ok. JIASEPHAA AMNMAPATYPA KNACCA 2

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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CUNCEN® [SealSAFE]

1.8. MapkupoBka npubopa

1.8.1. MapknpoBKa ynakoBKku (LepeBsAHHbI AL MK)

KO/, 68460: mogens CUnCEN® [SealSAFE] 6asosas

MILESTONE s.r.l.
Via Fatebenefratelli, 1*5

24010 Sorisole (BG) - Italy
1 Tel. +39.035.4128264 IVD
Fax. +39.035.575498

e>mail:marketing@ milestonemedsrl.com
www.milestonemedsrl.com C€

68460
REF SEALSAFE

SN

MILESTONE
PATIENTS

JononHnTenbHaa Mmapkuposka gna Poccuu:

MAWNCTOYH C.P.N.
Buna dartebeHedpaTtennu, 1/5
24010 Copusone (Bl) - Utanua
Ten.: +39.035.4128264
dakc: +39 035.575498
On.agpec:marketing@milestonemedsrl.com
www.milestonemedsrl.com

Cuctema gNns BaKyyMHOW ynakoBKu
6nonornyeckux obpasuyoB c fobaBneHnem
thukcatopa CUNCEN® [SealSAFE] B BapuaHTax
MCMNOMTHEHMNSA, C NPUHAANEXHOCTAMM

KaTanoX Hbl i

HOMEP (REF): 68460

CucTema ans BaKyyMHOM YyMakoBKMU
6uonornyeckux o6pasvoB Cc pgobaBneHnem
dukcaTopa CUNCEN® (SealSAFE] 6a3oBas

Ycnosus TpPaHCNOPTUPOBKM U XpaHeHna: Temnepatypa: ot -20°C go +60°C,
BNIaXHOCTb; A0 50% (npu 40°C). 6e3 o6pa3oBaHNsA KOHAeHcaTa.

PernctpaunoHHoe yaoctoBepeHne P® Ne oT
YNoNHOMOYEHHbI npegcTtaButens B PP; OO0 «buoflaitH»
197022, Poccus, r.CaHkT-MeTepbypr,

yn. Mpodpeccopa MNonosa, 4.23, nut. E

Ten,; +7(812)320 49 49; 8 800 555 49 40.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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CunCEW® [SealSAFEI

KO/ 68463: mogens CunCEN® WDLR [SealSAFE WDLR]

MILESTONE s.r.l.
Via Fatebenefratelli, 1-5

24010 Sorisole(BG)-Italy
Tel. +39.035.4128264 IVD
Fax. +39.035.575498

e-mail:marketing@ milestonemed$rl.com
www.milestonemedsrl.com C€

68463
REF SEALSAFE WDLR

SN

MILESTONE

MononHWTeNnbHaa mapkMposka anas Poccuu:

MAWUNCTOYH C.PN.
Bua ®aTtebeHedpartennu, 1/5
24010 Copusone (Bl) - Utanua
Ten.: +39.035.4128264
dakc: +39 035.575498
On.agpec:tarkebng@ milestonemedsrl.com
www.milestonemedsrl.com

CncTtema AN BaKyyMHOW ynakOBKM
6uonormyecknx o6pasyoB c gobaBneHnem
tdnkcaTtopa CUNCEN® [SealSAFE] B BapuaHTax
NCNOJIHEHNSA, C MPUHALEXHOCTAMMU

KATANOXHbIN

HOMEP (REF): 68463

Cuctema ons BaKyyMHOM yNaKoBKU
ounonornyecknx obpasyoB Cc pgobaBneHueMm
dukcaTopa CunCEN® WDLR [SealSAFE WDLR]
CO BCTpPOEHHbIM pa3beMOM A1  CUCTEMbI
MOHUTOpPUWHIa TemnepaTypbl

Ycnosusa TpPaHCNOPTUPOBKN U XpaHeHus: Temnepatypa: ot -20"C go +60°C,
BI@XHOCTb; A0 50% (npu 40°C). 6e3 o6pa3oBaHns KoHAeHcaTa.

PerucTtpaunoHHoe ygoctosepeHmne PO Ne oT
YnonHomoueHHblli npegctasutens B P®: OO0 «BunoflaiH»
197022, Poccus, r.CaHkT-lMeTepbypr.

yn. Mpodeccopa Monosa, 4.23, nuT. E

Ten.; +7(812)320 49 49; 8 800 555 49 40.

& 000 LHPMY (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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CunCEN® [SealSAFE] MMOSS - PyxoaoACTRO 110 IXCINYaTALMN

1.8.2. MapxMpoBxa Wbkt .
KOQl 68460: .mopent CUnCEN® (SealSAFE] 6asosas

‘ MILESTONE SRL

Viu Favsbeanivaini, V3 - 26010 Sernely (B0 « ITALY
Tl 4126248 Fan. o9 0 70400

SERIAL NUMBER ‘SN’
INPUT: 230V~ S0Mz  1500W. PEAK POWER 1800Wp
}  MANUFACTURED:

C €[vo] Ty 2

TO1RRULM THMICRN T V) 73056786 200 LB400

i SEALSAFE

MAANCTOYH C.P.N,
Bua ®arelienedpaTennn, 1/5 - 24010 Copusone (BN - Hranun
Ten.: +39.035.4128264 ®axc: +39 036.675498

CncreMa ana BaKyyMHOR yNaKosKkK

Suonoruyecknx oSpasLos ¢ aoGasneHnem

cuxcaTopa CunCEUD [SealSAFE] B Bapuantax ncnonHenmn,
€ NPUHAANGXHOCTAMM

KATANOXHBIA HOMEP (REF) 68460

PerncTpaunontoe yaocrosepenne P® Ne or

YnonHomoueHHbiW npeacTasuTant 3 PO; 000 «Buolaiu» .
197022, Poccwn, r.Canir-{lerapOypr,

yn. Npogpeccopa MNonocea, 8.23, nur. E
Ten.: +7(812)320 49 49, 8 800 555 40 40.
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CUNCEW® [SealSAFEI

KO/J, 68463; mopaens CunCEN® WDLR [SealSAFE WDLR]

MILESTONE SRL

WV I"s-m tc SwiMk {«C>+ (TALY
AW H4 fit. *}10)5 97$4M

mJ &*

SEALSAFE WDLR

REF 65463

SERIAL NUMBER SN

INPUT: 230V- 50Hz 1500W, PEAK POWER ISOOWp
MANUFACTURED

C €1lUE]Co »

MononHWTEeNbHas MapkupoBka Ans Poccum

MAWUNCTOYH C.P.J.
Buna ®atebeHedpaTtennu, 1/5- 24010 Copusone (br) - Utanusa
Ten.: +39.035.4128264 dakc: +39 035.575498

Cuctema ANna BakyyMHON yrnakoBKu

6unonornyeckux ob6pasuos c gob6aBneHmem

tdnkcatopa CUNCEN® [SealSAFE] B BapuaHTax WCNOMHEHUS,

C NPUHAANEXHOCTAMMU

KATAIOXHbI HOMEP (REF) 68463

Cnctema p[na  BakyyMHOM ynakoBKM 6GUONOrMyeckmx o6pasyos
po6asneHnem ®ukcatopa CUnCEN® WDLR [SealSAFE WDLR1
BCTPOEHHbIM pa3beMoOM f/19 CUCTEMbl MOHUTOPWHIa TeMnepartypsbl

PerucTtpaunoHHoe ygoctoseperHne P® Ne, oT
YNonHOMO4YeHHbI npeacTaButens B P®: OO0 «buoflaiiH»
197022, Poccus, r.CaHkT-INetepbypr,

yn. Mpodeccopa Monosa, 4.23, nuT. E

Ten.: +7(812)320 49 49; 8 800 555 49 40.
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CunCEN® [SealSAFE]

1.8.3. MapkupoBKa cuyMmTblBaTe/Iqd WTPUX-KOAOB

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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CunCEW® [SealSAFEI MMO095 - PykoBOACTBO MO 3Kcnayarauuu

Cwm. onucaHve cumBosios B nase 1.1.
1.8.4. PacnonoxeHwe cMMBOMOB Ha Npubope CunCEN® [SealSAFE]

Ha 3agHein ctopoHe npubopa;

NON OSTRUIRE L'ESPULSIONE OELHANA
HE MPEMNATCTBYWTE BbIXOAY BO3AYXA
NE PAS OBSTRUER EVACUANON DE L'AIR
NICHT BEHINDERN LUFTENTLADUNC
NO 08STRUVA U DESCARSA DE AIRE

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

Ha 60koBoli cTopoHe npubopa:

Ha kpbiwke npubopa;

CM. pacwmnpoBKy CMMBOJIOB B rnase 1.1.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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CunCEA® [SealSAFE] MMOSS - PyoBOLCTRO N0 INCINYSTAUMN

1.9. CoBMECTUMBIO POArSHTL ANA PUKCAUNN

1. Gopmanuy 10%, 3aGydepenHuin (PermcTpaumonnoe yaocTomepenve B Poccuiickoin degepaunw Ne P3H
2013/4170, n. 14 nnu Apyrue peareHTL C SHANOIWHBIM COCTABOM, 3APETUCTPUPOBAHHDIS B YCTAHOBNEHHOM NOPAAKS
Ha TeppuTopm Poccim).

2, JameruTens copmanuHa: pacTeop «Greenfixe (PerucTpaumoHHoe yaoCTOBEpSaHME B  POCCHACKON
denepaum NeP3H 2013/1025, n. 22 vnu apyrve peareHTul ¢ SHANOTHMHBIM COCTABOM, JaPErMCTPHMPOBANHLIE B
YCTRHORTENHOM NIOPAAKE HA TERPUTOPUK POCCHK).

HE WCMONbL3OBATEL PEAMEHTHEI ANA OUKCALIWMK, OTNUYHBIE OT BbIWE
NEPEMMCNEHHBLIX!
B chnyuyse COMHEMMH, NOWANYIHACT3, CBANWTECE RO INGKTPOHHOR  novyTe:
Em PeareHTul ANA UKCALMM, OTNHYNMIG OT BMWETISPEYNCIIPHHBLIX, MOTYT NOBPeANTL
HEXOTOPRIS YACTH NPUBOPS.
YTounaiTe y YNONHOMOMEHHOrO NpeacTasutens s Bawes cTpane paspeuleHHbi® X
. OGPALLIEHWIO PEATBHTLI W WX ROCTYNIHOCTS.

1.10. CuuTniBaTENbL WTPUX-XOA0E

CunThibaTeNk WITPHX-KOA0S BKMOHEHK B KOMIUIEKT NOCTaBKK YCTPORCTSA.
MHTynTMBHOS W GbiCTPO® CUMTHIBAHME LITPUX-KOQOS. JProOHOMMUECKK CNPOSKTHPOBAHHBIA ANA SLINOAHEHWA
GECKOHTAKTHBIX # KONTAKTHBIX ASHCTEWA,

Cwm. rasy 2.4. AN nONYMEHNR MHCTRYKUMIA NO YCTAHOBKE CHUTLIBATENR Ha YCTPORCTRO.

25
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CuNCEN® [SealSAFE] MMO095 - PykoBOACTBO NO 3KcryaTalmm

2. MOHTAX n HACTPOIKA IMNMPVBOPA

CunCEN® [SealSAFE] siBnsieTcsl TOUHbIM NPUGOPOM, pacnakoBka M yCTaHOBKa KOTOPOro TpebyeT MaKCUMasibHOM
ocTopoxHocTu. Mepemectute CUACEN® [SealSAFE] Ha MecTo, npeaHasHauyeHHoe [/ ero KOHEeUHON YCTaHOBKM.
Y6eanTech, YTO MO POBHbIV U U3rOTOB/IEH N3 HEBOCT/TAMEHSAIOLLIETOCA MaTepuasa.

MOHT&X, MHCTa/INALMIO U HACTPOIiKY Npnbopa AO/MKEH OCYLLECTBATL TOMbKO CneuuanibHO 06yHEHHbI HXEHE.

Ha cneayiolem pucyHKe 1306pakeHsl pasmepbl CUNCEN® [SealSAFE] 1 Heo6xoanMoe ANs ero yCTaHOBKW MecTo.

30cT

ifc,..

20em 20cm

70em

Pa3mepbl npnbopa ¢ OTKPbITHIM OTCEKOM U KPbILLKOIA
W x Bx I 55 cmx 108 c™m (C OTKpbITOl KpbiwwKoi 140 cm) x 85 cM (C OTKPbITbIM OTCeEKOM 142 cMm) (x 2 cm)
Mocne ycTaHOBKM NpMbopa Ha NOCTOSSHHOE MEeCTO NepemellaTb ero He pekoMeHayeTcs.

2.1. TpeboBaHUA K MeCTy yCTaHOBKMU

CunCEN® [SealSAFE] noctaBnseTcs B lepPeBSHHOM SLLMKe CNefytoLyx pa3Mepos:
LUnpuHa: 77 cm + 5% BbicoTa: 134 cm = 5% Fny6uHa: 102 cm + 5%

Pasmepbl nniowaski, HeobXxoauMble A5 pasMeLleHust YCTpoiicTBa (C YYETOM OTKPbITOTO BbIABWXHOTO OTCEka
KPbILLKM):

LnpuHa: 95 cm * 5% Bbicota: 140 cm + 5% Fny6uHa: 185 cm + 5%

CunCEN® [SealSAFE] sBnsieTca TAXenbIM NpueopoM. Mepes pasMeLLeHneM yCTPOCTBa CBSKUTECH C UHXEHEPOM-
NPOEKTUPOBLLMKOM (418 aHanun3a CTPYKTYpbl 34aHNSA).

Bec CunCEN® fSealSAFEI (BHMMAaTeNIbHO 03HAKOMBTECH):
CunCEN® [SealSAFE] co Bcemu 3anofiHeHHbIMM pesepByapami: 200 kT + 2 kr (2 pesepsyapa no 20 n).

CuUnCEN® [SealSAFE] ¢ nycTbiMu pe3epsyapamu; 160 kr + 2 kr (6e3 pe3epByapoB BHyTpU)
MNoTHOCTL (3anonHeHHOro) ycTpolictea: 425 kr/mM +5%

26
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CuUnCEN® [SealSAFEI MMO095 - PykoBOACTBO NO 3KCMayaTaumm

2.2. PacnakoBKa M NPOBEPOYHbIA CMINCOK
Mpu pacnakoBke NpoBepbTe, YTOObI BCE AeTa/IM COOTBETCTBOBa/IN YNAKOBOYHOMY JINCTY, BK/IKOYEHHOMY B MOCTaBKY.
Bo unsbexaHve uapanvH 1 MOBPEXAEHWS BHELUHEero nokpbiTua OyabTe npefenibHO akkypaTHbl Mpy pacnakoBke

CunCEN® [SealSAFE]. KOMNNeKkT NocTaBku/ BK/IOYAET Criefytolme nosnumy;

e 1wr. - BbITSXHOW wnaHr (Kog 61377) n 2 wr. - metannnyeckuii xomyT (Kog 50051)

e 1wr. - ceTeBoi kabesnb (Kog 50036 ans sepcun 230 B),

e 1 wr,- cunTbIBaTESb LUTPUX-KOAOB, YCTAHOBJIEHHbI HA MOACTaBKY (KPEMWTCS Ha YCTPOWCTBO, CM. rnaBy
2.4), (Kog 68589A)

1 wr. - gepxaresib naketoB (KPEMMTCS Ha YCTPOMCTBO, CM. rnaBy 2.3),

1 wt.- USB- HOcuTenb € nporpammHbiM obecneveHuem “LogViewer” (Kog 61898),
4 WT. - NPOHyMepOBaHHble Tpyoku: 1, 2, EXT1 n EXT2,

2 WT.- nnacTukosble konbua 1-2 (Kog 61076)

LS

Tpu TMNa 3arnyLwek pasHbix pa3smMepoBs A1 pe3epByapoB B BbIABMKHOM OTCeke (BCero 6 3arnyLuek)
e Manbliii pasvep (Kog 61070), anameTp 28-33 MM

e CpepHuin pasmep (Kog 61085), gnameTtp 32-38 MM

e bBonbwon pasmep (Kog 61066), anameTtp 42-49 mm

PDOC™

2 wr,- meTanmyeckue konbua (Kog 61677)

1 WwT. - raeyHblit KOY; cM. rnasy 3.3.1,
1 wr. - meTaninyeckas BctaBka (Kog 68466, BCcTaBnsieTcsl B Kamepy, CM. rnasy 2.7),
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CunCEN® fSealSAFEI MMO095 - PykoBOACTBO NO 3Kcrslyatauum

1 WT. - 6bICTPOCHEMHBI COeANHNTE b CO LWAaHToM Ans pesepByapoB (Kog 68630) (Mpy HEO6X0AMMOCTM)
cMm. [MpunoxeHune F.

10 wr. - pynoHbl 6ymarn gns npuHTepa (Npu HeobxogumocTu) - cM. MpunoxeHne D1.1 ana nonayyeHus
nHhopmaumm o xpaHeHun (Kog 68331/A ansa 1 pynoHa)

1 WT. - NNacTUKOBBIA CTUIYC AN PaboTbl C CEHCOPHOM MaHesblo,

1 wr.- PyKoBOACTBO NO 3KCn/yaTauyun B 3/1EKTPOHHOM dhopmare

[0 10 wr. - 3axnM ¢ pydkoli gnsa naketoB (Kog 68559, cMm. MpunoxeHne E) (Mpy HEOGX0AMMOCTH)

1 wr. - PykoBOACTBO MO 3KCnayaTaymm B 6yMaykHOM BUAE.

2.2.1. TlpnHagfiexHocTwu A
BCE NPUHAANEXHOCTY HE BXOAAT B CTAHAAPTHbI KOMMNIEKT MOCTaBKN M AO/MKHbI ObITh 3aKa3aHbl OTAE/NbHO.
1. KOMM/IeKT BHELLHEro BbITSXHOIo hopmanunHosoro dunbtpa (KO 61550/F)
KoMNneKT BHELLHEro BbITSAXHOro hopMasiInHOBOro (huibTpa COCTOUT U3
MeTtannuyeckoro kopnyca -1 wr.,
PunbTpa -1 wWwr.,
Hakneiikn Ha ouibTp - 1w,
KoMnieKT 13 3-X BbITSXKHbIX LUIAHIOB Pa3HOW [/IMHbI C METAUT/INYECKUMU XOMyTamu - 1w,
Bonee nogpobHan vHopmauus npeacrasnieHa B rnase 4.1.
2. KoMNAekT BHELUHMX A0MOSTHUTENbHbIX BbITSHXKHBIX hopMasimHOBbIX thunbTpos XL (Kog 68620);
KoMMeKT BHELLUHNX AOMONHUTENBbHbIX BbITSHXKHBLIX (DOPMasIMHOBbLIX hunbTpoB XL cocTouT us;
MeTtannuyeckoro kopnyca -1 wwr.,
BbITSXXHOrO (hOpMasiMHOBbIA hunbTp XL - 2 wr., n
Haknelikn Ha comnbTp -1 wr., "
Pazgenutensa unbTpos -1 ..
BbITSKHOrO LWiaHra ¢ MeTa/l/IM4eCKUMy XomyTtamm - 1 .

Bonee nogpobHasn nHdhopmaumsa npeacrasneHa B rnase 4.1.

3. HEPA chunbtp (Kog 68290): cm. rnasy 4.3.

2.3. YcTaHOBKa gepXxaTensa /19 NaKeToB

Mpn ycTaHoBKe AepxaTesb A1 NakeToB HEOGXOAMMO YCTAHOBWTL Ha GOKOBOWM CTOPOHE YCTPOICTBa, crnpasa Wm
cneBa, Kak Bam OyaeT ynobHee. Hwke onvcaHa npouegypa ANs1 YCTaHOBKM Ha MpaBOil CTOPOHE YCTPOICTBa,
NOBTOPUTE Te e LeiCTBMSA, eCc/in Bbl XOTUTE YCTAHOBWTL €0 Ha J1IEBOIA CTOPOHE.

OTKpyTUTE [iBE YEPHBIX PYUKN HA GOKOBOW MaHenu, NokasaHHbIX Ha M306PaKEHNN HUXE.
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CunCEW® [SealSAFE] MMO095 « PykOBOACTBO MO 3KCnyarauum

YcTaHOBUTE AepxaTesb A/15 NaKeTOB U 3aKpyTUTE ABE PYYKU.

3aTtem NomecTuTe B AepXaTesib NakeTbl, KoTopble 6yAyT UCMO/b30BaHbI NepBbIMU.

2.4. YcTaHOBKa CYMTbiBATe/IA WTPUX-KOLOB

Mpy ycTaHOBKEe cunTbiBaTE/b LUTPUX-KOAOB (KPENUTCA Ha AepXaTesib) HE06X0AMMO YCTaHOBMTL Ha GOKOBOW CTOPOHE
YCTPOIiCTBa, CnpaBa WM cfeBa, Kak BaMm OyaeT yaobHee. Hwke onucaHa npouegypa A5 YCTAaHOBKM Ha MpaBoi
CTOPOHE YCTPOIACTBa, NMOBTOPUTE Te Xe AECTBUS, ECNN Bbl XOTUTE YCTAHOBUTL €70 Ha JIEBOV CTOPOHE.

OTKpYyTUTE ABE YEPHbIX PYyYKM Ha GOKOBOW NaHenun, nokasaHHbIX Ha M30O6paxXeHUN HUXKeE.

\

YcTaHoBUTE CUUTLIBATESb LUTPUX-KOLOB M €0 NOACTAaBKY, 3aKpyTUTE ABE PYUKU.
29

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



CanCEND [SealSAFE] MMO8S - PYKOBOACTSO N0 SKCANYATALMA

3artem noacoeanHuTe kabeslb CHMTHIBATENN WTPHX-k0A08 K USB-nopty CHnCEN® [SealSAFE]).

Benmnsiuus npubopa CunCEN® [SealSAFE] OCYWeCTRAAETCA Yepes BHEWHes BLIXOOHOS OTBEPCTUE HA 3aaHed
naHenu Nprbopa NoCPeACTEOM BLITRKHOND WNAKHTA, NOGCOSANHBHHOND K BEHTMNALMOHHON CUCTOME (DY HANMUNM).

2.5. BuiTAXHAA BOHTHNALHMOHHANA CHCTOMA

DOPMANKHH, ¥ ANA obecnevsinn GelONACHOH OKPYMAIoHeHd cpeall OMa ROMKHM Gbite
NOAXSIOYEHAE K SITRHON BOHTHAUMOHNON CHCTOME naloparopmm.

BLITAXNAA BEOHTHAMIMONHAA CHCTOMA AOMKMbY ObiTh YCTAHOBNSHA AOMXKHWIM ofpasom, &
COOTBETCTEAN C MECTHLIMH NOMOXEHUAMM, OTHOCALMMHKCEH k BEIONACHOCTM B NAGOPATOPMN.

E B cucreme CunCER® [SealSAFE] npowssoacTss xomnannk MaiNcToyn CoaspXMTCA

3akazwky HeoOX0AUMO MCNONL3OBATL WAAHIOBLNT COSAMHUTENL. MNNACTUKOBLIA WNAHT, BXOASWWH B XOMNNEXT
NIOCTABKW, HMEET CMEAYILNE XADAKTEPHCTIM:

o flnma 3m:5%

o Brewmwi anaseTp: 66 mm £ 5%

+  BuyTpeHuwi guametp: 63 um £ 5%

s Bec: 340 r va MeTp £10%

BHOWHRA BLITRXHAA BEHTHAALUMONHAS CHCTOMA JOIMKHA NPONYCKATE, KAK MUHHMYM, 50M’/4 .
(xy06. meTpOB 8 uac).

D}] Yerpoicreo ocsameno HEPA cwibtpom, A0CTYN X KOTOPOMY ANA NONLIOBATENA WG
npeaycMoTpen. flanubii THA GuUALTPE UENONLIYETCA ANA UNLTPOBAHMA NAPOS, MAYUIMX OT
Suonornuscxux oSpasuos.

PUNLTP HEOSXOOMMO JAMEHATL KIXXALIE § MECALEE BO BPEMA NPOSSASHMA YNONHOMOYSHHLIM
1 OBYUEHHIM TEXHHYOCKIUM NEPCONANOM NPOPUNIKTHHBCKOTO TEXHIWECKOTO OBCRYNBAHNA.
Ynpasnenuse HEPA DMuTpoM Take OCYIRECTBNASTCA NPOTPAMMHLIM O0BECNOMEHHEM, KEK
ONMCANO B rnase 3.4.3.

MoxHO nogcoeaninTe HAGOP BHOWHUX BRITAXHLIX DUNLTROB. [OCTYNHO 2 THRA PUNLTPOS.
Ann nonyvennn 5onee noapoGHOR nwibopMaunn cM. mask 4.1 1 4.2,

BerasoTe BRITAXHOW whnanr (Kop 61377) 8 cooteercrayauiee OTREPCTUE (3AAHRANA NaHenNb).
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CUNCEWN® [SealSAFE] MMO095 - PykoBOACTBO NO 3KcryaTaumu

Vicnonb3ylite MeTaUI/IMYECKNIA XOMYT A/151 KPEensieHnsl WwiaHra K BbITSHKHON Tpy6e.

Tenepb NOACOEAVHUTE APYTYI0 CTOPOHY LUIaHra K yCTPOMCTBY A1 BEHTUNALUM TabopaTopum.

Ecnu Ha ycTpoiicTBe YCTAHOBMIEH KOMIJIEKT BbITSKHBIX (OU/IbTPOB, BbLITSDKHOM LUMAHT MOACOEAMHSIETCS K PUNbTPY,

KaKk onvcaHo B cfegywolleMm naparpadye. CM. rnasy 4.1 Ansi nosyyeHus MHopmaumMn o Tunax uibTPoB U UX
3ameHe.

2.5.1. YcTaHOBKa KOMM/IeKTa BHELWHEro BbITAXHOTO OPMasMHOBOTO hUabTpa

KOMMeKT BHELUHErO BbITSXHOr0 hOpMasIMHOBOIO (OU/IbTpa COCTOUT U3;
MeTtannunyeckoro kopnyca -1 wr.,
®PunbTpa -1 wWwr.,
Haknelikn Ha ounbTp -1wT.,
KoMnnekT 3 3-X BbITSXKHbIX LWIAHrOB PasHol A/IMHbI C MeTaUT/IMYECKUMU XOMyTamu - 1 ur.

Kopg komnnekTta thunbtpoB - 61550/F. JaHHbI KOMMNIEKT ABNSETCA NPUHAAEXHOCTbIO, Kak onucaHo B rnaee 4.1.

[ns npaBuIbHON YCTaHOBKM UIbTpa CleayinTe HMKXeONUMCaHHON npoleaype.
¢ BbIKIIOYMTE YCTPOICTBO.

«  CHMMUTe nNaTpyboK Ha 3aAHell naHenn npuéopa CunCEN® [SealSAFEJ, oTKpyTUB 4 KPenexHbIX BUHTA.

Bo3bMuTE 1 CoeauHMUTE NOMYYEHHbIi BaMu (OUbTP C YXKEe YCTaHOB/IEHHbIM KOHHEKTOPOM, y6eanTech, UTo
[Ba METAIMYECKMX XOMYTa XOPOLLO 3atMKCUpPOBaHsbI.
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CunCEN® [SealSAFEI MMO095 - PykoBoACTBO MO aKcnyataumm

3akpenuTe KPOHLWITENH hnnbTpa BEPTUKA/IbHO, Kak MOKAa3aHO Ha PUCYHKE HUXKe.

3akpenuTe ero BepTuKasibHO, KaK NoKasaHo Ha PUCYHKE HMXe.

Moaknwunte K
BHELUHEN BbITSXHOMN
BEHTUNSALNOHHOM
cucteme

HE B/IOKNPYWTE BbIXO[ ®UMNbTPA.

CUNMKOHOBAs 3arnylika, KoTopylo Bbl HalifeTe B Ha6ope, HE WCMONb3YETCH B KoHuurypauun CunCENO:AM
[SealSAFE].

A

Tenepb MNOAKMOUNTE apyryio cTopowy LUMAHTA K YCTPOWCTBY [ANs1 BEHTWNSLMM /1aGopaTopum, Kak MokasaHo
npeablayLlemM pUCyHKe.
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CUNCEN® [SealSAFE] MMO095 - PykoBOACTBO MO 3KCM/yaTauum

Cuctema CUNCEN® [SealSAFE] moxeT pa6oTaTb 6e3 NocoenHEHNA K BbITSHKHON BEHTUASLMOHHOM cucteme npu
BbINO/IHEHUN CNEeAYHOLLMX YCII0BUIA;
CuNCEN® [SealSAFE] Ao/KeH 6BbITh OCHALLEH KOMMIEKTOM BHELLHETO BbITSXHOro counbTpa Kog 61550/F
dunbTp, YCTaHOBMEHHbI BHYTPU Kog 66492/F, Heo6xoAMMOo 3aMeHATb kaxable 3 mecaua uin 1200 yukios
ncnosb3oBaHnA** (akenBaneHTHo 300 n 10% chopmasnvHa), Kak onvcaHo B rnase 3.4.4.
YCTPOIACTBO 3KcnnyaTnpyeTcs u 06CnyxmBaeTcs 4O/MKHbIM 06pa3oM, Kak onvcaHo B pasgene 4.1.
Hannuve peumpkynsuum Bo3dyxa B OKpyxalolweid cpefe B MeCcTe WHCTaIAUUKM, COOTBETCTBYHOLLEN
rocyapCTBeHHbIM HOpPMaM.

** YactoTa 3aMeHbl (PuNbTPOB 3aBUCUT OT HOPMAa/IbHOrO UCMNOMb30BaHWA 0060pyAOBaHUsA, UCXOAS W3 TOro, 4To
cpegHuin pacxop 10% dhopmanvHa Ha o6pasel, coctaBnset 0,25 n. Mpu Hannumm cneumdmnyecknx ¢akTopos
OKpYXartoLLieid cpefpbl Taknx, Kak NpucyTCTBME [PYrMxX peareHToB, XMMWUYECKUX 3/1eMEHTOB B slabopartopuu, yacToe
ncnonb3oBaHne 60MbLUMX 06pasLIoB, a TaKkke NponuTua hopMasinHa B Kamepe, He yCTpaHeHHoe He3aMen/IMTENLHO,
notpebyetcs 60see yacTast 3aMeHa KapTpumxa uisTpa.

Ecnnm ycTpoiicTBO NOACOEAMHEHO K BbITAXHON BEHTUNALMOHHON cucTembl nabopaTopuu, 3ameHslTe
hunnbTp Kaxable 6 mecaues. Ecnm HE nopcoegumHeHo, 3ameHAlTe Kaxable 3 mecaua wnaum 1200 uyuknos
MCMNONb30BaHNA, KaK ONNUCAHO BbiWe.

Micnonb3oBaHWe BbITSXHbIX (PUALTPOB ONMUcaHHbLIM 06pa3oM He 3aMeHsieT HEO6X0AUMOCTU
npoBefleHNs aBTOPU30BAHHbLIM NepcoHanoM MOHWTOPWHTa OKpyXatuieid cpeabl, a Takke He
MOXEeT rapaHTUpoBaTb OTCYTCTBUA BO34eWCTBMA Ha nNepcoHan wuaum 6e3onacHocTb npwu
HencnonbL30BaHUM cpeacTs UHAWBUAYaANbHOM 3alnThl, Kak Toro TpeGywT
npaBUTeNbCTBEHHble MOCTAHOB/EHUS B cTpaHe yCTAHOBKW ycTpoiicTBa.

2.5.2. YcTaHOBKa KOMMJ/IEKTA BHELIHUX AOMO/HUTENIbHBIX BbITSXHbIX (QOPMasSIMHOBbLIX (PULTPOB
XL

KomnnekT BHELHMX AOMNOMTHUTE/bHBIX BbITSHKHBIX (POPManMHOBLIX (nbTPOB XL COCTOUT U3;

MeTannuyeckoro kopnyca -1 wr.,

BbITSXKHOTO oOpMasIiMHOBBIA chunbTp XL - 2 wr.,
Haknelikn Ha dmnbTp - 1 Wwr..

Pazgenutens punbTpos -1 wr..

BbITSXXHOTO LWiaHra ¢ MeTas1/IMYECKMMM XOMyTamMu - 1 L.

Kog koMnnekTa qounbTpoB - 68620. [JaHHbIV KOMMIEKT ABNSETCA NPUHALIEXHOCTbIO, Kak onucaHo B rnase 4.2.

Mpu nepBoii ycTaHOBKe BCTaBbTe 2 KapTpujxa u WX pas3jgenutens B (GpunbTp, cnepys
WHCTPYKLWSIM ¥ COOTBETCTBYIOLWMUM PUCYHKAM HUXE.

OTKpyTUTE Ha Kopnyce 14 BMHTOB W CHUMWUTE €ro.

BcTaBbTe nepBblii KApTPUOXK.

BcTaBbTe pasgenvresib ABYX KapTpUDKEN.

BcTaBbTe BTOPOI KapTpuaX.

MocTaBbTe KOPMyC OCHOBaHWA Ha MECTO W akKypaTHO 3aKpyTuTe 14 BUHTOB.

o wDdNpR
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_CunCEA® [SealSAFE] MMOS5 - PyroBOACTEO 110 JeCTNYaTSUMA

4

B xoHUe yGoaAMTOCK, YTO BUHTE HA KPLIWIKS HAAGKHO JAKPSTUNHA W YTO BOILYWHMIS 3230Ph!
MEXAY KPLALKOR M OCHOBAHKEM OTCYTCTRYIOT.

Ann npasunoLHOR YCTAHOSKKM PUNLTPA CReAYATE HIKEONUCAHHON Npousaype.
o BoixniouuTte yCTPORCTRO.

o ChMmuTe NNACTUKOBYIO 3arMYWKY Ha Bbixoae unbTpa.

» Moacoepminte CUNCEN® [SealSAFE] k uUNbTPY, NCNOMLIYA NOCTABNAGMYIO TPYOKY W METANH4YECKHE
XOMYTHI.
o YGeautecs, YTO METANSINHECKNG XOMYTHI XOPOWO JADUKCHPOBAHS W NTO BOJAYLUHBI@ 3830Pbi OTCYTCTBYIOT.

s OcraseTe ceob0aH0e NPOCTPANCTRO NOK PHILTPOM (KAK NOKAZAH0 HE CNEAYIOWIEM PUCYHKE):
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CunCEN® [SealSAFE] MMO095 - PykoBOACTBO MO aKcnyaTauum

. PasmecTtute CbVI]'Ipr B HY)XHO€ BaM [10JIOXKEHNE, nepemMellan Kosneca.

JaHHasi Mojenb (unbTpa ABNAeTcAs aBTOHOMHOW M He TpeGyeT NOACOEAMHEHUA K BbITSXHOW cucteme
nabopatopuu.

YcTpoiictBo CUNCEN® [SealSAFE] mMoxeT pa6otaTb 6e3 NOACOeAMHEHNA K BbITSXKHOM BEHTUAALMOHHON cucTeme
TO/IbKO MPY BbINOSIHEHUN CREAYIOLIMX YCIOBUAMMY;
CuUnCEN® (SealSAFE) fomkeH 6biTb OCHALlEH KOMMIEKTOM BHELIHUX [OMOSHUTENbHBIX BbITSXHbIX
hopmasimHoBbIx hunibTpos XL Koa 68620
KomnnekT BbITSXHbIX hOpMasiMHOBbLIX (hunbTpoB XL Kog 68645 BkoyaeT KapTpuaK ¢ akTUBUPOBAHHbLIM
yrnem (2) n pasgemutens dunbTpoB (1). ABa chunbTpa, ycTaHOBMEHHbIE BHYTpU Kog 68645, Heo6xo4nmo
3aMeHsITb Kaxaplii rog uam 4000 UMKNOB MCNOMb30BaHNS™ (skBuBasieHTHO 1000 1 10% dhopmasnivHa), Kak
onucaHo B rnase 3.4.4.
YCTPOICTBO 3KCNyaTupyeTcs 1 06CAYyXMBAETCS AO/HKHbIM 06pa3oM, Kak onncaHo B pasgene 4.2.
Hanunuve peuvpkynsuMm BO3fyxa B OKpyXawllein cpefe B MecTe WHCTaNAuuKM, COOTBETCTBYHOLLEN
rocyiapCTBEHHbIM HOpMaMm

** UYacTtoTa 3amMeHbl (OUIbTPOB 3aBWCWUT OT HOPMAa/IbHOrO UCMNOMNb30BaHWA 000pyAOBaHUSA, UCXoAs W3 TOro, 4To
cpegHuii pacxog 10% chopmanuHa Ha ob6pasel, coctaenseT 0,25 n. Mpu Haamuum cneungnyecknx akTopos
OKpYXartoLLieii cpefibl Takux, Kak MpuCyTCTBME APYIUX peareHToB, XMMUYECKMX 3/1EMEHTOB B slaboparopun, Yactoe
1Ccnosib3oBaHve 6oMbLUMX 06PasLoB, a Takke NpoauTUs hopMasivHa B Kamepe, He YCTpaHeHHOe He3aMe/INTesbHO,
notpebyeTtcsa 6onee yactas 3ameHa kapTpumxka ¢ hunbTpamu.

Mcnonb3oBaHue BbITAXHbIX (OUIBTPOB OMNMWCAHHbBIM 06pa3oM He 3aMeHseT HeO6XOAMMOCTH
NnpoBefeHNss aBTOPM30BaHHbIM MEPCOHANIOM MOHUTOPUHIa OKpyXatleli cpefbl, a Takxke He
MOXeT rapaHTMpoBaTb OTCYTCTBMS BO3jelicTBMA Ha nepcoHan wunu 6e3onacHOCTb Mpu
Heumcnonb30BaHUM cpeacTs WHOVWBUAYaNbHO 3aWunTHl, Kak TOrO TpebytoT
NpaBMTeNbCTBEHHbIE MOCTAHOB/IEHUSI B CTPaHe yCTaHOBKMW ycTpolicTBa.

2.6. dnekTpoycTaHoBKa npu6opa CUNCEN® [SealSAFE]
2.6.1. DneKktponutaHue

NHna anekTponuTaHns [o/HKHa WMMETb 3asemisiollee coefuHeHuwe. 3awmTta SIMHAM 3N1eKTPOnUTaHuS; Bepcus
230B+10% - KpuBas C mukpoBbiktouaTens, 10A, yCTPOCTBO 3aWMTHOro oTkAoueHus; 30 MA.

Mepepn Tem, Kak BCTaBUTb BUNKY B po3eTKy B nabopatopuun, YBEAUTECH, uto Hanps>eHue
nuTaHusa ycTpoiicTBa NOAXOAUT NUHUUN 3NEeKTpONMTaHua nabopatopuu.

MogkniouyeHne npu6opa K HENpaBUNbHLIM WCTOYHMKAM NUTAHUS MNPUBOAUT K €r0
NOBPEXAEHUIO.

35

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



CunCEN® [SealSAFE] MMO095 « PykoBOACTBO MO 3KCM/lyaTaumm

2.6.2. TMaHenb coeAnHEHWIA Ha 3aAHEN YacTun

MocmoTpuTe Ha 3aHIOK NaHe b YCTPOCTBRA.
OnucaHue:

1 1) Pa3sbewm Ethernet/ LAN
2) OcHOBHOe anekTponuTaHue

3) Bbixog EXT1 ons BHELWHEro NCTOYHUKa 1

4) BebIxog EXT2 gn1a BHELWWHEro UCTOYHMKA 2

.- Cm. Takke MapKkupoBKy Ha Nnpubope, Ha KOTOPOil NpeAcTaBeHa BaxkHas UHGopMaLus.
ri I\II Mpu o6pateHnn B Cnyx6y noaaepxku Bcerga coobliaiite cepuitHblii HoMep ycTpolicTea.

2.7. OKOHYaTesbHOEe pasmelleHue

Cuctema CunCEN® [SealSAFE] mMoxeT 6biTb MOMeLleHa Ha MecTo, rae oHa 6ygeT ucnonb3oBaTbes. locne
pasmelLeHns npuéopa onycTUTe pbluarn Konec anst ux 6110KMpPOoBKM.

A He OﬂyCKaVITe pblyar 6]'IOKVIpOBKVI Ko/1eca BblABUXHOIO OTCeEKa.

Mepep nepemelleHmemM npuéopa y6eantech, 4To BCe 4 KOJIECHBbIX pblyara pas36/okMpoBaHsbl.

M

3aTteM NoAKOUNTE;
*  OCHOBHOIi CETEBOIi Kabesb B 3/IEKTPUUECKW pa3beM Ha 3aHeli NaHenun ycTpoiicTBa (CM. PUCYHOK HDKE),

U CETEBYIO BU/IKY B PO3ETKY
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CunCEN® {SealSAFEI MMO095 - PyKoBOACTBO NO 3KcCnayarauuu

Mepep BKAKOYEHWEM YCTPOICTBA OTKPOWTE BbIABMXHOI OTCEK U ybeamTecb, 4YTO pblyar gns
BbITPY3KW peareHToB U3 Kamepbl HaxoauTcsa B nosioxeHun “CLOSE” [3akpbITO], Kak nokasaHo
HMWKe. Ecnm pblyar Haxoautcss B nonoxeHun “OPEN” [OTKpbITO], B Kamepe He O6ygeTt

co34aBaThCsl BakyyMm.

3arem BCTaBbTe B KAMEPY METaU/I/INYECKYIO BCTaBKY.

BctaBnsaTtb MeTa/I/IN4ECKYHO BCTaBKy B KaMepy H806X0/J,I/IMO TakK, KaKk onnMcaHO HWXe.
MOPALOK AENCTBUIA

MpoBepbTE COeAVHEHNE MEXY BUHTOM Y COOTBETCTBYIOLLMM Ma30M, CM. PUCYHOK HIDKE.
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CunCEN® [SealSAFEI MMO095 ¢ PykoBOACTBO MO 3KCM/Tyataumm

MA3 BUHTA -
3A0HAA
CTOPOHA

METANNIMYECKOW
BCTABKU

Ha pucyHke Bbllle MoOkasaHa npaBasl CTOpoHA META/IIMUYECKO BCTaBKM; MOBTOPUTE Te Xe AEeNCTBUSI C NEeBOW
CTOPOHbI A4/151 NPaBW/IbHOW YCTAaHOBKW BCTaBKW.

MeTannunyeckas BCTaBka [0/KHA BCerja HaxoAauTbes B kamepe. /3BnekaTb ee He06X0LMMO
TO/IbKO Mepej oUUCTKON 1 ae3nHekymeii ycTpoiicTBa, Kak onvucaHo B rnase 6.

aa

Tenepb Bbl MOXeTe BK/IOUNTbL YCTPOICTBO, KakK ONUCAHO B CriefytolLeii rase.

2.8. bes3onacHoe BK/IOYEHUE N BbIKNKOYEHNE

NaBHbIi NepeknyaTens pacnonaraeTcsd Ha npaBoli OOKOBOW CTOPOHE KOHTPO/IbHOM MaHenun, kak mokasaHo Ha
pUCYHKe Hxe. TOT Xe nepekoyaTesb Takke NCNoNb3yeTca W 415 BbIK/IIOYEHUS YCTPOCTBA.

Mepepn BKIOYEHNEM YCTPOICTBA Y6eANTECH, YTO BbINOSIHEHBI BCE BbilLEyKa3aHHbIE UHCTPYKLMN.

Tenepb MOXHO BK/IHOUMTb YCTPOCTBO, HAXAB Ha r/1aBHbIV Nepek/itoyaTesib, Kak NokasaHo Hke.

NaBHbIN NepekyaTesb

| - BKAOUEHO
O « BbIK/IIOYEHO

[ns 6e3onacHoro BbIK/OUEHNsI NpuGopa, nepemMecTuTe raBHbIl NepekouaTesis Ha GOKOBOW CTOpoHe npubopa B

nonoxexue O.

- YCTPOICTBO BbIK/IHOUNTCS.

- OTKIOUUTE OT UCTOYHMKA MUTAHMS,

* OTCOeAMHUTE NPUHALAIEXHOCTH, NPU HEOBXOAMMOCTN. J
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_CanCEN® [SealSAFE] MMOS5 - PYK0SOACTBO NO CANYATALMM

. 2.9. PearenThl

YeTaHoBMTE pRareHTH ANA UKCaLMK, 3aN0NHMB, KaK MUHUMYM, OUH pesepayap.

BO3IMONHO NPUCORANHAITD 4 KoHTelHepa:
* 2 pesepeyapa ¢ MakCUManNbHON BMECTUMOCTLIO 20N B BLIABIKHOM OTCEKS,
* 2 BHOWHNX PesepRYapa/xOHTeAHEPA NIDBOH BAMSCTHMOCTY.

He paIMeWRiiTe B BMABMKHOM OTCEKS Pe3epaYaphl 08nemom Gonee 20 n.

Em BrewHKue peaepayapsi AOMKHR GkiTh HA OAHOM YPOBHE ¢ YCTPOHCTBOM.
K ycrpoicray Heo8X0auMo NPUCOBANHATL PE3SPBYAPHI C TEM Xe CAMEIM TUNOM PEareHTa ANA
puxcaumun. Hu 8 KoM CRy4ae HO CMOWUBANRTE PoareHTel ANA DHUKCALNK PAIHLIX THNOSA.

Cw. rnasy 3.3 AnA nonyweHnus MHHOPMALMK O 3arpyxe pearenTos & CnnCEN®D [SealSAFE).
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CunCEN® [SealSAFE] MMO095 - PyKOBOACTBO NO 3Kcnyataumm

3. PABOTA C [SEALSAFE]
3.1. BXxofA B cUCTEMY W BbIXO[ U3 Hee

Mo ymMonuaHuto, Npv BKIKOYEHUM CUCTEMbI NOSIB/ISIETCS 3KPaH BXO4A B CUCTEMY.

Haxmunte Administrator [AgMuHucTpaTtop], BBeAWTe Naponb (BblgaH Kak OTAE/bHbIA [OKYMEHT, BCTaBJ/IEHHbIA B
PykoBoACTBO No akcnyatauumn) n HaxxmuTe Enter [BBoa] (CM. pUCYHOK HIDKE).

Mosieutcs MMABHAA CTPAHULA AgmuHuctpatopa. o ymonyaHuio Ha Heli oTo6paaroTCsl OCHOBHblE (QYHKUMIAN
(cM. pucyHOK Hmke). Ha nobom 3kpaHe HakmuTe Ha kHomky HoTe [[naBHasA cTpaHuua], 4YTobbl BEPHYTbLCS Ha
FNABHYHO CTPAHULLY (cm. kpyr).

Bl

Bbl MOXeTe HacTpouTb MIABHYHO CTPAHULLY [HOME PAGE] B HacTpoiikax MOJIb3OBATE/IEV, Bbibupas Me>kay
Favourites [36paHHbIM] 1 Main functions [OcHoBHbIe chyHKLmKM] (CM. cnefytowmin naparpad).

Bxog B cuctemy SERVICE [CEPBWC] goctyneH ToNbkKO AN1A1 aBTOpM30BaHHOro nepcoHana (AOMUHVCTPATOP
MOXET MOMy4nTb AOCTYN K orpaHuyeHHbIM hyHkumsam CEPBUCA. CEPBUC uMeeT MOsHbIA JocTyn K (PyHKUMSAM
YCTpOWACTBA).

3.1.1. Co3pgaHue HOBOTO Nosib3oBaTensd

HaxxmnTe Ha mkoHKy “Advanced Functions” [PaclumnpeHHbie (hyHKUMM] B CTPOKE COCTOsIHMA. 3aTeM nepergute Ha
3KpaH HacTpoek un ansa cosgaHna HOBOIO MOJSIb3OBATENA Bbibepute “Users” [Monb3oBatenu].
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CUnCEW® [SealSAFEI MMO095 - PykoBoACTBO no 3KcnyaTauum

MosiBUTCA 3KpaH HacTPOlkM Mosb3oBaTeniell, kak nokasaHo Hwke. KnukHute Ha “Add" [[o6aBuTtb], nosiBuTCA
knaesuatypa. Beegute mma HOBOIO MOJIb3OBATENA n Haxmute Enter [BBog]. Ha npumepe Hmxe ykasaHO UMs
“lab".

Tenepb BblbepuTe 1 HacTponTe napameTpsl HOBOIO MOJIb3OBATE/A, BbiGpas:
e KATEIOPUIO MONIb3OBATENA: Bbibepute “User” [Monb3oBatens] nim “Admin" [AaMuHucTpaTop].
e T[IAPOJIb TMOJIb3OBATENA: KNUKHATE Ha OKOLKO BBOAA Maposid, MNOSABUTCA, Kak MNokKasaHO Huxe,
uncppoBas knasmatypa, BBeauTe naposb (Makc, B undp) u noarsepaute.

Bbi6epuTe cooTBeTcTBYHOWME OYHKLINW Ans HOBOro nonb3oBartessi:
User configuration «
[ ~| Set TaYourKes' as Home Page
[ ] Customize processings
[ Replace the reagents

I 1 Modify reagent settings

Bbi6pas:

“Set Favorites as Home page” [YcTaHoBuTbL “Favorites” HoBbIA  nosb3oBaTenls B KayecTBe  AOMalLHEei

[M36paHHOE] Kak fOoMaLLHIo CTpaHuLy] cTpaHuubl ucnonbayet “Favorites” [36paHHoe]

“Customize processing” [HacTpoiika 0COo6bIX  Mo/ib3oBaTeN0 paspeleHo co3faBaTb U U3MEHATb

napameTpos] nporpaMmbi

“Replace the reagents” [3ameHa peareHTOB] [Monb3oBaTtesio paspelleHo  3aMeHATb nyctble
pesepByapbl.

“Modify reagent setting" [/I3mMeHeHne HacTpoek [lofib3oBaTe 0 paspelleHo ycTaHaB/MBaTb CTaTtyc

peareHTOB] pe3epByapoB (BblbMpas Mexay onyCTOWNTb/HaNONHUTb

pesepByap), OTKPbIBaTb CMUCOK PEareHToB U U3MEHATL
CBeAEeHNs 0 HUX (Hamp., UMs UK UBET (p/1akoHa).

MyTem HaxaTnst Ha CTpesiky (CM. PUCYHOK HKe, KPYyr) MOXHO BblbpaTb cooTBeTcTBYoWwmii YPOBEHb JOCTYIMA npu
3anycke nporpavMmbl. MosiBNsSETCA cneaytoLlee OkHO:

AtMenuO AumMamMKk«lrr me«mlatAUIHM SIHAIUH VI

Add  Delete o Ak Mkatirde -MO* (" arfjeniMpe(*4y>*
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CUnCEN® [SealSAFE] MMO095 - PykoBOACTBO NO 3KCM/lyaTauum

[na BbiGopa:

Ask password for processing [porpaMmHoe obecrnieyeHue (Y4epe3 CUCTEMY NapoJiell) pacrnosHaeT, KTo
procedure [3anpaliBarb Napofib  OCYLECTB/IAET HEKOTopble [AelicTBust npu o6paboTke (KTO 3anyckaeT

0719 OCyLLecTBNEHNS AencTBUi] nporpaMmy, KTo NpepbIiBaeT NporpaMmy).

Ask password for reagent [IporpammHoe o6ecneyeHue (Yepe3 cucTemy naposeil) pacrnosHaeT, KTo
management procedure ocyLlecTBASIET HeKoTopble AeliCTBUA Npu ynpaB/EHWU peareHTamm (KTo
[BanpawmBate  naponb AN 3aMEHSIET MycTble pe3epByapbl UM NepemeLlaeT ux, UComb3yst thyHKLMIO
ynpaB/ieEHUsA peareHTamu] “Moving" [MepemeLleHune]).

3.2. YcTaHOBKW faTbl U BpeEMEHMU

M3 akpaHa “Advanced Settings” [PacwupeHHble HacTpoiiki] Boigute B “Settings" [HacTpoiiku] n BblbepuTe
“Date/time" [daTa/Bpems].

B OKHe HacTpolikm BpeMeHW MOXHO YCTAHOBWUTb 4YacoBOW Nosc, TeM cambiM akTuempys ABTOMATUYECKOE
06HOB/IEHNE BPEMEHW B TEYEHMNE roja.

Mocne u3aMeHeHUs AAaHHON HACTPOIKM Nepe3arpy3uTe CUCTEMY.

3.3. 3arpyska peareHTos B CUNCEN® [SealSAFE]

BblgBWKHO OTCcek ans peareHtoB CunCEN® [SealSAFE] BmeljaeT 2 pesepByapa. MOXHO WCMOMb30BaTh
KOMMEpYEecK/ne KOHTERHEPbI BMECTMMOCTbIO A0 20 N kaxkaplid 1 rabapuTHbIMK pasmepamn (OxBxLL) He 6onee (73,5 x
50,5 x42) cm.

[Ba [ONONHUTENbHbIX KOHHEKTOPa PacrosfiokeHbl Ha 3afHeil naHenu yCTPOIMCTBa, YTO NO3BO/SSET WCMO/b30BaTb

KOHTeliHepbl 60/1ee BbICOKOI BMeCTUMOCTbIo (6onee 20 n).

Mepepq 3arpy3koli peareHToB CM. rnaBsbl 1.9 1 2.9.

3.3.1. 3arpys3ka peareHTtos

Mepen Havyanom paboTbl HA YCTPONCTBE HEOBXOAMMO 3arpy3nTb peareHThbI.

Bbi6epute nkoHKy “Reagents” [PeareHTbl] B CTPOKE COCTOSAHMSA (CM. CTPESIKY HIKE).
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CunCEN® [SealSAFEI MMOQ95 - PykoBOACTBO MO 3Kcnayatauum

O6patutech K TabmLe Hke 4151 ONpesenieHnst craTtyca UKOHKN «peareHTbh»:

MKOHKA LIBET 3HAYEHVE
KpacHblii Bce pesepsyapbl nycrol
0
XenTtblii 3anosiHeH ToNbko 1 pe3epByap
1
c
3eneHsii 3anosiHeHo 6onee ofHOro
pesepsyapa

Bo Bpems yCTaHOBKM A0 3arpy3ky peareHToB MKOHKa KpacHasi.

Korga Bbl HOXXMETe MKOHKY «peareHTbl», NOSABUTCS Creayowmii sKpaH.

Pe3epByapbl «1» U «2» OTHOCATCA K €MKOCTAM, KOTOpble OyAyT pacnoslioXeHbl B BbIABWXHOM OTCeke,
«EXT1» n «EXT2» OTHOCATCA K BHELWHWM KOHHEKTOpaM Ha 3ajHeil naHenu YycTpoicTBa, KOTopble
NCNONb3YITCA A1 HANOIHEHUSA U3 KOHTeHepoB 60/bLiero o6bema (604KN AN KAHUCTPBI).

[ns ncnonb3oBaHusa npubopa HeobxoaMmo, YTobbl XOTS 6bl O4MH pe3epByap Obla YCTAHOBEH, Kak NOMHBbIN.

Hanpumep, BbibepuTe pesepsByap Homep 1 n HaxmuTe “Fill the tank” [3anonHuTe pesepsyap] (Ha pycyHke o06BefeHO
Kpyrom).
MosBnsieTca coobLyeHre 06 06HOBNEHNM AaTbl 3arpy3kun (farta 3arpysku «CerofHs»); Haxmute OK.

MosiBnseTca cnepyowmin akpaH. Cnefyinte MHCTPYKUMAM Ha SKpaHe.

HHVITo REPLACE THE REAGENT
Y lank aomiok |

OTKpoOIiTe BbIABIDKHON OTCEK.

Ha kaxaoM nonoxeHun TpyoKkM HakneeHbl cTukepbl 1-2. Kaxpgaa Tpybka cHabxeHa BbICTPOCBHEMHbLIM
COEAVIHUTENEM pansa obneryeHust BCTaBku/M3BneveHus. NpocTo HaxXMuTe Ha BbICTPOCHEMHbI COeANHUTENb, Kak
noKasaHo HmKe, Y4T06bl MPOCTO BCTaBUTL/M3BMEYb N06GbIe TPYGKN U3 KAXA0ro pesepayapa.

HayHuTe ycTaHOBKYy CO WwnaHra Homep 1, T.K. B NporpaMMHOM o6ecrneuvyeHunn pesepByap, KOTOpPbI/ AO/KEH ObiTb
3anosiHeH, aTo pe3epByap HomMep 1
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CunCEN® [SealSAFEI MMO095 - PykoBOACTBO MO 3KCr/lyarauum

1
HaxmnTe Ha 6bICTPOCHEMHbIN COeAMHUTENb, COOTBETCTBYHOLMIA TPYOKe 1, Kak MOKa3aHO HUXE.

BbiGepuTe M1acTUKOBOE KOJbLO, NOAXOASILLEE A1 peareHTa, 1Crnosib3yemMoro B aHHOW no3uuun (B 4aHHOM criyyae
HoMep 1) 1 HacaauTe ero Ha MeTaUl/IMYECKYIO BCTaBKY.

3areM Ha MeTa//IMYECKYO BCTaBKy HacaguTte 3arnyuiky. CywecTtByeT 3 TMna CU/IMKOHOBbLIX 3arfyLllek, NoaxXoaawmx
0151 OTBEPCTUIN pe3epByapoB, AnaMeTpom 42-49 MM, 32-38 MM 1 28-33 MM, COOTBETCTBEHHO.

B KOHUe Ha MeTa//IMYeckylo BCTaBKy HacaauTe MeTa/l/IMYeckoe KOMbLO. 3aKkpyTUTe €ero raeyHbiM  K/IoUoM
(noctaBnsieTcsi ¢ NPM6OPOM) Ha YPOBHE NpUMEPHO 10 CM OT HUXHEN YacT MeTaslIMYecKoii BCTaBKN.

306paxeHne Hidke NokasbiBaeT UTOTOBYH KOHCOUTypaLmio.
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CunCEN® [SealSAFE] MMO095 - PyKoBOACTBO NO 3KcnyaTaumu

MnacTvkoBble U MeTa/I/IMYECKME KOofblLa W 3arnylku MNOCTaBAATCS TONbKO ANs ABYX
pe3epByapoB AJ/1s BCTABKM B BblBUXHOW OTCEK.

BcTaBbTe pesepByap, COAEPXalLLMA CBEXWUI peareHT, B HYXHYI no3vumio (B AaHHOM cryyae waHr Nel), 3atem
BCTaBbTE ObICTPOCBHEMHbI COeAMHUTEb B COOTBETCTBYHOLLYIO no3mumnio (Nel).

Bcerga npoBepsiiiTe, 4To Bbl KOPPEKTHO NPUCOEAUHUIIN 6bICTPOCHEMHbIE COEAVHUTENN.
B nporpaMmHOM o6ecnedeHnn aBaxabl HaxMmuTe «Done» [CaenaHo], Kak NoKasaHo Huxe.

MOd" T0 REP1ACE TVI6 «EAGCNT HOW 10 mn-ACf- THE RtAOENI

'-.M X V- Bo«Mo«< 1

2 kiert tti« lank ccruan>*y *cmul*"
MiKwtiias t
5 Ubirieqt>IHO COMUSCHY)

Mepen NOBTOPHLIM Haxatnem «Done» [CaenaHo] MOXHO BBECTM KOA MapTuM peareHTos, Kak
aS nokasaHo Ha npegblaylemM pucyHke. [laHHas (yHKLMSA He obs3aTesibHa.

B cnyuae BBefeHUs Kofa, Kog napTum MOXHO GyAeT yBUAETb B XKypHasie cobbITUiA, Kak Noka3aHo B NpUMepe HUXe.

lag 1 %

HOM 1o REPLACE THE RCAGEHT

2. lho lank oonTaamng f onnobn
X pobticn |
3 kmn NeakHd com (NOT COUPUISORY)
fIVSETM
Hr atr»am ta Ha< *
0> (10 <> taattMf

ABTOMAaTMYECKMN OTKPOETCA CTpaHuLa peareHToB, 1 ceinyac pesepByap Nol nosHbiii (FULL).
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CUnCEW® [SealSAFE] MMO095 - PykoBOACTBO MO aKcnslyaTaumm

Bbl MOXeTe NOBTOPUTL TOT e NPOLECC A1 OCTaBLUMXCS Pe3epBYapoB, €C/IM OHW AOCTYMHbI.

VIKOHKa peareHToB CTaHOBUTCS Xe/NTOM, T.K. OAWUH pe3epeyap NosiHblii. [lata 3arpy3kv pesepsyapa CoXpaHaeTcs.
[Jata 3arpy3ku BaxkHa, T.K. BO BpeMs nporpamMmbl “Vacuum+Fixative” [Bakyym+®ukcaums] ycTpoicTBo Bcerga 6ynet
3arpyxartb peareHT 13 camoro CTaporo pesepsyapa, 4To 06bsACHEHO B rnase 3.7.

(AMH >1111
‘otner

j« 1XK 3019

X Cm*r e e

Korma 6onee 4Yem oAuH pesepByap HACTPOEH Kak MOSHbIA, WKOHKA peareHToB CTaHOBUTCS 3efieHoil. B
HUXKENpPMBELEHHOM NPUMEPE MKOHKA 3€/1eHas], T.K. pe3epByapbl 1 12 MosHble.

»>e
TANKRHI

X B
Bo Bce nosuuuu Tpe6yeTc;| CTaBUTb peareHTbl 04HOro Tuna.

PeareHTOM, yCTaHOBNEHHbIM MO YMOYaHUIO, ABASETCA (DOPMaIVH, 1 €ro UBET Gesblii.

Ecnn Bbl X0TUTe M3MEHWTb Ha3BaHWe, KOPOTKOE HasBaHWe W/Wnu LBET peareHta, HaxmuTe WKOHKY “Reagent”
[PeareHT], kak nokasaHo Hwxe (PUCYHOK crieBa). MosSIBNSIETCA 3KpaH, MokasaHHbIA cnpaBa. OH MO3BOMSET MEHSTb
cooTBeTcTBYHOWMEe nonst "Name" [HassaHue], “Short name” [KopoTkoe HasBaHue] u “Color” [uBeT], HaxaTuem Ha
COOTBETCTBYIOLLEE MOJIe. n

P A P?24a1 Tenccm T DCTAILS

=

3.3.2. 3ameHa nycToro pesepsyapa

Korga pesepByap CTaHOBMTCA NyCTbIM, CNEAYNTE UHCTPYKLMAM, U3NIOXKEHHBbIM B Npeasiayllem naparpadge 3.3.1 gns
HacCTpOIik1 HOBOro pesepByapa B Ka4ecTBE MOJHOTO.

3.4. HacTpoiikn Bnagensuya

Bongnte B “Advanced functions” [PacluMpeHHble HaCTPOWKM], HakaB Ha COOTBETCTBYIOLLYHO WKOHKY B CTPOKE

COCTOSIHWA, 3aTeM BblbepuTe “Settings” [HacTpoiikm] n “Ov/ner” [Bnageneu]. JaHHas yHKUMA AOCTYNHA TONbK<AN
yepes akkayHTbl CEPBUNCA v agMmuHucTparopa.
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CunCEW® [SealSAFE] MMO095 - PykoBOACTBO nO 3KcnayaTalmu

MoABUTCS 3KpaH C HacTpolikamu BajesbLa, Kak NokazaHo Ha PUCYHKE HUXE.

3.4.1. General [O6wue]

Boibepute “General” [O6Lume] o8 M3MEHEHUs Ha3BaHUS YupexaeHus n OTAeneHus, rae ycTaHoB/IEHO YCTPOMCTBO.

GxerytiTyiiiotn- "

[iwtVF nam

DwiMart iHw

3.4.2. Ventilations [CucTeMbl BEHTUNALNM]

Bbibepute “Ventilation" [BeHTunsauusi] ans ynpaBfeHus BepxHUM (kamepa) W HIDKHUM  (BbIABWKHOM OTCEK)

BbITSDKHbIMW BEHTUMIAATOPaMU, BblGMpas Mexay;
> Bcerga AKTUBHbLIE. O6a BbITSKHbIX BEHTWIATOPA akKTUBMPYHOTCS

(pekomeHgyeTcs).
> Bcerga BbIKIKOUEHBLI. O6a BbITSXHbIX BEHTUNSATOPA BCerfa BbIK/IOYeHbl, Aaxe BO BpeMs 06paboTku (He

npu  BK/IIOYEHUN YCTPOMCTBa

peEKOMeHAYEeTCS).

Pexum OFF [BblK/1] HE PEKOMEHAOYETCSH ncnonb3oBaTth.
Ecnn B ycTpoictBo 3arpyxeH POPMAJINH, ctatyc BEHTUASALNOHHON CUCTEMbI AOJIKEH ObITb
“Always ACTIVE” [Bcerga AKTUBHA]

3.4.3. MEPA cdunnbTp

Bobibepute “HEPA Filter” [HEPA chunbTp] ANs ynpaBneHnst CPOKOM CAYXObl onnbTpa.
Hwxe npeacTaBneHbl akTMBMPOBaHHbIE NPeAe/bHblE 3HAYEHNA MO YMOTYAHWIO;
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CUnCEWN® [SealSAFEI MMOQ95 - PykoBoACTBO NO aKcnyatauum

konmyecteo OBWNX (VO+VF) (Vacuum Only + Vacuum and Fixative) npoueccoB gnisi 3ameHbl HE P A7
dunbTpa; 2000
kKonunyectso MECHALIEB ans 3ameHbl MEPA dunbTpa: 6 Mecsues

OM|ALIMTa«

o it [MBD

4 WA b~
CPAN«S ¢

R e b

HacTtoAaTenbHO pekoMeHAyeTCs He CHMMaTb rasioukm B OTHOWEHUM cpoka cnyx6bl HEPA
dunbTpa.

KHonka “Replace HEPA filter” [3ameHuTs HEPA chunnbTp] fo/mkHa 6bITh Haxarta of4unH pa3 BO
@_ BPEMS YCTaHOBKM, 4YTOGbI OGHYNUTbL CBEAEHUA O CPOoKe CAyXO6bl, M KaxAablih pas, korga
nNPou3BOAMTCH €ro 3aMmeHa.

Korga cpok cnyxo6bl hnibTpa NOAXOAUT K KOHLYY W Onepatop HaXuMaeT COOTBETCTBYIOLLYIO KHOMKY A/151 3anycka
nporpammel (VO wnam VF) (Vacuum Only wm Vacuum+Fixative), nosiBnsaeTcs cooblueHve, npeaynpexgatLlee
nonb3oBatefnisi 0 TOM, YTO HEOOXOAMMO CBSi3aTbCSi C CEPBUCHOW Cryx6oi. [aHHoe cooblieHne He 6Gnokvpyet
YCTPOWCTBO 1, TakuM 06pa3oM, MOXHO 3anyCTUTb BblIOpaHHY0 nNporpaMmmy.

K6AA UrernmMkb to b* repteevd Plaew ocntBct
your Servtee AaaiManee-

HEPA filter needs to be replaced. Please contact your Service Assistance.
[HEPA chnnbTp Heo6xoaMMo 3ameHuTb. Moxanyiicta, obpaTtutech B CepBucHyo Cnyxoy].

Ecnun Bbl xoTute Takxe aktusuposatTb B/IOKNPYIOWEE COOBLWEHWE, AgMuHucTpaTtop

O 2 MOXeT /NIOCTaBUTb rajioyku, Tak Kak no ymosiHaHMi0 OHO He aKTUBNUPOBaHO (CM. HVI)Ke).
Nf «rVOIVF Oroc«»a> HEP* IMw |Zm
Nf o« M «op Mt ®

<H#Hi MiM > riacMf|

otmonths hep* AM»

e .
I'~|Hr alMaNIHS V<s

tHHEPANtornM iwtea”i

r:

Mocne akTuBauuu, Korga onepatop HaXMeT COOTBETCTBYIOLLYIO KHOMKY Ans 3anycka nporpammsl (VO wnm VF),
NMOABATCA cnepytowee 610kupytoLLee coobLeHmne.

Ilii notpovfiti» lenm unitb«caw» MENA
«Herrwadild be tufMead. Pim m ocnteot your
SenflooAswrtnoe.

It is not possible to use the unit because HEPA filter needs to be replaced. Please contact your Service Assistance.
[Ucnonb3oBaHue ycTpoiicTBa HEBO3MOXHO, MOCKO/IbKY HEO6Xx0aMMo 3amMeHnTb HEPA dmnbTp. MoxanyiicTa,
obpartutechb B CepBuUcCHyt0 Criyxoy]
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CMNCEN® [SealSAFE] MMO095 - PykoBoACTBO NO aKcnayaTaumum

Mocne Toro, kak nosb3oBarenb Haxkumaet OK, 0T06pa)KaETCF| rnaBHoO€ MEeHK 1N MOXHO MCNOJ1b30BaTb yCTpOVICTBO no
MOMEHTa 3aMeHbl (*)Vlﬂpra.

3.4.4. ®OPMAJIMHOBbLIN hunbtp

Bbi6epute "FORMALIN Filter” [POPMAJIVHOBBIWV chnnbTp] 4151 ynpaBieHns CPOKOM CAyx6bl hnnbTpa.

R i,
<dat «.mam. 2D
LHOIIA LT T TR LN

R{]m( «OIM-Tn

" —T

# 0 MQwaamttc (r
1M

Hwxe npeacTasieHbl aKTBUPOBaHHbIE NpeAebHble 3Ha4YEeHUA M0 YMOYaHUIo:

«  konunyectBo OBUWMWX VF (Bakyym+®dukcauusl) npoueccoB Ans 3ameHsl @OPMA/IMHOBOI O cmnbTpa: 1200
m  Konunyectso MECHALIEB ans 3ameHbl POPMAJIMHOBOIO chunbtpa: 3 Mecsua

Ecnn Bbl Mcnonb3yete KOMMMEKT BHELUHEro BbITsHkHOro ®OPMAJIMHOBOIO dwmnbTpa, kog 61550/F, n Takoii

nNbTP aBTOHOMHbIV (He MOAKMIOYEH B BbITSHXKHON cucteme nabopartopun), cobnogante Cpokm Cayxobl, yKasaHHble
BbILLE.

Ecnn komnnekT BHelHero BbITshkHOro ®OPMAJIMHOBOIO dwnbTpa, kof 61650/F, noacoefAvHEH K BbITSXHOWA
cucteme nlabopaTopuu, BBEAUTE NPU YCTAHOBKE CNeayoLye 3HaYeHNs:

e Konunyectso MECHALEB ans 3ameHbl POPMAJIMHOBOI O ¢hunbTpa; 6 Mecsues
n ybepuTe BCe OCTasIbHbIE Ta/TIOUKM.

Ecnmn Bbl ncnonb3yeTe KOMNAEKT BHELLUHMX AOMOMHUTESbHBIX BbITSXKHbIX (DOpMasIMHOBbLIX chnnbTpoB XL, Kog 68620,

BBeAuTe npn yctaHoBke cneayrwuine sHav4yeHus:

m  Konuyectso VF [Bakyym+®ukcaums] npoueccos ans 3ameHsl POPMAJIMHOBOIO dmnbTpa: 4000
m  kKonmyectBo MECALIEB ans 3ameHbl POPMAJTMHOBOIO dmnbTpa: 12 mecsues

Ecnmn yctpoiictBo He ocHaueHo POPMAJIMHOBBLIM cnnbTpom 1 HanpssMyto NOACOEAMHEHO K BHELIHEN BbITSHKHOW
cucteme, yoepute dnaxkm KOHTPOS Cpoka CNyXobl onnbTpa.

Knonka “Replace FORMALIN filter” [3ameHuTs ®OPMAJIMHOBLIA thunbTp] JoMKHa 6biTh HaxaTta OgvH pa3 BO
BPEMSs YCTAHOBKM, YTOObI OOHYINTb CBEAEHMS O CPOKE CYXObl, U KaxkAbll pas3, Korga npon3BoAUTCS ero 3ameHa.
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CunCEVI® [SealSAFE] MMO095 - PyKoBOACTBO NO 3KCMyaTauum

Korga cpok cnyx6bl onibTpa NOAXOAUT K KOHLY, U ONepaTop HaXvMMmaeT COOTBETCTBYIOLLYK KHOMKY ANs 3arycka
nporpammbl Vacuum+Fixative (Bakyym+®ukcaums), nosiBnsieTcs Coo6LUeHVe, npeaynpexgaroliee nonb3oBartesnis o
TOM, YTO HEO6X0AMMO 3aMeHUTb UIbTP. [aHHoe coobLeHe He 6/1I0KMpyeT YCTPONCTBO U, TakuMm 06pasoM, MOXHO
3anycTuTb BbIGpPaHHy0 nporpaMmy.

FORMALIN filer needato bard w x!

FORMALIN filter needs to be replaced [POPMAIMHOBBIN tunbTp HEOBXO0AMMO 3aMeHNTL]

Ecnu Bbl xoTuTe Takke aktusmposatb BJIOKNPYHOLWEE COOBLWEHUE, AgmuHucTtpaTtop
MOXET NOCTaBWThb FasIoYvKKM, Tak Kak No YMOJ/TYaHUK OHO HE aKTMBMPOBAHO (CM. HUXE).

Nr bl Vf 'm f ORMMIN Muwr [tM O

Mr.irf v f ttim W arvA.
(MFORMMmM MMr «u r«|riacM>

otflraUM* to itfim » FOAMAIM H tn

Xu alfitiootm tloo met
(( r ORMAUM (Mu MM r»p1ma<|(

M «MONTMSW Nf>tK*rOKH*LM (M |

Mr Wi#ONTHaMi«*N«>e><iurM
(+ FORWM.M (Mwu MW 10plo(O6f

Mocne akTvMBauuuW, Korga onepaTop HaXXMET COOTBETCTBYIOLLYHO KHOMKY AN 3anycka nporpammbl Vacuum-+Fixative
(Bakyym+dukcaums), nosBuTca crepyolee 6/10kmpytoLLee coobLLeHmne.

I1b notpoMbl3 louse the uratbecauM
FOftmiALIN aisr nseeto fs be replaced.

It is not possible to use the unit because FORMALIN filter needs to be replaced.
[Micnonb3oBaHue ycTpoicTBa HEBO3MOXHO, MOCKO/IbKY HE06X0aMMo 3ameHnts POPMAIMIHOBBIN counbtp]

Mocne Toro, Kak Nosb3oBatesib HaxnumaeT OK, oTobpaxaeTca rnaBHOE MEHIO U MOXHO MCMO/b30BaTh YCTPOCTBO A0
MOMEHTa 3aMeHbl (hunbTpa.

CM. rnasbl 4.1.2 n 4.2.2, 4To6bl 3aMeHUTL OUILTPbI.

Takxe BO3MOXHO KOHTPOIMPOBAaTb CPOK CAyXObl IMbTpa NOCPeACTBOM KonmyecTBa (Kr) 3arpy>XeHHOro oopManvHa,
aKkTUBMpoOBaB 6/10KMpYtoLLLee N He GNoKMpytoLLee coobLueHNe. 0 YMONYaHUI0 OHN He aKTUBHbI.
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CunCEW® [SealSAFEI MMO095 « PykoBOACTBO N0 3Kcnsyartawuu

Nf of VF proc«t**< to roptoc* FORMALIN Mtor. 1200

r~~] Ni of VF procoisti Odl stop Net (VA lo
<if FORMALIN Mor ublraptacod)

[ 1 Kg offeratwo to moUco FORMALIN Mtor

;) Kg of filabvo ttul stop Ih* anil jo
(d r ORMALIN Mtor no4 roptoced)

8 Nr. ol MONTHS to («ptoca FORMALIN Mtor.|3

Nr. of MONTHS NdVitioplhatotA. c 1
(FFOKHALINMb RotraptoavD

3.4.5. TMopknwyeHne K UHTEPHETY

BbibepuTe “Internet connection” [[ogkto4eHe K MHTEPHETY] AN peaakTupoBaHMs Y USMEHEHWST CETEBbIX HACTPOEK.
Mpy HaxaTun Ha UMQPOBOE Mose Bcerga NosiBAseTcs uMdpoBas knaBuaTypa; BBeAMTE faHHble U HaxmuTe Enter
[BBog] (cM. M306pakeHne HUXeE).

HeobxoayMble faHHble AO/MKHbI ObITb NPefOoCTaBNEHbI aAMUHUCTPATOPOM ceTu nabopatopun (nepBuyHblii WINS He

TpebyeTtcs).

Hanpumep:

IP-agpec 192.168.1.200

Macka nogcetu 255.255.255.0

LLno3 no ymonyaHuio gon. 192.168.1.1

Apnpec DNS-cepsepa 192.168.1.6

MAT* I0UHHY [V TT
™ obiMn T Hbtkerec™ YEXCHI*
fS? tPS

IPM«f4« 12 laa T 'y 'y
SutMIMMVE 2U 2M
BHUN &< e i*« 7Ty

Pmccy DM %7 le.
rswei «mat *  *

3.4.6. Enables [MoagkntoueHne]

Bbi6epuTe “Enables” [MogkntoveHne] ana aktmeauum:

e MpuHTEepa nocpeAcTBoM kHomnky “Enable Printer” [[MogkntoyeHve npuHTepa] (N0 yMONYaHUIO, OH Yyxe
aKTUBUPOBaAH),

e [OMNOJSIHUTENbHOI OYMCTKU Kamepbl B KoHUe nporpamm VO [Tonbko Bakyym] win VF [Bakyym+®dukcauumsy).

PAR«AOUALUNAMAtMdCiTtow. <***e[» LLTIT<{ »

Enable Prmler
Enable Clearing Cavity Vacuum VO

Enable Ctoanirsg Cavity Vacuum VF

Mocne TOro, kak nocrtaernieHa rasiodyka HanpoTvs “Enable Printer” [[MogknoyeHve MpuHTEpa), B KOHLE Kaxaoro
npouecca neyaraeTcsi aTUKeTKA CO BCEMU AaHHbIMK (415 NOJSyYeHUss MHAopMaumM O neyaTaembiX [aHHbIX CM.
rnasbl 3.6 gna nporpamm “Vacuum Only” [Tonbko Bakyym] v 3.7 ana nporpamm “Vacuum + Fixative" [Bakyym +
Pukcauus).
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CunCEN® [SealSAFE] MMO095 - PykoBOACTBO MO akcnayaraumm

Ecnu Bbl He XxOTUTe MCNOMb30BaTbh (DYHKLUMUIO nNedvaTn, W/uam ecnum B NpUHTEpPe OTCYTCTBYET

CI/I 6ymara, Heo6xoAMMO ybpaTb rasoyky M3 3TOro nossi, Tak Kak nmporpammHoe obecneuyeHue
COXpaHsieT BCe HepacnevyaTaHHble 3TUKETKN, KOTOPble Nocsie BCTaBKM NMCTOB bymarn 6yayt
pacrnevyataHbl B MepByl oyepedb. [ nonayyeHuss 6Gosee noapo6HOR uHgopmauyum o
npuHtepe cm. NMpunoxexne D.1.

Ecnu npuHTep HE akTnBMpOBaH:
e ncyesaeT kHomka “Print last run” [Pacneyatatb MHhopMauymio 0 NocnegHeM 3anycke]

B

ncyesaeT kHonka “Print daily report" [Pacneuatatb exegHeBHbIn oT4yeT] nog Log Book pKypHan 3anvcu
JaHHbIX], YTOo Mo3BosisieT Bam pacnevaTaTb cnucok Bcex KO cnyyaeB B Mporpammax, BbIMOSIHEHHbIX B
Bbl6paHHbIli AeHb.

/34

Mo ymonyaHuio, OMNONMHUTENbHASA OYNCTKA KaMepbl HEe akTUBMPOBaHa.

Mpu ee akTMBaUUK B KOHLE Kaxaoi nporpammbl VO [Tonbko Bakyym] nnm VF [Bakyym+®ukcaumsi] B 3aBUCMMOCTY OT
TOro, kakas oTMeyeHa B “Owner Settings - Enables" [HacTtpoliku Bnagensua - MogknoyeHne] nocne 3anevatbiBaHus
naketa aBTOMAaTUYEeCKM 3anyckaeTcs AOMNOSHUTE bHbIA BakyyMHbIA LWKN A8 O4MCTKM BO3fyxa B Kamepe; 3aTem
MOXHO OTKPbITb KPbILLKY U BblTallWThb NakKer.

[JaHHblli npouecc yBenmumBaeT A/IMTENbHOCTb K&KA0W NporpaMMbl MpUMepHO Ha 30 cekyHa,

LononHntensHas ounMcTKa Kamepbl, faXe ec/in OHa aKTUBMPOBaHa, aBTOMATUYECKM He 3aryCcKaeTcsl, ecnu;
B XOZ€ BbIMNO/IHEHNSI MPOrpaMMbl HaXxXMMaeTcs kHomnka “Abort” [Mpepsartb],
YCTaHOB/EHHbIV B NporpaMmMe YpoBeHb Bakyyma Bbile 250 m6ap, BO n3bexaHne pasgyBa naketa.

Ecnm CunCEW® [SealSAFE] ycTaHOBNEH B OMNEpaLyOHHON, PeKOMEHAyeTCs aKTUBMpoBaTh npoueaypy (mpw
HeobxoaMmocTM) Tonbko ans  nporpamm  VF  (Bakyym+®ukcaums); ecnm  yCTPOWCTBO  YCTAHOBMIEHO B
naTosioroaHaToMU4Yeckoin nabopatopun, pekoMeHAyeTcs akTuBMpoBaTb npoueaypy v ana nporpamm VO (Tonbko
Bakyym), u gnsa nporpamm VF (Bakyym+®ukcauus).

3.4.7. Milewatch
Ecnn B nabopatopuu ncnosnb3yetcsa Milewatch, npumep NogkIUeHNs HKe:

FOMM1 <1m'Mm'm|alfNla(m|lnl*a i Maawk||.| m c»f «I»
MiltxMIch conn«<tinn ««Mky*
oM (HHWEiilbmM |
sV
#11*9 m 1 .i* |
pun fim i )

EN@

52

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



CUNCEW® [SealSAFEI MMO095 - PyKoBOACTBO MO 3KCnayatauum

3.4.8. TleuaTb

Haxmute “Print" [Meuatb], 4TO6bl BblObpaTh MHhopMauuio, koTopas OyAeT pacrnevataHa Ha 3TUKETKE B KOHUE
nporpammbl. 1o ymMonyaHuto, BblbpaHbl BCe NYHKTbI.

FOW A.n'<* HMtMumailan >~ Cav

Choo«« Ne paoccsa dvtaalB to pnrri

N Cm«id o Untimm
i-* ID ~D blb
Qrtegpof
' SedniMifM ' * Qui(damic
' FiBliw> Mght

~ Spec/TIX ciho

3.4.9. Case ID [ID cnyuas]

Haxmute “Case ID" [ID cnyyas] 4ns aktuBaLun BCcex HACTPOeK, OTHocALmxesA K ID cnyyas:
YU n~sfarAr Inenlfn e~ | F*re rin**1 C«mp|

‘A Enable CH« 10 <V»<ui«n Onb*)

' Enable Case KO (Vacoum *mFixative)

QspbtCaee 10

A. “Enable Case ID" IMogkntoyeHve ID cnyyas!

Mpy noctaHoBKe ranouvek, ofHa Ana nporpammbl VO “Vacuum Only" [Tonbko Bakyym] u ogHa ana VF
“Vacuum-bPixative" [Bakyym ®ukcauns], Bbl MOXeTe akTMBMpOBaTb WM [eakTMBMpOBaTb 3anpoc O BBOAE
naeHTumrkaTopa cnyyas nepeg 3anyckomM rnporpaMmbl.

Mo ymMmon4aHunio, OHW aKTMBUPOBaHbI.

MOAKMOYEHNE W OTKNHOYEHWE ID CNYYAA TPOBEPAETCA B COOTBETCTBUN C
BHYTPEHHUMV NPABUIAMU BALLEN NABOPATOPUN (HALNEXALLAA TABOPATOPHAA
MPAKTUKA. GLP).

B. “Split Case ID" fID coctaBHoro cnyvast!
B HekoTopbIX cny4yasx ID cryyast COCTOMT M3 MHOXeCTBa Moseit faHHbiX (06beAUHEHHbIX), W OTAesbHble Nons

06bIYHO OTAENEHbI CNeLaIbHbIM 3HAKOM
Mpn HEOGXOAMMOCTU, MOXHO MCNO/Ib30BaThb TOSIbKO OAHO U3 3TWX NOMEN.

Mo ymonyaHuto, ranoyka He CTouT.

Mpw akTMBaUMM HEOBXOAMMO YCTaHOBUT;
1) cumBoOn-pasgenuTesb (CUMBOS, KOTOPLIV pasaenseT rpynnbl AaHHbIX B 1D cyyae)
2) Mons nHTepeca (HoMep Nons, KOTopoe ByAeT BKIOUEHO B ID cnyyas, MOXHO BbiGpaTh TO/IbKO OAHO Mose).
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CunCEN® [SealSAFE] MMO95 - PykoBOACTBO MO 3KCM/lyaraumm

Mpumep:
ID nepBoHavyasibHOTO cnydvas: 1111; 2222
1) CumBon-pasgenutens: ;
2) TMMone uHtepeca: 1
Takum obpasom, ID cnyyasn ctaHoButcsa: 1111

Split Case ID
&«p«r«<or character j.

fMkl of e>lerttt It

VACUUM ONLY
e>«« 446»t703Beoe«49E

11112522

TTT*TTVTVV Tre
CHT T AT T USTT S CD$ ®
y EWay «ep-g--iif- > gtar

WArT"T T 'V T*TrTer"T"T"?"m

3.5. 3anyck nporpamMmmbl

Mocne aBTopM3auUMK NOMb30BATESS NOSIB/ISETCS CreAYoWNIA 3KpaH.

BO3MOXHO 3anyCTuUTb 2 pasHbIX TUMa NPorpamM, Bblbrpasi COOTBETCTBYHOLLYIO MKOHKY Ha 3KpaHe:
e Vacuum Only [Tonbko Bakyym]
e Vacuum + Fixative [Bakyym + ®ukcauusi]

Mpu BbIGOPE Vacuum Only [Tosibko BakyyM], NpeayCTaHOB/IEHHbIA BakyyM NMPUMEHSIETCS AN BaKyyMHOrO naketa, B
KOTOPbIV Gbl1 NOMeLleH obpasel, (YpoBeHb Bakyyma 3aBUCUT OT Tuna obpasua). [Ans nonyyveHus 6onee noapobHoi
NHcopmaumm cm. 3.6.

Mpn Bblibope Vacuum + Fixative [Bakyym + ®ukcauusi] B BakyyMHblii NakeT, B 3aBMCMMOCTW OT BblGPaHHOIO
COOTHOLLEHWA, HabupaeTcss onpefenieHHoe KO/IMYeCTBO peareHta [A1s  dukcaumm, W 3aTeM NpUMeHseTcs
npefycTaHOB/IEHHbIV BakyyM. [na nonyyeHuns 6onee nogpo6Hoi uHcopmaumm cm. rnasy 3.7.

Bbl Takke MoXeTe HaxaTb UKOHKY “Favorites” [MI36paHHoe], rae MoryT 6bITb coOXpaHeHbl N36paHHble nporpaMMbl (41

CO34aHns M3GpaHHbIX Mporpamm, cMm. rnaey 3.11). C 3TOi CTpaHWUbl MOXHO HanpsMyr 3anycTWUTb MpPOrpammy,
BbIGPAB COOTBETCTBYHIOLLYIO VMKOHKY.
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CunCEW® [SealSAFE] MMOQ95 ¢ PykoBOACTBO NO 3KCnayaTaumum

3.6. Mporpamma Vacuum Only [Tonbko Bakyym]

Mporpamma Vacuum Only [To/bKO BakyyM] MOXET MCMOb30BaTbCA B 2 pasHbIX CAyYasix;
1 B KOHUEe XMpPYypruyeckoii onepaumn 48 NOMELLEHNS B BaKyyM CBeXero obpaslia 40 MOMeHTa ero nepegayv

B NaTo/10r0aHaTOMUYECKyH0 /1TabopaTopuio.
2. B natosioroaHaTOMMW4ecKkoii naGopatopuy A/ MOMELLEHWS B BakyyMm o6pasua A/ ero apxXxvBUpOBaHUS

(Takoit obpasel, He06X0AMMO XOPOLLO 3adIMKCMPOBATh).

Korga 3anyckaete AaHHyl NporpaMMy rnocjsie UCCEUYEHUs1 opraHa, Mmapneii yaanute usniiku

aS KpoBM (Mnum  nwbble Apyrne opraHMyeckne Xugkoctn). 3TO nos3sonseTr usbexartb
THMNOCTHOTO 3dhdhekTa, BbI3BAHHOTO 3aCTOEM KPOBU/OPraHM4yecKol XNLKOCTK.

CylecTByeT ABa BiAa AecTBUS 418 NPaBUIbHOMO NoMeLleHns o6pasua B MakeT;

1 Ecmm OOCIYHbI gBa onepaTtopa; O4MH OnepaTtop MOXEeT yAepXuBaTb NakeT OTKPbITbIM, @ BTOPOA MOXeT
nomMecTuTb obpaseLl, He Naykas BHELLHIO 1 BHYTPEHHIO YacTb MnakeTa.

2. Ecnm pocTyneH TO/IbKO OAMH onepartop; nepes nomelleHneM obpasua B NakeT BbIBEPHWUTE BEPXHIO YacTb
(kaK NOKa3aHO Ha PUCYHKE HUXE) AJ1S1 TOro, YTOObI He 3anaykaTb BHELLHIOW U BHYTPEHHIOK YacTb NnakeTa.

UT06bI 3anycTuTb nporpammy Vacuum Only [TonbKo BakyyM], crieqyiite MHCTPYKUUM HKE.

Mepen 3anmyckoM MporpamMbl  HAcTOSAITE/IbHO  PEKOMEHAYeTCA O0YUCTUTb  BEPXHHH
m BHYTPEHHIO YacTb MakeTa cyxoii 6ymaroli, ecnm oHa 3arpsisHeHa (KpOBb, XUP, KOMMNOHEHTbI
TKaHW N T. 4.).
LomkHa 6bITb OYMLLEHA TONbKO BEPXHAA YacTb (CM. PUCYHOK 1 1 2).

B rnaBHOM MeHIO HaxmuTe Ha WKOHKY Vacuum Only [Tonbko Bakyym], MosBUTCA Knasuartypa mnog
Ha3BaHueM “Bag ID" [ID nakeTa], kak nokasaHO Ha PUCYHKE HUXe.
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CunCEN® [SealSAFE] MMO095 - PykoBOACTBO NO 3KCM/lyataumm

[JaHHble WTPMX-KoAa BBOASATCS B CUCTEMY aBTOMAaTMUYECKM MPU CKaHMPOBaHWUM, Kak MoKasaHo Ha PUCYHKe
HUWXe. Ko nakeTa pacrnosiokeH Ha ero HXHER YacTu, Kak NokasaHo Ha PUCYHKe Huxe. Haknelika Ha nakete
CO WITPUX-KOLOM MOKa3aHa B AeTasIsX HMKE: HaBEepPXy YKasaH TWM MakeTa, HUXKE - LUTPUX-KOA,

Korga WTpurx-Kkog, cuutaH npaBu/ibHO, CUMTbIBATE b M34aeT NOATBEPKAAIOLLNIA 3BYK.

Ecnn aktuBHa yHkuusa Enable Case ID [MogknitoueHne ID cnydyas] (cm. rnasy 3.4), TO npu cynTbiBaHUM ID
naketa (WTpUX-KoJa) aBTOMaTMYeCcKM MNosiBNSeTCA Apyras knaBuatypa noj Hasavvem “Case ID" [ID
cnyyasi]. MNpockaHupyiite ID naupeHTa, Kak MokasaHO HWxe, Wi BBEAWUTE €ro BPY4HYHD C MOMOLLbO
Knaematypbl 1 Haxmute Enter [Beog].

O [

f+
W T T*>*TT" lll'"I'T"T*THI'
TBIT*TIT*W  1WTT T ' *

MakcrvmasibHoe Ko/im4ecTBo cMMBO/10B ANng Beoga ID cnyvas - 70.

ID cnyyaa MOXeT cofepxaTb crefyrouime CUMBO/IbI:

- undppsbl: 0123456789

- 3arnaBHble 6ykBbl: ABCDEFGHIJKLMNOPQRSTUVWXYZ

- nponucHble 6ykBbl: abcdefghijkimnopqgrstuvwxyz

- cuMBONbI: H#$%& ()+,-.,=@

- npob6en.

Mcnonb3oBaHue gpyrux CUMBOJIOB, KPOME YKa3aHHbIX, He NpeycMOTPEHO.
Ha knaBmatype ycTpoiictea CunCEN® [SealSAFE] oTcyTeTByOT:' * =[]'{}

Ecnu Bbl BBOAUTE LUITPUX-KOZ, MAKeTa W/Wan nauyeHTa ¢ NOMOLLBI0 CUMTLIBATENS LWITPUX-KOAOB (HE BPyuYHyto), To Bam
HE HY)XHO HabKUMaTb HUKaKMX KHOMOK Ha 3KpaHe, T.K. Koj aBTOMAaTUYECKU YNTAETCS 1 3aHOCUTCS B Nporpammy.

MosiBNsieTcs cnepyoLwmii 3KkpaH, NokasblBatoLWMii OTCKaHNPOBaHHbIN 1D nakeTa. ID criyyasn (ecnv TakoBoOi MMeeTcsl) 1
BaKyyMHble NMPOTOKO/bI, NCMO/b3YHoLWMecs no ymonyanuio, P1-P4.
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CUNCEN® ISealSAFEI MMO095 - PykoBOACTBO N0 3KCn/yaTaumu

VACUUM ONLY

s410 4MI11272t7TWS9SE
C«MmiO  TII7644EDOHHIMFEC

9

Ma 3kpaHe Takke MOSIBASETCS [0MNOSHUTENbHASA MHADOPMAaLMs, MokasblBalollas Bec, U3MEepeHHbIli B kamepe; OH
[O/MKEH ObITb PaBeH Hy/IO, T.K. MAKET eLle He 3arpyXeH.

lMocne ckaHupoBaHusa ID naketa aBTOMaTUYeCKU NPOU3BOLAUTCA TapupOBaHNE U3MEPEHHOrO
[la B KaMepe Beca.

Mpv Heob6xoAMMOCTM MPOBEfEeHWs MOBTOPHOIO TapupoBaHWs, nepef 3arpy3koin naketa B

Kamepy ” BblIGOpPOM Heob6XxoAMMOW MNporpamMmmMmbl MOXHO HaxaTb Ha KHonky “TARE”

[TapupoBaTs].

MomecTuTe nakeT B Kamepy. BakyyMHbIli nakeT ¢ o6pa3yom Heo6X04MMO MOMECTUTb OTKPbITOW CTOPOHOM
NpsIMO HaNpPOTUB onepaTtopa.

MonumMepHbIi NakeT HeO6XOAMMO MOMECTUTb HA HArpeBaTEefIbHYH MNaHesb Mexay AByMs
On 6eNbIMY JIMHAAMU (CM. PUCYHOK HIXE).
Bcerga pacnonaraiite BEpXHIOK SIMHUIO NAaKeTOB Haj HarpeBaTeslbHOW NaHesnbHo.

OcHoBaHvie nakeTa JO/MKHO pacnonaratbcsi Ha 6a3e MeTas/IMYeckoro YpPoBHSI; C/in 3TO YC/IOBME HE BbLIOJIHSAETCS,
TO HEO6XOAMMO MCMO/b30BaTh MOABWKHBIA META/IIMYECKU MHCTPYMEHT, UTOObI COXPaHSATh NakeT HEMOABWKHLIM W,
TakuM 06pasom, NPefoTBPaTWUTb ero COCKaslb3blBaHWe BHU3. CM. pPUCYHOK Huxe. Korga Bbl ero He Mchonb3yeTe,
OCTaBbTe €50 Ha META/I/INYECKOM OTKOCE.

MeTannuueckuii
NHCTPYMEHT
pacrnonaraeTcs CBepXy
ana dukcauymm
OCHOBaHMA naketa
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CunCEN® [SealSAFE] MMO095 « PykoBOACTBO NO 3KCr/lyaraumm

Korga makeT npaBu/ibHO PacnosiokeH (C METaI/IMYECKO HarpeBaTesibHOM NOI0Co Mexay ABYMS 6enbivun
NIMHWSIMK), OMNycTUTE [ABe MarHWTHble OOKOBble M1aHKK, KOTOpble MOMOralT YyAepXuBaTb MakeT B
NpaBWUILHOM MOJOXEHUMN.

Ha pucyHke Bbillle NMokasaHa npolieaypa onyckaHusi GOKOBOI NiaHKK C /IEBOI CTOPOHbI Kamepsbl; NoBTopuTe”
TO € camoe C NPaBoil CTOPOHBI. *

Ha pucyHke Hixe Bbl MOXeTe yBUAETb NPUMEpP NPaBU/IbHO PACMONOKEHHOro NakeTa.

OueHb BaXHO OMYCTUTb MAarHUTHble GOKOBble NMAHKUM A0 TOro, Kak OyaeT 3anylieHa
nporpaMmMa, 4To6bl NakeT MPOAO/IKA/N OCTABaTbCA B HYXHOW MO3ULUM W 6bI1 NPaBUMBLHO
3anevara.

Tenepb Bbl MOXeTe yBUAeTL BeC o6pasua [0 Toro, kak byaeT 3anylweHa nporpaMMa Bakyyma. Hanpumep,
Ha pucyHke Huxe Bec coctasnset 180 .

VACUUM ONLY
B«B«>. 4CStl272a70e6ME
0 TH7a44EOCHHISIFEC .

INURT TUCB*0 THEN UIE Ct THE PROORAW

0 s ®
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CunCEW® [SealSAFEI MMO095 - PykoBoACTBO MO 3KCnayatauum

e Bblbepute nogxoasilyto nporpammy Bakyyma u3 P1 - P4.
Bbi60p NpaBw/bHOM NporpaMMbl NPON3BOAMTCSA B COOTBETCTBMM C TMMOM 06pasLa.

Mopa kaxnoit ukoHkoit P1-P4 pacnonaraetcst MHhopMaUmOoHHbIA 3Ha4oK “I' (Ha pUCYHKe Hxe 0603HaAYeH CTPEsIKoi),
ecnm Bbl ero HaxmeTte, TO yBMAWTE CMUCOK TWMNOB 06pasLOB, C KOTOPbIMU WCMNO/b3YyeTCA KaAas BakyymHas
nporpamMma.

HaxmMuTe Ha 3Ha4yoK “i" u cnepyiTte ykasaHusiM, 4yTo6bl BblGpaTb nporpamMMmy Bakyyma B
COOTBETCTBMU C TUNom Bawero o6pasya, TOJIbKO B cnyyae ecnun oH ceBexuin. Ecnm obpasey,
yXe 3adukcmpoBaH, U Bbl XOTUTe ero MOMecTUTb B BakyyM [/ apxuBa, HacTOATes/IbHO
pekomeHayeTcsa ncnonb3osatb nporpammy P3 ana BCEX Tunos o6pasuos.

VACUUM ONLY <4 «l

AMAT2BMBVE
Cm (O M»YM4EPOHHHIME»

insritr nir aga, TMrn &r|rct (Mr wnoanu

Ecnn o6pasubl CBEXWME, Bbl Takke MoxeTe obpatutbca K PekomeHgaumsm no BbiGoOpy

nporpamMmmbl Vacuum Only [Tonbko Bakyym], 4To6b> BbliOpaTb NOAXOAALLYI Nporpammy
[ a Bakyyma, cMm. (MpunoxeHue B).

B HuX cogepxutca Takas e WHDOpMauus, KOTopyw Bbl Bugute npu  Haxartuu

MHGOPMaLMOHHOIO 3HauKa.

Ecnn Bbl xoTuTte 3anyctutb nporpammy Vacuum Only [Tonbko Bakyym] ANs nakeTa,

cogepxauiero ob6bpasel, MNOMELWEHHbIi B peareHT Ana dukcayun, He UCNOoMb3yinTe

nporpammvy P1.

Ecnu Bbl xoTuTe 3anyctntb nporpammy Vacuum Only [Tonbko Bakyym], 4ToGbl MOMECTUTb B

Bakyym o6paseu AnA apxvuBa, He ucnonb3yite nporpammy Pl. HacToATenbHo

pekomeHayeTca ucnonb3oBatb nporpammy P3 gna BCEX TunoB o6pa3uoB, Kak onucaHo

BbiLle

Mporpammbl P1-P4 oTnnyatoTcs TONbKO CTENEHbI0 Bakyyma; Pl npyMeHsieT camblil BbICOKUIA YPOBEHb Bakyyma, a P4

- Camblii HU3KUIA.
«  Korpa Bbl BblGUpaeTe nporpaMmmMy Bakyyma (Hanpumvep, P1), nosiBnsetcs cnepytowumii akpaH.

VACUUU ONLY

Cbm wid bf |

B HmkHell yacTu akpaHa nosiBnsieTca coobueHne “Close cover and keep pressed for few seconds” [3akpoiiTe
KPbILLKY W yAEpXMBaiTe B TeUYEHME HECKOJSIbKUX CEKyHZ], KOTOPOe yka3biBaeT onepatopy Ha TO, YTO Heo6XoAMMO
3aKPbITb KPbILLKY U NPUXUMAaTL €€ B TEUEHNE HECKOJIbKMX CEKYHZ A1 CO3faHusi Bakyyma B kamepe.
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CunCEN® {SealSAFEI MMO095 « PykoBoZCTBO NO 3KCnyarauum

Tenepb onepaTop AO/HKEH 3aKPbITb KPbILLKY U NPWKMMaTb ee B TEUYEHNE HECKOSIbKMX CEKYHA, Kak MoKasaHo
Ha pucyHKe. Koraa Kpblllka 3aKpbiTa, BakyyMHbIi HACOC HaUHAET CO3AaBaTh BakyyM B Kamepe.

OueHb BaXHO NPWXUMATb KPbILKY B TeUYEHNe HECKOJIbKUX CeKyHZ, Koraa HauMHaeT pabotaTb
BaKyyMHbIii Hacoc (CM. pUCYHOK BblILLE).

VACUUM ONLY

M fp PRFSSfo M'HP COVFH

Mpouecc co3gaHns Bakyyma B KamMepe Moka3aH Ha KOHTPOJSIbHOWM nNaHenn nog Hagnucbto “Sealing time left”

(OcTaBLUEeCs BpeMsi 3aneyaTbiBaHus).
VACUUM ONLY

f2e?PESH*
rn i

Ecnu so Bpems npouecca Bakyymu3sauuu Bbl HaxmveTe kHonky “Abort” [MpekpatuTb] (CM. CTpesiky Ha pUCYHKe BbILLE),
nporpamMmMa 6yieT HeMe/1eHHO OCTaHOB/IEHA, U KPbILLKY MOXHO GyfeT OTKPbITb.

Ecnn Bo Bpems npouecca Bakyymusauumn Bbl HaxxmeTe KHOMKy "Stop & Seal” [OcTaHOBUTL U 3aneyaTarsb], nporpaMmmva
OyAeT HemMeA/IeHHO OCTaHOB/IEHA, MOMIMMEPHbIA NakeT OyAeT 3aneyaraH, M KpbILKY MOXHO OyAeT OTKPbITb.

Mpy LOCTVXKEHUM 33/1aHHOTO YPOBHS BakyymMa rnakeT aBTOMaTMYecky 3aneyarbiBaeTcs.
Mpy 3aBepLUEHMN NpOLEeAypbl 3anevaTbiBaHWsl M3OAETCs 3BYK U MOSIBSETCS COOGLUEHMe, coobLuatolliee

nosib3oBartesiio, YTO MOXHO OTKPbITb KPbILLKY.
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CunCEN® [SealSAFE] MMO095 - PykoBoAcTBO no akcnnyarawy)||

H_l VACUUM ONLY

Ne iOMJccM *liAyc«em~Md B(mMn<

ABTOMaTMYECKM pacneyaTbiBaeTcs Haknelika ¢ JaHHbIMW O npouecce (ecnn NPUHTEP aKTUBUPOBAH, CM.
rnasy 3.4).

e M% WY

e 1

Da Ecnu ID cnyyas coctouT n3 6osee 14 cumMBOMOB, OH aBTOMaTuMyecks OyAaeT pacnedyaTad

BEPTUKa/IbHO, B MPOTUBHOM Cflyyae, OH 6yAeT pacneyaTaH ropusoHTanbHO.

MoXHO BblGpaTb AaHHble A5 neyaTu, Kak onvcaHo B rnase 3.4.

MeuyaTaemble gaHHble (EC/IM aKTMBMPOBAHBI):

>

V V.V VVV VYV

MPOLUECC (Ha3BaHue nporpammbi)

ID cnyyas

ID naketa

Kateropus (“WVACUUM ONLY" [Tonbko Bakyym])
Bec o6pasua (1)

Monb3oBaresnb

Jata

Bpewms

CocrosaHue

OTKpOWiTE KPbILLKY
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CunCEMA® [SealSAFE] MMO35 - PykosoACTSO N0 MCANYSTIUM
DE NEPER U3BNEHEHKEM NAKETA U3 KAMEPDI, HEOBXOAUMO YEEAUTBLCA, YTO .

e  Baxyymnbii naket He Guin nepemeiLeH.

o (MpoBepLTe BRIYANBHO WOB: OH AOMIKEH BGbiTh OAHOPOAHLIM W POBHLIM,
[lse NuHNK 33NOYATLIBAIMA ROTUKHLI BHiTh NAPENNLNLHLIMI W 33NEHATAHHLIMMH,

Ha ASHNOM pHCYHKS ASTRNN .
XOPOWIO IANGUATANNMIX NUHWA
OGO3HAYOHLL BINTRIMA CTPONKEMN

« [lepea TeM, KBx BHTALMTL NAKOT K3 XAMEPLI, AKKYPaTHO NpoBeAMTe Baont Wea, 4Tobul yoeaumcn, yro
SANSHSTLIBANUS BLINONHEHO KoppexTHO. Mpunoxure Hebonblloe yocunne pykoi Maa WBOM; ITO TPelyeTcs,
SToGL! YOeAUTLCR, UTO 3aNeUaTHIBAHWE PABHOMEPHO BA0ND BCER NOBEPXHOCTH 3ANGUATHIBAHWA NaKeTa.

Mpexae YsM NpoBEPATL KAYECTRO WBA, NOROKANTE 15 Caxyna NOCNE IaNevaTLIBAHKA (CW. pHcyHi A, B #

C).
®
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CUNCEN® [SealSAFEI MMOQ95 - PykoBOACTBO NO 3KCM/lyatauum

B KOHLIe NporpamMMbl 3anevaTbiBaHUsS HACTOSAITE/IbHO PEKOMEHAYeTCsl U3BneKkaTb BakyyMHble
nakeTbl NMPOM3BOACTBA KOMNaHUM MalncToyH, yaepXxuBasi 3aneyaTtaHHylo 4acTb B MOAHSTOM
BEPTUKA/IbHOM MOJIOXEHUW, U HEe NepeBopadYnBaTh nakert.

B C/TYHYAE HEKOPPEKTHOI'O 3AMEYATbIBAHNA:

1. AKKypaTHO W3B/fieKMTe MakeT W3 Kamepbl YCTPOWCTBA, YAEPXMBas YACTUYHO 3anevaTtaHHyw uim
HesaneyaTaHHy YacTb MakeTa B NOAHSATOM BEPTUKA/IbHOM MOMOXEHUN (CM. PUCYHOK HUXE).

Yy

n

MoMHOCTBIO OTKPOWTE NaKeT HOXHULAMU.

3. YT06bl CHOBa 3aneyararb OTKPbITbIA NakeT, OYUCTUTE BEPXHUE BHYTPEHHME MOBEPXHOCTU NakeTa, Kak
onncaHo BbILLE.

4. CHoBa 3anyctute TY XXE BakyyMHyt0 nporpaMmmy.

e OTopBUTE HaKNeliKy, NCNOMb3ys 3ybuaTblil Kpaw.

63

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



CunCEW® tSealSAFEI MMOQ95 - PykoBOACTBO MO 3KcnyaTaumm

CHUMUTE 3alUMTHYIO MNIEHKY Ha 3a,lJ.Hel7I NOBEPXHOCTU HaKnelkn, Kak nokasaHo Hmke. B LEeHTpe MNJIEHKN
NMEeeTCA JIMHUA OTpbiBa A/14 YNPOLWEHNA ee CHATUA, PEeKOMeHAYeTCA CHATb OAHY 4YaCTb MJ/IEHKU, 3aTeMmM

Apyryto.

MpukneliTe HaKkNeiKy Ha nakeT.

He nomewalite Hakneilky Ha BepxHWii Kpail naketa, TaKk Kak MOXeT BO3HUKHYTb
Da Heo6X0AMMOCTb OTKPbITb €ro W 3anevyatatb BHOBb. [lakeT MOXHO OTKpbIBaTb WU

3aneyaTblBaTb MakCUMyM 4 pasa.

Cwm. MpunoxeHve D ans nonyyeHusi nHpopmalmm o NpuHTepe.

PekomeHayeTcsi He NoABepraTb NakeTbl W HAK/IeNKN BO3AENCTBMIO CO/THEYHOIO CBETA.

Mpu paboTe co CNUPTOCOAEPXALLUMY peareHTaMn He HY)XXHO HakfenBaTb Hak/eliky Ha naker,
TakK Kak npy KOHTaKTe C TakMM peareHToM A7 qmKcaluy oHa MoxeT obeclBeTUTbCS. B aToMm
C/lyuyae He CHMMaliTe 3alMTHYIO MEHKY, MOMECTUTE Hak/eliky B N1acTUKOBbIA KapMallek Ha

nakeTe.

Ecnn Bam Heobxogumo pacnevartatb Hak/ieliky HECKONbKO pa3, Bbl MoxeTe HakaTb Ha WMKOHKY “Print the last
process" [PacnevataTtb nocrefHee] B [1aBHOM MEHIO.
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CunCEW® [SealSAFEI MMO095 « PykoBOACTBO MO 3KcnayaTauum

Tenepb onepaTop MOXeT 3ahmMKCupoBaTh AaHHbIE NauueHTa Ha Haknenke naketa (ecnv TpebyeTtcs).

Mpn 3anycke AaHHO NporpaMmbl B KOHLE XMPYPrMYeckoil onepauuu, onepaTopy, 3anpallivsarouiemy
TMCTOMOMMYECKOE  UCCMEA0BaHNE, HEeO6XOAMMO 3anofiHUTh  «3asBOYHYI0 (OOpMy». ITOT [OKYMEHT
HE06X0ANMO MOMECTUTL BO BHELLHWIA KapMaH CfieBa OT HaKNEekyu ¢ nepBoHavaibHbIMU AaHHbIMK. B aTOM
c/lyyae onepaTop MOXeT 3aneyataTb 3asBo4Hy0 (DOpPMy BO M36exaHue ee notepu.

Mpu 3anycke AaHHO NporpamMmMbl B KOHLLE XUPYPrMYEeCKOi onepauuy NoSIMMEPHbIA NakeT co
cBeXum o06pas3yom Heob6xoAUMMO MOMECTUTb B  XONOAWAbHUK C OnNpefefnieHHbIMU
TemnepaTtypHbiMuK ycrnosuamu (npu 4¢C).

3.7. Mporpamma Vacuum + Fixative [Bakyym + ®ukcayms]

Mporpamma Vacuum + Fixative [Bakyym + ®ukcaumsa] MOXET UCMNONb30BATLCA B 2 pasHbIX Cyvasnx:
1 B KOHUE XMpypruyeckoi onepauum Aas NOMELLEHWS B BakyyM CBeXero o6bpasua C Heob6Xo4umbiM

KOMMYeCTBOM peareHTa Ansd ukcaumm 4O MOMEHTa €ero nepegayn B NaTO/I0r0AHATOMUYECKYHD
na6opartopuio (Korga OHWM He XOTAT NosyyaTtb CBexue obpasupbl).

2. B naronoroaHatomuuyeckoi nabopatopun A5 MOMELLEHWss B BakyyM ob6bpasua C Heob6XxoauMMbIM
KOMIMYECTBOM peareHTa A/1a donkcauum, YTobbl OCYLLECTBUTL, HANPUMEP, HOYHYIO hMKCaLMo B NakeTe.

Cwm. MpunoxeHne A PekomeHpauuu K nporpamme "Vacuum+Fixative” [Bakyym+®dukcauus]

UTtobbl 3anycTuTb nporpammy Vacuum + Fixative [Bakyym + ®ukcauus], cnepyiite Huke npeacTaBfieHHbIM
VHCTPYKLMSIM.

Mepen 3anyckoM MporpaMMmbl  HAcTOATENIbHO PEKOMEHAYeTCA OYUCTUTb  BEPXHHOIO
I BHYTPEHHIO YacTb MNakeTa Cyxoi Gymaroil, ecim oHa 3arpsis3HeHa (KpoBb, XWUP, KOMMOHEHTbI
TKaHuU UT. 4.).

[onxHa 6bITb OUMLLLEHA TONBKO BEPXHAS YacTb (CM. pUCYHOK 1 1 2).

B rnaBHOM MEHI0O HaXMWUTE Ha MKOHKY Vacuum + Fixative [Bakyym + dukcauus], nosiBnsietcs knasmatypa
noz, HassaHueM “Bag ID” [ID nakeTa], kak Noka3aHO Ha PUCYHKE HUXE.
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CunCEN® [SealSAFE] MMOQ95 « PykoBOACTBO nO 3KCM/lyaTauum

JaHHble LWITPUX-Koga BBOAATCS B CUCTEMY aBTOMATMUYECKM MpY CKAHMPOBAHMM, KaK MOKa3aHO Ha PUCYHKe
HUWKe. Kof nakeTa pacrnofioXeH Ha ero HUXKHei yacTu, Kak NokasaHo Ha pUcyHke HWxe. Hakneiika Ha nakeTte
CO LUTPUX-KOZOM MOKa3aHa B AETASISIX HWXKE; HABEPXY YKa3aH TUM MakeTa, HUXE - LUTPUX-KOZ,

y

»

hie [TMML

PJ

Koraa LWTpux-KoA cunTaH nNpaBuibHO, CUATLIBATE b U3AAET NOATBEPXAAOLLNIA 3BYK.

Ecnu aktnBHa hyHkuma Enable Case ID [MogkntoueHue ID cny4vas] (cm. rnasy 3.4), TO Npu cuutbiBaHum 1D
naketa aBTOMaTU4YeCKM NOsiIBASIETCA Apyras knasumaTypa noa HassaHuem Case ID [ID cnydas].
MpockaHupyiiTe ID naumeHTa, Kak nokasaHo HWXe, UM BBEAUTE ero BPY4YHYH C MOMOLLBIO0 KiaBuaTypbl U
Haxxmute Enter [Beog].

N1l
w . X w ]
TVT'TTTTTT'TTA?
T X L3 UAUBTf T g
k'TT T vBTwT 7 JIfI,

MakcnmanbHOoe KoNMyecTtBo CMMBOJIOB ANnda Beoga ID cnyyaa - 70.
CLU ID cnyyas MOXeT cofepxaTtb cnegytowme CUMBONbI:
- undpsl: 0123456789
- 3arnaBHble 6ykBbl: ABCDEFGHIJKLMNOPQRSTUVWXYZ
e nponucHele 6ykebl: abcdefghijkimnopqgrstuvwxyz
-CMMBO/bI: #$%8i'()+,-;=@ DV 0*
- npoben.
Vicnonb3oBaHue Apyrux CUMBOJIOB, KDOME YKa3aHHbIX, He NMPefyCMOTPEHO.
Ha knaBuaType yctpoiictea CUNCEN® [SealSAFE] oTcyTCTBYIOT:' }

Ecnu Bbl BBOAWTE LUTPUX-KOA NakeTa U/nam naumeHTa ¢ NoMOLLbH0 CUMTLIBATENS LUTPUX-KOLOB (HE BPYYHYH0), TO Bam
HE HY)XXHO HaXKMaTb HUKAKMX KHOMOK HA 3KpaHe, T.K. KO aBTOMATUUYECKN YNTAETCS U 3aHOCUTCS B Nporpammy.

e lNosiBNsieTcst cnefywolwmii akpaH, NokasblBaOWMiA OTCKaHUPOBaHHbIA 1D naketa, ID ciyuyas (ECM TakoBOiA

UMeeTCs) U BaKyyMHbl€ MPOTOKO/IbI, UCA0/b3yowmecs no ymonyaHuio. COOTHOLIEHUS «BeC 06pasua : Bec
omkcarTopa», YCTaHOBJ/IEHHbIE MO YMOYaHuio: «1:1», «1:2», «1:2,5» 1 «1.3», KaK nokasaHo Hmxe.
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CunCEN® [SealSAFEI MMO095 - PykoBOACTBO NO 3KCh/lyarauum

VACUUM»FIXATIVE
e*«iD 3M3127$3828303A
Cwm«ll UGIOOUR46BV8HOJJ

YYTHOHT
INSCRT THEBAO THEN SELECT THE PROOAAM

ooce

3dmmen/I miNt laM

Ecnn 6b1 XoTWTE BbIGpaTh ApYyroe COOoTHOLEHWe, Bbl MOXeTe MoaudvLMpoBaTb NporpamMmmMy rno ymMosa4aHuio,
Bbl6paBs pyHKUMIO “Programs" [[porpammel], kak onucaHo B rnase 3.10.

370 ycTaHaBNuBaeTCs BHYTPEHHUM MPOTOKO/IOM slabopatopumn/ yupexaeHus.

[ocne ckaHnpoBaHuA ID nakeTta aBToMaTU4yeCKkn NPOM3BOAUTCHA TapupoBaHNe U3MEpPEeHHOro
B Kamepe Beca.

Mpn HeobxoaMMOCTM NpOBefEeHUS MOBTOPHOIO TapuMpoBaHWsA, nepej 3arpy3koi naketa B
Kamepy M BblOOpOM Heob6xoAuMOl nporpamMmmbl MOXHO HaxaTb Ha KkHonky “"TARE”
[Tapuposarts].

T KomnaHuusi MaiincToyH c.p.fl. He NpefocTaB/sieT pekomeHAauuii no BbIGOPY COOTHOLIEHWS.

WHOHT

MomecTTe nakeT B kamepy. BakyyMHbIii nakeT ¢ 06pa3LoM Heo6X0A4MMO MOMECTUTb OTKPbITOM CTOPOHOW
npsIMO HaNPOTMB onepaTopa.

Korga 3anyckaeTe nporpammy noc/fie UCCEYEeHWUs opraHa, maprei yaanute W3fUWKA KPOBU

DM (vnn nbb>e ppyrne opraHMyeckne XuakocTtu). ITO0 NO3BOMSAET M3bexaTb FHWIOCTHOIO
3hbpekTa, BbI3BAHHOTO 3aCTOEM KPOBW/OPraHN4ecKoi XngKkocTu.
Mepen Tem, Kak 3anyctuTb nporpammy Vacuum Fixative [Bakyym + ®wukcaunsa] B

natosoroaHaTtoMu4yeckoi nabopatopuu, HeobXxogMmMo Hagpes3aTb OO/bLIME OpraHbl U
BCKPbITb MOIOCTN AN151 NYyYLLIEr0o NPOHWKHOBEHWS peareHTa ans ukcaymm.

MonumepHbI NakeT HYXXHO MOMECTUTb Ha HarpeBaTesibHYl0 NaHenb mMexay AByMsa 6enbiMu
NMHNAMK (CM. PUCYHOK HUXE).

Bcerpa pacnonaraiite BEpXHIO IMHUIO NaKeTOB Haj HarpeBaTeNbHON NaHesbio.

OcHoBaHMWe MakeTa AO0/MKHO pacnosaratbCsl Ha 6ase MeTa/IIMUYEeCKOro YPOBHS; eCnv 3T0 YC/IOBME HEe BbIMOMHSAETCS,
TO HEOGX0AVMMO WCMO/b30BATh MOABWXKHbIA META/IIMYECKUIA UHCTPYMEHT, YTO6bI COXPaHSTL NlakeT HEeMoABWXKHbLIM 1,
TakMM 00pas3oM, NPeaoTBPaTUTb €ro COoCKasib3blBaHue BHU3. CM. PUCYHOK Huxe. Korga Bbl ero He ucnonb3yeTe,
0CTaBbTE €ro Ha MeTas/I/IMYECKOM OTKOCE.
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CunCEA® [SealSAFE) MMOS5 - PyKosoaCTBO N0 IKCTYaTaUMM

WHCTDYMSHT
PACHONATAGTCA CREPXY
AnA PUKCAUNK
OCHOBANMA NANOTA

¢ Korga naxeT NPaswInHO PACNONOKEN (C METALTWHECKOA HarpesaTensHOH RONOCoH Mexay Asyun Benuimm
NMHMAMK), ONYCTHTE ABS MArHUTHbIE OOKOBLIE NNAHKK, XOTOPLIE FIOMOTAINT YASPXMBATL NAKET
NPaEuNbHOM NONOKSHUN.

s  Ha pucyHKe BBILLS NOK33aHa NPOLBAYPA ONYCKaHUA BOXOBOA NAAHKW C NEBOA CTOPOHL! KAMEPLI; NOBTOPHTE
T0 X@ Camoe C NPABOH CTOPOHLI.

Ha prcynxe wixe Bot MOXETE YBHASTE NPHUMED NPABNNBHO PACTIONIOKEHHOTO NaKeTa.

.t 3
.+

nporpamMma, 4ToSM NAKET NPOACINKAN OCTABATRCA B HYNHOW NOINLMN W Sein NPABUNRHO

SANGUATAN. .

Dﬂ OueHb BAXHO ONYCTMT MATHUTHWIG GOKXOBLIC Mnawxm A0 Toro, xak GyaeT sanywewa
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CunCEW® tSealSAFEI MMO095 - PykoBOZACTBO M0 3KCn/yaTaumm

Tenepb Bbl MoxeTe yBuaeTb Bec obpasLa o Toro, kKak byaeT 3anylleHa nporpamma Bakyyma.
Bbibepute nporpammy “Vacuum + Fixative" [Bakyym + dukcauusi] B 3aBUCMMOCTM OT HEo6XoauMoro
COOTHOLLEHUST «BeC 06pasLa : BEC hmkcaTopa», Hanpumep, «1:2». MosiBnseTcs cnegyowmii akpaH.

B HMXHER yacTn akpaHa nosiBnsieTcs coobuieHne “Arm injection nozzle" [PyyHoe BBegeHue connaj.
Tenepb onepaTop MOXeT NOMECTUTbL COMJIO B NaKeT, NOBEPHYB €ro No 4acoBoW cTpesike Ha 90° 4O MOMEHTa

€ro OCTaHOBKN U 6}'IOKVIDOBKVI B TaKOM MNOJ/10XXEHUN.

3arem cHoBa y6e,q|/|Ter, YTO OTKpbITad CTOPOHa NnaketTa pacnosioXXeHa Ha HarpeBaTeanoﬁ naHennm n 4to
Kpaﬁ nakeTa BbICTynaeT Bnepep, npMMepHo Ha 1 cM, Kak nokasaHo HuXe.

e Pacnonoxute BEPXHIOK W HWKHIOK CTOPOHLI MakeTa Haj HarpeBaTesibHOW MaHeslbld U NMoMecTuTe pyky
BHYTPb NakeTa, 4ToGbl pasrnaAuTb MaTepuasl noj COMJoOM Ha MeTa/lIMyeckoMm oTkoce. OueHb BaXHO,
4yTOGbI 2 CTOPOHbI MAaKeTOB He 6biW crenseHsl ApYr C APYroM U 4YTOGbl HUWXHSIS CTOpOHA
ocTaBasiacb POBHOIA.

69

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



CunCEN® [SealSAFEI MMO095 - PykoBOACTBO M0 3Kcnlyarauum

Tenepb onepatop AO/MKEH BPYYHYHO 3aKPbITb KPbIWKY W MpWKaTb €e Ha HECKOSIbKO CEKyHA, Moka He
3anycTUTCS MHAMKATOP BbIMNO/IHEHWS NPOrpamMbl, 3TO 06ecneUnT NpaBu/ibHOE CO3[aHne Bakyyma B kamepe.

B npuBefeHHOM B JaHHOl rnaBe NpuMMepe BblbpaHO COOTHOLLEHWE «1:2», 3TO 03Ha4YaeT, YTO ecnm Bec o6pasua
cocTasnisieT 460 r, TO yCTPONCTBO 3arpy3nT B nakeT 920 r peareHTa 471 dmkcauum.

Mo ymonuaHuio KaKAblA TUM naketa UMeeT MUHUMASIbHBbIA M MakCUMasbHbIi JIMMUT, KOTOPbIA KOHTpOnuvpyeT
HanosiHeHNe peareHToMm; n
1. MUHWMAJIbHBIA IUMUT: MUHMMa/IbHOE KOMMUECTBO peareHTa Ans (UKCALMU, KOTOpOe [OHKHO 6biTb
3arpy)XeHo B NakeT, [axe ec/nM KOMMYeCTBO peareHta Ans dmkcaumm fomkHo 6biTb HVDKE (cornacHo
pacyeTy, OCHOBaHHOMY Ha Bece obpasua M BbIGPAHHOrO COOTHOLLEHMS): 3TO NOMOraeT n3bexartb Cy4yaes,

Korga obpasel, CNLLKOM ManeHbKuin A1 UCNONb3yeMOro Tuna naketa.

2. MAKCWVMAJIbHBIZ NIMIMAT: MakcumanbHoe KoMYecTBO peareHTa Ans hukcaumm, KOTopoe AOMKHO BbITh
3arpy)xeHo B nakeT (Bec peareHTa gnsa hukcaumm + Bec obpasua), gaxe ecnn Komyectao peareHta gnas
oukcauun [0/MKHO 6biTb BbILE (cornacHo pacuyeTy, OCHOBaHHOMY Ha Bece o6pasua U BblGpaHHOro
COOTHOLLUEHMA): 3TO MOMOraeT m3bexarb CnydyaeB, Korja KO/IMYecTBO peareHTa ANns dmkcaumu, Kotopoe
[OMKHO ObITb 3arpy)eHO B MakeT, NpeBbillaeT 06beM nakeTa U MOXET BbUIUTLCHA U3 HETO.

3HaveHna MMHUMAIBHOIO n MAKCUMAJIBHOTI O numnTa 3aBUCAT OT TUMNa naketa: nepeg 3arnyckom nporpammbl,
Korga nonb3oBaTeslb ckaHupyeT ID naketa, nporpaMMHoe obecrnedeHve wuaeHTUUUMPYET, kako Tun naketa
NCMonb3yeTcs W, criefoBaresibHoO, OnpeaesfaeT ero MMMUTLI.

Ecnu Bec peareHTa Ans ukcaumm, KOTopbIi JO/MKEH ObITb 3arpyXeH B NakeT, MeHbLle MUHUMA/IbHOTO KOMIMYECTBa,
onpefenieHHoro [A79 [aHHOro Tuna naketa, MosiBAseTcs CooOLleHVe, ykasbiBalollee r0/b30BaTesnto, Kakoe
MWHUMasIbHOE KOJIMYECTBO peareHTa A0/MKHO BbITb 3arpyXeHo.

Haxmute OK, 4To6bl NPOA0/IXUTL. Ha prcyHKe Huxe 3HaueHune «40 r» npuesefeHo TOMbKO B KauecTse npumepa, Tak
KaK MUHVMMasIbHOE KOJIMYECTBO 3aBMCUT OT pa3mepa nakera.

Theib tivt tobl « t00 KMr
luNniruTi«icnev to
Ptam OK toconwiui.

YKa3aHHbI BEC peareHTa gns oukcaunum He BKIOYaeT B Ce6S KOIMYECTBO XMUAKOCTK (6onee
m unm meHee 60 ), 3arpy>xaemoil B MakeT B KOHLE npoueaypbl, Korga nepeg vu3BfevyeHUem u3

C naketa ouuwaeTcsa conso.
Ecnn cymma mexay BeCOM peareHToM A1 ouKcaumm, KOTOPbI AO/MKEH ObITb 3arpy)XeH B NakeT, (B 3aBUCMMOCTU OT
BbIOPAHHOr0 COOTHOLLEHWS) U BECOM OOpasLa Bbllle MakCUMa/IbHOrO IMMWTa, ONpefeneHHoro Ans AaHHOoro Tvna
naketa, MOSABASETCA COOOLiEHME, TOBOpsLLEe MO/b30BaTeNo, 4YTO HEBO3MOXHO AOCTUTHYTb BbIOPaHHOIO
COOTHOLLEHUs. MoABNseTCs HOBOE COOTHOLWeEHWe. Monb3oBaTenb MOXET HaxaTb “Yes” [[a] n npogomkutb nam “No"
[HeT] n npepBatb npouecc. Mpumep Huxe.
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CunCEN® [SealSAFEI MMO095 - PykoBOACTBO NO 3Kcrslyatauum

Fer M pmuM toVed dlyto
eehtovef* «eol r
D»yeunMTitto ccrinuaT

B Tabnuue Hwke npeacrtasneHsl MUHUMANIbHBIE n MAKCUMAJIbHBIE numMuTbl o8 BCEX TUMOB NakeToB;

ONMCAHNE MUHUMANbHbI MAKCVIMAJIbHbIA NAMUT
ANMUT (Bec peareHTa gns dmkcauum
(Bec peareHTa ans Bec o6pasua)
dounkcarmm)
MakeTbl  BakyyMmHble  npsMocTosiLme  6osblune 150r 3000r
(Vacuum bags SU LARGE)
MakeTbl BakyymHble npsMocToswme Manble (Vacuum 40r 30O
bags SU SMALL)
MakeTbl BakyyMHble o4eHb 60/ibLUne 150r 3000
(Vacuum bags EXTRA LARGE)
MakeTbl BakyyMHble 60/blUne HOOr 2000r
(Vacuum bags LARGE)
[MakeTbl BakyymMHble cpefHue 40r 150r
(Vacuum bags MEDIUM)
[NakeTbl BakyyMHble MaUible 40r 40r

(Vacuum bags SMALL)

Ona MAKETA BAKYYMHOIO MAJIOIO Bec peareHTa pgnsa dvkcaumy (MUHMMasbHBIA AMMUT) U BEC
peareHTa Ansa dvkcaumu+sec ob6pasua (MakCUMasibHbI JIMMUT) paBHbl, MOCKObKY OMONOrnyeckuii
obpasel, (broncrs) noMeLaemMblii B aHHbIA NakeT MMEET HEOOMbLUOK BEC - HECKOMIbKO MWIIUTpamm.
JonycTumblii guana3oH OTK/I0HEHMS npuv B3BewwyBaHun £ 10 T.

Ecnn Bec peareHTa gnsa dwukcauum, KOTOPbIA AO/MKEH ObiTb 3arpy)XeH B MakeT, 60/blue

H Vl MaKCUMasnbHOro KOo/MyecTBa, OnNpefenieHHoro 475 AaHHOro Tuna naketa, a MakcumasnbHoe
COOTHOLUEHNE, KOTOPOE MOXET 6blTb AOCTUIHYTO MeHee, Yyem 1;0,2, nosiBNseTcsA coobluieHne,
roBopsillee Mnofnb3oBaTesito O TOM, 4YTO oO6pasel, CAMWKOM 60MbWONR M NPOAOIXUTL
HEBO3MOXHO.

Spednwn too bmy), itto notfXHMIbto to fill ihe
bla.

B BYX YKa3aHHbIX BbILLE C/y4asix, HEO6X0AMMO OCYLLECTBUTb Crieaytolme feicTBUS:
>  Vcnonb3oBath nakeT 60/1bLUEro pasmepa (ec/iv AOCTYIHO), Win
> Pasgenutb o6pasel Ha ABa nakeTa, uu
> [NomecTnTb 06paseL, BO BHELIHWIA NIaCTUKOBBI KOHTEHED, YTOBbLI HauYaTh hukcalmio.

Mocne 3aKpbITUS KPbILLKY BakyyMHbIA HACOC HAUYMHAeT co3haBaTb BakyyM B kamepe.
Mpouecc co3faHvs Bakyyma B Kamepe noka3aH Ha KOHTpOJIbHOM naHenu nof Hagnucbto “Sealing time left”

[OcTaBLleecs Bpemsi repmeTmsaumu].

OuyeHb BaXXHO NPMXMMAaTb KPbILKY B TeYEHWEe HECKO/IbKMX CEKYH[, Korga HaymHaeT paboTtatb
] I/I BaKyyMHbIli HACOC (CM. HUXE).
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CuUnCEN® [SealSAFE] MMO095 « PyKkoeoAcTBO No aKcnyaraumm

VACUUM -« FtXArrVE

MCP PRESSED Tue COVER

«M* VM
Batvi4tOa

UTo npoucxoauT BO BpeMs nporpammbl “Vacuum + Fixative” [Bakyym + ®ukcartop], Korga Kpblllka Kamepbl 3aKpbiTa:
0 JlocTturaetcs onpefesieHHbIn ypoBeHb Bakyyma, YToObl 3arpy3uTb peareHt ans oukcaumy B naker,
0 CnycTs HEeCcKONbKO CeKyH[ BakKyyMHblAi HacoC OCTaHaB/MBAETCH, HEKOTOPOe KOMYEeCTBO BO34yxa
3aKauvBaeTcs B NakeT, YTOObI MPUOTKPLITL €70, 3aTEM B MaKeT 3arpyxaeTca peareHT As1s dmkcaumm,
o Bo Bpems 3arpy3ku nosioca “Sealing time left” [OcTaBlweecs Bpems 3anevartbiBaHWs] ucyesaeT, U
nosiensietca “Fixative weight” [Bec peareHta gna dukcauun] n coobueHve “Loading reagent, do not open
the cover" [PeareHT 3arpyxaeTtcs, He OTKpbIBaliTe KPbILLKY]

VACUUM » FIXATtVE

(dovavATonm rav

4t0 Q hxetnt oneht 310 0

Loatfng reagent, do notopentM comr

3arpy3ka npekpaiiaeTcsi, korga AoCTUraeTcs Xesaemoe COOTHOLUEHUe «Bec obpasua : Bec peareHTa A/s
ukcaumm» (B npumepe Huxe Bec obpasua coctasBnseT 460 r, cooTHoWweHue - 1:2, Takum o6pasom,
3arpyska npekpaTuTbCs, Korga Bec peareHta s dvkcaumm coctasut 920 ).

B TeyeHne HeCKOsIbKUX CeKYH/, COM/I0 BNPbICKMBAET OCTaBLUMIACA peareHT 415 domkcauum B MakeT,

3aTem OHO aBTOMATUYECK/ BO3BPALLLAETCH B UCXOAHOE MNOMOXEHME (BHE NakeTa).

Tenepb BakyyMHbIl HACOC Nepe3anyckaeTcs, YTo6bl JOCTUTHYTb HY)XHOTO YPOBHS Bakyyma.

VACUUM - FIXATIVE

P T 409  M-wW— LLJ,

Ecnn BoO Bpems npouecca Bakyymusaumm Bl HaxxmeTe kHonky “Abort” [MpekpaTnTb] (CM. CTPENKY Ha PUCYHKE BbILLE),
nporpammMa 6yaet HeMef/1IeHHO OCTaHOBSIEHA, W KPbILLKY MOXHO OyZeT OTKPbITb.

Ecnn BO Bpemsa npouecca Bakyymusauum Bbl HaxmeTe KHoOMKy “Stop & Seal” [OcTaHOBUTHL M 3anedyararb] (CMm.
CTPesIKy Ha pUCYHKe Bbille), nporpamma OyaeT Hemef/IeHHO OCTaHOB/IeHa, NakeT OyfeT 3aneyataH, W KpbILLKY
MOXHO 6yAeT OTKPbITb.

e B KOHLE nakeT aBTOMaTUYECKN 3anevyaTbiBaeTcs.

« Tpu 3aBeplleHWK NpoLEeaypbl 3anevatbiBaHWS W3AAETCs 3BYK WM MOSIBMSIETCS COO06LUEeHWe, roBopsilee
No/Ib30BaTES0, UTO MOXHO OTKPbITh KPbILLKY.

e ABTOMAaTMYECKM pacnevyaTblBaeTCsl Hak/elka c JaHHbIMK O npouecce (ec/n NPUHTEP akTUBMPOBAH).
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CunCEWN® [SealSAFEI MMO095 « PyKoBOACTBO M0 3KcnyaTauum

cn ijiiiil

f K.. ii

ke |

»tw

Ecnv 10 cnyyasa coctouT u3 6onee 14 CcMMBOJIOB, 3TUKeTKa aBTOMaTuyecku Oyget
pacneyaTaHa BepTuKasbHO, B NPOTMBHOM c/iyyae, oHa byaeT pacneyaTaHa ropu3oHTasibHO.

MOXHO BblGpaTh AaHHble A1 neyaTy, Kak onucaHo B rnase 3.4.

MeuaTaeMble faHHbIE (ECNN aKTUBMPOBAHBI);

>

vV V.V V V V

V V.V V V

MPOLIECC

ID cnyvas

ID naketa

Kareropusa (“WVACUUM + FIXATIVE" [Bakyym + domkcauus])

Bec o6pasua (r)

Bec peareHTa gns dmkcauymmn (r)

CooTHoLLEHNE «06pasel;peareHT ans gmkcauum» (CooTHOLEHNE «Bec obpasla : Bec peareHTa gns
ukcauum». Ecnu BbiGpaHHOE COOTHOLUEHWE He MOXeT ObiTb AOCTUIHYTO M3-3a MWHMMAsIbHOrO Wan
MakCUMasibHOro iMMuTa, oTobpassatcsa “Set ratio" [YcTaHoBneHHoe cooTHoweHue] un “Effective ratio”
[3dhchekTnBHOE COOTHOLLIEHME])

PeareHT

Monb3oBarens

Jata

Bpewmsa

CocTtosHve

OTKpOWTE KPbILLIKY.

Da MEPEL USBNEYEHNEM MAKETA N3 KAMEPbBI, HEOBXOANMO YBEAUTLCHA, UTO

BakyyMHbIii NakeT He Gbl1 NepeEMELLIEH.
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CnnCEAD [SealSAFE] MMO95 - Pyx0004CT80 RO JXCANYaTaum

o [IpoeepuTe BUSYANbHO WOB: OH A0MKEH GbiTb OANOPOAHLIM U POBHIIM.
Oee NUHMN SANeMATHIBANMS HAOTDKHL GbiTh NAPANNANbHLIMM H 33NEMATAHHLIMK,

Ha ASHNOM PHCYHND ASTANW
XOPOWO IANGUATAHHMIX ANHUE
OGOIHAUGHL! MBNTHIMK CTPANIKAMN

e [epen Tem, xax BLITAWMTL NAXET WI KAMEPbI, AKKYPATHO NpoBeauTe RAOAL Wea, YTobel ybeawTeen, yTo
3gneuaThIBaHMe BLINOMHEHO xoppexTho. MNpunoxuTe Hebonbwoe younue pykod Haa WBOM; 3To Thelyercs,
yToGbl YEeANTLER, UTO SANEUATHIBAHKE DABHOMEPHOD BAOND BCAH NOBEPXHOCTH SANEHATLIBAHMA NAKSTA,
fpexae Hem NPORePATL KAYeCTRO Wea, NoACKAUTE 15 CekyHA NOCHE 3anedaThiBasnn (CM. PUCYNKM A, B n
C).
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CunCEN® [SealSAFEI MMO95 - PykoBOACTBO NO aKcrlyatauum

PucyHok B PucyHok C

nakeTbl NnponssoacTBa KOMNnaHUn MaVIﬂCToyH, yAepXxneasd 3anevyataHHyO 4aCTb B NOAHATOM
BEPTUKa/IbHOM NO/I0OXEHUN, N HE NepeBOopaynBaTb NakeT.

A B KOHLe nporpamMbl 3aneyaTbiBaHUs HACTOATENbHO PEKOMEHAYeTCs M3BJ/ieKaTb BakyyMHble

B C/TYYAE HEKOPPEKTHOIO 3AMEYATbLIBAHUNA:

1 AKKypaTHO M3B/MIEKUTE MNakeT W3 KaMepbl YCTPOIiCTBA, YAEpXMBAs 4YacTUUYHO 3anedyaTaHHyl Wn
HesaneuyaTaHHyt YacTb MakeTa B NOAHSTOM BEPTUKA/IbHOM MOJSIOXKEHUM (CM. PUCYHOK HUXE).
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CanCER® [SealSAFE] MMOS5 - PyKoBoaCTEO 10 SKCANYATALN

2. NONHOCTLIO OTKPOATE NAKET HOXKALIAMH. .

3. UYrobul cHOBa 38MEMATATH DTKPLITLIAE NEKET, OYWCTHTE BEPXHHE BHYTPSHHWE NOREPXHOCTH NakeTA, KaK
ONMCaKo Buiwe. Ucnonbiyeman nporpamma: nporpamma P3 (Vacuum Only [Tonoxo saxyym]). Ana
NOAYHEHMA KHCTPYRLIMIA O 3anycxe nporpammus Vacuum Only [Tonsko Bakyym)] om. rnasy 3.6.

» Oropaure Hakneixy, HCNONbYn SyGuaTHIH xpaﬁ '
e

e CHMWMTE 3BLNTHYIO NNBHKY HA 3AAHGIH NOSEPXHOCTH HAKNGAW, KaK NOKA3AHO HWXS, B ueHTpe nneHku
VIMBETCR NIWHHA OTPLIBA ANM YNPOLIGHUA 68 CHATHA, POKOMENAYETCA CHATL OQHY YECTL NNSHKN, 3aTeM
APYTYI0.

|

Mpukneitre Haknedxy Ha Naxer.

He nomewsaiive naxneiixy Ha SepxHui Xpaid NaKeTa, TEX KAK MONET BOIHMKNYTL
I:m HEOGXOOMMOCTL OTKPAITE ©Of0 M JANGUATATE BHOBL. [laKeT MOXNG OTKPLIBATL W

3aNeYaThIBATL A0 4 PA3 MAKCHMYM.

Cw. NMpunoxenne D anm nonyusHuA WHGMOPMALINK O NPUHTEPE.

I PexouennyeTcs e NOKBSHIATL NAKOTH W HAKNGAKM BOIASHCTEWC CONHOUNOTO COSTA.
Mpyn paGoTe CO CNUPTOCOOSHXALINMK PEANSHTAMK HO HYNHO HAKNEUBATL HAKNeHKY HA NAKAT,
Tax KaK NPy KOHTAKTS € TAKHM POAreHTOM AN PUKCALM OHE MOXET OGecUBETUTLCR. B 3TOM

CRAYSEE HE CHUMANTE JALNTHYIO NABHKY, NOMECTHTE HIKNTEHKY B NIACTUKOBMIN KAPMALWeK HA
naxeTve.
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CunCEN® [SealSAFE] MMOQ95 - PykoBOACTBO NO 3KcnyaTaumu

Ecnn Bam HeobxoauMmo pacnevaTaTb Hak/eiky Heckofnbko pas, Bbl MoxeTe HaxaTb Ha WkoHKy “Print the last
process" [PacneyataTb nocsegHee] B r1aBHOM MEHIO.

Mpw 3arpy3ke peareHTa Ans ukcauum B BaKyyMHbI NakeT B MEPBbI pa3 BbIOEPUTE HaKMNENKM C NUKTOrpaMmamm
BcemypHOlA rapMOHU3MPOBaHHON cucTembl (BIC), KOTOpble OTHOCSATCS K XMMUYECKMM pUCKaM Mpu UCMOSIb30BaHMUK
hopMasiMHa, U HaHeCUTE MX Ha CaM BaKyyMHbI/i MakeT.

OHV 6yayT MofiesHbl A1 NPUMEHEHNS MPOLeAypP B OTHOLIEHMM 6e30MacHOCTM U 340pPO0BbA NPU UCMOMb30BaHWUM
peareHTa gnsa dmkcaumm.

Bbl MOXeTe HalTu HawkIelikyu C MUKTOorpaMMamu BHYTPU KOpPOOKM C BakKyyMHbIMW MakeTamu, U kaxaash kopobka
cogepxut 200 BakyyMHbIX NMakeToB, ynakoBaHHbIX B MakeTbl No 50 LTyK.

Kaxpasa ynakoska u3 50 BakyyMHbIX NMakeToOB COLEPXUT:
e CornpoBoauTesibHOe MMCbMO O NUKTOrpaMMax.
e 5 /IMCTOB Hak/eekK, Kaxkabllii 13 KOTOPbIX COAEPXUT Haknelikn ans 10 nakeTos.

b b
b & PP P
bbb b @
b b Db b
so b P

HE HaHOCWTe Haknelku c NMUKTOrpaMMamMu Ha BepxHuWid Kpail maketa, Tak Kak OH MOXEeT OTKPbIBAaTbCA U MOBTOPHO
3aneyvatbiBaTbCs HECKO/IbKO pas (Ao 4).

B 3aBMCMMOCTM OT TWMa WCMOMb3YEMOro peareHTa A/ (OUMKCaluMy HaHeCUTE Ha KakAblii NakeT NUKTOrpammb,
cogepxallpecs B nacropte 6e30nacHOCTY, NPeA0CTaB/IEHHOM BaLLUM MOCTABLUVKOM.
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CuUnCEN® [SealSAFE] MMO095 « PykoBOACTBO MO aKcnyaraumm

HaHocuTe Hakneiikm ¢ nuKTOrpaMMamiyi TO/IbKO B OAWH pas, KOrga peareHT A/ (ouKcauuy 3arpyxeH B BaKyyMHbIiA
Maker.

3.7.1. YnpaBneHune peareHtamMmu BO BpeMs nporpammbl “Vacuum + Fixative” [Bakyym dukcaymns]

PeareHTbl A5151 chukcaumy Bcerga 3arpyxarTtcs u3 6onee ctaporo pesepsyapa (Korga pesepByap YCTAHOBMIEH Kak
MOJIHbI/, CoXpaHsieTcs AaTa 3arpysku, kak onvcaHo B rniase 3.3.1).

Ecnn pesepByap CTaHOBUTCA MyCTbIM BO BpeMs npouecca A0 3aBepLUeHUs 3arpy3ku, YCTPOWCTBO OyAeT nbitaTbes
3arpy3nTb peareHT B TeueHune 30 cekyHA. o ucteyeHUn 3TOrO BpeMEHW, ecni BeC peareHta Anas hukcaummn He
yBenununtcsa B TeueHne 30 CeKyHA, ecn 3arpy3ka He 3aBeplueHa (T.K. pe3epByap MycToin);

* Korga nmeeTcs ApYyroil NosiHbI pe3epByap, NpMbop HauyMHaeT aBTOMaTUYECKW 3arpyaTb peareHT 4ns
domkcaumMm 13 criegyrowlero AOCTYMHOrO Havbosiee CTaporo pesepByapa, a CTapblii pesepByap Oyaet
0603Ha4YeH Kak NycToi; L

e Korpa Bce pesepByapbl NycTble, NpubOp U3ZacT 3BYK, a Takke MOSBUTCH COOOLLEHME, roBopsiee
Nnosib30BaTeslo, YTO OH MOXET 3aiiTM Ha CTPaHWULly peareHToB, YCTAHOBWUTb Kak MWUHUMYM OAWH MOJHbINA
pesepByap, 1 nocne 3aToro 3arpyska byaeT aBTomaTtmyeckn 3aseplueHa. CM. COOBLLEHME HUXE.

All tv4ui «raamply.

&itarIn«w knutand atHutorm
iMiK Ooyou ™ n( to eonlinma?

Haxmnte “Yes” [[a], 4Tobbl nonacTb HEMOCPEACTBEHHO Ha 3KpaH peareHToB. YCTaHOBUTE, MO KpaiHel mepe,
OfMH pe3epByap Kak MosHblii (Kak onucaHo B rnaee 3.3). 3aTeM HaXMUTE Ha CTPEsiKY (CM. KPYr HWXe), Y4TOoObl
BbITW CO CTPaHWLbl peareHToB, 1 npoueaypa 3arpy3kv Hemea1eHHO NPOAOIKATCS.

e
UMRWU
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_CunCE® [SealSAFE] MMO95 - PYROS0ACTEO RO JKCANYSTaUMN

. 3.7.2. ¥icnonb3opanke BaKyyMHOro NaKeTa HECKONLKO Pa ANA OAHOIO W TOro Xe oBpasya

Ecnn CunCER® [SealSAFE] paseiuen pRAoOM ¢ ONSPALMOHHON HAK B NATONOrOaHaTOMIMECKON NAGOPATOpUN, ANs
NEPEMBILIGHUA U3 ONEPALMOHHON A0 MECTA XPaHEHMA MOXET WCcnonb3osatecs OAKWM U TOT XKE naxetr ans
OHOIO U TOFO XKE oSpasua.

MporpaMMHLIM 0G8CNsYeHNEM PAIPELISHO SANSHATHIBATL KIXALK NAKST 20 4 pa3,
Hixe npuseasH NpUMEp TOMD, KAK HCNONLIOSATL NAKET HA NPOTFKEHWUA CPOKA UCTIONLIDBAHKA obpasua:

e PARAOM C onepaunoHKoi: naxet MoNeT GbiT SaNevaTan CHaHANa Yepes nporpamMMy “Vacuum only” [Tonbko
BaxyyM], echn 8 Hanuwumn umeetrcs CMnCENG® [SeaiSAFE], Taxum obpasom, obpasey nonagser »
nATONOroaHaTOMMUMECKYI0 NAlOPATOPHIO B CHENKBM COCTORHWN.

|
e 3arem B NaTONOroAHATOMMMECKDR Nabopatopnu; 6CnM B Hel paamewed CWICEW® [SealSAFE], sToT xe
nakeT MoxeT OuTe OTKPLIT W 3ane4aTaH CHOBa wepes nporpammy “Vacuum + Fixative™ [Bakyym +
Dukcaumn): Taxm oBpasom, moxer GuiTo ocyulecTeneHa HouHan dukcauns obpasua (xax Bm moxerte
BHAETL HA PUCYHKE NPAMOCTOALLWIA NAXET, 33NOMTHEHHLIA DEAreHTOM AN uxcaLm).

*  Haxoney, nepen nsaneyeHnem oGpaILs pearedT AnS HUKCAUMM MOXET GbiTe CANT U3 hakeTa.
*  CaM. Huxe, k9K CRUTL peareHT ANA ¢hWKCAUMM Nepes OTKPuITHeM nhaxeta. CHavana orpexate Soxoeyw
CTOPOHY naxera AnA Toro, YTobbi CNNTL PEArSHT U NOMNHOCTLIO OTKPLITL NAaKeT.
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CunCEA® [SealSAFE) MMOSS - PynososCcTRO NO SHCINYATAUMU

OCTATXM POArOHTOS ANA (UKCAUMM HEOBXOAUMO YTUAWINPOBATL B COOTBSTCTBMM C .
MECTHLIMW NONOKBHHAMM,

s 3avem moxHO nasnexkaTs olipasey w3 naxeta u Spate Guoncmo ann obpaboTin,
Uact: ofpasua (e noanexaiuyo obpaloTke) MOXHO 3aneuyarate 8 TpeTwil paa Ges dopmanwua
{ncnomeayn nporpammy “Vacuum only” [Tonbko Ssakyym) ww C HOBbIM PEATEHTOM ANIA  DUKCALIMK
{ncnonssyn nporpammy “Vacuum+Fixative” [Baxyym + Omxcauun]) AN apXMBUPOBAHNA, CNK DUKCALNRA HE
ofnasatencHa.

Ha pMcyHke HIDKe NpsacTasneHo apxusuposamme Gsa chopmanuka,

i . .
b

I:Iil Ecnn pukcayun He o5A3aTeNLHE, HSOBXOOMMO NPOBECTH APXMBHPOBAHNS C (DOPMANWNOM.

Ha BepXHEM KPS NaKeTOB PACNONATMOTCA BCIOMOTATENBHEIG YKASATENN, OGOSHAMAIOWMUE SOHY ANA 3ANEYATHIBAHNNA
¥ OTpe3aHMA. [LaHHbIi NPOLSCC MOXET BHIMONHATLCA TPWXAN ANIA 3GNSUATHIBAHNA U ABAXALI ANA OTpeaamn. Cwm.
HIHNS.

Mocne m’o nax npmoc'ronumﬁ namb‘un man ¥ Asaxan o6pesaH, M NePeA Tem, KaKk 3arpysuTb naket
Kamepy [NA 3anevatuiBaHMA 8 TPETUIA Pas, HEoDXOAMMO UCTIONL3OBATL METASUIHYECKYI0 BCTABKY ANN YASPXAHUA
faKeTa 8 MNPABANLHOM NONONEHWW. CTM. HWKE. Ha MOTANNMMECKOW BCTABKS BLITPABNEHLI W NPOHYMEPOBAtHI

noanum: Bam HeoGXOANMO YCTaHOBUTL HHCTPYMENHT B NOSULWO Homep 6,
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CanCEA® [SealSAFE] MMOS5 - PYKOBOACTEO DO MCANYSTIMMN

. OueHb BAXHO WCNONLIOBATL NOABIKHYIO YSCTL MOTANNUYECKON BCTABKN ANA YASPNAHWA NAKSTA B
NPABUNLHOM NOMNOKEHWA HAL HATPEBATENLHON NAHENLIO, TAK KAK NOCNE ABYX OTPRIAWMA ON CTAHOBNTCR
KOPOve.

MNPy NEPBOM ¥ BTOPOM JANCUATHIBAHUN HE UCTIONBIYIATE NOABMKHBIR MHCTPYMSHT: OCTABLTE &0 HA METANMUSCKOA
BCTABKS, K3k NOKA3AHO HWXE,

-

NPAM Hb{R :
Tpw UCNOALIOBAHUA NPAMOCTORLIENO BAKYYMHOIO NAKETA MANOTO PasMepa BCeraa HeoGXOAWMO WCNONLIORATH
NOABHIHMIH WHCTPYMENT METaIVIMMECKOA BCTABKW ANA YASPXAHUA NAKETA HA MeCTe, M. Hoxe.

Mpy NEPEOM 3aNEe4aTHIBAHUK YCTAHOBUTE MHCTPYMEHT B NO3MLMIO HOMED 5, NP BTOPOM - B NOIMLINIO HOMEp 4, NpK
TPETLEM - B NOIULYMO HOMEP 3.

Ana ppyrux TMNOB NAKETOR (HENPAMOCTOALLIME) NBpea 3ANYCKOM NPOTPaAMMbI HEOGXOANMO NPOBEPUTD WX PA3MEpP W
OUSHUTD, HYXHO NN NCNONBLIOBATL METANNTMMECKNIA HHCTPYMEHT.,
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CunCEVI® [SealSAFEI MMOQ95 - PykoBOACTBO MO 3Kcn/yaTauum

3.8. OTKNIOYEeHNe 3/IeKTPONUTAHUA BO BPEMS BbINOJIHEHUA NPOrpamMmmbl

B cnyyae OTK/H0UEHMA 3MIEKTPONUTAHUSA BO BPeMs BbiNosiHeHUs nporpamm VO “Vacuum Only" [Tonbko Bakyym] n VF
“Vacuum+Fixative” [Bakyym+®ukcaums], npubop CunCEN® [SealSAFE] aBTOMaTWUYeCKM OTKIIOUMTCS, WU Bakyym
coxpaHuTcAa 8 kamepe.

Mocnie BOCCTAHOBJ/IEHUSI 3MEKTPONUTAHKS CMCTEMA aBTOMATMYeCKM CHOBa BK/IOUWTCS, Kamepa OCBOGOAMTCS OT
OCTaBLUErocsi Bakyyma, U KPbILLKY MOXHO GyAeT OTKPbITb.

Ecnun oTkNoueHne anekTponuTaHns Npom3oigeT A0 3anevaTbiBaHNS NakeTa, BbINOMHWUTE CeayoLime UHCTPYKUMK:
Mporpamma “Vacuum Only" ITonbko BakyyMT: eC/iv OTK/HOYEHME 3NEKTPONUTAHUS MPOUCXOAUT BO BpeMsi
BbINO/IHEHWA [aHHOI NPOrpamMmbl, NPV BOCCTAHOB/IEHUN 3/IEKTPONUTAHWSA MOBTOPUTE AAHHYHO Nporpammy.
Mporpamma “Vacuum-«-Fixative” MBakyym+®dukcaumsal: ecnm OTKIHUYEHWEe 31eKTPonUTaHus NPOUCXOAUT BO
BPEMS BbIMNO/IHEHWA JaHHON NporpaMMbl 1 HEKOTOPOE KOJIMYECTBO peareHTa A5 dvkcaumnm yxe 3arpyxxeHo
B MakeT, NPy BOCCTAHOBMEHUW 3M1EKTPONUTAHNA CreilTe XWUAKOCTb B NpefHa3HaYeHHoe A1 3TOro MecTo U
NoBTOPUTE MPOrpaMmy.

3.9. Mony4yeHne coxpaHeHHbIX pe3ynbTaToB 06pPaboTKK

Bovignte B “Advanced functions" [PacwupeHHble CyHKLMK], HaKaB Ha COOTBETCTBYIOLUYIHD WKOHKY B cTpokall|
COCTOSIHUSA, 3aTeM Bblbepute “Log Book” PKypHan 3anucu gaHHbIX], Kak nokazaHOo HUxXe.

Boibepute “Saved runs” [CoxpaHeHHble 3anycku]. [osiBUTCA CrefyloLlvili 3kpaH, Ha KOTOpOM crieBa OyayT
oTobGpaxaTbCA BCE COXPAHEHHble MpPOLEeCcChl, OTCOPTMPOBaHHble MO Aarte. [aTbl aBTOMATUYECKM CO34A0TCA
nporpammHbIM obecrneyeHnem.*

* Vv
BbibepuTe ogHy gaty (B npumepe Hmwke -19 Hosbpsa 2015), n Ha akpaHe crnpaBa NosIBATCS COXPaHEHHbIe B 3TOT AEHb
npoueccbl. HasBaHne dpaiina onpegensieTcs nocfe 3aBepluieHns nporpammbl U nosenasetca “VO”, ecrm
ucnonbdyetcsa “Vacuum only" [Tonbko Bakyym], n "VF", ecnun ncnonb3yetcsa “Vacuum + Fixative [Bakyym+®ukcaumsi].
KnukHnTe Ha HasBaHue haiina NS npocMmoTpa geTanein n HaxmuTe “Open” [OTKpbITb] ANS Bu3yasmsaummn rpadd
BblIbpaHHOro haiina (PUCYHOK HWXKeE, XenTas CTpesika).
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CunCEN® [SealSAFE]

MMO095 - PykoBOACTBO nO 3Kcrslyarauum

KOOI
Mii « tjtl

N4

ABIMIAM

Haxkmunte Ha cTpenky Ana Bo3Bpara Ha 3KpaH C COXPaHeHHbIMU npoLeccamu.

[JaHHble, yka3biBaeMble Ana nporpamMmMbl “Vacuum only” [TofibKo BakyyM] (Kak nokasaHo Ha NpaBOM PUCYHKe BbilLe);
HasBaHue 3anycka: Ucnosb3yemblii MpoToKoN Bakyyma (P1-P4)

KaTeropusa
Monb3oBartesb

[ata v Bpemsa 3anycka
Bec o6pasua

CoCTOsiHME: YCNELIHO BbINOSIHEHO, NMPepBaHO WM OCTaHOB/IEHO W 3aneyaraHo

ID naketa
ID cnyyas (npu HaAmM4mm)

Mpu 3anycke nporpamMMmbl “Vacuum + Fixative [Bakyym-l®dukcauusi] ykasblBalOTCSi Te Xe [aHHble, 4To U Ans

nporpammbl “Vacuum only"
cnepyowas nHdopmMaums;
e Bec peareHta ana dykcauuu

[Tonbko Bakyym], kpome TOro, Ha TOW e CTpaHuue AONOSHUTENbHO GyAeT ykasaHa

»  COoOTHOLIEHME «0BpaseLl;peareHT A5 ukcauum »

e PeareHT Ang chukcauymm
. Pe3epByapbl

Fixabve weight
Specimen/Fwative rabo :

Reagent

640 g
1:1

: Formalin

Tanks: 1

B uensx 6e3onacHoCTV A1 KaXAOro Tuna naketa ycTaHOoB/IeH MUHUMAaSIbHBIA 1 MakCUMalibHbI BeC peareHTa Ans
domkcaumn ans 3arpys3kv (Kak onvcaHo B rnase 3.7); NOSTOMY €Cnv NMPUMEHSIEMOE COOTHOLLEHWE BbllLe W/ HUXE
YCTaHOB/IEHHOTO (C y4eTOM MWHMMAaJIbHOTO M MakcyMasnbHOro MmuTa naketa), Bam Tawke 6yneT npepgoctaBrieHa
nHopmauus 06 ahHEKTMBHOM COOTHOLLEHUN, KaK NMOKa3aHo HUXeE.

umr

NinMM

1lol
VACUUM - FIXATIVE
Adnw>

Thu «MOV-201S M 135S

"pvranvedd SO

Fl4'0

Cm IC

Fp<rorue riliNeg'sIC

onpelR] me teraer
»Sai P IMOS@»
ETHI

130 g

11 L(IFacove 1:3|

1orwiiFri

B npvBeaeHHOM Bbillie MpUMeEpPe Bec o6pasua cocTaBnseT 50 r, HE06X0AMMOE COOTHOLLEHWE A1 koToporo 1:1. Ans

MCMosb3yeMOro Tuna naketa MWHUMasIbHOE KOJIMYEeCTBO peareHTa Ans doukcaumu, 4Ttobbl

MoKpbITb 0bpased,

cocTtasnseT 150 r, COOTBETCTBEHHO BeC peareHTa Ana cukcaumy Bbiwe 100 r, 1 adh(PeKTUBHLIM COOTHOLLEHUEM

asnsietca 1:3.
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CUNCEN® [SealSAFEI MMQO95 ¢ PyKkoBOACTBO MO 3Kcnyaraumm

3.9.1. YpaneHne coxpaHeHHbLIX Npoueccos

Bblbepute npouecc n Haxmute “Delete” [YpanuTb], uT06bl yaanutb TOJIbKO BblgeneHHblli npouecc (feBbii

PUCYHOK).
Bbibepute gaty u Haxwvute “Delete" [YaanuTb], 4To6bl yaanuTb BCe COXpaHeHHbIe B 3TOT [eHb NpoLuecchl (npasbiii
PUCYHOK).
?fu bl Mwr , I»aV\IIVI* 1
\0 11/ 1> \é)
?WMS n L ©Om éﬁl\lﬂ)@ /
MW
24NV O
<> N «l cmt «A* !
0= fitar
V. YOIMHIAING 0

Tawke, ecnn Bbl xoTuTe yaanuTe BCE nporpaMmbl, coxpaHeHHble Ha CunCEN® [SealSAFE], HaxmuTe “Delete AH
[YmannTb BCE].

HaxmuTe Ha CTpenky ANs BO3BpaTa B rf1aBHOE MEHIO.
3.9.2. 2KcnopT AaHHbIX O Npoleccax U3 naHenu "

CunCEW® [SealSAFE] npemocTasnseT [OKyMEHTaLWI0, HEOBXOAMMYIO [/1 COCTaB/EHUs OTYeTa O AeATeNsLHOCTY
nabopartopun. MOXHO 3KCNOpPTMPOBaTb [aHHble O BbINOMIHEHHbIX MPOrpaMMax W AOKYMEHT, KOTOpbIA BkIovaeT
XYpHa 3anmcu AaHHbIX CO BCeli MHdopmMaumeli o cyyasx.

BctaBbTe B pasbem USB - Hocutens: gBa USB-nopTa pacnonaraldtcs Ha 6OOKOBbIX CTOPOHAx CEHCOPHONA
KOHTPOJIbHOW NaHenu, OAuH cnpasa, APYroi crieBa (CM. PUCYHOK HXE).

M3 “Log book" DKypran 3anvcu gaHHbix] Bbibepute “Events log" [3anmcu o cobbiTusx].

JaHHas pyHKLMS AOCTYNHA TOMBKO Anst ALMUHUCTPATopa 1 TeXHNYeckoro nepcoHana.

MosiBATCA crepyrowmin akpaH, Haxmute “Export to USB” [SkcnopTnpoBatb Ha USB] gnsi aKCnopTMpOBaHMA BCEX
3anuceli 0 cOBLITUAX (CMIMCOK 3anNnNCaHHbIX Co6bITHIA) Ha CUNCEN® [SealSAFE],
[aHHasa kHonka JAOoCTynHa TOMbKO Toraa, Korga B yCTPOMCTBO BCTaBneH USB-HocuTenb.
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CunCEN® [SealSAFE] MMOQ95 - PykoBOACTBO MO 3KCh/iyatauum

twibit

ur  «««Ml th

M3 “Log book" [KypHan 3anucu gaHHbIX] BbibepuTe “Saved runs” [CoxpaHeHHble 3anycku]. [MosBuTCcS crepyrowmi
3KpaH. BblbepuTte gaty wam oguH npouecc 1 HaxmuTe “Export” [SkcnopTupoBaTh] 415 SKCNOPTUPOBAaHUS MPOL,ECCOB,
NpoBefEeHHbIX B TOT AeHb, WM OTAeNbHOro npouecca Ha USB-HocuTenb. Takke MOXHO BblbpaTb “Export all*
[3kcrnopTupoBaTh BCe] 4/151 IKCMOPTUPOBaHMS BCex MMetowmxcs aat B CunCEN® [SealSAFE].

MMM M m
» 1Ml W 3nvr

3KCMOPTUPOBaHHbIE [aHHble aBToMaTWuecku GyayT MOMeLleHbl B nanky noj HassaHuem npu6opa CunCEN®
[SealSAFE] 1 ero cepuiiHOro Homepa, kak NokasaHo B NpMMepe HWxe. B gaHHOM nanke HaxoguTcs CMUCOK COObITWIA
“LogEvents.sealsafe.s3db" 1 nanka “Saved” [CoxpaHeHHbIE] C BbINOSIHEHHLIMU MPOrpaMMamum.

-N Saved

Se*l(4f< 12b1990 LogEvents.seahafe.sBdb
02

B nanke “Saved" [CoxpaHeHHble] HaxoAsATCA noAnanki, 0TCOPTUPOBAHHbIE MO AaTe COXPaHEHUS 3arycka: B KaxAol
narnke, HasBaHvWe KOTOpPOl NpeacTaBeHO B BUAE AaTbl COXPaAHEHUs, pa3MeLLaoTCs 3amnycku, BbINOSIHEHHbIE B Takyto
Aarty c ykasaHvem BpeMeHu COXpaHeHns B UX Ha3BaHUW.

XK5-1M2 } 1I_57_VF.sealsafe.xml.zip

Sdved ) )
2015-12-97 1. 12_14_VO.sealsaffi.xml.2ip

Ecnu Bbl XO0TWTE MOCMOTPETb XYpHan COGbITUI U CBEAEHUS O BbIMOSIHEHHbIX 3anyckax Ha [K, wucnonb3ayiite
nporpammy LogView/er, NocTaB/ISiEMyt0 C YCTPOWCTBOM, Crieflyst MHCTPYKLUSIM HIDKE.
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CunCEN® [SealSAFEI MMO095 - PyKOBOACTBO NO 3KCr/lyarauum

3.9.3. YcraHoBKa 1 paboTta ¢ LogViewer

USB-HOcKTE b, MNOCTaBNSEMbIi BMECTE C YCTPOMCTBOM, COAEPXUT nanky LogViewer. KnnkHuTe OBakAbl Ha UKOHKY
“SetupLogViewer.exe" o151 yCTaHOBKU Mporpammbi.

HaxmunTe “Next” [danee] Ha cneayroLimx aKkpaHax.

W<-(9n>o Ici iu-1logW ewr iH fiM
w Fnvenww
. L . H i @»lr W»
He-wswwwe ie*e*iniN*wi
¥ M@ S\Bsw
—y— U
>PIMbhrdMM

I t  ‘WTx Ur
UhisHegHwIT>» M.

Lheid UM

3aTeM OTKpOETCA crneayllmin akpaH. lMoctaBbTe rasiouky HanpoTuB “Create a desktop icon" [Co3gaTb Sip/biK Ha
paboyem cTone], kak nokasaHo Hmke. 3atem HaxmuTe “Next” [Janee].

| Setup - LogViewer

Meet Additionel Tasks
MW< «ddrtknal ta*s ¥ TM be perfenned’

Sdect Ita aMbonel tests you wodd tke Setup to performwMe ra M t* LogViewer,
then did! Next.

Addtiorrd Icor«!
Oeate a OeAiop Kon
No exCenMons:

[i, Assodeic 43d)' extenaon

Fanouyka HanpoTuB “Associate s3db extension” ctaBuUTCA N0 yMON4YaHuO, peEKOMeHAyeTCs He

aS U3MEHATb [aHHyl HacTpoliky. Takum 06pa3oM, noc/ne 3KCNOPTUPOBAHWSA CTaHOBUTCSH
BO3MOXHbIM OTKPbIBaTb )KypHan CcO6bITUIi aBTOMAaTM4Yecksn C MNOMOLLbI0 NPOrpaMmbl
LogViewer.

B koHUe HaxmuTe “Install” [YcTaHOBUTL] A5 3aBepLUEHNS] YCTaHOBKN.
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CunCEW® [SealSAFEI MMOQO95 - PykoBOACTBO MO 3KCrlyatauum

jHXipk«»>1p

A

«avive> AV eivnav

MporpammHoe o6ecneveHne LogViewer rotoBo K pa6ote.

[Onsa paHHoro npunoxeHus Tpebyetcs Microsoft. NET Framework 4.0, B cnyyae ero otcytcTBuss Ha Bawem TK, oH
OyAeT yCTaHOB/EH.

[nsa paHHoro npunoxenust Tpebyetcst Christal Report Runtime, B cnydae ero otcyTcTBusa Ha Bawewm [K, oH 6yget
YCTaHOBJIEH.

BcraebTe USB-Hocutens B CUNCEN® [SealSAFE], Ha KOTOPOM XpaHSTCA BCe MPOLIECCHl, M 3KCMOPTUPYiTe UX, Kak
onucaHo B rnase 3.9.2.

OTkpolite nporpamMmHoe obecnedeHne LogViewer (nepeiigute B “Start Men\All programs\Milestone srl\Milestone
LogViewer” unn knMkHUTe Ha UKOHKY “LogViewer", co3gaHHyto Ha Balwem paboyem cTone).

BcraBbTe USB-Hocutens B Baww MK 1 oTkpoiiTe npouecc, KIMKHYB Ha COOTBETCTBYHIOLLYIO UKOHKY (3€M1EHBIN KpPYT).

« *3
tmcESSMFO

Nenu>> kiail« N<Csun

BbiGepuTe narky, co3jaHHyl0 aBTOMATWYeckW Moc/e aKCNopTUPOBaHUs AaHHbIX ¢ CUACEN® [SealSAFE] Ha USB-
HOCUTESb, KaK NoKa3aHO HUXeE.

Ecnm  Bbl XxoTUTe YyBUAETb COXPaHEHHble 3anycku, Haxmute “Saved" [CoxpaHeHHble], WA HaXmuUte
“LogEvents.selasafe.s3db" ans npocmoTpa xypHana cobbITuii.
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CunCEN® [SealSAFEI MMO095 - PykoBOACTBO NO 3KCr/lyarauum

B nanke “Saved" [CoxpaHeHHble] Haxo4ATCA noananky, B KOTOPbLIX COXpaHEeHHbIe 3amnycku OTCOPTUPOBAaHbLI Mo Aare
BbINO/IHEHMS: B K&XKAOM Nanke cofepXarcs COXPaHEeHHble 3amyCkM C ykasaHMem BpeMEHW COXpaHeHus B WX
Ha3BaHuu.

XML 1 ml n

[JBaxabl KMUKHATE MO WHTepecytolleMy Bac 3anycky, NosiBATCS AaHHble 06 3TOM 3anycke, Kak NokasaHo B mpumepe
HIDKE.

T bl' V- 8B O

g %num SaalSAFE
15.11

Swial number 125198002

Processing name Pl

Cawgory VACUUM ONLY
mr Admm

Sun data 201S/12«9.at11K)1
Spaoman welgni NE

Ox/lcowwa comoia<ed_ntNe_succaee
6ag ID 387912523028372A

Bag aiza SaffSlandfig LARQE

[Baxabl kMkHUTe Ha “LogEvents.selasafe.s3db” ans oTkpbITva dhalina, kak nokasaHo HKe.

. Sard
A legPwith inKifev.3db

Bepcussi 16.12 nporpammHoro ob6ecneuveHus LogViewer, knacc 6e30MacHOCTM NPOrpamMMHOro oGecneyeHns B
cooTBeTCTBUM co cTaHgapToM |IEC 62304-2006: knacc A; HEBO3MOXHbI HUKakve TpaBMbl UK yuep6 340POBbHO.

Mocko/bKy YCTaHOB/IEHHOE MporpaMmHOe obGecrneveHne npefcTaBnseT coboli  TOMbKO KOHTponupyoweer”
nporpammHoe obecrneyeHne / MUKponporpammMHoe obecneyeHne obopyaoBaHusl. Hukakoii yuiepb wnam HaHeceHueM

BpeJa 30pOBbi0 HE BO3MOXHO. HET BEepOATHOCTU NMPUUMHEHUS] HUKAKOTO Bpeda nyTeM paspylueHus. MporpamvHoe
obecrneyeHre He BbIHOCUT HUKAKUX KTMHUYECKUX PeLleHNIA.

3.10. MI3meHeHMe nporpamMmmbl

[OaHHasa dyHkuua HE nossonset co3gasatb HOBbLIE NMPOIMPAMMbI. Heobxoanmo BbibpaTb
YCTAHOBJ/IEHHYI0O MO yMOM4YaHWIO Mporpammy, Kotopas B 60/blUeil CTeneHn COOTBeTCTBYyeT
Bawwum Tpe6oBaHuAM, ceniatb C Hee KOMuio 1 M3MeHUTL ee geTanu.

Mepes BHeCEHMEM Kakux-nmbo W3MEeHeHWid B nporpamMmy, ob6paTtuTecb B TEXHUYECKOM
noafepXkn oTaen no anekTpoHHoMy agpecy application@ milestonemedsrl.com.

Boiigute B “Advanced functions” [PaclwupeHHble ¢yHKUMM], HaXaB Ha COOTBETCTBYHLLYH WKOHKY B CTPOKe
COCTOSHMSA, 3aTeM Bblbepute “Programs” [[porpamMmbl], Kak nokasaHo Huxe.
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CunCEN® [SealSAFE] MMOQ95 - PykoBOACTBO N0 aKcnayaTalmm

MosBuUTCA cnepylowmii sKpaH, Ha KOTOPOM 6yAyT OTOBGpaxeHbl BCe CYLUECTBYHOLUME NporpaMMbl: MPOTOKO/bI M0
YMOJIHaHWIO, a Takxe NpPOoTOKO/bl, Co3faHHble nosb3osatesiem (Mpy nx Haamuuu). Cnesa Ha aKpaHe pacrnofaratTcs
nporpammbl VACUUM ONLY [Tonbko BakyyM], cripasa - nporpaMmmbl VACUUM+FIXAT1VE [BAKYYM+®UKCALINA].

[ns n3MeHeHnss NpoOToKoNa No ymoaYaHuio HeobXxoAuMo BblbpaTb ero u HaxaTb Ha KHonky “Copy” [KonuposaTb)
(pucyHOK BbilLe, CTpesika), nepeMmeHoBaTb NPorpammy 1 U3MeHUTb Moss.

I3meHeHune npoTokona nons3osarena HE Tpe6yeT €ro KonmposaHuA nepen BHeCEHNEM HEeo6X0ANUMbIX N3MEHEHWIA.

KHonkun “Modify” [M3ameHunTb] 1 “Delete” [YaanuTb] 4OCTYMHbI TONBKO AN YXKe CKOMUPOBAaHHbIX NPOTOKO/I0B.
B uensax 6e3onacHOCTV MpefycTaHOB/IEHHble Ha 3aBOAE MPOTOKO/bl HE MOryT ObiTb W3MEHEHbI WU YAasIeHbI
HanpsMyto.

Ecnn Bbl n3meHseTe nporpammy, CO3faHHyl0 nosib3osBaTtenemM. Bbl MOXeTe WM3MEHUTbL YPOBEHb Bakyyma, HO He
Ha3BaHune nporpamMmmbl.

Ecnn Bbl HaxmeTe “Copy" [KonupoBartb], aBTOmMatuyecks 6yaeT co3faHa nporpaMmma nof HassaHuwem “Copy of...»
[Konus ...]; HaXMWTe Ha Ha3BaHWe AJ/151 er0 USMEHEHNS, UCMOJb3YITe KnaBuaTypy 4719 BBOAA HOBOrO Ha3BaHMS.

VACUUM ONLY
Prorrwn MMM« [c44>M bl > C

Modify vacuum level

MPOrPAMMBI “VACUUM ONLY” [TO/IbKO BAKYYM]

MOXHO W3MEHWUTb Ha3BaHWe, a Takke, Npy HeobXOAMMOCTM, W3MEHWTb YPOBEHb Bakyyma, YCTAHOBJIEHHbIM /1A
nporpammel Mo yMO/4aHuio, Kotopas bblnia KonuposaHa.

Ona atoro Bbibepute “Modify vacuum level" [3meHWTb ypoBeHb Bakyyma), OTO6pasuTCs YpOBEHb Bakyyma
nporpamMmbl.

Bblbepute HeobX0AMMbIi YPOBEHb Bakyyma W HaXMWTe Ha CTpPenky, pacrofIOKEHHYK BHW3Y CneBa, 4TOObI
COXPaHWUTb HOBYHO MPOrpamMmy.

VACUUM ONLY
Rdiamnre f 1

ttoiHry recuum l«v*i

vecuufK IeveJ'I U | 2 5 T3
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CuUnCEN® [SealSAFE] MMO095 ¢ PykoBOACTBO MO 3KcryaTaumm

HeBO3MOXHO c03AaTb NpoOrpaMMy, YpoBeHb Bakyyma B KOTOpoi GyaeT Bbilwe 600MGap,
a NPOTUBHOM c/iyyae 6yfeT HEBO3MOXHO 3anedyataTb nakeT. [laHHoe 3HaueHue npumMmeHsieTca
LN 3anevyaTbiBaHUsSi NakeToB «6e3 Bakyyma.

MPOrPAMMBI “VACUUM+FIXATIVE” [BAKYYM+®UKCALINA]

MOXHO M3MEHUTb HasBaHWe, a Takke, Npyu Heo6XOAMMOCTM, U3MEHWUTb COOTHOLLEHME, yKka3aHHOe B MPOTOKO/Ee Mo
YMOJTYaHUIO, KOTOpLIK GbliT KOMMPOBAH.
BbiGepuTe HOBOe COOTHoLleHe O6pasel/PeareHT A huKcauym U HaXMUTE Ha CTPesiKy, PAcnofIoKeHHy0 creBa
BHU3Y [i/151 COXPaHEHWSI HOBOW NporpaMmbl.

VACUUM+FIXATIVE

Program name [tepy o<iie2

Rabolb |
6pmHnan / Fixabve

1.2

A Vacuum enable

lanouka HanpotMB “Vacuum enable’ [MogknoyeHne Bakyyma) CTaBMTCA MO YMONYaHWIO, NO3TOMY nocsie aarpysk!inn
peareHTa AN hukcaumy BCerja Ha4MHaeTca artan Bakyyma.

PekomeHAyeTCs He M3MEeHATb AaHHYI0 HAacTpoliKy, B NPOTMBHOM Cflyyae Mocse 3arpy3kd peareHta ans doumkcaumm
nakeT 6yfeT aBTOMaTnyeckn 3aneyaraH ¢ HEKOTOPbIM KOIMYECTBOM BO3yXa BHYTPU.

3.11. YcTaHOBKa M36paHHOW nporpamMmbl

BoiBegute N3BPAHHbLIE nporpammbl Ha OMALLHIOW CTpaHuLy cneayowmym obpasom;
e Haxmute Ha ukoHky “Advanced functions” [PaclwmpeHHble yHKUMM] B CTpPOKE COCTOSHUA. 3arem
nepengnte Ha 3kpaH “Settings" [HacTpoiikn] u BbibepuTe “Set favorites” [YcTaHOBUTb W3GPaHHbIE
nporpamMmbil].

HaxmnTte Ha kHonky “Not Defined" [He onpeaenena] nog “Choose the Favorite to Set" [BoibpaTb n3bpaHHyto
nporpaMmy /11 yCTaHOBKW].

CMoowm thi» f'ttvourKo to S«(

Bo Bknagke “Program mode" [[MporpammHbiii pexxwuM] Bbibepute “Vacuum Only" [Tonbko Bakyym] mawmn”
“Vacuum-+Fixative" [Bakyym+®ukcauusi] B 3aBUCMMOCTM OT KaTeropmvM nporpaMmbl, KOTOpyt Bbl xoTuT/ LU
YCTaHOBUTb KakK N36paHHyto (CM. KPYr Ha PUCYHKE HUXE).
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CunCEN® [SealSAFEI MMOQ95 - PykoBOACTBO MO 3KCnyaTaumm

Mocne ToOro, kak Bbl BbIGpanm “Program mode" [[MporpammHbIiin pexum], cnpasa nog “Program” [Mporpammal
MOSIBUTCS CMMCOK BCEX CYLLECTBYIOLWMX nporpamMm. BelibepuTte Heobxogumyto Bam nporpammy. Bbl MoxeTe
N3MEHUTb UBET dhoHa, Haxas Ha "Choose the Button Color” [BbibpaTb LBET KHOMKM] (CM. MPUMEP HUXE).

u paf< Il
Qar aw»
KOPOOPOO

Haxmute “Save Favorite” [CoxpaHuTb u36GpaHHYy nporpammy] A/si COXpPaHeHUst U3MeHEHWn (PUCYHOK
BblLLIE, XXeNTasi CTpenkay).

Tenepb VKOHKA MporpamMMbl pacrnonaraetcs Ha akpaHe “Favorite” [36paHHoe]. Takxke B kadecTse “Favorite”
[M36paHHOE] MOXHO HaCTpOUTbL FNlaBHOE MEHIO, Kak onucaHo B rnaee 3.1.1.

3.12. Cuctema MOHUTOPUHra Temrneparypsbl

Crctema MOHUTOPUHTa Temnepartypbl SABMASAETCA CamMOCTOATESIbHbIM M3AeNIMeM, He OTHOCUTCA K MEAULMHCKUM
n34enMam 1 He BXOAMT B KOMMIEKT nocTtaBku npubopa SealSAFE.

Ona pa6oTel ¢ npu6opom CunCEN® [SealSAFE] HacTosiTeNbHO _pekomeHpayeTcs
ncnonb3oBatb CUCTEMY MOHUTOpPUHra Temnepartypbl, npoussoactsa MAWUJICTOYH C.p.n,
Vtanus.

Mcnonb3oBaHMe CUCTEM, He MOCTaB/SEMbIX KoMnaHueli MalificToyH, MOXeT MpuBECTU K
HapylleHuto Ge30nacHO aKcnayaTauuW, a Takke K aHHY/MPOBaHWUK  rapaHTuu
npou3BoAUTENS.

CucTeMa MOHUTOpUHIa Temnepatypbl o6ecneunBaeT NocTosIHHOE HAG/MI0AEHNE 3a YYBCTBUTE/IbHBIMU K U3MEHEHUIO
Temnepatypbl o06pasiamMu, a Tawkke ObICTPO W MpOCTO [AOKYMEHTMpYeT MpoLecc TPaHCMOpPTUMPOBKU B
naTo/IoroaHaTOMUYECKYH /1TabopaTopuio.

Cucrtema MOHUTOpKHIa TeMnepaTtypbl COCTOUT:
* KO/L 68500 KapTa g1 3anvcu gaHHbix (pekomeHgyemoe Kon-so 10)

. KOJ, 68550 HacTosbHOE YCTPOCTBO CUUTLIBAHUS KapTbl 47151 3anMCK AaHHbIX (PEKOMEHAYEMOE KOM-BO 2), B
ToM uncne KOJ 68539 dnew-HakonntTeb ¢ NPOrpaMMHbIM 06ecrneyeHnem ans 3anucu gaHHbIX.

KapTbl
KO/J, 68500

YCTPONCTBO CUMTLIBAHUS KAPThI
KO/ 68550
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CnnCEN® [SealSAFE] MMOD5 - PyxOBGACTBO NG IKCINYATAUMK

OCHOBHbI® XapaKTepPHCTURN: .
e Papewenne: +1°C

Cuntniaanne TeMnepaTypot kaxasie 2/5/10 MuwyT

Pabouan Temnepartypa: o1 -10°C a0 40°C

Henepesapsikaeman Gatapes AnNA kapThi

Cpok cnyxGii Gatapen: 2 roga

Paamepbt kapThi: BOx40x12 MM

Paamepul YCTPOWCTBa cuMTeiBaHUA xapT (USB-xafenn

1,5 m): 115x45x27 mm

MaxcumantHoe konwiecTso undp s ID criyvan: a0 240 .

s MaKkcumanbHoe KOnMMHECTBO NOMELECHUH B8 TPAHCNOPT:
1000

o Bpems A0CTMXEHAA TOMNEDATYPSI TPAHCNIOPTUPOBKN, OT
KOMHaTHOH TemnepaTypul (22-25°C) a0 4°C: 30 MumyT.

* & s o e

8 cnyuae ecnu CUnCEN® [SealSAFE] ycraHoBneH 8 ONBPaLMOHHON W UMOET BCTPOCHHLII PAILEM QNNA CHCTEM!
MOMHTOPHHIA TeMNepaTyphi, NPUBOP MOXET HCNONLIOBATLEA ANA AKTHEALNMK KAPT ANA KOHTPONA TEMMNEPaTYPLI NPW
TPaHCNOpTHponxe o0pasyos B8 NAGOPATOPHIO NATONOIMHECKON aHATOMWN,

Yicnons3oearitie cucmenibi

Cwcrema cocTomnT K3 2 3Tan0s:

. NepPBbIi: 8KTUBALMA KapT 8 ONePaLMOHHOR, rae coupaloTeR npeaHasHavYeHHbIe AN ompasku obpasum, U
. BTOPOA: 3arpy3ka C KaprT 3anuCaHHbLIX AAHHLIX B NavonoroaHaTomwuecxod naBopavopuu, xyaa
AocTasnanTca oBpasubl.

3.12.1. Pexxum “Sender” [OTnpasutens) ann CunCEW® [SealSAFE] - Ompaska o6pa3ios

MOXHO aKTMBUPOBATL KapThi HENOCPEACTREHHO ¢ CHNCEWD [SealSAFE). BCTasuTs KapTy 8 CNOT, PacTioNONeHHbIA
Ha GOXOBOWM CTOPOHE YCTPORCTBA, KaK NOKAZAHO HHXS,

| ®
Ha rnasuom skpane CunCEM® [SealSAFE] namate nkomxy “Temperature logger” [PerwcTparop TeMnepartypbi),
K8K NoOKA3IaH0 HUXKe.

ABTOMATHYECKN NOABUTCA CREAYIOLLIEE OKHO.
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CunCEWN® fSealSAFEI MMO095 - PykoBOoACTBO NO akcnsyaTaunm

Tomporatiiro Logger

UnitID Saalaafa IHIftMO? T

SUNus. Not activetoe J
Baaarylevol " Good Card ftrtiiiara 9
P*M tampartRira ettfy e«'codaste b* oMM rso Nee card

e 2min (upB 30 hour*»
C 5mm(ueto 3

O 10irwiiup»Sday«’ t

¢

Slarl

MocMy bar codaa

B BepxHei yacTn okHa npeAcTas/ieHa criegyowast MHopmMauus;
¢ Up.Ne ycTpoiictBa; CepuiiHblii HOMEp yCTPOICcTBa
«  CraTyc; oTobpaxaeT CTaTyc KapTbl, BCTaB/EHHOI B cnoT CUACEN® [SealSAFE]
e YpoBeHb 3apsga batapen; gomkeH 6biTb “Good" [Xopowwnii] 418 UCNoNb30BaHWA KapTbl
e BCTpOEHHble NporpamMmbl; 0TOGpPaXKarTCs BCTPOEHHbIE NPOrpaMmbl KapTbl.

Mpn Huskom (“Low”) ypoBHe 3apsiga 6artapen pekoMeHAyeTcss MpekpaTuTb UCnosib3oBaHue
]a KapTbl. KapTe MOXeT He XBaTuUTb 3apsfa A/ BbIMOSHEHUA NOJIHOTO UMKAa 3anMcu temneparTypsbl.

3.12.2. PyuHoii BBOg ID cnyyaeB [Case IDs]

Mepefs akTBaLMen KapTbl MOXHO BBECTU MAEHTU(UKALMOHHbIE HOMEPA C/lyYaeB 06pasLoB, NpefHa3HAYEHHbIX 415

OTNpaBKky BMECTE C KapToi. [as MCnonb3oBaHUSA AaHHON dyHKumn Haxatb “Modify bar codes” [MI3meHuTb WwTpux-
Koabl] 1 3atem “Add code” [[lo6aB1Tb KOA], Kak MOKa3aHO HIKE.

Temper<ilure Logger Temperalure Logger Bar Codes
mxe «vmMa* tniMoo}

Cax *n—w |
end ad] tM vBVHb HeaBVIVEQLLEM
*I'M

batata cada

O ™~ NI 0

Sal atari data urMMy bar «Mtaa

ABTOMAaTM4eckn OTKpoeTcs knasmatypa. Beectu ID cnyyast nocpeAcTBOM CUMTbIBATENS LUTPUX-KOAO0B WU BPYYHYIO U
HaxaTb “Enter" [BBog].

MoBTOPUTL AaHHY0 onepaumio 4711 BCeX AOCTYMHbIX ID cnyyaes.
OrpaHunyeHune Ha konnyecTso BBoAoB ID cnyvaes [Case IDsS] oTcyTCcTBYET.

Temperature Logger Bar Codes
tc CamID: t>ef

1

" 1 wm 1| |"y'II TR
B5r7T“r 7T 17T 'T ""K'TT”T ’14r?
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CuUNCEN® [SealSAFE] MMO095 - PykoBOACTBO MO 3KCM/lyaTauum
Ecnn 1DcnyqaeB BBOAATCA NMOCPeAcCTBOM CUHUTbIBaATENIA LUTPUX-KOAO0B, OHN aBTOMaTU4eCKN BHOCATCA B®

cnuncok (Ha pucyHke Hwke ID criyyas B CNUCKE), & ecnv OHU BBOAATCH BPYUHYI, HEOOXOAMMO HaxaTtb
KHOMKY “enter” [BBOA] Ha Knaeuatype,

ID cnyyaeB OTOGpaxarTCsl B LLEHTPA/IbHOWM YacTy aKpaHa, Kak nokasaHo HUXE.

MK Temperature Logger Bar Codes
11;M

MILLStONL

Aod codo

Ona ypanenns ID cnyyas BblbpaTb ero u Haxatb “Delete code" [Ypanutb kopg]. Haxatb “Clear list"
[OuucTutb cnucok] ana yaanexdus scex ID cnyyaeB, Kak NOKa3aHO CTPE/IKON Ha npegbliayLlemM prcyHKe.

[lnsi BO3BpaTa Ha r/1aBHbIi 9KpaH HaXKMMUTE Ha CTpesiky, 0OBEAEHHYIO HAa PUCYHKE BbILLE. \
mltatlL Temperature Logger
11:11

MM MAMIO. S«al«>rfaJ3S1M002
5H1mn NotatmolM|I

Card Arawei*'
tamp«rak>r* «vary 8 » codai to b« lo«d*d intoih* card
* 2mnluote 3fidirs) MiIXSTONC
C Smn igp to 3 d«vi>
C IOwtiewecMrS’

N O

Sta Sat start (kito Mo~fy bar codas

3.12.3. ATomaTtumuyeckuin Beog ID criyyaes

HeT Heo6Xx0AMMOCTM [epxaTb KapTy BCTaBNEHHO! B ycTpoiicTBo CunCEW® [SealSAFE] Bo
BpeMsi aBTOMaTM4YeCKOro BBoAa UAEHTUUKALMOHHbIX HOMEPOB C/ly4aeB, NOCKONbKY ID ciydvaeB
OyAyT COXpaHeHbl Ha cneumanbHOM 3KpaHe (TeM HEe MeHee BaXHO He Bblk/lYaTb Npubop, 4Tobbl
nsbexatb notepu ID cnyyaes). Hanpumep, KapTy MOXHO XpaHUTb B XON04WU/bHUKE U BCTaBNATb
B ycTpoiicTBo CUNCEN® [SealSAFE] To/1IbkO BO BPeMs akTUBaLWN.

Ybeputech, 4To criegyome OyHKLMM aKTUBMPOBaHbI B OkHe Settings / Owner/ Case ID [HacTpoiiku / Bnageney / ID
cnyvas):
T*nl1*1roamMciM|EMMM||[[HMXX b|P'« Cs»«>0|
Enable Cate ID (Vacuum Only)
Enable Cate ID (Vacuum * Fixabva)
1*~ Enable roqueetto eoeelO nlo data togoer cord VO

Enobto leiiurat to imarl caml rtlo iM a logger card VF

L J SphtCase ID I
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CunCEN® [SealSAFE] MMOQ95 - PykoBOACTBO MO 3Kcnyatauuu

Mpn 3anycke nporpammbl, nocne Beoga 1D crydyas, NosiBATCA cooblleHne Ansi Nofib3oBaTenisl ¢ BOMPOCOM O TOM,
XesiaeT N OH BBECTM faHHblli ID ciyyas Ha Peructpatop TeMnepaTtypHbIX AaHHbIX.

Oo)ronwantM art ®a Casa tO Mns Tamponituw
LoaowCanft

e Ecnu aktmBupoBaHa pyHKuma “Split case ID' [Pasgenutb ID cnydvas)], 6yAeT yuuTbiBaTbCH TOJIbKO
COOTBETCTBYIOLLAA YacTb MHAMBUAYa/IbHOIO HOMepa c/ydas. [18 3Toro Heob6xo4Mmo BBECTU Tpebyemble
3HauyeHuss B nona ana “Separator character” [CumBoNn pasgeneHus)] (cumBona, UCNOJb3yeMoro Aans
pasgenenus ID cnyvas) un “Field of interest” [Yka3satenb] (Toro, 4to 6yAeT yuuTbiBaTbCA B OTHOLUEHUU
cumBona pasfenutens). MprMep npusefeH HUXe;

Mocne BBOAA CeAyOWMX 3HAYEHW;
1) CwumBon pasgeneHvs:
2) Ykasatens: “1'

B cnyyae BBoga ID cnyyas; 1111 ;2222
ID cnyyad craHet: 1111

VACUUM PROGRAM

53%$e26$12A
CMeife 1111

AT N /\

a"v"<I|"T"a b...

"Sell”

Mocne 3aneyartbiBaHUsA 006pa3LOB HaxXaTb Ha [NaBHOM 3JKpaHe WKOHKY “Temperature logger"”
[PerucTpaTop TemMnepaTypbl], kak Noka3aHo HuMxXe.

AsTOoMmartnyeckun nosisutcsa ID criyyaes

Tamperdlure Logger

IMS st

ALA Ws(e>ox<

eMlee MVNi lxﬂﬂgw

It MIM <skamx<

Ciawi*eWlaw<i

n Q O O

StIMOTlital* KKMUY M f CM«M

95

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



CunCEW® tSealSAFEI MMQ95 - PykoBOACTBO NO 3Kcnyarauum

3.12.4. AxKTuBauusga KapTbl
Mepep, akTMBauven kapTbl BbIOEpUTE 4aCTOTy CUUTbIBAHUS TemnepaTypbl B pa3gene “Read temperature every”
[CunTbiBaTL TemnepaTypy Kaxgblie]. BblGOp Takoro 3HayeHusi 3aBUCUT OT PACCTOSHMS MeXAy onepauuoHHON 1
naTosi0roaHaTOMUYECKo nabopaTtopueit 1 MOXeT ObITb:

e 2 MUHyTbI: A0 30 YacoB 3anucu

e 5 MUHYT: o 3 gHei 3anucu

e 10 MuHyT: o 6 aHeld 3anucu

Mocne BBoga ofHoro wnn 6onee MaeHTUUKAUMOHHBIX HOMepoB ID cnydaeB [Case IDs] u Bblbopa 4acToThl
CUMTbIBAHMS TeMnepaTypbl, eci Bam Heo6xoguMo Aanblie paboTaTh ¢ nporpammamu CUnCEN® [SealSAFE],
HaXMUTE WKOHKY CO CTPEJIKO/ Ha NIeBO/ CTOPOHE 3KpaHa A/ BO3BpaTa Ha [/laBHYK CTpaHuUy MpOrpamMmHOro
obecneyeHnsi. B aTo e Bpems BBeAEHHble A0 3TOro ID ciyvyaeB coxpaHsTca B Mamsitb M OyayT BUAHbI, Korga Bbl
CHOBa nepeiaeTe Ha CTpaHuLy KOHTPOMSA TeMnepaTtypbl. 3aTem 3anycTuTte BCe NporpaMmbl CunCEN® [SealSAFE] n
BEPHUTECbL K CTpaHuLe KOHTPONA TemnepaTypbl A8 BBOAA OTCyTCTBYHOWMX ID HOmepoB criydaeB. Bo Bpems
NpoBeAeHNs AaHHbIX AeNCTBUI kapTa 06a3aTe/lbHO AO/HKHA HAXOA4UTLCA B COTe CunCEV® [SealSAFE!.

Mocne 3arpy3kn Bcex ID HOMEPOB Cy4yaeB, CAeaynTe ykasaHUsM:

1 Haxatb “Start” [3anyck] ana axtusauuu Temperature Logger

peructpauum TemnepaTypbl w0 tviviaf* iniMOI)
Ha
wm »
LA
Jlarttdm m»» basM fte «Mcart
*1 M 4dal)teas»
N ©
Sal Hart d»la bei CMM*
2. Ecnn npuHTEp He akTuMBEH, NOSBUTCHA COO0OLLeHne Temperature Logger
ANA nosb3oBatens C BOMPOCOM O TOM, XeslaeT /i OH
pacneuatatb OT4eT 06 aKTMBaUMN KapTbl. M tt adFMInrm>
Ecnn pa, 6ygeT pacneyataH OTYeET, KOTOpbIi OyaeT
nepefaH BmMecTe ¢ obpasuamy npu TpaHCNOPTUPOBKE
U3  onepawlumoHHON B  MarosioroaHaTOMUYECKYHO
naéopartopuio:
«lari «MI* MnAityMrMM *
Temperature Logger
p CarBiMtro

N +?75199GD2

Date: [Mon, 9*Vay-2016,"

Tine: U:23

Case 10 list:

HIESTDNE 5S
3. KaK TOJIbKO KapTa aKTVIBVIpyETCFI, paB,D,aCTCﬂ TeITI perature Logger

v 7 K sessamin®;
3BYKOBOW CUTHaUu1, NMOATBEPXAAOWNA ee akTuBauuio, 1
. SUM  Kume MMM H-Man ma a l>74
cTatyc KapTbl n3meHuTCa Ha “Running” [3anyLieHo]. Gemud 7
M mavio tnt
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CunCEN® [SealSAFEI MMO095 - PykoBOACTBO MO 3KcnayaTauum

Takke BO3MOXHO akTMBMpoBaTb KapTy B “Delay mode" [PeXnM OT/I0XXEHHOr0 3anycka]; MOHUTOPUHT TeMMepaTypbl
3anycTuTtbCsa nosaHee, BAEHb N BpPeEMA, Bbl6paHHbIe nosib3oBaTenem.

Bce ykasaHHble Bbille Lwary no 3arpyske KO cnyyaeB SBAAKOTCA UAEHTUYHBIMK, NPOLEecC 6yAeT OT/IMYaTbCs TOSIbKO B
C/lyyae aKkTMBaLMW KapTbl, Kak ON1CaHo HIKe.

3.12.5. AkTMBaUMA KapTbl B pexvMe OT/IOXKEHHOr0 3anycka

Ha rnaBHOM akKpaHe MOHWTOpVHra Temnepatypbl HaxmuTe “Set start date” [YcTaHOBWUTbL pgaTy 3anyckal,
aBTOMaTUYECKN MOABUTCA OKHO, U300padkeHHOe HWKe crnpasa. YCTaHOBUTE AaTy WM BpeMsa 3anycka perucrpauuu
KapTbl, 3aTEM HaxkmuTe "Start” [3anyck].

T«mporatur« to™"cr

uio

fraiko 1M MUartoMmi

' \Y Arwwe |

P*w lireewnfct» laW ««Mm a Q m<
a6

O

Ua>xaeaM

CraTyc kapTbl aBTOMaTMyeckn usMeHmTcs Ha “Delayed start” [OTnoxeHHbI 3anyck], Kak nokasaHo Hwke. Mpu

HACTYMMEHMN YCTaHOB/IEHHONM AaTbl M BPEMEHM 3anycka cTaTyC kapTbl aBTOMaTU4Y4eCKM M3MEHWUTCs Ha “Running”
[3anyweHo].

Tomporaturo Logger

O bvsv(« 1MoIMv2
Svm«  UdleyM«an @IMen Sttay-mc. A 11 40
O aarmlesl 4l tvHd (sanvmivb s n

n o

&

AKTMBMPOBAHHYIO KapTy HE0OXO0AMMO NMOMECTUTL B XOMI0AMBHMK C 06pasuamn, npefHasHauyeHHbIMU A5 OTNPaBKA B
naTos1I0roaHaTOMUYECKyo 1abopaTopuio.

m [Ona 6onee onTUManbHOrO KOHTPOASA TeMepaTypbl KOMNaHUs MalifiCTOYyH peKkoMeHAYeT XpaHuTb
CMapT-KapTy BAann OT oxnaxXgakwuwnx 3/;IeMEeHTOB X0/104NJ/IbHUKA.
3.12.6. Pexum “Receiver’ [Mony4yaTtens] - NonyyeHne o6pasLos

BHyMaTeIbHO 03HAaKOMbTECH C MPEACTaB/IEHHbIMA HWXE WHCTPYKUMAMU MO 3arpyske faHHbIX KapTbl B 060MX
cryuasx: Koraa kapTa akTUBMpYeTCsl HermocpeacTeeHHo CunCEVI® [SealSAFE] nnm koMMblOTEpOM.

Mepepn Mcnosib3oBaHNEM NPOrpaMMHOro obecrneyeHns Ha KOMMblTepe A1 YTeHUSA AaHHbIX KapTbl HEOOXOAUMO
ycTaHoBUTb “Receiver” [MonyyaTesnb] B kKa4ecTBe paboyvero pexuma, Kak onmcaHo HuxXe.

Cobniofaiite cnefyrolme UHCTPYKLMN.

1. 3anyctuTe nporpamMmMHoe obecnedeHne “Temperature Data Logger” [PerucTpatop TemnepaTypHbIX
JaHHbIX], KIMKHYB Ha COOTBETCTBYIOLLYIO UKOHKY Ha Baliem pa6ouyem crtose
2. B BepxHeli yactu akpaHa BblbepuTe “Tools” [IHCTpymeHThI] - “Settings” [HacTpoiiku].
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CunCEWN® [SealSAFE]

3usji>a)™

MMO095 - PyKoBOZACTBO M0 3KCnyataumm

BBecTv naposib A1t U3MEHEHUs1 HAacTPoeK (MPeAoCcTaBNsSeTCsl B OTAE/IbHOM AOKYMEHTE).

AN raUikng

[NosBuTCA cneayroLiee OKHO.

[ns BbiGopa pexuma MoCTaBWTb Taslouky HamnpoTuB

“Receiver” [[MonyyaTtens] (CM. Kpyr Ha pUCYHKeE).

B oOKkHe HacTpoek MOXHO BBECTU C/ieflyHoLLyto

NHdopMaLmIo;
> HasBaHue yuypexaeHus/oTaeneHns

> BbIxofgHble Katanoru / WHTerpauusi ¢

TpeTbeit CTOPOHOI, Kak 0O bACHEHO HUXE;

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

UM .mve<

Insfitur AP I>t"arm'?nt;
™

UIKID.

Output dfrKtoil«s j Third party mt*giellan

o***nei
; EAnisrgrn WHeom: . xos2eincros "«ns<"sibe 2>x$

Opefafiv* mod? Tie'x¥e'

MW ~n4 CtMr

Tc-mabl™* 1m Mue*
INttiT? renun (“>?C)BrTT2mT:
o AL
UntiD :

Omput rtfffitxif4 / Thjfrt o«tv unle3relKT;

1.C<T9' Ik byavcaa>p Hsper''ene?n/«'18 ..

OpeaQw niode :  Sdod«f ¢ Reuivef

| S¢eMdduk
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CuUnCEN® [SealSAFEI MMOQ95 ¢ PykoBOACTBO NO 3KCnyatauum

1 M3MeHUTb MyTb MO YMOMYaHWIO, BbIGPaB €ro u FECTBP' e f Ufoaf Tinent:
KITVKHYB ABaXK/b!. na ' '
unit ID :

UUpytrtipctonp?Y Thifd-pjrtvnleQfdt'on;

OpvdQv« Diode : S«n<ter ' Receiver

Seadiloie

2. Bbl6patb nanky xpaHeHusi 1 HaxaTtb Open [OTKpbITb], TakuM 06pa3om 6yAeT COXPaHEH NepBbli NyTb.

tn A Vhepedu<e Cal* L4 je- vMirtd
. IpheiarM
. evne: litsUtutv Ddm& / iMirtitinoril :
MMWNIQ e '
Wik Com  \
”Vth: * t IMG_I Unit ID :

Output d«rectofif*i / 1 hird pt»tY iDlegration;

Cddivlos
mb

Opwftiive nuxI™*: S5«iflef VvV Rh" vpt

Save and ckm

3. B03MOXHO BBeCTM A0 3 pasHbix NyTeil xpaHeHusi; BblopaTb BTOPO MyTb U KIUKHYTb ABaxAbl. BbibpaTb nanky
XpaHeHust n Haxatb Open [OTKpbITb]

A
<
ek EOove | . e
_ - A f.iuaavir
Iriktituta iwK'ii*/ Ovpditii (4K . RUNNIM. | of i
odd-ahell WGf

3arem HaxaTb “Save and close” [CoxpaHUTb 1 3aKpbITb], YTOObI COXPaHWUTL HACTPOWKMN.
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CunCEN® [SealSAFEI MMO95 - PykoBOACTBO NO aKcrlyaraumm

MosiBuTCA coobueHne “The new operative mode will LLLL b
be applied at the next application's start up"

[HoBblin pabouunit pexum 6yaeT NPUMEHEH npu

cnepylouieM 3anycke 3asBkul.

Haxatb OK.

o f'* Tcoy #
Ona  akTMBaumMm  BCeX  HaCTpPOeK  BbliTM U3
=P ~ Oper lepcrl
nporpaMMHoOro obecneuyeHus, Haxas "File" [dainn] »
"Exit" [Bbixo4], M cHOBa 3anycTuTb nporpammHoe No cad
obecneyeHne, HaxaB Ha WKOHKY Ha Balwem pabouem
cTone. Battery level:
Card firmwa'e :
MporpammHoe obecneyeHune roToBO WO
NCMNOb30BaHMIO. %em
v
-+l
\Y
*4
mr 7

MpoBepka ID cnyyaes, NOMYYeHHbIX C NOMOLL b0 CUACEN® [SealSAFE]

ABTOMaTNYECKN aKTMBMPOBAaHHbIE C NoMoLLbo CUNCEN® [SealSAFE] kapThl cogepxar 6onblue vHopMaLmm, Yem
KapTbl, aKTVBMPOBAaHHbIE C KOMMNbIOTEPA B 30HE OTNPaBKK (Hanpuvep, B onepauyoHHON).

[na kaxgoro ID cnyyas otyeT 6ygeT cogepxaTtb CneayroLLyo MHhopmaLmio:

User: nosnb3oBaresib, KOTOPbIA BbINOMHAET NporpamMmy
BagID: naeHTUhuKaLmMOHHBIA HOMEpP nakeTa
Program: HassaHue nporpammbl
Date / Time: Nata / Bpems
Sample Weight (g) [Bec o6pasuya (r)] (TONMbKO pns
MILESTO CUNCEN® [SealSAFE]
User; Service Fixative Weight (g) [Bec dmkcatopa (r)] (TONbKO pns
) CunCEW® [SealSAFE]
Bagid: 387612315595925D
Program; Itol
Date/Time: 2015-nov-10 13:32:43
Sample Weight (g): 30

Fixative Weight (g): 40

100

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



CuNCEW® [SealSAFE] MMO095 - PykoBOACTBO NO 3KCMnyaTaumm
4. NMPUHAONEXHOCTW

Bce nNpuHaAnNexHOCTM He BXOAAT B KOMMJIEKT MOCTaBKM WM AO/MKHbI 6biThb 3akasaHbl OTAeNbHO. CM. cnepytouime
naparpadbl.

4.1. KOMNNeKT BHELWHEro BbITAXHOIO gopmanuHosoro cdgunbtpa (KOL 61550/F)

KoMMneKT BHELUHEro BbITSAXHOro (popMasiMHOBOro (hunbTpa CocTouT us;
MeTtannunyeckoro kopnyca -1 wr.,
®dunbtpa -1 wr.,
Haknelikn Ha punbtp - 1w,

KomMnnekT 13 3-x BbITSXKHbIX LUIAHTOB pa3H017| [O/IMHBI C MEeTaUIIMYECKMMN XOMyTamu - 1 .

Ecrm CunCEW® [SealSAFE] HE noacoefuHeH K BbITSXKHON BEHTUAALWOHHOW cuUcTeMe,
Heo6Xx0AMMO UCMO/b30BaTh HAGOP hopManMHOBbLIX (PUNLTPOB.
ViHhopMaumio 0 Cpoke cnyx6bl ouabTpoB cM. B rnase 2.5.1.

Hwxe npeacTaBieHo n3obpaxeHne hunbTpa.

Pacxop Bo3fyxa yepes BEeHTUIATOP: 31-37MMu (ky6. MeTp B 4ac)

BHeWHAA BbITSHXKHAA BEHTUMSILMOHHAA CUCTeMa [O0J/KHa nponyckaTb, Kak MUHUMYM, 37M"/4
S (Ky6. MeTpoB B 4ac).

4.1.1. O6pal,eHne n xpaHeHune

OBPALLEHVE

Mcnonb3oBaTth 3aWuTHbIE nepyaTku. M36eratb BAbIXaHUS NbIAN UK HOCUTb Macky.

XPAHEHVE

XpaHWUTb B MOMELLEHWW, B MPOX/IALHOM U CyXOM MeCTe.
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CunCEN® [SealSAFEI MMO095 - PykoBOACTBO MO 3KCMlyaTaumm
4.1.2. 3ameHa cunbTpa

Kog kapTpuaxa ¢ unibTpom - 61550/F
[JaTy ycTaHOBKM W 3aMeHbl/CpOKa FOAHOCTU KapTpuaxa € (hWIbTPOM HeobXx0AMMO yKasbiBaTb Ha CreuuvabHOM
Hakneiike. HaHecuTe Hakneliky Ha hunbTp

FtILTRO FORMAL(NA - DATA 04 IKISTALLAZIONC
FORMALIN FILTER - »)STALLATON DATE
FILTRER LE FORMOL - DATE D4AN3TALLATION

DOPMAVIVHOBBLIA G/ TP-LATA YCTAHOBK/

DATA 019CAOEMZA
EXPLRINO DATE
XPIRATION

2 JIATAOKOHHYAH/S CPOKA TOIHOCTU

Haknelika go/mkHa HaxoguTesl Ha kopnyce dunbTpa.

YnpasneHne ®OPMAJIMHOBbLIM hnnbTpoM Takxe Npous3BoAMTCA NOCpencTBOM MporpamMmHOro obecrevyeHust, kal
onuncaHo B rnase 3.4.4.

Mepes ncnonb3oBaHuem unbTpa CM. NpeaplayLimin naparpacd 4.1.1

[ns nonyyeHns nHgopmaymm o npouyecce ytuamsauum cm. rnasy 11.5.

Cnepyiite MHCTPYKUMAM U COOTBETCTBYHOLLMM KapTUHKaM HUXeE.
1. OTKpyTWTE LUEeCTb YepPHbIX PyYeK OT Kopnyca.

3artem cHUMUTE Kopnyc unbTpa

CH/MWTE YepHbIA YNIOTHUTE b,

BbiTawmTte omnbTp.

3ameHuTe UNbTP, Pa3MecTuTe YNoTHUTE b.

3akpoiiTe KOpMyc 1 3aKpyTUTE LUECTb PyYekK.

o0 AW

3atem nogcoeguHuTe (UALTP K BHELWHEl BbITSXKHOA BEHTU/IAUMOHHON cucTeme (ECM He  WCMosb3yeTcs
aBTOHOMHbIA).
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CUNCEN® [SealSAFEI MMOQ95 - PykoBOACTBO MO 3Kcnyatauum

3arem cbpocbTe CPOK CNyX6bl nbTpa B NporpaMMHOM obecrnedeHmn, HaxkaB Ha kHonky Replace FORMALIN filter
[BameHnTs POPMAJTMHOBBIWV ¢hunbTp], kak onucaHo B rnase 3.4.4.

Nt +< V* #70C*<M4 M r 1200

Nr bl Vf LM mNo« s« Hu«

FORIiMJM Ntor

K| «<«HUM* M «oese>e M
MFORHM.M Mar mmimmtmm*

Hr miwmns » fs|—ta * OMMALm wao*

r.
Hr «(MONTH! M«MpNe*mH 1
(<FORUMIN Ma< mm 1TTWTd n

4.2. KomMnaekT BHEWHNUX AONOMHUTENMbHbLIX BbITAXHbIX dhopManmHoBbiXx punbtpoB XL (Kog 68620)

KoMMAeKT BHELHNX AOMOHUTE/IbHBIX BbITAXHbIX (*)OpMaI'IVIHOBbIX (*JI/II'II:TpOB XL cocTouT un3:

MeTtannunyeckoro kopnyca -1 wWr.,
BbITsXKHOrO chopmaniHoBbIA hunbTp XL - 2 Wwr.,
- Haknelikn Ha cpunbTp -1 wr.,
Pasgenutens comnbTpos -1 wWwr.,
BbITSXKHOTO LWNaHra ¢ MeTalIndyeckuMmm xomytamu - 1 L.

Ecim CunCEN® [SealSAFE] HE nopacoefuHeH K BbITSXHOW BEHTUMALMWOHHON cucTeme,
HEo06X0AMMO UCMONb30BaTb HAGOP BHELWIHWX AONOSIHUTENbHbLIX BbITAXHbLIX (DOPMasIMHOBbIX
punnbTpoB XL. NHdopmaymio o cpoke cnyx6bl onibTpoB cM. B rnase 2.5.2.

Hwxe npeacTaBneHo nsobpaxeHne unnbTpa.

Mpy MCNONb30BaHUM AaHHOTo uabTpa CUACEND [SealSAFE] He AonXeH 6biTh NOACOSANHEH
al K BbITSXKHO cucteme nabopatopuu.

4.2.1. Ob6paueHne n xpaHeHune

OBPALWEHNE

Mcnonb3oBaTh 3aWMTHble nepyatku. M36eratb BAbIXAHUS MblJIA MW HOCUTb Macky.

XPAHEHUWE
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CunCEN® [SealSAFE] MMO095 - PyKoBOACTBO MO 3Kcnyataumu

XpaHUTb B NOMELLEHUN, B NPOX/IaAHOM 1 CYXOM MECTE.

4.2.2. 3ameHa punbTpa

[aHHbI TN chunbTpa BKIHOYAET KOMMJIEKT BbITSHKHBIX (dOpMasinHOBbIX thunbTpoB XL Kog 68645, B KOTOpbIA BXOAUT
KapTpuaK C aKTBUPOBaHHbIM yriem (2) u pasgenutens unnbTpos (1).

[aTy ycTaHOBKM M 3ameHbl/CpOKa roAHOCTM KapTpumpka c (hWIbTPOM HEO6XOAMMO yKasblBaTb Ha CreumasibHON
Hakneike. HaHecute Hakneliky Ha uIbTP.

FILTRO FDRMALINA - DATA DLtNSTALLA2IONC
FORMALI4 FILTER - 1IM5TALLATIOH DATE
Q FILTRER LE FORMOL - DATE D'IRSTALIATION

®OPMAJIVHOBbLIN ®UNBTP - JATA YCTAHOBKM

OATADISCAOEMZA
EXPIRING DATE

M JATA OKOHYAHWMA CPOKA rOAHOCTU

Haknelika go/mKHa HaxoauMTcsa Ha Kopnyce punbrpa.
YnpasneHne @OPMA/IMHOBbLIM (hunibTpoM Takke NpPouM3BOAMTCA MOCPEACTBOM MPOrpamMMHOro obecreveHus], Kak

onucaHo B rnase 3.4.4.
Mepepn ncnonb3oBaHNeEM nbTPA CM. NpeablgyLmii naparpadg 4.2.1

[ns nonyyeHns nHgopmaymm o npouecce ytunmsaymm cum. rnaesy 11.5.

Cnepyiite UHCTPYKLMSAM U COOTBETCTBYIOLLUM KapTUHKaM HUXE.

1. OtkpyTtute 14 BMHTOB Ha KOpNyce 1 CHUMUTE €ro.
BbiTawmte nepsblil KAPTPULXK.
BbiTawute pasgenvtesnb, yCTaHOB/IEHHbIA MeXAY ABYMS KapTpumkamu.
BbiTawyte BTOPOI KapTpuax.
3ameHuTe ABa KapTpuaka HOBbIMU, BCTaBbTE MEXAY HUMMK pasgenuress.
3akpoiiTe Kopnyc u 3akpyTuTe 14 BMHTOB.

o0k wN
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CunCEWN® fSealSAFE] MMO095 - PykoBOACTBO NO 3KCr/iyaTaumm

B KkoHUe npoBepbTe BUHTbI HAa KpPbILIKE U OTCYTCTBME YyTEUYeK BO3AyXa MeXAy KpbIKOl u
A KOpnycom.

3arem copocbTe CPOK Cyx6bl hubTpa B nporpaMMHOM obecneyeHumn, Haxas Ha kHonky Replace FORMALIN filter
[3ameHnTs POPMA/IVHOBbIV thunbTp], Kak onucaHo B rnase 3.4.4.

rOnvav«dVINT A « T MXTH
» T Njloviiimiip  pOv
‘«k WVF «e» fM TT
iHFOOMAIM Hm* M
.M T »wTww r* 1B*MK*) omnmjim un

e 2 I,
M> T «OMiHt «i1 V> VM

" mi CRAMWMY Wi Elr

4.3. HEPA dunbtp (Kopg 68290)

MEPA chunbTp npegHasHadeH Ans NpefoTBPalLeHns 3arpsi3HeHNs BHeLLHel cpefibl OT MUKPO6MOIOrnyeckoro
3arpsisHEHNs U UCnosib3yeTcs ANa PUILTPOBaHMS NapoB, MAYLUMX OT GUOSIOTMYECKUX 06PA3LIOB.

HEPA c¢ounbTp cocToAT U3 3 OCHOBHbIX KOMMNOHEHTOB:
« OUbTPYIOWMNA SNEMEHT (KapTpuax)

* KOPIMYC

» C/IMB, noaKtoUEHHbI K Koprycy

®UIbTP MOHTUPYETCSA BEPTUKA/IBHO, C/IMB AO/KEH GbiTb HANpPaB/ieH BHY3.
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CunCEN® fSealSAFE] MMO095 - PykoBOACTBO hO 3Kcrslyatauum

Hwke npeacTaBneHo U3o6paxkeHve KapTpuaka huisbTpa.

JOoctyn kK MEPA dpunbTpy He npefycMOTpPeH 419 Nonb3oBaTenaT
®nnbTp HEOOXOOAMMO 3aMeHATb KaxAble 6 MecsueB MCNo/b30BaHWA TOJIbKO O06YYEHHbIM
TEXHWYECKMM NepcoHanoM BO BpeMs NPOodUIaKTUYECKOTo TEXHUYECKOTO 06CNYXNBAHNA.

YnpasneHve MEPA unbTpom Takke npou3BOAUTCS NporpaMmMHbIM obecneveHvem npubopa, Kak onucaHo B rriase
3.4.3. i
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CUnCEW® [SealSAFE] MMO095 - PykoBOACTBO MO 3KCnyaTauum

5. PACXOAHBIE MATEPUWAIbI

Bce pacxogHble Matepuasibl He BK/THOYAKTCA B KOMIMJIEKT MOCTaBKW U LO/DKHbI ObITb 3aKa3aHbl OoTAEeNbHO.

Bce onucaHHble B AaHHOlW rnaBe pacxofHble MaTepuasibl AO/DKHbl MOCTaBASATbCA TOJIbKO
npounssogutTenem MainsnicToyH c.p.n., Utanus.

5.1. BakyyMHble naketbl

B kauecTBe pacxofHoro matepuana fJisi paboTbl C NPUGOPOM PEKOMEHAYETCS UCMO/b30BaTh MeULMHCKOE U3jenue
«[MakeTbl gns annapatoB TULLKO CEN® (TISSUE SAFE) n CunCEN® (SealSAFE) ans ynakoBku Nof BakyymMoOM
6uonormyeckux obpasLoB», perncrpaLmoHHoe yaoctosepeHne B PO Ne P3H 2019/8538.

Oco6bIil gu3ainH u cneynanbHas MHOTOC/IONHAA NJIeHKa BaKyyMHbIX NakeToOB MPOM3BOACTBA
MaiincToyH B coyeTaHuu C BblAE/IEHHON 061acTbio 3ananBaHusa (KONMYeCcTBO NoTpebnsiemoi
3N1EeKTPO3HEPINN 3aBUCUT OT TOJLLMHbI U MaTepuana) cnocobCTBYIOT HaAEeXHOMY ABOWHOMY
3aneyaTbiBaHN0, KOTOPOE He pa30iifeTcs gaxe B calyyae c/iyyaiHOro nafeHus Nam BHELWHEero
oxkartus.

Ona npubopa CuNCEN® [SealSAFE] HacTOATENbHO peKOMeHAyeTcs WCNonb30BaTh
BakyyMHble nakeTbl npom3sBoAcTBa MaincTtoyH. Micnonb3oBaHue Takux NakeTtoB ANS APYTrUX
TUNOB MPUGOPOB WAN WUCMO/Ib30BAHWE BaKyyMHbIX MaKeTOB, HE MOCTAB/ISEMbIX KOMMNaHuel
MaincToyH, AN BbllWeykasaHHbIX NPUOOPOB HapylwaeT 6e30nacHylo askcnayaTauui, 4To
MOXET MPUBECTU K PUCKY OMOSIOTMYECKOTO 3apaXeHus onepatopa W pPuUCKY YXyZALWeHus
KauecTBa obpasua, a Takke K aHHyNMpOBaHMUIO rapaHTum npounssoautensa n CE*IVD.

Ha kaxxgom nakete mmeetcs cumson “Single use only" [Tonbko ona 04HOPA30BOro MCMNO/b30BaHUA] (CM. Kpyr Ha

PUCYHKE HWXKE); NpK HeobXoAMMOCTU NPeayCMOTPEHO 3ananBaHue naketa Cc OgHUM 1 TEM e 06pasuom, OT O4HOMo U
TOro e naumeHTa A0 4 pas, kak onicaHo B rnase 3.7.2.

KomnaHus MaiinctoyH c.p.J1. npefocTaBaseT 2 Tuna npsMOCTOSILMX BakyyMHbIX NakeToB W YeTbipe Tuna
HENPSIMOCTOSLLMX BakyyMHbIX NakeToB. CM. crieaytolve naparpadbi.

5.1.1. XpaHeHne BakyyMHbIX NakeTtoB

XpaHuTb B NPOX/1aiHOM, CyXOM MeCTe, BAA/IN OT UCTOYHMKOB TEM/1A, He XPaHUTb B TEM/IbIX MOMELLEHNUSIX, a TAKKE He
noABepraTb BO3AelCTBUIO COMTHEUHBIX yyeli.

5.1.2. MpAmMocToALWwMe BaKyyMHble NakeTbl

KomnaHusi MaiinctoyH noctaBnsieT ABa Tuna NPsSIMOCTOSILLMX BaKyyMHbIX MaKeTOB, KOTOPbIE OT/IMYAKTCA TOJSIbKO
pasmepom. CM. M306paXKeHNEe HIXKE.
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REF 884098S REF 6854588

REF ONUCAHUE | _
88409SS | NAKET BAKYYMHbLIN NPAMOCTORWWA BONBILOH

6854588 | MAKET BAKYYMHbIV NTPAMOCTOAWMN MANTBN

Xapasrepucrirm:
e [NaxeTsi ANA OAHOPE3OBOIO UCNOMNL3OBAHUA (NPU HEOBXOAWUMOCTH NPEAYCMOTPENO 3aNaUBaKWE NaKeTa C
OAHKM M TEM X8 OOPAILOM, OT OAHOIO W TOTD X NAUWEHTA A0 4-X Pa3 (MAKCUMYM), KaK OINCaHO B panens
3.72)
* 3a cueT CNeLMANLHON KOHCTPYKUMM C YCTOAYMBLIM OHOM NAKeT RENAETCA YCTOAYNBLIM W MOXET
CaMOCTOATSNLHO CTORTL HA CTONE MNH APYIOH rOPUIOHTANLHOK NOBEPXHOCTH
Buicokan MexXaHUIECKAR MPOHHOCTL
FepmeTiunan CexUna AN ACKYMENHTOB, KOTOPaR MOXET GbiTh OTKPLITA M JEKPLITA HECKOMLKO Pas
Cnnownbie Nk AN 0503HAUEHUA MECTA 3ananBaHua .
{lyHKTUPHGIE NUHKK ANA 0BO3HAUEHMA MECTA OTPEIAHUA
AeoiHon CapsepHbii cnoi matepuana BOPAPE (nosmamna 1 nonnatunes)
YKa3aHWe HOMEDA NAPTHI K CPOKA NOAHOCTH
YnaroeaHm no 50 wr.

5.1.3. HeNpAMOCTORIME BAKYYMHLI® NAKSTH
DocTymmb yeTuipe Moaenn:
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CuUnCEN® [SealSAFE

REF
68047SS

68055SS

68054SS

68046SS

REF 68047SS

REF 680SSSS REF 68054SS

OMUCAHVE
MAKET BAKYYMHbI MASbIA

MAKET BAKYYMHbIA CPEAHW
MAKET BAKYYMHbIN BOSbLLON

MAKET BAKYYMHBI OYEHb BOJbLLON

MMO095 - PykoBoA,CTBO MO 3KcnayaTaunm

REF 68046SS

YeTbipe TUNa BakyyMHbIX NMaKeTOB, OMMCAHHBIX BbILLE, OT/MYAOTCA TOMILKO pasMepoM. VX o6Lime XapakTepucTUKi:

CnowWwHble NMHWUKM AN 0603HAYEHMST MecTa 3ananBaHus
[BOIHOI 6apbepHbIn crioin maTepuana BOPA/PE (nonnammng v NOAMSTUIEH)

YkazaHne Homepa napTum 1 cpoka rogHoCcTr
YnakoBaHbl 1o 50 .

OfHopa3oBble MakeTbl (MPY HEOGXOAMMOCTM MNpPeAyCMOTPEHO 3anavBaHVWe Maketa C OAHUM U TEM e
06pasLoM, OT OAHOIO ¥ TOTO Xe nauneHTa 4o 4-x pas (MakcuMyMm), Kak onvcaHo B rnase 3.7.2,

Bblcokasi MexaHuyeckasi NPOYHOCTb
FepMeTnyHast CeKUMs A5 AOKYMEHTOB, KOTOpasi MOXET ObITb OTKPbITA U 3aKpbiTa HECKO/IbKO pas

[na 6onee geTa/ibHOTO O3HAKOM/IEHUS PEKOMEHAYETCS 03HAKOMUTLCA C PyKOBOACTBOM MO 3KCnyaTauun «rakeTbl
NS annapatos TULLIOCEN® (TissueSAFE) u CunCEN® (SealSAFE) an1st ynakoBKU MO, BakyyMOM 610M0rMYECcKmX

06pasLoB».
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CunCEWN® fSealSAFE] MMO095 - PykoBOACTBO NO 3KCr/lyatauum

6. AONONHWTENbHbBIE WN3AENNA, HE BXOAAWWE B COCTAB CWUCTEMBbI, HO {
MPEAYCMOTPEHHBIE ANnA NCMNOJIb3OBAHNA B KOMBUHALWN

6.1. NI30TepMunYecKnii KoHTeliHep

[na coxpaHeHus TemnepaTypHOro pexuma npu TPaHCNOPTUPOBKE OGMONOrMYeckux o6pasLoB pekoMeHAyeTcs
MCNoMb30BaTh [OMOMHUTE bHbIE U3feNua VI30TepMUYECKUiA KOHTEHEP WM TEPMOKOHTENHEp C akKymysisiTopamu
xonoga (perucTpaunMoHHoe ypocToBepeHne B Poccuiickoin ®epepaumm NeP3H 2016/4290 wav aHanoruyHble,
3aperncTpupoBaHHble B yCTaHOB/IEHHOM MOPSAKe Ha Tepputopun Poccun).

O6pasupl crnefyeT TpaHCNOPTMPOBaTL CTPOro B COOTBETCTBMM C PekomeHgauusiMyi No TpaHCNOPTUPOBKE 06pa3LioB
(cm. Mpunoxernne C).

Ceexue 3aneyataHHble B BaKyyMe 06pasLibl HE06X0AMMO XpaHUTb Mpu TemnepaType +4°0.

AN onTMManbHoOro apxX1BMpOBaHMs 06Pa3LoB MaiifICTOYH C.p.J1. PEKOMEHAYET XpaHUTb akkyMys/siTOpbl X0/o4a B
xonoannbHuke psgom ¢ CunCENG® [SealSAFE] npu Temnepartype oT +4X + 2BC,

He XxpaHWTe W He TPaHCMOPTWPYITE akKyMy/nsTopbl XON04a B M30TEPMWYECKOM KOHTEWHepe mnpu 3HaueHusix
Temnepatypbl Huxe 2*C. 3aMOPOXEHHblE aKKyMy/sTOpbl X0/04a MOryT MOBPeAuTb 06pasibl BO  Bpems
TPaHCMNOPTUPOBKY.

OuyeHb BaXHO MOAAEPXUBATH BHYTPY NEPEHOCHOrO M30TEPMUYECKOTO KOHTEMHEepa MpaBW/IbHYO TEMMepaTypy.
TpaHcnopTupylite 0bpasubl B KOHTEHEpPE 6e3 UCMOMIb30BaHUSA akKyMy/IITOPOB X0n104a. n

Korga kypbep roToB TpaHCNopTMpoBaTb 06pasubl B fabopaTopuio NaToMorMYeckon aHaTtomuu, 3anedyaTaHHble
BakyymMOM 06pa3ubl HEO6XOAMMO MNOMECTUTb B M30TEPMUYECKUA KOHTEMHEpP BMEcTe akkyMynstopamu Xosofa.
KonnuecTBo akkymMynsaTOpoB xo/o4a 6yaeT 3aBUCETb OT BHYTPEHHeEro ob6bema 1Cnosb3yemMoro TepMOKOHTEeHepa u
KO/M4YecTBa TPaHCMOPTMPYEMbIX 6uoiormyeckux o6pasyoB. TepMOKOHTEHEP HEe0O6XO0AMMO MAIOTHO 3aKpbiTb U
TpaHcnopTMpoBaTb 06pasLbl npu +4®C.

Mocne TpaHCNOPTMPOBKM 06pa3Libl FOTOBLI K BbIPE3KE.

6.2. BakyymHble nakeTbl

fns ynakosku GuonOrMUECKUX 06PasLoB CreflyeT WCMoMb30BaTb B KAYeCTBE PACXOAHOrO Marepuana ToMbko
MeauuuHckoe usgenue «Maketobl Ang annapatos TULWBKO CEVN® (TISSUE SAFE) n CunCEN® (SealSAFE) ans
yNakoBKM NOJ, BakyyMOM G1ON0rMyecknx o6pasLos», Npon3BoAcTBa «MalincToyH c.p.1.», Utanus, pernctpaumoHHoe

yaoctoBepeHue B Poccuiickoli ®egepaumn No P3H 2019/8538.

Bonee nogpobHas nHopmauma npegcrasneHa B Pasgene 5.1.

6.3. Cuctema MOHUTOPUHIa Temneparypsl Il

CucTemMa A/ BakyyMHOI YMakoBku —6uonormyecknx obpasuos ¢ fgobasneHvem dukcatopa CunCEN® WDLR
[SealSAFE WDLR] nmeeT BCTPOEHHbI pasbemMoM A1 NoAkAYeHnss CUCTEMbl MOHUTOpPUHIa Temnepartypbl. CaMo
YCTPOICTBO He SIBNSETCA MeAULMHCKAM U34eNIMEM U He BXOAMT B KOMIM/IEKT NOCTaBkn npubopa.

[ns  pa6otel ¢ npubopom CunCEW® [SealSAFE] HacToATenbHO _pekomeHayeTcs
ncnonob3osatb CUCTEMY MOHUTOpPUHra Temnepartypsl, npounssoactsa MAWICTOYH C.p.n,
Vtanus.

Ncnonb3oBaHne cUCTEM, He MOCTaB/SEMbIX KOMNaHuelk MalincToyH, MOXeT MpUBECTM K
HapyleHuo 6e3onacHoii  akcnayaTauuMu, a Takke K aHHY/IMPOBaHUIO  rapaHTuu
npoussoauTens.

Bonee nogpobHaa nHhopmaumsa npeacrasneHa B Pasgene 3.12.

6.4. CoBMecCTUMble peareHTbl 4719 omukcaLnm
VHdbopmaLms no coBMeCTUMbIM peareHTam Asa dukcaumy npeacrasneHa B Pasgene 1.9.
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CUNCEWN® [SealSAFEI MMO095 - PykoBOACTBO MO 3KCnayatauum

7. TEXHUYECKOE OBCNY>XXWBAHWE

TexHuueckoe o6cnyxmsaHne CUnCEN® [SealSAFE] nposoauTca efBa atana.

1) MMeps.biii - Ha NnabopatopHOM ypoBHe: pocTas perysspHas OuncTKa npefoTBpaTuT noss/eHue 6onee
cepbe3HbIX NPO6eM, BO3HUKAIOLLMX HA NO34HEeR cTagun.

2) BrTopoii - 6onee CAOXHbIE W TEXHUYECKUIA 3Tan, He OTHOCUTCA K KOMNEeTeHuMu OO6bIYHOro nepcoHana
na6oparopuu.

BHumaHve: YTouHuTe y AWCTpMOGbIOTOpa B Bawem pervoHe wnm B cnyx6e nogaepxks Komnauum MaiinctoyH
(customersuDDort@milestonemedsrl.com) NOPSA0K NPOBeAEHMS MPOUIAKTUYECKOTO TEXHUYECKOTo 06CMyXMBaHUS
1 perynsipHbIX 0CMOTPOB, 4T06bI Baw CACEN® [SealSAFE] cooTBeTCTBOBa CTaHAapTaM 6e30MacHOCTH.

7.1. MepcoHan onepayuoHHOM

OT nepcoHana ornepaunoHHOl TpebyeTca MWHUMAaNIbHOE TeXHUYEeckoe 06CNyXuBaHue. [ onTUMasibHOW paboThbl
CunCEW® [SealSAFE] pekomeHayeTcs cregytoLee.

O6cnyxuBaHue, BbINOSHSEMOE ONepaTopoM, MOXHO pa3feNiuTb Ha 2 KaTeropuu:
1) NJAHOBOE OBCNY>XXWBAHUE
2) BHEMNJIAHOBOE OBCNY>XVBAHUE

7.1.1. MnaHoBoe o6cnyxuBaHue

ExenHeBHO

[e3nHekums 1 oumcTka

MpoBoanTe Ae3NHIEKLMIO N OUUCTKY CreAyHoLWmMX YacTeid npubopa, creays MHCTPYKLMSIM, ONMCaHHbIM B rnase 12:
1) MeTtannuueckas cetka

2) Kamepa
3) CnuBHOe oTBEpCTME B Kamepe
4) Kpblwka

5) BHeLlHne noBepxHOCTH

ca

OuncTka 1 Ae3nHgEKUNS OCYLLeCTBSIETCS XMMUYECKUM METOA0M.
Ana  pesvHgekuumn PEKOMEHAYEeTCsl  UCMO/b30BaTh  Ae3VNH(MLMPYIOLLIME  cpeacTBa.
cofiepxatye nonudgeHonsbI.

[ns Poccwiickoin depepaumu:

B cooTtBeTCTBUM  C npaBwiamu, YCTaHOB/EHHbIMM «MY 287-113» {npvHumas BO
BHMMaHne «lOCT 177>, «IOCT 25644»), ponyckaetcs ounwaTb pabouune
nosepxHoctTn 3% pacTBOpPOM MNepekncn Bogopoda (Hanpumep, npousBogcTea OAO
«Camapamegnpom», Poccus) ¢ gobasnennem 0,5 % morowero cpegcrsa tuna «J/10toc»
(Hanpumep, npomssoactBa OO0  «PXIM», Poccus). [onyckaetcd  nNpUMEHeHue
aHaUTOTMYHBLIX MO  COCTaBy OuMLLAOWMX W Ae3VHPUUMPYIOWMX CPeacTB  ApYrux
Npoun3BOAUTENEN, paspeLleHHbIX K 06paLLeHnto Ha Tepputopumn Poccuiickoin degepaumn.

HE ncnonb3oBarthb:
. Motouwme cpencrtaea, cogepxalime cnupT, NS KPbILKK.
. PacTBopbl, cogepxawue xsop (Hanpumep, xsopHas u3BeCTb), B 00ObIX
KOHLEeHTpauuax n npu N bbix Temnepatypax.
. Koppo3noHHble BewecTBa (KACNOTbI) B NIOObIX KOHUEHTpauuax u npu N 6bbix
TemnepaTtypax nan abpasmBHble BELLECTBA M OCTPble MHCTPYMEHTbI, KOTOPble MOTYT
noBpeauTb NOKPbITUE.

MpoBepbTe KPbILLKY ¥ KPOMOYHYO MOBEPXHOCTb BaKyyMHOW KaMepbl.
[nsi o6ecneyeHns onTMaIbHOrO 3aKPbITUS KPbILLKX C/iefbl OPraHNYeCcKUX 0CTATKOB HE06X0AMMO y6paTh.

OuncTka APeHaXHOTO OTBEPCTUS B Kamepe
MNpoBoauUTe AaHHY NpoLenypy akkypaTHo
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CunCEW® [SealSAFE] MMO095 - PykoBOACTBO MO 3Kcn/yaTauum

MpomoliTe ocTaTkn 0TXOA0B B APEHAXHOM OTBEPCTUM BaKyyMHOI kamepbl 1 iMtpom Tensoli Boabl. CM. PykoBoACTB< b
B pasgene 7.1.2 «<BHennaHoOBOE 06CNyXMBaHNE.

ExeHepenbHo

OumncTka BakyyMHOro Hacoca

3anyckaTb MpoLiecc OYMCTKM BaKyyMHOro Hacoca HeobxoAuMmo [Ba/Tpy pasa B Hefen. [na 3anycka AaHHOro
npouecca Bam He HyXHbl KakvMe-IMb0 eMKOCTU WN peareHThbl.

Mpouenypa 3aHMMaeT BCEro /I1LLb AEeCATb MUHYT 1 NPOA/IEBAET CPOK CYXObl BaKyyMHOIO Hacoca.

B rnaBHOM MeH0 HaxxmuTe MKOHKY “Pump Cleaning” [OuncTka BakyyMHOro Hacocay.

Vacuum only Vacuum ¢ |

Pump deanino / PrM laM run

OuncTka METasI/IMYECKOro 3KkpaHa

CHUMUTE MEeTasI/INYEecKylo CeTky U y6eanTech, UTO METa/IIMYECKUIA 3KpaH, 3aKpblBAIOLMIA [peHaxXHoe OTBEpCTUe,
pacrosiokeHHoe B MPaBoOM 3aJHEM Yr/ly OCHOBaHUS Kamepbl, SIBASETCS YMCTbIM. B NpOTMBHOM cryyae OTKpyTUTe
€ro, NPoOMoiiTe Noj CTpyeii Boapl 1 CHOBa NpUKpyTUTE.

Mo mepe Heo6xoaMMOCTH

3ameHa pynoHa bymaru (ecrim NPpUHTEP aKTUBEH)
3ameHy pynoHa 6ymary Heobxo4MMO NPOM3BOAWTL NOC/E ero NOSIHOTO MCMO/b30BaHWs, Kak ONMcaHo B NPUIoXeHuun”

D.1.2. L

3amMeHa o MNLTpPpOB
3ameHunTe hopMasIMHOBbLIN COMNLTP, Korga Npubop npegynpexgaeT nosb3oBaTesis B Hayane nporpammebl (CM. r1aBbl
4.1.2 1 4.2.2 B 3aBUCUMOCTW OT YCTAHOBJ/IEHHOIO TUNa (PUNLTPA).

3ameHa MEPA cunbTpa Nnpor3BoanTCA TEXHUYECKMM CMEeLUasIMcToMm.

ExerogHo
O6patuTechb B CNYX6y TEXHUYECKOW NOAAEPXKKM ANS 3aK/OUEHUS 0roBopa 0 NPOohuakTMYeckom 06CIyXMBaHNUN.

7.1.2. BHensiaHOBOe 06C/yXMBaHue

CnyualiHblil NponvB peareHTa gnsa dukcayuym B Kamepe
Cwm. rnaBy 3.7 ons nosyyveHus MHopMauum O NpaBW/IbHOM pasMelleHun naketa B kamepe Bo M3BEXXAHUE

nposnBa peareHTa A/s chukcaumu.
[elicTBuUA npu nponuee peareHTa ans ukcauym B KaMepe;
*  HafeHbTe cpefcTBa UHAMBMAYANBHON 3aLNThI.

e BblTawmTe MeTa//INYECKY0 CETKY U3 Kamepbl. [lepef NpoBeAeHVMEM [aHHOW onepauum ouuctute e e ©
6Gymaroi, CMOYEHHOW B TeNs0l BOAE, ECM OHa rpsi3Hast. (~P
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CUnCEN® [SealSAFE] MMO095 - PykoBOACTBO MO 3KCM/lyaTaumm

OTKpoOiTe BbIABWKHOM OTCEK A1 peareHToB W NoACOeUHUTE  ObICTPOCBHEMHbLIA COeguHUTENb C
COOTBETCTBYIOLLEM LUMAHIOM /1S C/IMBa B MO3MLMIO, Kak NMOKasaHO Ha PUCYHKe chpaBa, a ApYroil KoHel,
LLNaHra NOMeCcTUTe B KOHTEHep AJ1s1 OTXOA0B COOTBETCTBYIOLLErO 06beMa (Kak MUHUMYM, 3 IMTPa).

-1 4
MpomoiiTe 0CTaTKM OTXOA0B B PEHAXXHOM OTBEPCTUM BakyyMHOI kamepbl 1 IMTPOM Tensioi BoAbl.

3arem nosepHuTe pbiyar B no3uumio “OPEN”" [OTpbITh]. Jll06ble XUAKOCTU U OTXOAbl Tenepb MOryT ObiTb
C/TbI Yepes fpeHaXKHOoe OTBEepPCTME KaMepbl, PacrnosioXeHHoe B NPaBoOM 3afHeM Yr/y OCHOBaHUA Kamepbl.
OTBepCTUE 3aKPLITO CbEMHbLIM META/IIMYECKMM 3KPAHOM 4151 cbopa KPYMHbIX YacTuy, (PUCYHOK HUXE).

e [ocne 3aBeplueHnsa npouedypbl MoBepHUTE pblyar B no3vumio “CLOSE" [3akpbiTh]. Ecnv knanaH He
3aKpbIT, ycTpoiicTBo HE cMOXeT co3faTb Bakyym B Kamepe.

e UYrobbl BbITAMTL TPYOKY, HaXXMUTE Ha BKIaAKy ObICTPOCBEMHONO COefuHUTENs. Bbl MOXeTe pa3mecTuTb
TPYOKy Ha CTEHKE OTCEeKa, Kak NoKa3aHo Ha PUCYHKE HUXeE.

YTUNuaunpyiTe KOHTEHEpP A1 OTXOA0B B COOTBETCTBUM C NPaBUTENILCTBEHHbLIMY NOCTAHOB/IEHUSIMM.
Oumnctute 60KOBbIE NOBEPXHOCTU KaMepbl OT OCTATKOB hopMasivHa.

BbiCyLLnTE BCE MOBEPXHOCTW Kamepbl, UCNOb3ysa Bymary.

PasmecTute Kycouek Gymary noBepx ApeHaXKHOro OTBEPCTUA BHYTPU Kamepbl, 3aTeM 3anycTuTe nporpaMmmy
Pump cleaning [OuncTka Hacoca]. Bymara BnMTaeT ocTaTkv BoAbl, OCTaBLUMECS B C/IMBHOM KaHase.

e 3ameHnTe MeTa//IMYECKYI0 CETKY B Kamepe. Tenepb YCTPOCTBO CHOBA FrOTOBO K MCMO/Ib30BAHNIO.

CnyJaliHblii MPOMIVB peareHTa Ana ®ukcaumu s BblABWKHOM OTCEKE
[LeiictBus;
e HapeHbTe cpeacTBa VMHAVBUAYA/IbHOW 3aLUUThI.
e OTKpoliTe OTCEK, NOMECTUTE EMKOCTb NOAXOAALEr0 06bEMA ML YCTPONCTBO, OTKPYTUTE C/IMBHYIO MPOGKY 1
CreiiTe peareHTbl, Kak NOKa3aHO Ha PUCYHKE HUXE.
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CunCENS [SealSAFE] MMOS5 - Pyxosoqcreo No sxcnayataunn

Cnussan npobua

GMKOCTH

YTunuampyiTe cnuTbili paareHT B COOTBETCTEUM C NPABUTENLCTSSHHDIMK NOCTAHOBIEHUAMM.
¢  BoimawmuTe eMKOCTH ANA PEAreHTOs (eCNK eCTh) U PAIMECTHUTS WX B BEHTUIIHPYBMO 30He,
flomecTnTe yxie OftyCTOLIAHHYIO SMKOCTb NOA YCTPORCTBO W HANSHTE HEMHOD TeNNI0M BOAM B OTCEK, YTODK
OUNCTHTDL €r0. KONMUECTEO BOAB! AONNMHO COOTBETCTBOBaTL 00beMY MXOCTH ANA OTX0A0S.
Ymunusupynre soay B COOTBETCTEMN € NPABNTENLCTEBGHHLIMU NOCTAROBAIOHWAMM,
BhiCywMTe BCE NOBEPXHOCTY KAMEPLI, HCNONbL3YR Symary.
3akpymiTe CriusHywo Npobry, PAIMECTVITE BuICYWIGHHBIE Gymaroil pesepeyapbli U 3aKPORTE BLIABIKHON
OTCex.

7.2. ToxHuuecxwit NepcoHan ‘

Cmcmmsmmmwwmmnwmumm

fhmilestonemedsi.com mymuemnopmnmmenmnpo@mmmmmmmmm
osmymsaum " perympmsx ocmoTpos, wToSu Baw CwnCEW® [SealSAFE] cooTeeTcTsosan cTanaaptam
GesonacHocTh,

7.3. KanuSposxa npnGopa

E@ Basnuio QyHKUNN ROCTYNHII TONRKO ANA Nepconana CEPBUCA w AIMUHUCTPATOPA.

KanuGpoexy nputopa CunCEV® [SealSAFE] aonken OCywecTBNATE TONLKD CEUMANLHO OBYMEHHLIN TEXHIMECKUA
CRBUMANKUCT.

KanuGpoexy 88COBOMO NATUMKA M AATYHKE ABBNEHMA HEOGXOAMMO NPOKIBOAWTD MPM MHCTaNNAUMK NpuwGopa W
KAKAOM RPODHNAKTUHECKOM TeXHIECKoM 0BcnyxmBanun CunCEN® [SealSAFE),

BoAauTe 8 CHCTEMY KaK TEXHWMECKHA CNeLManncT W nepedgute Ha crpaswuy Factory selting [3asoackne

HACTPOAKM).
MNapons AQMUHUCTPATOPA xomnaHun MaRNCTOYH NPeQOCTABNAGT NOCNE NPOXONKASHUA
EE COOTESTCTRYIOINO OBYHSHHA W MONYMGHUA MIBOPMALMM O CEPUIHOM HOMOPS BAWSrO
CunCEN® [SealSAFE]

Napone AAMUHUCTPATOPA aBnsetTcA CTPOTO KOHDUASHURANLHOW ihopMaLwei.

Beeawre onpeaeneHHbid BEC HA BECOBOW AATUWK W NPOREpLTE WUINEPeHHbIA BEC ¢ NOMOWMO YCTPOWCTBA.
DonyCimuiid ananason: £ 10 r oT U3BECTHOND BECA; 3ATEM BBSAVTE TONKH KRNNGPoBKM,
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Weight cafijration Pressure calibralionl Counters T. Icounters P. IReserved

Load cbll
Actualjo j(@> jI1593] iraw)
PotomMm |o- |@> jI5M |(raer}
Ppmwm2| ~ I(g) 3571 (raw)
Touka 1 ) (cbipbe)
Touka 2 ) (cbipbe)

Kann6poBka faTuvKa AaBfeHus

[MpoBepbTe 3HAYEHUS KasIMOPOBKM AaBrieHus. LonycTuMmblii gnanas3oH: + 10 mBap. YUTo6bl NMpoBecTn KannbpoBKy
YCTPOICTBA, CnepyiTe MHCTPYKUMSIM B PYKOBOACTBE MO TEXHUYECKOMY 06CyXMBaHUO MMO092.

Weigh! esAbraiien Pressure callbrabortjcountets T. | Counters P.|Rese«v»d

Cunslll proMure . [a70~ ](mBar> [s31 |<raw>

Pointl; |98B2 <moar) 532

(raw)  Go to high press.
(high press)

Poinl2: [T (mfier) 203 J(rew) Go to (ow press.
(low press.)
Touka 1 ) (cbipbe)
Touka 2 0 (cblpbe)
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CunCEW® [SealSAFEI MMO095 « PykoBOACTBO NO aKcnayatauum

8. OTBETCTBEHHOCTb npomssoaunTend

KomnaHua MaiinctoyH C.p.n. siIBNSieTCs 3aKOHHbIM NIPOM3BOAMTENIEM U HECeT OTBETCTBEHHOCTb 3a KauyecTBo,
3(hPEeKTUBHOCTb M 6E30MacHOCTb 3apPerncTpMpPoBaHHOIO MEAMLMHCKOTO M3fenvs npu WUCMoNb3oBaHUW, 3a €ero
HOpMasibHOE (PYHKLMOHMPOBAHNE 1 BO3MOXHbIE HEraTMBHbIE MOCNEACTBUSI SIPU MUCMNOMb30BaHUN, 3a UCK/OYEHNUEM
cnyyaeB HeOGPEXHOCTW, WM HEeNpaBW/IbHOIO WCMOMb30BaHWA MO BWHE MNosib3oBaTens, WM OpPC-MaXopHbIX
06CTOATENLCTB.

9. NHhbopmMaymsa No PpeMOHTY N 06CYXUBAHUIOD

TexHnyYeckoe 06CyXMBaHNE N TEKYLLMIA PEMOHT YCTPOICTB KOMIaHUM MaiicToyH AOCTyneH B /1060l ToUke Mupa B
OOHOM M3 MEXAYHapOAHbIX CEPBUCHbIX LLEHTPOB, a Takke B Ballem pervoHe. [lns opraHusauum o6CnyxmBaHusa wnm
pemMoHTa npubopa obpatuteck B 6avdKaiMii 0dncC; OOHOB/IEHHYK KOHTAaKTHYH MHGOpMauuMio MOXHO HaWlTu Ha
www.milestonemedsrl.com. [Insi cepBUCHbIX OpraHmn3aLunini 1 TEXHUYECKO NOAAEPXKKA CM. UHCDOPMALMIO HKE.

Cnyx6a NofLEepPXKN KIIMEHTOB

Ten .. +39 035 572735
9n. nouta: customersupport@milestonemedsrl.com

YNoNHOMOYEHHBIV NpeacTasutens B Poccuiickoin depepaumm:

000 «buo/laiH»

KOpugnuecknii agpec: 197022, Poccus, r.CaHkT-INeTtepbypr, BH.Tep.r. MyHMuMnaabHbIli OKpyr ANTeKapCkuii OCTPOB,
yn. Mpodheccopa Monosa. 4.23, nutepa E, nomeweHne 3H/5H, komHata 208

MouToBbIi agpec: 197022, Poccus, r.CaHkT-MeTepbypr, yn. Mpodeccopa Monosa, A4.23, nuT. E

3. noyrta: service@bioline.ru

Ten.: +7(812) 320-49-49

dakc; +7(812) 32079-40

Fopayas nuHuA: 8-800-555-49-40.

[aHHblli npnbop SBNSETCS MEAULMHCKAM M3AENMeM ANA  in Vitro  AMarHoCTUMKM U 06bIYHO yCTaHaB/nMBaeTcs B
na6opartopun, rge NpUCYTCTBYKOT Guonornyeckne obpasubl 1 gpyrue TkaHu. [oaTomy ansa Baweli 6e30macHoCTH
nepes Haya/ioM pa6oTbl C  NpubopomM  HEeobXoAMMO  MPOM3BECTM  €r0  OUWUCTKY W Ae3UHGEKUMIO.

B cnyuae BosBpara Tpebyetcs, YToGbl /IPUGOP Gbl OUNLLEH M NPOAE3MHIULMPOBAH Nepes o0TnpaBkoil ero o6paTHo
B komnaHuo MAVNICTOYH C.P.J1. Heae3nHduUMpoBaHHbIe YCTPOCTBA HE NMPUHMMAIOTCS.

B cnyyae Kakux-nnbo HexenaTesbHbIX peakuuii uam cobbiTUiAi BO BPEMS MCNOMb30BaHMUA
n3genus, noxanyincra, HeMeAJ/IeEHHO CBSXXUTECh CO CNYX60i NoAAepXKN WAN BalUM MECTHbIM
ANCTPUOBLIOTOPOM.
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10. TAPAHTNA

lapaHTWiiHble 06s513aTeNbCTBa PaCNPOCTPAHATCA Ha MeOMUMHCKUE W3OENNs, W3rOTOB/IEHHbIE  KOMMaHMWEN
MaiinctoyH C.p.n., Utanus.

KomnaHusi MaiinctoyH C.p.n. rapaHTMpyeT, 4TO MNOCTaB/siEMOe B COOTBETCTBMM C [JOrOBOPOM wu3genve 6bino
NoABEPrHyTO MOMHON npouefype KOHTPO/S KayecTBa Ha OCHOBE BHYTPEHHMX CTaHAApTOB TECTUPOBAHWUS, U 4TO
usgenue He nMeeT AedeKToB 1 COOTBETCTBYET BCEM TEXHUYECKAM cneuudmkaumsm.

apaHTWiAHBIA CPOK 3KCMlyaTaumum coctaBnseT 13 MecsaueB Co AHSA NPOAaKU U3AEUs.

apaHTWIAHbIA CPOK XpaHEHUS] N3A4eNns- He MeHee 6 MecsILIEB.

[aHHasn rapaHTusa TepsieT cuny B Cllydyae HenpaBWIbLHOTO 06palleHusl, NOBPEXAEHWA U HEOPEXHOCTH, a Takke B
cyyae  MCMOMb30BaHUS  HECOOTBETCTBYHLIMX — 3amnacHblX 4YacTell v/  wwm  nNpuHagexHocTeln  wim
HeCaHKUMOHMPOBaHHOW MoandmkaLum ycTpolicTaa.

Cpok cnyx6bl ycTpoiicTBa coctasnseT 10 feT.

11. YTUNN3AUUA

11.1. YTunusauna BakKyyMHbIX NakeToB

C BaKyyMHbIMW nakeTamu, NOCTaB/SIEMbIMW KOMNaHueir MainctoyH c.p.n., nocne
MCNONb30BaHNS HEOO6X0ANMO obpallaTbCs Kak ¢ GMOMIOTMYECKN OMacHbIM Matepuanom.

OcTaTtkn MCMosIb30BaHHbIX MaTepMasioB HEOGXOAMMO YTUIN3MPOBATL B OA0OPEHHON Meun /st CKUraHusi OTXOA0B B
COOTBETCTBUU C thefepasbHbIMU, MyHALUNANbHLIMA U MECTHBIMU NPaBUTENbCTBEHHLIMMU MOSIOXEHUSMM.

Ona Poccwuiickoii ®efepaumn pekomeHAyeTCcs YTUIN3MPOBaTb BakyyMHble MakeTbl B COOTBETCTBMM C Npasuiamu,
yCTaHoB/EHHbIMKU CaHlMuH 2.1.3684-21 "CaHuTapHO-3nngemmnosiornieckme TpeboBaHnsa K CogepXXaHnio Tepputopuii
FOPOLCKMX U CeNbCKUX NOCENEHNN, K BOAHbIM 0ObekTaMm, NMTLEBOW BOAE U NUTLEBOMY BOLOCHAGXEHMIO HACeeHus,
atMocepHOMY BO34yXy, MOYBAM, >XW/bIM MOMELLEHUSAM, 3JKCM/lyaTauun NPOU3BOACTBEHHBIX, OOLLECTBEHHbIX
NnoMeLLEeHWi, opraHu3aumMm 1 NPOBEAEHNIO CaHUTaPHO-NPOTUBO3INUAEMUYECKMX (MPOCNIAKTUYECKMX) MEePONpUATUIA”
ANs MeauLMHCKMX 0TXOA0B, OTHOCALLMXCA K Knaccy b (anvgemuonoruyeckn onacHble oTxogpl).

11.2. YTunmnsauna pesepByapos

Mapbl MOTYT ckanamMBaTbCs B NyCThiX pe3epByapax. O6paljaiTecb ¢ NyCTbIMWU pe3epByapamu,
Kak c NpeAcTaBALWMMY ONacHOCTb.

OcTaTkn WCNoMb30BaHHbIX MaTepuasioB HEOGXO0AMMO YTWIU3NPOBaTb B OAOGPEHHOW Meun CXKMraHusi OTXOAO0B B K
COOTBETCTBUM C (hefiepasibHbIMM, MyHULMNAIbHBIMU U MECTHBIMW NPABUTE/TLCTBEHHBIMYU NMOIOKEHUSIMMN.

Onsa Poccuiickoii ®epepauny  pekoMeHAYeTCs yTUAM3UPOBaTb pe3epByapbl B COOTBETCTBUM C NpaBUiamu,
ycTaHoB/ieHHbIMM CaHllMnH 2.1.3684-21 "CaHuTapHOo-3annMaemMnonormyeckne TpeboBaHus K CoAepXaHuio TeppUTopuil
rOpOACKMX W CEebCKMX NMOCENEeHUiA, K BOAHbIM 06beKTaM, NUTLEBOW BOAE M MUTLEBOMY BOAOCHAGXEHWIO HACENEHNS,
aTMOCIEPHOMY BO3fyXy, MNOYBaM, >XWIbIM MOMELLEHUSIM, 3SKCMlyaTaumMy MPOU3BOACTBEHHBIX, 0OLLECTBEHHbIX
NMOMELLEHWA, opraHn3aunn 1 NPOBEAEHNI0 CAHUTAPHO-NPOTUBO3NUAEMUYECKMX (MPOhUNaKTUYECKX) MeponpusaTin”
ANs MeaVLMHCKMX 0TXOA0B, OTHOCALMXCA K Kaccy b (anuaemnonornyeckn onacHble oTxodbl).

11.3. YTunuzauunsa peareHToB gnsa ukcaymm

O6palwartbCs C OCTOPOXHOCTbI U XPaHUTb B MPOX/1IaAHOM CYXOM MECTU B MJIOTHO 3aKpbiTOM
KOHTEHepe.

OcTaTkKn MCNONb30BaHHbIX MaTepuasioB HeEO6XOAUMO YTUM3MPOBaTb B 040OpPEHHON neun
AN COKUTaHWS OTXOA0B B COOTBETCTBUM C pefepasibHbiMU, MYHULMUNANbHbIMA U MECTHbIMU
NpaBuUTENbCTBEHHbIMY MOMOXEHUAMN.

[na Poccuiickoli deaepaymm pekoMeHAyeTcs yTUAN3MpoBaTh oTpaboTaHHbIe peareHTbl ANns
dmKcauum B COOTBETCTBUN C NpaBuiamu, yctaHoBAeHHbIMU CaHlMnH 2.1.3684-21 "CaHuTtapHo-
anugemuosiornyeckne TpeboBaHWA K COAEpPXaHU TeppuTopuii TOPOACKMUX W CeNbCKu:MN
nocesieHuit, K BOAHbIM 06beKTaM, NUTbEBON BOAE M NMUTbLEBOMY BOAOCHAGXEHM0 HaceneHnH"P
aTmMocepHoMy BO34yXy, NOYBaM, XWU/bIM MOMELLEHUSIM, 3KCMyaTaLm NPpoOU3BOACTBEHHbIX,

06U EeCTBEHHbIX nomeLLeHni, opraHvsaumm " npoBeAeHUIo caHWTapHo-
npoTuBOaNMaeMuyecknx (NpouaakTMUuecknx) MeponpusTuii' Ans MeguUMHCKMX OTXOZ0B,
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. OTHOCAIMXCA K KIACCY B (INMASMUONONYSCKM OTIACHBIS OTXOMLE).

HexoTOphie POAreHTL! ANA GHUKCALWN, NPH HENPABNNLHON YTANUIALUMNK, MOTYT HAHECTH Bpen
AAOPOBLIO U JATPAIHKTE OKPYAIOWYIO CPeAY.

Ans nonyueHHA AONONHUTENLHOR wHbopMmauun o, NEB (Macnopr GesonacHocTu 'seuwcna), npeaocTasnfaemMuin
NOCTABLMKOM PEAreHTOR ANA (NKCALMA.

11.4. Yrnnuzaumn oSopyaosanmn

Mepep ytvnuaauweid npuGop w ero komnanexTywlwme noanexar obasarenbHomy o00e33apaxueannio
(aesundexumun). Bulbop meToaa obe3sapamuBanvA ONPEAENAETCA BOIMOXHOCTAMW OPraHu3auwM,
OCyLecTRNAIOWEeR MeAULIMHCKYIO AEATENLHOCTL, U BLINONHAGTCA npu paapaboTke cxemb ofpatuenus C
MEAVLIMHCKUMY OTXOSaMK.

OGopyAacaaHne NOANSXUT YTURK3ALIUK B Cliyuae:

~ OKOH4AHUS CPOKA CNNYATAUNM;

- NPY Yrpo3e XK3HW ¥ SAOPOBLIC OBCAYXUBAWeMY NePCoHany.

YTUNU3aLMN AONXKHE NOANEXATL BCA YNAXOBKA, B TOM YUCNE U TPAHCNOPTHAR.

A JanpeweHo yTUNUIMPOBATH Kak BLITOBONR Mycop.

Buinog 0GopyAOBAHUA K3 SKCNNYATALMK ANR YTUIINSALMN:
1) Bumoumure yCTpoicTeo. OTKNIONUTE OT CeTW.
2) OTcoeanHUTE BCO NPUHAANGNHOCTH, NP HANKYMN.
3) OuncTMre M npoaesuHduuMpyiiTe Bce uacT OBOPYAOBAHWMA B COOTBETCTBUM ©O cheuuduxaLmed
NPOU3IBOANTENA,
4)  YvnusupyiiTe BCO INEXTPUMECKME H ANEKTPOHHDIE HACTH OBOPYAOBAHUA.

8 cooTaeTtcTaNK ¢ anpexTnacik 2012/19/EC Eaponeitckoro napnamenTa u Coseta oT 4 mons 2012 r. 06 yrunusaumu

OTXO08 INEKTPHYECKOrO W anexTpoHHoro ofopyaosaHmn (WEEE), o0n3aTensHbiM RBNAETCA paxientHuil cbop
vacreit obopyacsaHun.

HeobXoAUMO BEPHYTL UCIONBI0BAHHOE OBOPYACBAHHE AUCTPMOLIOTODY MM YTOURNTL WHCDOPMBLMIO O MECTHUIX
KOMMBHMAX, YIONHOMONEHHBIX COBNPATEL U YTUNUINPOBATL OTXOAL! 3NEKTPHUECKOTO H INSKTPOHHORD 0GOPYACBAHUS.

Hecobnogetive [upextent 2012/19/EC AW COOTBETCTBYIOWMX MECTHDIX 3IBKOHOB MOMBT HAHOCTH Bpea
OKPYXAIOWEH Cpene W AN0POBLIO NIASH.

Danxutil cmson obosHavuaeT pasgensHbih cBop 0Tx0A08
INSXTPHHECKDID U INEKTPONHOTO 0BOPYAOBaNNA.

B cnyyae ycraHosxu 3a npegenamun Tepputopuu EC, npubop wnnu ero yacmv nocne aeawHdexuuy ROMMME Bbits
YTUIUIUPOBAHL! B COOTBETCTBUAN C ABACTBYIOWIUMY APUMEHINMLIMKM, MECTHBIMW NPBBUAMM.

Ann Pocenitexoii Genepauwm pexoMeHAYOTCA YTUNMSUPOBATE B COOTBETCTEMKM C npaswnamw CaulnH 2.1.3684-21
“CanurapHo-anugemuonorneciue TpeboBaHnA K COABPXAHNG TEPPUTOPHIA FOPORCKMX K CONbCKMX NOCEneHu, K
BOAHLIM OGBEKTAM, THTHEBOA BOAE U NUTLOBOMY BOAOCHAGKEHNIO HACENEHNR, ATMOCHEPHOMY BOJAYXY, NONBAM,
NI NOMELIGHUSIM, IKCNNYATALMN NPOMIBOACTEEHHLIX, OOLLECTBEHHLIX NOMELLEHIW, OPFaHN3aUKrN W NPOBEABHNIO
CAHUTEPHO-NPOTHBOIMASMIMNECKHX (NPODHNBKTHYECINX) MEPONPUATHA® ANS MBANLIMHCKUX OTXOA0B OTHOCRILIMXCR K
KNaccy A (HEONACHLIL OTXOAL). 38 UCKMICNEHMEM INEXTPOHHLIX YBCTER. JNGKTPOHHLIS 4YBCTH ACINGL GhbiTb
YTUANUPOBAHL! B COOTBETCTBHM € MECTHLIMH YCTRHORNGHHBIMW MPABUNAMA, MPUWMEHWTENEHO K GbITOBbMIM #
NPOMLILINEHHBIM OTXOQAM (B HACTHOCTH, OHUCHORA W XOMNBIOTEPHON TOXHUKM).
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11.5. Ytunusauma punbsTpoB (NpyU Hannuumm)

C dunbtpom Kopg 61550/F nocne ero ucnosnb3oBaHWA Heob6xoAMMO ob6paliatbCa Kak C
61010rMYECKN onacHbLIM Martepuanom.
C dmnbTpom Kopg 68620 nocre ero MCNonb30BaHMSA Heo6XoAMMo ob6pawatbCsl Kak C
6MOIOTMYECKN ONACHbIM MaTeprasiom.
C dunbtpom Kog 68290 nocne ero ucnonb3oBaHMSA Heob6XxoAauMmo ob6pawatbCsi Kak C
6MOIOTMYECKN ONACHbIM MaTeprasiom.

OcTaTku martepuasioB HeobxoAuMO YTUAM3MPOBaTb B COOTBETCTBUM C defepasibHbiMK, MyHULMMNASIbHBIMU 1
MECTHbIMW MPaBUTENbCTBEHHBLIMU MOSTOXEHUSMMU.

[ns Poccuiickoli ®egepauuy pekoMeHAYETCA YTUAN3UMPOBAaTb WCMNO/b30BaHHbIE (OW/ILTPbI B COOTBETCTBUW C
npasunnamu, yctaHoBneHHbimn CaHlMlnH 2.1.3684-21 "CaHuTapHO-3anMAeMnosiornyeckne TpeboBaHns K CogepXXaHuio
TEpPpPUTOPUIA TOPOACKNX M CENbCKNX NOCESIEHNIA, K BOAHbIM 00bekTaM, NUTLEBOI BOAE M NUTLEBOMY BOAOCHAOGXKEHMIO
HacesieHMsl, aTMOC(EPHOMY BO3AyXy, MO4YBaM, >XW/bIM MOMELLEHWsM, 3KCrmslyaTauum NpPOW3BOACTBEHHBIX,
06LLLECTBEHHbIX MOMELLEHWNIA, OpPraHM3auMn 1 NPOBEAEHNIO CaHUTAPHO-NPOTUBO3NUAEMUYECKMX (MPOCNNIAKTUUECKNX)

MeponpuATUIA" ANt MEAULIMHCKUX OTXOA0B, OTHOCSILLMXCS K Kraccy B (3nvaeMnonormiecky onacHble 0TXogpl).
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12. JESUH®PEKUUNA N OHNCTKA

Ounctka M aesnHgekuns npuéopa Aos/HKHA MPOBOAUTLCA €XeAHEeBHO MNoc/ie 3aBeplleHun
paboThI.
B uensx 6e3onacHOCTM 3anpelweHo MpoBOAMTbL Kakue-nn6o npoueaypbl 6e3 cpefcTs

MHOMBKAYANbHOI 3aWuUThI.

WHCTPYKUUM NOATBEPXAAIT, UTO, B C/lyyae nposimBa GMOJIOrMYECcKM ONacHbIX MaTeprasioB Ha
YCTPOWCTBO WAM BHYTPU Hero, nosb3oBaTeslb 06513aH MNPOBECTM COOTBETCTBYHLLYIO
LEe3NHMEKLMNIO UK OUMCTKY.

WHCTPYKUMKM  MOATBEPXAAT, 4YTO B OTBETCTBEHHOCTb MoO/sb3oBaTens BxoautT HE
Mcnonb30BaTh [Ae3VHMUUMUPYIOLWNE WM oOuuMllalolIMe CcpefcTBa, KOTopble MOryT cTaTth
onacHbiMM B pesynbTaTe peakuuy C dacTamu npuéopa WM C KOHTAMUHUPOBAHHbLIM
mMaTepuasioM, HaxoAsAWMMCS BHYTPU Hero.

12.1. Mepbl NpenocToOpOXXHOCTH

MepcoHan, NpoBoAsALLMi Ae3nHdekumto npuéopa CUNCEN® [SealSAFE] 1 ero npuHagnexHocTeli (Mpy Hannumm),
JomkeH ObITb 06ecneyeH COOTBETCTBYHOLWMMN CPeACTBaMU UHANBUAYASIbHON 3alinTbl, B YHACTHOCTU:

e OpHopasoBble MepyaTkM C BbICOKON cTeneHbio 3awmTtbl (100% naTtekc C BbICOKO CTEMEHb 3aluTbl WK
ero akeumBasieHT). CpeAcTBO MHAMBUAYa/IbHOW 3aluTbl OTBevaeT craHgapTy EN 374 wn [dupekTuse
89/686/CEE.

AHTMGaKTEPUaAsbHas Macka Ansi onepaunoHHO W MnnacTukoBblA apTyk. CpeacTBO WHAMBUAYASIbHOW
3awmTbl oTBevaeT ctaHaapTy EN 149 CteneHb FFP3D n upektuee 89/686/CEE.

3alnTHble o4kn. CpeAcTBO MHAMBUAYa/IbHOW 3alunTbl OTBevaeT cTaHgapTy EN 166 u [JupektuBe
89/686/CEE.
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12.2. NMpousaypa Ae3MHGeKUNN W ouKCTKH NpuBopa CNCEN® [SealSAFE)
12.2.1. Qunwaoume cpencrea

Moxanyicra, CneAyirTe NPMBEREHHLIM HWKE WMHCTDYKUUAM ANA KOPPEKTHOTO BLINOMHEHWA NMPOLIBAYPL OUMCTKMA M
AaesnHdrexunn npuGopa.

He yGupaiite 6ox0Bbie naxenn NpuGopa BO BPEMA NPOLBAYP OUHUCTIN.

[Iﬂ Ana ae3nndexLIN H OYWCTRH HE UCTIONLIYHTE NPOLBAYPLI, OTNHYHLIE OT TeX, YTO ONUCAHM B
STOR rnane,
flepen nposenssvem noSoi onepaurn omwuouwte npuSop oT ceTh. He ucnonesyite
NPAMOTOMHYIO BOAY NNM BOAY NOMA BLICOKMM OMNGHMEM ANA OUNCTXH Npubopa.

OCuueTKa M ASIUHPEXLMA OCYWECTENASTCA XHMUNSCKIM METOACM.

Ans pesundexLMM  PEKOMEHAYSTCR MCNONLIOBATL TIOAWPDEHONLHLIO ABINHGWUUPYIOWMe
CpOACTBa.

Ann Poccwickoi Gepepaimn: .
B COOTESTCTEMM ¢ NPABUNAMM, YCTAHOBNGHHLIMU «MY 287-113» {(npuHHMan B0 BHWMAHNE
«TOCT 177», «TOCT 25644»), nonycxaerca ounuats paGouns nosepxHocTw 3% pacTsopom
nepexuc BoROpoRa (Hanpumep, npoussoacTsa OAD «Camapamennpom», Poccua) ¢
aoGagnennem 0,8 % mowwero cpeacTea Tuna «flovoc» (npousaoacraa 000 «PXM», Poccun).
Jonycuastcn NPHMOHEHWS YKAZANNLIX OWILIRIOWMNX CPeACTS APYrMX NPOUIBOANTENGH,
PRIPSWISHILIX K OBpaLLen0 Ha TeppuTopun Poccuiickon Denepaimn.

HE uCnonbayite CNMprconepxailnmMe ounilialonine cpeacraa.

HE wenoneayiiTe pactsopel, COAGPRAUIME XNOP (HANPUMEP, XMOPHER HIBOCTR), 8 MOGKX
KOMUSHTDAUMAX M NPH MOGKIX TEMNEPaTYPAaX.

HE ncnonb3yitTe xOppoO3MONHLIS BeulecTea {KxMCNoTel) B MIOGLIX XOHUSHTPAUMAX W NPN
MoBuiX TeMNAPaTYpax.

Ann  nonyyeHna Gonee nogpoGuoi  uHOpMaLMy, NoXanyWcra, CBSOKNTECh C  MPOMIBOAUTENeM:

12.2.2. I'lpouanyph

1) MeTannuwvecan 8CTI059
*  MsBnexvre METANUMHECKYI0 BCTARKY HI KAMEPLI (CMOTPHTE PHCYHOK Hitke).

s Pacnininure 2eawbuLMpYIOWMA PACTBOP, CNBGYA WHCTPYKLUMAM, NPHUBEAGHHLIM Bhilie B cnase 12.2.1, n
OCTABLTE HE MEHBS YeM Ha 5 MmHyT.
CmoiiTe Ae3nHGUUMPYIOUWA PACTBOP BOAOTPOBOAHOR BOAOH.
MoMoNTE NOAXCANUM MOIOWMM CPEACTEOM M, €Chu HeoOXOAWMO, YAANUTE OPFaHWuecKHe OCTATEM,
MUCNONL3YA HEAGPAIMBMbLIE HHCTPYMENHTLI.

»  CwoiiTe Moouiee CpeacTBo BOA0NPOBOAKHON BOAON.

s Tpocywure GyMaroi UM YUCTON TPANKOA.

» AN GMWCTXM OT OCTATKOB ANGATE B OTBSPCTUE B KAMEPE, K3k MUHWMYM, 1 1 Tennol soasl. .
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CUNCEW® tSealSAFEI MMO095 - PykoBOACTBO NO 3Kcrlyaraummn

PeareHT cnimBaeTcs yepe3 O0TBEPCTME, PacrofiOKEHHOe B NpaBoii YacTh Kamepbl (NMog MeTasl/IMyeckoin CeTKon) uepes
cneumasbHbIiA WNaHT.

[ns 3TOro OTKpOiiTe BbIABUXHOI OTCEK A/1S1 peareHToB 1 NoACOeANHUTE BbICTPOCHEMHbI COeAnHUTENb CO

LLNaHroM A/1s CAvMBa B MO3ULMIO, Kak MOKa3aHO Ha PUCYHKE HWKe, a [ApYroi KOHel, LnaHra noMecTtute B
KOHTeliHep A/18 0TX040B.

3atem noBepHWUTE pbiyar B nosvuymio “OPEN” [OTpbITb], YTOGbI C/UMTb peareHT U3 Kamepbl BO BHELLUHWIA
KOHTElHep.

« [Mocne cnuBa peareHTOB HaXXMWUTE Ha ObICTPOCHLEMHbIA coeauHUTENb (CM. CTPENIKY Ha PUCYHKE BbilLE),

yTo6bl Y6paTh W/aHr. Bbl MOXETe OCTaBWUTh LUMAHT, NMPUKPEN/EHHbIA K CTEHKe OTCeKa, Kak MnokasaHo Ha
PVICYHKE HIXe.

Da He cnuBaiiTe peareHTbl U3 KAMeEPbI, HE MOLCOEANHUB LUMAHT.

Korga npoueaypa 3akoH4YeHa, MoBepHUTE pblyar B nosuuuio “CLOSE” [3akpbiTh]. Ecnu Bbl 3TOro He
caenaete, B kamepe HE BO3MOXHO OyAeT co3gatb BakyyMm.

3) Kawmepa

CnepyiTe npoueaype, onncaHHol B rnaee 12.2.2, 4Tobbl yopaTb OCTaTKU peareHTa u3 Kamepbi.

Pacnbiinte AesvHUUMpYOWMIA pacTBop, cneaysi NpuBeAeHHbIM B pasgene 12.2.1 MHCTPYKUUAM, U
0CTaBbTE HE MEHEE YEM Ha 5 MUHYT.

OumncTrTE NOBEPXHOCTH OT AE3UH(MLIMPYIOLLETO CPELCTBA CMOUYEHHO B BOAEe TPSINKOIA.

Wcnonbayiite noaxoasiiee Mololee CPpeacTBo, YTO6bl OUNCTUTL Kamepy M yaasiuTb Niobble opraHuyeckue
OCTaTKM C MOMOLLbIO CYXOI TPSINKW UM GYMaXHOTO MoJIoTeHLA.

Ounctute Kamepy OT AE3UHMLMPYIOLLLEro CPeACcTBa CMOYEHHOW B BOAE TPSMKOWA.
BbiCyLunTe MOBEPXHOCTb C MOMOLLBI0 ByMarn Uan YNCTOl TPSNKK.

Bo Bpemsi npouefypbl OUACTKM U Ae3MHMDEKUMU KaMepbl, OMUCAHHON Bblle, 06paTuTe 0co60e BHUMaHWe Ha
HarpeBaTe/IbHy0 NaHesb U ee KOHHEKTOpPbI (Ha PUCYHKE 0603HAYEHbI CTPEIKAMY).
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CnnCEW® [SealSAFE] MMOSS - PYkoBoACTBO NO SKCANYATAUNM

Mp# HEOGXOAWMOCTH, HA BPEMA OMMCTKU HATPEBATENLHAN NAHENL MOXET BLITh MIBNEYEHa M3
EE Kamepsl. Mocne oUMETIH OYOHL BAXKHO PACRIONONHTL NAHENb B NPABUALHOM NONOXBHWN, AN
TOro WeoBXoaUMO ONYCTHTDL 86 B NPABHARHOE NONOXEHHE.

Mepea TeM, KAK WCNOMLIOBATE YCTPOHCTRO, YOBAUTOCH, NTO NAMGNL HAXOOMTCA B
A NPaBUINLHOM NOMONBHMH.

A aa [
ANR OUMCTKI Mbl PEXOMEHAYEM WCNONLIOBATL MLINLHYIO BOAY WIW XHAKOS MOiOLiee
DE cpagcTEo. He HCRONWIYATE MOIOMINE CPEACTEA, COASPNALNS KMCNOTR! M CIMPT.

o Pacnuinure Ae3MNDWUMPYIOUGNI PACTBOP HA BHELUHIOD W BHYTPOHHIOK MNOBEPXHOCTE CTERMAHHOA KPLILLKM,
CNeyR NPHBEAGHHBIM B paaaens 12.2.1 HHCTPYKLMAM, X OCTEBLTE HE MEHES YeM HA 5 MIHYT.

»  OuNCTHTE NOBEPXHOCTL OT AEIMHPUUMPYIOWSTO CPEACTER CMOMSHHON B BOAE TPANKON,

o Mcnonbayire NOAXOAALLEES MOKILLEE CPEACTBO, HTODL! OUMCTUYL KPLRUXY W YRANWTE noGbie opraHwuecxe
OCTATKU € ROMOWILIO CYXOM TPANKK MK ByMAKHOID NONOTEHUA.

s  Bsicywure nosepxHOCTM C NOMOLIBLIO SyMarns unu YUCTo TPSNKK.
BuicywuTe ¢ NOMOWLIO Dyman unu YWCToi TPRNKK

o BymaxHbiM NONOTENUEM NN WCTOR TPANKOW C OCOGLIM BHUMARUEM NPOMOKHNTE CUMUKOHOBYIC NNAHKY (Ha
pHCYHKe Hxe oboanavena Gyxaoi A).

¢  3anycrure nporpammy P1 “Vacuum only” [Tonsko saxyym] §e2 ucnons3osaHus naxata, yrobsl BuCYWNTe
CUNIKOHOBYIO NNaHKy. Mpn HEOBXOANMOCTH, NOBTOPUTE ONEPALIWD K 3aTeM BLITPUTE ByMaroi.

*  BuiCylunre cnykoHORYIO NARAHKY C NOMOWLID GYMArn WNK YUCTOR TPAMKK.

BoO BpemMs ONMCAHMOIN ALILE NPOLGAYPM ASIMHPEKUMW W OUNCTEW KPBILLIKH KaMepbl, o6paTute 0coloe BHUMBHWE Ha
YEPHYID PEINHKY, HAXOSAUYIOCH HA BRYTPEHNER NOBEPXHOCTH KPLILMK (Ha pUCYHKe Bbilwe oloaHavena Gyxsoi B).
Banno, yTobt oHa Obina oumwieHa W npocyllieHa, 310 cnocobeTayeT ae Gonee NNOTHOMY NPUNBTEHNIO K CTANBHON
nosepxHocTH paboTalowen oSnacTu 8O BPEMA BLINONHEHUA NPOTPAMMbI BaKYYMMIALNA.

£) Brewnve nogepxHocTH

o Pacnuinnre AeSVHWUMPYIOWMA PACTEOP HE BHELWHWE MNOBEpXHOCTM Npwbopa, CNeAYR NPMBEAEHHLIM B
pasaene 12.2.1 MHCTPYKLUAM, U OCTABLTE HE MEHER 4&M HA 5 MuHYT.

He pacnibinsiite Ha 32211010 Naxkens npwiopa.

QuUCTUTE NOBEPXHOCTE OT ASMHMHULMPYIOLIETO CPEACTEA CMOYEHHON B BORS TPANKOW.

Hcnonbayitre NoAXOAALIEE MOLLEE CPEACTRO, YTOOH! OMHCTUTE NOBEPXHOCTW,

OuICTHTE KBMEPY 0T MOIOLLBTO CPEACTBA CMOYEHHOK B BOAE TPANKON. .
BuiCylNTe NOBEPXHOCTL C NOMOWLIO Gymari “Nn YNCTOR TPANKM.

He pacnuUIAATS NPAMO HA NPUHTEP, CKAHEP WTPUX-KOAOS HAK B USB cnoThi.

¢ ¢ ¢ o 9
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CunCEN® [SealSAFE] MMOSS - PyxoBOACTEO IO JKCANYATALMM _
€) JakniouyTencHnie warm

. FNoMecTUTe METANNUYECKYIO BCTABKY B KAMEPY.

Mepen Tém, Kax CHATL EPHATIH, NOMOITE MX MBLITIOM, BOAOH W ASIMHEMLIMDYIOUINM CPEACTBOM.

Nomoiire pyxw.

CrHumnTe cpeacTea MHAMBUAYANEHOR 3AWMTLL,

YAOCTOBEPLTEC B TOM, WTO WHDWUMPOBAHWAIA MATepHAn NPEBMNLHO YNaKoBaH W YTWIMIMPOBAH B

OAVGPEHHON NEUH CHMTAHUS OTXOAOB 8 COOTBETCTEMN C (hAASPANBHBIMN, MYHULIMNANBHBIMA W MECTHLIMI
NPaBUTENLCTEEHHBIMKY MORONSHUAMMA

Mo 3asepweHN NPOUSAYPL OUMCTXI W NOPER NOAKNIOYEHHEM NPHEOPA K CBTH NOAMKAUTE HE
EE,] MoHee S MuHYT. MO 3ABOPWEHUN SANHBIX NPOUSAYP OGOPYAOBAHNE FOTOBO AMNS NOBTOPHOM
WUCNOMLIOBAHNUA.
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CUnCEW® [SealSAFE] MMOQ95 « PykoBOACTBO no aKcnslyaTauum

13. NH®OPMALUWA O MEPAX MNMPEJOCTOPOXHOCTU, B CTYHAE HENCITPABHOCTU
MEONLVHCKOIo U3AENNA, CBEOA B PABOTE WM OTK/IOHEHWIA B
PYHKUNOHUPOBAHWNN

Mepep Havyanom paboTbl NPOBEPUTbL OTCYTCTBME BHELUHUX NOBPEXAEHUA Npubopa u ceTeBoro
Kabens.

B cnyyae BO3HMKHOBEHWS BHELWTATHOW CuUTyauuu WAM HEeUCnpaBHOCTU 06opyAoBaHMS
oTCOoeAnHNUTE NMPUBOpP OT UCTOYHMKA NUTAHUA UMW CriedyiiTe COOGLLEHUSIM O HEWCMPABHOCTSAX,

A 0TOGpaXaeMbIM Ha KOHTPOJIbHOW naHesnu.
TEXHUYECKUI

ToNbKkO aBTOPU30BAHHBLIA U KBANU(ULMPOBAHHbIN nepcoHan MoxeT
PEMOHTUPOBATL NPMGOP U UMEET AOCTYN K BHYTPEHHUM KOMMOHEHTaM 060pyA0BaHUs.

B cfyyae HEeWcnpaBHOCTU WAW BO3HUKHOBEHWS OTK/IOHEHW! B paboTe npuGopa CunCEN®
(SealSAFE) Heob6xoaMM0O 06paTMTbCSA K YNOSIHOMOYEHHOMY MNpeAcTaBUTESN0 NPOU3BOAUTENA B
Bawem pernoHe (cm. rnaBy 9) mam cBfA3aTbCA CO CAYX60i nogaepXky komnaHunm MaiinctoyH
(customersupport@ milestonemedsrl.com) gnsa BbI30Ba TEXHUYECKOTO MHXEHepa.

COOBUWEHNA OB OWNBKAX

OLWUMBKA 1 - Owubka nocnegoBatesibHOM CBA3N
MonpobyiiTe nepesarpy3nTb NpUGOP.

OWWMBKA 2 - BeHTUNATOP He 3anyckaeTcs
O6patutechb B Cyx0y noaaepXkn MaiincToyH Anst BbI30Ba TEXHUYECKOTO MHXEHEpA.

OWWMBKA 3 - BeHTUNATOP BbIABMXHOMO OTCEKa He 3aryckaeTca
O6patutechb B Cyx0y noaaepxkn MaiincToyH Anst BbI30Ba TEXHUYECKOTO MHXEHepa.

OWWMBKA 11 - HepgocTtatouHo Bakyyma AN 3arpy3ku peareHTos

Y6epgnTech, YTO YEPHbIi YNNOTHUTE b NPaBUIbHO PACMONOXKEH BOKPYT KPbILLKU.

MpoBepbTe, XOPOLIO N 3aKpbIT KpaH MEPA chunbTpa.

Y6enmTech, YTO Hacoc paboTaeT 1 BCe pa3beMbl NPaBUIbHO NOAK/IIOYEHbI 63 yTEeUKM Bakyyma,
MpoBepbTe, NPaBWU/ILHO N1 3aKPbIT NEPefHUI KpaH BHYTPUW BbIABMKHOTO OTCeKa.

MpoBepbTe NPaBW/ILHOCTL PaboTbl BaKyyMHOro AaTymka v A03VPYIOLLIEro KnanaHa.

OLUMBKA 12 - Bpems 3arpy3ku peareHToB UCTEK/0

Y6epguTech, YTO YepPHbIi YNAIOTHUTE/Ib NPaBU/IbHO PACMONOKEH BOKPYT KPbILLKM. "
MpoBepbTe, XOPOLLO N 3aKpbIT kpaH MEPA dmnbTpa.

Y6eguTtech, YTO HAcCOC paboTaeT M BCe pa3beMbl NPaBW/IbHO MOAKIUEHBI 683 yTeUKM Bakyyma,

MpoBepbTe, NPaBWU/IbHO N1 3aKPbIT NEPeHNI KpaH BHYTPU BbIABMKHOMO OTCeKa.

MpoBepbTe NPaBWIbHOCTL PABOTLI BaKyyMHOr0 AaTyuka v f03MPYIOLWEro KianaHa.

MpoBepbTe ypoBeHb B pe3epByape, U3 KOTOPOro YCTPONCTBO 3arpyxaeT peareHt.

MpoBepbTe 4YepHblil LWNAHT C GbICTPOCLEMHLIM COEAMHUTENEM, Uaywmini OT pe3epByapa K 670Ky B OTCeke W
YMIOTHUTE b.

OuncTtute TpyGHI

OLWNBKA 13 - Bpems BbiBOga coMnsia UCTEKSIO
OTKpoiiTe WMTOK yNpas/ieHns 1 NposepbTe, NpaswuibHO M paboTaeT NpyxuHa conna.

OLWUMBKA 14 - HepocTtaTo4yHO BakyyMa /1 obpasua

Y6eanTech, YTO YepHbI YNIOTHUTE b NPaBUILHO PACMONOXEH BOKPYT KPbILLKA.

MpoBepbTe, XOPOLLO NN 3akpbIT KpaH MEPA dnnbTpa.

Y6eautech, 4TO Hacoc paboTaeT 1 BCe pa3beMbl NPaBUIbHO NOAKMNIOYEHBI 6E3 YTEUKM BakyyMa.
MpoBepbTe, NPaBWUIbHO M 3aKPbIT NEPeHNA KpaH BHYTPU BbIABMKHOIO OTCeKa.

MpoBepbTe NPaBUILHOCTL PABOTLI BaKyyMHOrO Aatyvka v f03UPYIOLWEro Kianaya.
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CunCEN® fSealSAFE] MMOQ95 - PykoBOACTBO ho 3Kcnyatauum

A. MNPWIOXEHVE A - PEKOMEHOALMW K TMPOrPAMME “VACUUM+FIXATIVE”
[BAKYYM+®UKCALMA]

Mpy ncnonb3oBaHUK NporpaMmsbl “Vacuum+Fixative" [Bakyym+®ukcaLuns] o4eHb BaXHO:
1. pacnonoxutb nakeT NpaBuILHO
2. npoBepuTb Ka4yecTBO 3aneyaTbiBaHWs B KOHLLEe npouecca.

A.l. lMpaBWUSIbHOE pacnoJsioXeHne naketa B Kamepe

BakyyMHbIin nakeT ¢ 06pasLoM He06X0AMMO NOMECTUTb OTKPLITON CTOPOHOIN NPSIMO HaNpPOTMB onepaTtopa.

MonvMepHbI nNakeT HeO6XOAMMO MOMECTUTb Ha HarpeBaTesibHYl NaHenb Mexay ABYMS
6eNbIMN NTMHUAMU (CM. PUCYHOK HUXE).

Bcerpga pacnonaraVlTe BEPXHKOK JINHUK NaKeToB Han HarpeBaTeanoﬁ naHesnblo.

OcHoBaHMWe nakeTa AO/MHKHO pacnosiaratbCs Ha 6ase MeTasl/IMYECKOro YPOBHSI; EC/IN 3TO YC/IOBME He BbINOJIHSETCS,
TO HEOGX0AMMO MCMO/b30BaTh NOABWKHBI MEeTa//IMYECKU A MHCTPYMEHT, YTOObl COXPaHSTh MakeT HEMOABWKHBLIM U,
Takum 06pasoM, NpPefoTBpaTUTL €ro cockasib3biBaHMe BHM3. CM. pPUCYHOK Huxe. Korga Bbl ero He ucnosfb3syete,
OCTaBbTe €ro Ha MeTa/IMYeckoM OTKOCE.

MeTannumyeckuii
NHCTPYMEHT
pacnonaraeTcsi CBepxy
ans dukcaunm
OCHOBaHMA naketa

Korga nakeT npaBWbHO PacrnonoXeH (C MeTa/l/IMYecKOl HarpeBaTeNlbHOM MNOoMoCco Mexay ABYMS 6ebiMu
NIMHWSIMK), ONyCTUTE fBe GOKOBbIE NJIaHKM, KOTOPbIE MOMOratoT YAEPXMBaTb NaKeT B NPaBUIbHOM MOJSIOXEHUN.

Ha puvicyHke Hke Bbl MOXeTe YBUAETH NPUMEP MPaBUIbHO PacnoIOXEHHOrO MnakeTa.
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CanCER® [SealSAFE] MMOS5 - PYxa80ACTBO N0 nCnITYaTaUWH

Teneps onepatop MOXET NOMECTHTL CONNG B MaKeT, NOBEPHYS £ro NO YACOROK CTpenke Ha 90° 0 MOMEHTA ero
OCTAHOBKM U GNOKMPOBKM B TAKOM NOTONEHIM.

3aTem cHoBa yGeanTeco, YTO OTKPLITAR CTOPOHA NBKETA PACNONONEME HA HATPABATEINbHON MAHENM U NTO Kpak
faxeva BbICTYNAeT BNepes NPMMEPHO HA 1 CM, KBX NOKAIAHO HIDKS,

Pacnonoxure BEpXHION ¥ HIKMIOIO CTOPOHE! NAKETa HAf, HAFPEBATESNLHON NAHENBbIO W NOMECTUTE PYKY BHYTPL
naxeva, yTolel PasrnaavTe MATEPHAN NOA COMMOM HA METANNUYECKOM OTKOCE. OUBHL BAXHO, YTOGLI 2 CTOPOHKI
NaxkeTos He Gbinn CReMNentl APYT C APYIoM W 4TOGh! HIKHAA CTOPOHA OCTABANACH POBHOM.

A.2. MpoBepxa xavecTRa JANGYATLHIBAHWA BAKYYMHLIX NAKETOB

Onsi ROCTUXEHNR XOPOWEro KaYECTBa 3aNevaTbhiBaHUA BHYTPEHHAR 4acThb NakeTa A0MKHA OuiTh OHMWEHE W
GbICYIEHa. TAKKe QUEHb BANKHO MPABMNLHO PACMONOXMTL NAKET HA HATPEBATENTWHOW NAHeNny, KaK ONMCaHo B

AAHHOM pazgens.

B xOHUe NPOrPamMisl HEOGXOAKWMO NPOBEPHTE, YTOGLI NAKET GuiNl 3aNEHATAH OQHOPOAHO HA

@ AIPOTANMEHVM BCEIrO Kpan.

B chyuas HEKOPPEKTHON TEPMETUIALIMAN:
o OTpoiiTE NAKeT ¢ NOMOWLIO HOXHUL
o OuMCTUTE BEPXHIOK BHYTPEHHIOK HaCTb NAKETA, KaK ONHCEHO Bbile.
¢ He3amepnurensHo 3anyctuve nporpaMmy “Vacuum Only” [Tonpxo eaxyym] ANR  NOBTOPHO
saneyathsanna nakera ((hopManiH OCTaeTCA BHYTPW naxera). Buibepure nporpammy RO ymonuaHwo P
Onn 3anycxka nporpamms “Vacuum Only” [Tonkko Bakyym) ci. rnasy 3.6.
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CunCEN® [SealSAFEI

MMO095 - PykoBOACTBO nO 3Kcn/iyarauuu

B. MPNNOXEHWE B - PEKOMEHAAUWWN K MPOrPAMME *“VACUUM ONLY” [TONBbKO

BAKYYM]
YenoBeyeckne opraHbi:

MNouka

(ecnu c kuctoin - P3/P4)
m |O |Has xenesa
Martka

MNeyeHb

(ecnu c kucrtoi -- P3/P4)
Mbiwya

LLinToBngHas xenesa

BunoukoBas xenesa

KoXa
A3bIK

AMnnBT

Yoncrasa kuwka*

Mogx ypoyHas xenesa
MoueBoii ny3bipb
Cepgue

P2 m
MnaueHta

MNpepcrarensHas xenesa
Kunwka
Anyko

AnneHgnuunT
KocTb (6e3
KpaeB)**
XXenyaok / nuwesop,

OCTpbIX

ANYHNK
MwuHpanHa

P3 - P4v'

Kucta
OnameTpom > 10 cm

Nerkoe

Mosr

Numdcpatuuecknii yzen
WNcceyeHHasn ToscTas
KMLLKa

XKenuHblil ny3bipb

nas

Kucta
OnameTtpom < 10 cm
Mnog
CkpebkoBaHue/TYP

[N ncceyveHHoI TONCTOW KULWKW MCNonb3yiTe nporpamMmy P3
**He 3a0ybTe NPUKPbITb OCTPbIE Kpas (eC/n ecTb) Mapsieil Ansa 3amUTbl BaKyyMHOro naketa.

A Ecnn npupoga obpasuya He onpegeneHa, Mcnonb3ylite nporpammy P3.
[aHHble pekomeHaaLmnm npegHasHayeHsbl ans o6pasuos, HENocpeACTBEHHO
\ 3aneyaTtbiBaeMblx Noj BakyyMOM B NOMMEPHbIE NakeTbl NPOM3BOACTBA MaifCTOYH.

Cwm. rnasy 3.6 ans nonyveHns nHGoOpMauumn o 3anycke nporpammbl “Vacuum Only” [Tonbko Bakyym].
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CunCEN® [SealSAFE] . _ __ __ MMO095 * PykoBOACTBO NO 3KCM/lyaTaumm

C. MPUNOXEHWE C - PEKOMEHOALUMN MO TPAHCIIOPTUPOBKE OBPA3LIOB

OMNEPALUMNOHHAA YCJ/1I0OBUA MCTOJIOIr MYECKASA
TPAHCIOPTUPOBKN NABOPATOPUA
YMAKOBKA
MAKC 30 MUH XONOANb- BBLIPE3KA
TEpMOKOHTEWNHep u HWK +4'C

AKKYMYNATOPbI XONOAA+4X

Xonognnb- MAKC 1 YAC Jl
YNAKOBKA HUK 2 4 -+4'C Xonoannb BbIPE3KA
TepMOKOHTeliHep HUK +4°C
AKKYMYNIATOPbI XONOMA +4*C
MEPEHOCHO >3 UACA XONOANUb- BbIPE3KA
YTMAKOBKA XONOA-K HUK +4X

+4'C NMEPEHOCHOW XONOANNBbHUK+4*C

Ecnn Bpemsa, Heo6xoaumoe Kypbepy ANS TpaHCNOPTUPOBKM o06pas3uoB B natonoroaHatoMmuueckyw nabopaTtopuio,
cocTaB/fiferT;
e MeHee 30 MUHYT; NoMecTuTe obpasLbl B TEPMOKOHTEHED C akKymynsiTopamu xonoga npu +4*C .
«  MeHee 1 yaca; nomecTuTe 06pasLibl B XONOAUIbHVK psgoM ¢ CunCEN® [SealSAFE], no kpaiiHe mepe, Ha
2 yaca (nNpeaBapuTesIbHOE OXNaXAeHWE), 3aTeM MNOMECTUTE WX B TEPMOKOHTEWHEP C akkymysisiTopamu
xonoga npu +4*C .
e Bonee 3 yacoB; UCNO/Mb3yiiTE NEPEHOCHO XONOAW/IbHUK, NOAK/THYEHHBIA K BHELLUHEMY UCTOYHUKY MUTaHWSA
(12 B nocr, Toka, 115/230B+10% -).

B cucteme KOHTpoNa Temnepartypbl, pa3paboTaHHOl koMnaHuel MaWnctoyH c.p.na.,
npefycMOTPEHO OT/IMYHOE COXpaHeHMe MopPdOosIOrMnM, aHTUreHHbIX cBoiicTe, AHK/PHK 1

NPOTENHbI COXPaHAKT oOnTuMasbHble cBoWcTBa A0 48/72 vacoB (B 3aBUCMMOCTU OT
nepBoHayvanbHbIX YCAOBUIA 1 TUNa obpasua).

B Tpex cnyyasix, onucaHHbIX Bbllle, 06Lee BpeMs TPaHCNOPTUPOBKM He A0MKHO NpeBbiwaThb
72 yaca (Bk/to4asi Bpemsi, NnpoBeAeHHOEe B OnepaunoHHON / XONoANIbHUKE TUCTOI0MMYECKO
naéopartopuu). Ana nyywero coxpaHeHuss Mopgosiormm o6pasubl 40/MKHbI YNakoBblBaTbCSA U
XpaHuTbcsa npu +4*C + 2'C .

>
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CunCEN® [SealSAFE] MMOQ95 - PykoBOACTBO NO 3aKcnayatauum

D. MPUNOXEHWNE D- NPUHTEP N CYHNTBLIBATE/b WTPNX-KOA40OB

D.1. icnonb3oBaHuMe npuHTepa

BCTpOeHHbI NpUHTEP NpefHa3HavyeH An1s pacnedatky UHAopMauMum O 3anycke Ha CaMOK/elLeiica Haknelike,
NAEHTMMLMPYIOLWE nakeT ¢ o6pasLom.

MpuHTEpoM pacneyaTbiBaloTCA WTPUX-KOAbI 1D.

B KoMnnekT noctaBks BXoAUT Habop pna npuHtepa (Kog 68331/A) (10 pynoHOB C  Hakieilkamu):  ans
[OMNONHNTENBHOIO 3aKasa CM. rnasy 2.2.

MpuHTEp ycTtaHoBneH B ABC Kopnyc C nepefHei KpbILWKOR, KOTopas OTKpblBaeTCA AM1A NpefocTaBneHus gocTyna K
Py/IOHYy 6ymarn 1 nedyatHol ronoBke. KOHTponbHas naHenb pacnonaraetcs crnepean (CM. PUCYHOK HIDKE) 1
ocHauleHa kHornkoin FEED [[MOJATb] (3) u kHonkoit OPEN [OTKPbITb] gnsa oTkpbITUa oTceka gns 6ymaru. KHomka
OPEN [OTKPbITb] n3rotoBneHa 13 npo3payHoro njactvka, NosToMy OHa Takke ABASEeTCA UHAMKATOPOM COCTOSHUSA

).
0 © 0
KHonka FEED [MOAATb] (3): Mpu Haxxatun kHonkn MOOAUN npuHTep npoasuraet Gymary.
KHonka OPEN [OTKPbITb] (1): HaxmuTte Ha kHonky OPEN [OTKPbITb] ans oTKpbITUA OTceka ans éymaru.
MHavkatop cocTosiHuA (2); oToGpaxaeT COCTOosHWe annapatHoro obecrneyeHus npuHTepa. B cnydae
HENCNPaBHOCTN MEHSIETCS YacToTa MUraHusl, Kak nokasaHo B Tabnuue Huxke.
VHANKATOP UBET OMUCAHWE
COCTOSIHUA
o BbIK/1. MpuHTEpP BbIKIOYEH
. 3E/IEHbIN MprHTEp BK/IOYEH: OWMOKN OTCYTCTBYIOT
A 3ENEHbIV CTATYC COOBLEHNA
v 1 MvraHune OnwucaHune
1 MepgneHHo 3akoHuymnacb bymara
BbicTpo [Neperpes rof1I0OBKM UM HEKOPPEKTHOE HamnpsXeHue B CetTu

Ha MOMEHT YCTaHOBKM OAMH PY/IOH YXe HaxoAuTcs B MpuHTEpe, Takke B KOMMEKT MOCTaBKM BXoAsT 9
[OMOSTHATENBHBIX PY/IOHOB.

Mocne TOro, Kak pyfioH 3aKOHYWIICS, A1 MPOAOIKEHUS MeyaT ero Heo6XoAuMO 3aMeHWTb. CM. MHCTPYKUUM MO
3ameHe py/ioHa 6ymaru aanee.

B cnyuae ecnu Bbl He XOTWTe UCNOMb30BaTbh (DYHKUMIO Meyatu, WUAn pynoH Gymaru
3aKoHYWsICS Uy Bac HeT gpyroro Ansi ero 3ameHbl, M NO3TOMY HeonpeaesieHHbIn nepuopg

BpEMEHM MNpuHTEp OydeT cTOoATbL 6e3 6ymaru, Heob6xoAMMO [Ae3aKTUBMPOBaTb (YHKUMIO
nevyatu B HacTpoikax Bnagensua (cM. rnasy 3.4).
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CunCEN® [SealSAFEI MMO095 « PykoBOACTBO NO aKcrayaTauym

D.1.1. XpaHeHune pysioHOB bymaru
Pynon 6ymaru ans npuHTepa (KomniaekTytowias)

YcnoBus TpaHCNOPTUPOBKM

Jonyckaetca coBMecTHast TpaHCNOPTUPOBKa C NPU60opoM
Temnepatypa o1 -20 C go + 60 C

BnaxHocTb 00 50% (npu 40 C) 6e3 ob6pa3oBaHus KOoHAeHcaTa

YCNoBUs XpaHeHus
CnenyeT XpaHUTb OTAEeNbHO OT Npuéopa

Temnepartypa oT +20 go +40 "C.
BNaXHOCTb: A0 50% (npu 407C) 6e3 obpa3oBaHMsi KoHAeHcaTa.

D.1.2. 3ameHa pynoHa bymaru

[na 3aMeHbl pynoHa 6ymaru Heo6X0AUMO;
e OrTKpoiiTe oTcek gns 6ymarn, Haxkas Ha kHonky OPEN [OTKPbITb]

OnycTuTe NIacTUKOBYHO KPbILLKY MakCUMasibHO BHU3.
Da Mepep Tem, kak BCTaBUTb HOBbIN PY/IOH ByMary B NpuvHTEP, OTPEXbTe NepBytk YacTb (20 cm),

KOTOpast MOXeT OblTb JINNKOMA.

MomecTnTe pynoH Gymaru, y6eamBLUKCE, YTO OH pa3MaTthbiBaeTCs B NPaBW/IbHOM Hanpas/ieHNM.

BbiTawmTe 6ymary v 3aKponTe n1acTUKOBYHO KPbILLKY.
HaxxMuTe Ha NiacTUKOBYHO KPbILKY ANst ee 6/10KMPOBKU.
OTopBUTE M3NULIEK Bymaru, UCNoNb3ys 3y6Guathblii Kpail.
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CunCER® [SealSAFE] MMO95 - PYK0805CTEO N0 SRONNYSTALNY _

. D.1.3. HoNcnpaBHOCTL NPUNHTePa
I:[ﬂ PexomesayatTca NCnoNk30BaTE JYGNATEIA KPAH ANR OTPeIBa Gymaru.

B cnyyae wenpasunbHoi nogaun npwTepom Gymaru yGeawreck, WTO pYNOH BCTABNSH NPABUNLGHO, BLINCIHAA
ONNCaHMLIE B NPEAMAYWLEH FraBe feicTEnA.
Taxe pexomeHAYeTCA HaxaTs Ha kwonky FEED [MOOATD] npuHtepa nocne sanevatuisaHnn. [pyuHTep HEMHOro

npoaswraeT Symary, H B MOMEHT NPOLILCCa Neua™, NPpmHTep NoaeT Gymary KOpPexTHO, TeK KBK OH 88 yxe
saxsanun,
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CUNCEN® [SealSAFEI MMO095 - PykoBOACTBO MO 3KCM/lyaTalum
E. NMPWIOXHWE E - 3AXWM C PYYKOW A1 NMAKETOB
Vcnonb3oBaHne 3axmma c pyykoli 419 NakeToB

3axMM € pyykoil ans nakeToB  (kof 68659) 6yaeT BkAUYeH B nocTasky npu6opa CUNCEN® [SealSAFE] B
Konuyectse 2 wWrt. MpyM HEOGXOAMMOCTM, [AOMOMHUTENLHO MOXHO 6yaeT 3akasaTb AaHHYH NPUHAANEXHOCTb,
MUHMUMaSIbHBIA 3aka3 « 10 wr.

3aXMM C PYYKOi A51s1 NaKeTOB MOXET UCMO/b30BAThCS A/11 BPEMEHHOIO 3aKpbITVsl MakeTa, COAepXallero wiv He
cofepxallero obpaseL, CoaepXallero Uim He CoePXalllero peareHT Ans dukcauum.

Kak ncnosb3oBaTh 3aKUM C pyukoii xws MAKETOB: n
e CoOrHuTe BEPXHIOI YaCTb MakeTa, Kak NokasaHo Ha PUCYHKe. L

. BcTaBbTe XenTblii WTbIPb 3aXXMMa B COrHYTYH YacCTb NakeTa.

MpoTawmTe 3aKMM C Py4YKoii BAOMb COrHYTOM YacTy nakeTa.
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_CanCENO [SealSAFE] MMOS5 - PyxoBoaCTeO 1O SKCISYATELMN

s 3axMM C PYYKOR ANA NAKETOS YAGPNMUT IAKPLITLIMK BCO OTKPLITHIE CTOPOHM NaxeTa.

Hwxe npeacTasneq KOHEUHLIA pesynkTar

i MOXHO HCNONLIOBATE PYYKY JKNMA, YTOGLI NEPOMEWATE NAKST BHYTPM naboparopus, HO
Ans 6e30nECHOCTH HEOBXOANMO ASPXATL OAHY PYKY NOA OCHOBAHWEM TIAKETA.

135

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



MMWNYO * KyKOBOJICTBO MO 3KCryarauum

F. MPUNOXHWUE F - BbICPOCBHEMHbIN COEAWHUTENbL CO WJ/AAHTOM AN PE3EPBYAPOBA
(KO [, 68630)

Vicnonb3oBaHne GbICTPOCBHEMHOIO COeAMHUTENS CO LUMaHrom anas pesepsyapos {Kog 68630)

MocTaBnsiemblit  GbICTPOCHEMHbI coeguHuTenb  (Kog 68630) - 3TO HOBbI CNOCO6 OLICTPOrO COeAUHEHMS,
MCMOJIb3yeMOro B3aMeH COeAVHUTENSA N0 YMOYaHnio. CM. M306paxKeHne Huxke.

VIcnonb3ysl HOBYIO MPUHAA/IEXHOCTL, MNOACOEAVHEHNe pe3epByapoB C (hOPMasIMHOM K YCTpolicTBy CUnCEN®
[SealSAFE] cTtaHoBUTCS 60/1€€ 6e30MacHbIM, Tak Kak onepaTopy Heo6X04MMO TO/IbKO MNOACOeAMHUTL pesepsyap, 6e3
€ro OTKpbITWS, K BbICTPOCHEMHOMY COEAUHUTESHO.

Takum 06pa3om, BO BPeMsi NpoLiefypbl 3amMeHbl BbIGPOC NapoB hopMasiviHa B BO34YX 3HAUNTESTbHO CHUXKEH. A

PesepByapbl 4719 (hopMasiHa He NOCTaB/SAOTCS.
BbICTpbIii cnoco6 coeauHeHus ans pe3epByapoB - KopHenuyc Ker (C LWaprKkoBbIM KianaHom).

NMOACOEAVMHEHVE PE3EPBYAPA TPV NOMOLWW BbICTPOCBEMHOIO COEAVHUTENSA:

. MNogcoeauHuTe 6b|CTpOC'beMHbII7I CoeAnHUTENb, WCMOMb3yA NOMOXeHne 1 unv 2 B OTCeKe, Kak rnokasaHo

Vi o

Pa3mecTnTe pesepByap ¢ hOpMaIvHOM, YAEPXKMBASA 3a BEPXHIOI YacTb LLAPMKOBOTO KianaHa.
MopcoeanHUTe GbICTPOCHLEMHBIV COeAMHUTENL K pe3epsyapy.
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CUNCEN® rSealSAFE] MMO095 - PykoBOACTBO MO 3KCnayatauum

+ loBepHWTE pe3epByap M pasMecTuTe ero Tak, Kak MoKasaHO Ha PUCYHKE HWKe, B MPOTMBHOM Crlydyae
3arpyska 6y1eT HEKOPPEKTHOIA.

[locne TOro, Kak pesepByap OMycTes, MNOBEPHUTE €ro B BEPTUKa&/IbHOE MOIOXKEHNE, OTCOeAUHUTE
6b|CTpOC'beMHbII7I coeanHnTeNb W pasMecTtuTe HOBBIIA, cnegya onncaHHbIM BbiWe LWaram.
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CUNCEN® [SealSAFE] MMOQ95 - PykoBOACTBO NO 3KCM/lyataumm

G. MPUNTOXXEHWE G - lNMepeyeHb NpUMeHAeMbIX NPOM3BOAMTENIEM HAaUMOHANbHbIX CTaH4apTOB )

MprMeHseTCcs NepeyeHb ceaylWwmnx cTaHaapToB:

OvpekTtnsa 98/79/EC Ha MegMUMHCKUE U3[enuns ANs in vitro 4uarHoCTukm.
Onpektnea 2014/35/cC Ha HM3KOBOJ/IbTHOE 060pyAOBaHME.
Ovpektnsa 2014/30/EC Ha aneKkTpoMarHUTHy0 COBMeCTUMocCTb (BMC).

- [OupektuBa 2011/65/EC 06 oOrpaHM4eHUM UCMOMNb30BaHUSI OMpPefEe/IEHHbIX OnacHbIX BELECTB B
3/1EKTPNYECKOM 1 3/IEKTPOHHOM 060pYA0BaHUN.
CEl EN 61010-1:2001 6e30nacHOCTb 3/1eKTpUYeckoro o6opyaoBaHua AN18 U3MepeHus, ynpasneHus u
na6opartopHoro npumeHeHus. Obwue TpeboBaHUS.
CEl EN 61010-2-101:2002 6e30nNacHOCTb 3/1EKTPUYECKUX KOHTPOSIbHO-M3MEPUTESNbHBLIX NPUGOPOB 1
nabopartopHoro 06opyfoBaHns. YacTHble TpeboBaHMs K MegULMHCKOMY 060pyA0BaHuMto A1 fabopaTopHOii
anarHocTtukn (IVD).
CEl EN 61326-1:2006 3nekTpoobopygoBaHue [Ans1 W3MEpeHusi, ynpasneHuss u NnabopaTtopHOro
Mcnosb3oBaHusA. TpeboBaHNsA K 3N1eKTpOMarHMTHOM coBMecTMocTu. YacTb 1. Oblwme TpeboBaHus.
CEl EN 61326-2-6:2006 3nekTpoobopyaoBaHve Ans WU3MEpPEeHusi, ynpasneHus un nabopaTtopHoro
ncnosnb3oBaHusA. TpeboBaHMSA K 3/1EKTPOMarHWTHON coBMeCcTUMOCTWU. YacTb 2-6. YacTHble TpeboBaHUSK
MeaunumHckoe 06opyaoBaHMe AN AUarHOCTUKK in Vitro.
EN IEC 62304:2006 (/2013) W3penua meamumHckue. MporpammHoe obecneyeHne. Mpouecchbl XU3HEHHOTO
uyKna.
IEC 60825-1-2013 be3onacHOCTb fasepHoii anmapatypbl. Yactb 1. Knaccudpmkauusi o6opyaoBaHus,
Tpeb0oBaHWA 1 PyKOBOACTBO A/18 NO/b30BaTesNei.
FOCT IEC 61010-1-2014 bBe30nacHOCTb 3/1EKTPUYECKUX KOHTPOSIbHO-U3MEPUTENbHLIX MpUbopoB
nabopartopHoro obopypoBaHus. Yactb 1. O6ume TpeboBaHus.
FOCT IEC 61010-2-101-2013 Be30MacHOCTb 3/IEKTPUYECKAX KOHTPOSIbHO-M3MEPUTESTbHBIX MPUBOPOB U
nabopartopHoro o6opyaoBaHus. Yactb 2-101. YacTHble TpeboBaHUs K MeguLMHCKOMY 060pyAoBaHN0 Ans
na6oparopHoi gnarHoctukmn (IVD).
FTOCT P M3K 61326-1-2014 O6opyfoBaHue 3nekTpuyeckoe O U3MepeHus, YynpasiieHus W
nabopaTtopHOro npuMMeHeHusi. TpebGoBaHMS 3MNEKTPOMarHWTHOM coBmecTMMocTu. Yactb 1. O6uwme
TpeboBaHus
FTOCT P M3K 61326-2-6-2014 O6opygoBaHNe 3/EeKTpUYecKoe A1 WU3MEPeHMsl, ynpaB/eHnsa W
NabopaTtopHOro MpuvMeHeHWsl. Tpe6GoBaHWA 3MEeKTPOMarHUTHON coBMecTMMOCTW. YacTb 2-6. YacTHble
TpeboBaHus. MeanumHckoe obopyaoBaHue AN AUarHoCTUKM B 1abopaTopHbIX YCNOBUSX.
FOCT 14254 -2015 CteneHu 3awwmThbl, ob6ecneynsaemsle obosoukamu (Kog IP).
FOCT 20790-93 lNMpubopsl, annapatbl 1 060pyaoBaHME MeANLMHCKME.
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A1, nepeBoaunk Map6oBckas TaTbsiHa JyapAoBHa, BNaAetollas PyCCKUM, UTANbSHCKUM W aHIIMACKUM Si3bIKamu,
NOATBEPXAAl0, UTO BbIMOSIHEHHbI MHOK NepeBos, NPUIOXEHHOrO JOKYMEHTa ABAAETCA MpaBW/ibHbIM, TOUYHbIM |

MNOJIHbIM.

Poccuiickan depepaumsn, CaHkT-MNeTepbypr,

[IBEHaALATOro AHBaps ABe ThiCAYM ABaLaTb BTOPOro roga.

¢, OctaneHko EneHa KOHCTaHTMHOBHAa, HOTapUyc HOTapuasibHOro okpyra CaHKT-
MeTepbypr, CBUAETENLCTBYKW MOAJ/MHHOCTL MNoANMcU nepeBogunka [ap6oBCKoi

TatbsaHbl 4yapaoBHbI.

Moanucb caenaHa B MOeM NPUCYTCTBUN.
JInyHoCTbL NoAnucasLLero AOKyMeHT yCTaHOB/eHa. n
3apeructpupoBaHo B peectpe: Ne 78/189-H/78-2022- J

Biopo nopslogo* cAapopa»

197342. 1 CankT-MNarapbypr.

n. YapHaa pauka,
yn. Topxxoackas. g. 5.
6L, «OnTma». ochmc 417
Tan:(812)441-34-10
Www auroravaitar.eot
aurora-prtarQmail QJ

AURORA Tranalation Sarvicaa
197342, Saint Pataraburg,
Charnaya Racbka subway tl
5 Torzhkovskaya Sir.
OPTIMA Business Caniar, office 417
phone: (812)441*39>10
www.auroraoitarcom
airofa-pilsrOmaijl.ru
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OrFPH: 1069847219043
VHH/KMNM: 78413885807781401001
OKMO 00801659 OKOHX 08120
p/c 40702810507380000118
OUNVAN METPOBCKUIA
MAO BAHKA *®K OTKPbITUE*
k/C 30101810540300000795
61K 044030795

PSRN: 1089847219043
ITN/CRR: 7841388560/781401001
RNNBO 09801859 ARCEA 98120

s/a 40702610507380000116

PETROVSKY BRANCH

OF FC OTKRYTIE BANK. PJSC
cor/a 30101810540300000795
BIC 044030795



Poccuiickas depepayus
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f1, OcTtaneHko EneHa KOHCTaHTUHOBHA,

HoTapuyc HoTapUr/linHoro okpyra CaHKT-

MeTepbypr, cangeTesibCrBy0 BEPHOCTL KOMUKU

C npeactaBNeHHOrO0 MHe [OKyMeHTa.
3apernctpmpobaHo B (seectpW, Ne 78Y189-H/78-N; AN _N
YnnayeHo  ~bas | HUE/H®TapiiiibMoro v /-
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K.OcTaneHko
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