@ FreMon

SCIENTIFIC

ZipThaw™ 202 System

User Manual

A ® C€E



FreMon Zl PThawE 202 User Man

SCIENTIFIC

Copyright © 2017 FreMon Scientific, Inc.
Revisior06
Revision datgdan 2020

Fremon Scientific, Inc.

5724 La Jolla Blvd., Suit@04
La Jolla, CA 92037

USA

TEL:9460669-9330

FAX: (51253356103

Fremon Scientific, IncG726 La Jolla Blvd., Suite 304, La Jolla, CA 92037USA Page2 of 49
FOA @ C€

CLEARED



FreMon

SCIENTIFIC Z | PThaWE 202 User Ma n
1. TABLE OEONTENTS
L. TABLE OF CONT T EN T . ...ttt e e e e ettt e e et e ee bt s s e e e e et e et s ee b me e e e e et e e et ebaa s s e e e e e e e ee s taneseeetaeeeesbanannnaeeeaeeeeenn 3
2. TABLE OF FIGURES. ... ..ottt ettt ee et s e e e e et ettt e e e e e ams b et e e e e e et ee e ee b s e e e ame e s tasa e s eeeaeeeaesenssnn e amees 5
G J |V 1 = 7 T L I | (0 T TP RPSSTRPRR 6
3.1 INDICATIONS FQUBE ...ttt ettt e e oo oo o4 oo 2o e e e e e ee e e e et e et eeeba bbb ae s e oe oo oo e e e e aaeeaeeeeeeeeseanbnbnbbnbannnans 6
3.2 L1 =@ I N S PO UPPPPPTRPUPPPIN 6
3.3 TERMSBL ABREVIADNS . ...ttt e et e e e e et ta s e e et e et e e e e e e ta bt e e e e et taba e e e e e ee s s eeeaeebannneeesenes 7
4, DEVICE DESCRIPTIQN . ..iiiiittitiiiiieee et ieiiiss et e ettt s e e e s emabeas e e e e e et et e teb b s e s oot e e eess 45 e e e e et ee e esbba s ame e e e e bebb i aeeeeeeeeesenbenen 8
4.1 ZIPTHAW M SYSTEMMODULES. .....uviiteeuteiteeiteetesteesteesteeteeeteesesteesbeeateesseabeeseateesbeessesbeaabeesseebeesbeasbesbeesbesssasasesbeenbesreesre e 8

Thawirg Chamber Module (TCM) 8
System Management Processor (SN8P)
Chamber Module Controller (CMC) 8

ZPSleevE’ 8

Power Supply 8
4.2 b = T\ O AL == Y] N AV, Y 9
4.3 ZIPTHAVROZ™ REARVIEW. ... vteiei et itteeee e s ettt e e e s s etbe et e e s st e e e e e s sbbeeeeesssabeseeessabaeeeessabbeseaesesbbeeeeessabbeseessbbaseaessssbaeeeessabbaneessas 9
4.4 P EE B e e e — e e e et e ———ee e e —eeeeieeateeeetate—eeeeie—eeeeiaiaeeeeeaaraeeeeeiereeesianaraaeains 10
4.5 HOW DOES IT WORK ...t iiitieeitiee et eeeett e e e e e et eeeeet e e e et ee s st e e e e taeeesaa e s st eesba e ssaassstanesetaesssansensneeetnseersnnesstnneeerans 10
4.6 DEFAULTEMPERATURIETTING .. eettutetitueettteeeetttesstnesstaeeestaesasnesssaeesetaeessanseesanesetaseesansesstansesstaseessseessnasestaseersnneeres 10
4.7 LABELINBANDSYMBIOLS. ...ttt ettt ettt ettt e e e e e e et e e e et e e e et e e e et e e saa e e et e e eaba e e ssanssatneesetneeesnneesenn 11

Rear Panelll
Symbols used in this User Manual: 11

4.8 COMPLIANCE WITHC CA 7 Gl RPARTLS ...t e e et e e et e e e et e e e et e e et e e et e e e st e e et e eeatnaeeennns 12
B, CONTRAINDICATIONS. ... ettt ittt e et e e e et e e e ee et ameeeee s e s taa ssaaeaasseeststanraesessss st aaaseaeeessesssanrsaeeseeessstastanaeneens 12
LTSy AN ot I AN 0 Y 1 12
B O 1= = 7 N I [ 14
7.1 DEVICE PLACEMENT AND POWER CONNEGTION ....ettuiititetiteeeetteee st eeetteeeetn e ssanees st eeesneessanaesetneaesnneessanaeeernseeesnnaeres 14
7.2 D@10 3 71y 0PN 14
7.3 POWERIP. ...ttt ettt e ettt e e e e e ettt e e e e e et t e eee e et ta e eaeee ettt e eeeetta e aeeteettaaaeaerartanaaaeeeraans 14
8 T R = @111V T T =N 15
R T = =7 N[ H U= =SSO 15
T7.3.3  SYSTEM RESET RECONMERY....uuiitttuieeetteett ettt e ettt eesateee et aeean et et eeeataeseanstetaseetasaeesanesstnaeeetnsessanaesstneeeesaseesnnaesees 16
R R S Vol =T = = 0 = = = PR 16
7.4 MAINSCREEDESCRIPTIQN.. ...ttt ettt ettt ettt e e e e e e ae e e e et e e eean e e et e e s st eeesaeeeaneeetnaeeeannaeees 17
7.5 S B 1L 7 PP 18
8 T R (oA ST od = = 1T N S 19
T.5.2  SELETING LANGUAGE . ...ttt e eeit et etie e et e e et e e e et e e e e et e e ettt eeetaeeetan e e e ta e eaan e et aaeaasessanseestanaasstnaessnnaessanaaestnseeesnnaaeen 19
7.5.3  SELECTINGEMPERATURBNIT. ...cituu ittt etitie e ettt e eeat e et eteeeest e e s et eestaaaesta e e ssanae st aeesa s sannaestaneassnnassnnsestasaennnesatnneeesnnns 19
T.5.4 BENTERINGETENAME. ... .cctuii it e et et ee e e ettt e et e e et e ee e e e e e aa e e et e eeaa e e aan e eaneeeasa e eannesesaneeeesasessnnseesanseeetneerrnneeren 20
SR TS = i N TR = 1 = 11 = 20
S ST = 7Y =TI V0 T o 21
T.5.7 ADDINGNEWUSER. .....uiiittieiiiie et e et e e et ie e ettt e ettt e et ee et e e ettt esaanee st e saanaeasaaestasaaeaansasatnnaeeanseannesstnneaestneeeennaneenn 21
= T =1 o T W N LT T = 3 I RO P PPN 22
7.6 GETTIE STARTED. ...ttt ettt ettt e e e ettt e e e e e e eat e s e e e e e ettt eeeeesesbtan s aeeestanaeeessstannaeeeeeseen 22
7.7 IN S E R T H AW ING D AT A ettt et e e et e e et e e ettt e e eaa et et e e e e ataeesaa e etaaeetn e esanes st aeesa e sannasstnneeestnaasannneeran 22
A R =7\ = @ 010] = . . = N 1 22 23
T.7.2  MANUALLYDATA ENTER ... tetuueetetueeetueeeaaeeetaeeeeueee st eesaa e eean s et eeeetaeeeaaeeesateetaseeesanesetaeeeasseeeannssernrerstnseernnneeeran 23
Fremon Scientific, INniG726 La Jolla Blvd., Suite 304, La Jolla, CA 92037USA Page3of 49

A ® (¢

CLEARED



FreMon

Zl PThawE 202 User Ma n
7.8 STARTINGSTHAWINGEY CLE. .. oottt e et e et e e et e e eaa e e e et e e s et e e esa e e e saa e e aaeereranes 25
7.8.1 LOADINGFROZENPLASMABAGINTO AZIPS EEVE . ... iiituieietieiete e eeeteeeetaee ettt esaaa e eeaa e e saa e te s eersta e esaaa s raasaebaesrrnnsesernaeerrnns 25
7.8.2 LOADING THEPILEEVIENTO THETHAMBER. ... .ceuuttiettn ettt eeetss st eestaeeeeaa et st esaa e s eaa s saansretaeesatararansestaeeesrnseserneerenns 25
< T TS 7Y = 3 1 [N 27
T.8.4  INTENTIONATHAWINGSTOPR. ..euuiittiitutitett ettt s eaaee st et ee b e s st es st et aase st aa e st e s aasesa e saa st ssaa e sa s s b s e tn s sb s st ssbnssansssnesnssranns 28
7.8.5 RUNNINGTHAWINGISING THE SECOND CHAMBBER. . ... cuuuiittiittieitteteiteeanesstetaaetattesaeseseraa sttt esasstaeesaessasesnesstersneesnseres 28
7.9 [N O] = 12 TV T O ] 1 =TT 29
% O T 11 =@ T 1 XYL e @77 ol I =S 29
T ) (O ] I VLT 17 N 30
8.1 X P ORTING AT ASTRUCTURE. ....cettiiiti ettt et e s et e e e et ee e et et et s eea s e e eaaesssaa e s e baeeeabasesaan e s aba s eebs s essaanesannsesssssesennsereren 31
LS TR = O VAV = AN [T I L 1 N N 32
9.1 S XN ] 23 17, (] ] =T 32
9.2 LS LR L] = = 1Y, [ o =T 32
10. USERS MESSBE . ... .cootiiiiiiii ettt eee et e e et e e ettt e s amee s e e e et e e e e et se s e et s emesee e e st e e s e aa e ee s e taa e s amasseesaaanseseebaseeseransns 33
11. (O I Y 11117 38
11.1 EXTERNAOGLEANING AND DISINFECTING. ttuutttuttuttttetteeteesnesssessessuestsstasesestntesnessterseessieresssiermeetieere . 38
I 0 1] =TI\ @ I = N1 L PR 38
11.3  EIVIPTING THBRAINAGHRAY. ... euuitttiitiiitit ettt e ee ettt e et e st e e ae s et e s s s et et aa e st e s e s e ta e e b s s s s s b s et s aa s st s san e st e sbssaesbaeesneenns 38
12. RTA N Y Y L N 72T 38
13. CUSTOMER SERVICE. ... .ot ittt et e e em e et e st e e et e e et e s e e s smeseaa s e et st e b s s s b s e san e s amesan e s s basetn e eennssanes 38
14. ] 24 O = [N I [0 ] TR 39
15. PROTECTIOAGAINST HARMFUL INTERFERENGCE. ... .ottt e e e s s e st s em e raae e saaa s 40
L Tt R |V [ 1Y = = /TR 40
T = I (o = 1T = = 17 44
TR T U 1 1Y Y 46
BT A w9 7 A" @ I =5 = T =R 47
Fremon Scientific, IncG726 La Jolla Blvd., Suite 304, La Jolla, CA 92037USA Page4 of 49

A ® (¢

CLEARED



FreMon

SCIENTIFIC Z | PThaWE 202 User Ma n

2. TABLE OF FIGURES

FIGURE. ZIPTHAWM 202FERONT VIEM . ... uveeeeetiettereessesssteeesssesassesssasssseesssosssssssssassssssssssssssssssssssessssssssesssssrsseesssn) 9
FIGURE.: ZIPTHAWM202ZREAR VIEW. ......ctiueetietieeeeetessseeaseesessessesassessessesssassssessassessssassassessassssesssssssressesssssress 9.
FIGURB.: ZIPEEVE VIEW. ... eeeeei ettt ettt ettt e ettt e e et e e e e et e e e e s et e e e e s est e eeeeseasbaeeessansbeeessasbaeaeessanees 10
FIGURE.: ZIPTHAWM 202LABEL ... uviiiitieeietie e sttt e ettt e e sateeeettesssateeesatesssasbeesbeeesabeessebeeesabaeesssteeessbesessreeessbenssarens 11
FIGURE.: COMPLIANGHEITHA7CF.RPARTLE .......uoi ittt e e e e e e s et s e e e e e et e e e e s eetaan e eeeerne 12
FIGURE. DOOROPENERROROPRUPSCREEN. ... ..ottt et e e e e e e e et s e e e e e s e e e e eeenes 14
FIGURE. ZIPHAWM202POWERUP SCREEN......ccitteteiitieeittireseteesistesssstessasessssssesssesesssssessssssssssssssssssssssssessssessns 15
FIGURB. SYSTEHRROROPUPSCREEN.......cciiiitii ittt ettt et e e et e e e s esabaeeeaees 15
FIGURHE.: CHAMBEERRORORUPSCREENL. .......cuttiiiiiiiiitieeee ettt e e e e ettt e e e e s eesb s e e e eebaaaeeaes 15
FIGUREO.: HOMESCREEWITHCHAMBERRROR........cotttiiiieiieei ettt et e et e e s e ee b e e eeees 16
FIGUREL. HOMESCREEN.......cooitiiiiii e e et e e e e e e et s e e e e e ata s e e e se bt e eeeeesaban s eeseestanaeesenrnes 17
[ (10 1= @]V =S o ] = = N 17
FIGURES. LOGIN TO THEETTINGSCTREEN. .. .ttt titttueeiiieeettaeeetteeeetneeetaaesstaaeseanesannaeetanaasannsasannnseennseeesnnaesrnneereen 18
[ [ 1 = S 1N T 00 = = =] N N 18
FIGURES. ADDINGNEWUSERSCREEN ... .cutuiiitttiitteeettteesteesstaaeessteesstnesasneesstaeaeesteeestaeretaaestnteseraeerstaeeessnaees 21
FIGUREG. ADDINGNEWUSERSCREEN ... .cetuiiiitteiitteeettteetteesstaaeeetteeestnetssneeesteaeerteesstaeesetaaastnessraeerstaeeessnines 22
FIGURE7. SELECCHAMBER FROMOMESCREEN ... ..ccuuiiiitiieeitteeetteessteeeetneeesteesstaeseteesstnesetaaesstaesesneesssneaeernns 22
FIGUREYS.: MANUALLDATABNTRYSCREEN. ....etuiittueeitieeeetteetteetsteesstneestaeesssaeeestnaesstaeeetaeeesnnsessnaeesstaeesenneesees 23
FIGUREOQO. MANDATORMEILDIATAENTRYERROR ....uuiiitieeiii i eeiii e ettt ee et e e s tae e e et eeeatn s e eaneeesanaeesnnseeetnaersnnaaenneanes 24
FIGURB1. HOMESCREEN AFTERTAENTRYCHAMBER). ... uuuuuiuieesie s et eeeeeeeeeteeeeeesessesessstnsnsanaaaasaeeeaaaaaaaaaeseeeeesennnns 24
FIGURB2.: ZIPSEEVE ORIENTATION . ..eiiiiittttiiesitteesesssssseessessesssessssassssssssssssaesessesstessessssssesesssssstesssssssessesssssens 25
FIGUREL. DEVICEDPENDOOR.....cuuetttueeettteerttutertieetsteeresteesataetetaeeeetaetesteesstaaeeetaeessneetetaeerstaeeseseessraeesrnnns 26
FIGURE3.: REPLACEIPS.EEVE! DUE TONUMBER OESESSCREEN .....ceiititeeeeesieeeeeeeesseeseeeeesseaeeseesaeeeesesssesneeeesseneees 26
FIGURE4. CGHAMBERA LOADEDREADY TETARTTHAWINGSCREEN. .....uuiiitiieiiieeeeieeeraeeeeteeeesteeeseaeeeeteeeetneeesnneeeeens 27
FIGURES. CHAMBERA THAWINGSTREEN.......uuiiittieeitieetetaeeett e eeettees et eeesta e e s eteesstaaeeetaeesatnsesstaaeesraseessneseraneererans 27
FIGUREG. THAWINGCY CLENTENTIONABIOP PROMPT .....u ittt e et e et e et e e e e e e et e e s e e e e et e e eranaeeenneaeen 28
FIGURE7. THAWINGCYCLEHAMBER RUNNINGE CHAMBERBREADYSCREEN.....cuuiiiiiieiiiieeeeiieeeiieeeeet e e ee e e eateeennnnas 28
FIGUREO. TIMBOUT SCREEN ... . ciituiiiiiteeitteee e etetees et ee s et e e e ata e eeanae et aeeatnasannseetaaaestnsaeesnnaessnaeentnseeennsersnnn 30
FIGURBO. EXPORTDATASCREEN ... .ccuuiiiitteeeet ettt eeeett e e eee e et et e e e s st e e e st e e et e eeetaeeeaaees s eeasseereanesetaeeesanaerennrenes 30
FIGURBL.: DOWNLOADINGATASTREEN .. ..uueiitteeetteeeet e eeet e e etaaeseteeeset e e eaeesataeeetaeeesasesstaaeesraseeenneeeranaerernns 31
FIGURE-33: DEVICESHUTDOWNPROMPTHRSTSCREEN. ... .ceuuiiitieeitteeeeteee et eeeet e e e eaeeeeataeeeaa e eeaaeessteeeeaneeerneenenns 32
FIGURB2.: DEVICE POWER DOWROMPTISCREEN. ... ..cvuueiitieeetteeeeteeeeteeeetaeeeat e s et eeetaeeetnesesanaeestaeersnaeesnnaeeees 32

Fremon Scientific, INnc6726 La Jolla Blvd., Suite 304, La Jolla, CA 92037USA

FoA

CLEARED

Page5 of 49

@ (€



FreMon ZI PThawE 202 User Man

3. INTRODUCTION

This document contains thiestructionsfor Use (IFUand technical descriptionf the ZIPThaw 202 systembased on
system requirements that have been derived from several sources, incladstgmer voicemarketing requirements
and previous system generations.

These instructions are intended for use by medical professionals in hospitals.

3.1 INDICATIONS FOR USE

¢KS Ca{ %ALXKIFIgu HwHnH A& | GKFrgAy3ad RSOAOS AYyiSYyRSR Tz
1 thawing of Fresh Frozen Plasma (FFP)
1 thawing of Plasma Frozen within 24 Hours after Phlebotomy (PF24)

&WARNING

The device cannot be used to wapreviously thawed Cryoprecipitate AHF, Platelets and Granulocytes.
This device is not intended for the thawing of, but not limited to, Red Blood Cells, Hematopietic Progenitor Cells c
Umbilical Cord Blood.

3.2 IMPORTANT

These instructions use théollowing pictograms, symbols and words to highlight warnings and special advice:

A warning alerts the user to the possibility aflangerto personsassociated

AN WARNING | \ith misuse of the device

& A caution alerts the user to the possibilityaproblem with the device whic
CAUTION | ¢qyid poseadanger to property, the device or basic device functions

These instructions are intendedrfase by nedicalprofessionals

You must follow the instructions and safety information contained in this neatual at all times when using the device.
This will prevent risks to patients and users as well as prevent damage to equipment.

FreMon Scientificcan accept no liability for damage causesresult ofailure to follow these instructions.

A WARNING
Thee instructions for use must be retained throughout the life of the product and handed to any subsequent user.

&WARNING

Medical Electrical devices are subject to safety measures regarding electromagnetic compatibility (EMC). The device m
be installedand operated in accordance with the EMC advice contained in these instructions.
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3.3 TERMS & ABREVIATIONS
Temp Temperature DC Direct current
CRT Control Rate Thawing w Waltt
GUI Graphical User Interface V Volt
EIS Electronic Information Systems  Amp Ampere
Min. Minute(s) HMI Human Machine Interface
FEC Front End Controller Chamber The well where the plasanbag is
being processed
AC Alternating Current SOM System on a Module computer
CMC Chamber Module Controller TCM Thawing Chamber Module
SMP System Management Processor BIT Builtin-Test a diagnostics prograr
that checks systerfunctions.
Fremon Scientific, IncG726 La Jolla Blvd., Suite 304, La Jolla, CA 92037USA Page7 of 49
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4. DEVICBESCRIPTION

The ZipThaW™ 202 platform has a modular architecture that allows configuration flexibility.

4.1 ZIPTHAVIM SYSTEM MODULES

The ZipThaW is built with universabasic modules:

4.2 THAWING CHAMBER MODULE (TCM)
This is a universal module that utilizeslosed warming chambeagitation mechanism and temperature monitoring.
mechanically and wirelessly connects to ZipSI&&ve

The TCM contains two heating cushions, each filled 800m| water-based gel, that are sealed. Each cushion is affixed
to heating element and beingoatrolled by a temp sensor and Chamber Module Control@&v@. In addition, each
heating element has its own heating sensor for overheating protection.

Overall overheating protection is accomplished by utilizing an independent temperature sensshttgatown power in
case of cushion overheating.
4.3 SYSTEM MANAGEMENT PROCESTH

System Management Processor uiMP that can control up to 4 CMCs. TBEIPis a highlevel CPUs that controls and
monitors system function, drivestauch-screen GUI module, and external memory media.

4.4 CHAMBER MODULE CONTROLLER (CMC)

Chamber Module Controller: a universal chamber control module. It controls one Chamber unit (i.e. sensors, agitatio
limit switches and heating) and communicates with 8P for data/status synchronization.

45 ZIPSLEEVE

A basic overwrap sleeve that has embedded wireless temperature sensor that measures the Bagsdstance
temperature and will signal theCMCi 2 a2l KSFdAy3a 2y0S (GKS aSyaz2N 4GS
¢ S Y LIS NDbf B3P ES °F)

4.6 POWER SUPPLY

Universal, medical grade AC/DC power supply that fits international power system and supplies the necessary power
drive up 2 pocketsnodules.
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47 ZIPTHAW 202 FRONT VIEW
Han@le
Indicator LEDs
Indicator LEDs 2
) / Right chamber
Left chamber handle — \
T llluminated on/off button
T Screen
Left chamber _——
" Barcode reader
T Logo
FIGURE. ZIPHAWM202FRONT VIEW
4.8 ZIPTHAW 202'REAR VIEW
Indicator LEDs Indicator LEDs
Door handle v
USB and LAN ports
Power inlet and Main ZIPThaw™ 202 Label
power button
Drainage tray doors
FIGURE.: ZIPHAWM202REAR/IEW
Fremon Scientific, IncG726 La Jolla Blvd., Suite 304, La Jolla, CA 92037USA Page9 of 49

DA

CLEARED

@ (€



FreMon ZI PThawE 202 User Man

4.9 ZPSEEVE':

/ Orientation key hard-top
= “ label this
n
Zipsleeve™ / side” marking

white side LABEL
This Side

Frozen Plasma
bag -label facing
this side

ZipSleeye™
transparent
side

FIGURB.: 2PS.EEVE'VIEW

4.10 HOW DOES IT WORK?

The plasma frozen bag is placed inside a ZipSl¥eaesmart overwrap bag and inserted into the Thawing Chamber
Module (TCM).

During the thawing process, the plasma bag is thawed bykhe Y 6 Beldtidgicushions
The heating cushions temperature are controlled by sgstemto maintain a heating temperature of 3C(98.6°PF.

The plasmdrozen bag temperature is monitored by the ZipSlé&\temperature sensorand will signal the system to stop
heating once the sensor temperature reading reache S & ¢ I NH S { of 838C(9118 °*Rvhile i ip Thavi™
system controls the agitatiomechanism to ensure homegeous mixingand heat distribution

4.11 DEFAULT TEMPERATURE SETTING

Thefinald ¢  NBS G ¢ Sor thasvad piasimbisBixed at 33 °C (91.4 °F) as a factory setiihg ZipSleev¥ sensor
monitorsthe temperature of the frozen plasma bag and will signal the system to stop heating once the sensor reaches
33°C(91.4°P.

Note:
The user cannot modifled ¢  NAS G ¢ SYLISNI (G dz2NB ¢
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4.12 LABELIN@GND SYMBOLS
4.12.1 REAR PANEL
@ S
ZipThaw Model: 202 -
Fremon Scientific Dﬂ c€ 2
Ml A B —
fremonscientific.com Rating: 100-240 VAC,
50-60 Hz, 9A
- /)
FIGURE.. ZIPERAWM202LABEL
4.12.2 SYMBOLS USED IN THIS USER MANUAL:
No. Symbol Description
1 C € CE MARK
2 ATTENTION, CONSULT ACCOMPANYING
DOCUMENTS.
3 WASTE OF ELECTRICAL AND ELECTRONIC
EQUIPMENT (WEEE) COMPLIANCE SYMBOL
4
u MANUFACTURER
> AUTHORIZEREPRESENTATIVE IN THE EUROPEAN
EC | REP
UNION
6 FUSE
10A, 250V~
7
LOT Pl LOT NUMBER
8
CAT CATALOG NUMBER
9 FEDERAL LAW RESTRICTS THIS DEVICE TO
BC SALE BY OR ON THE ORDER OF A LICENSED
PROFESSIONAL
Fremon Scientific, IncG726 La Jolla Blvd., Suite 304, La Jolla, CA 92037USA Pagellof49
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No. Symbol Description
10 !
$ HIGH TEMPERATURE WARNING

4.13 COMPLIANCE WIRECC47 C.F.RPART 18

This device complies with part 18 of the FCC

rules. Operation is subject to the following

two conditions:

1. This device may not cause harmful
interference.

2. This device must accept any interference
received, including interference that may
cause undesired operation.

FIGURB.: COMPLIANGEITH47C.F.RPART 18

5. CONTRAINDICATIONS

Other than those substances described in theendedPurpose(see Section 3.1)he ZipThawMis not intended to thaw,
heat or keep warm anplood product or other substance, including but not limited to red blood cells, hematopoietic
progenitor cells, umbilical cord bloogreviously thawedCryoprecipitate AHF, PlatelesndGranulocytes

There are no known contraindications for thawing ealing blood products.

6. SAFETY ADVICE

A WARNING

Read the instructions contained in this user manual and any other user documentation before using the device.
This device is classlectricalequipment.

Only use the device according to thestructions in this user manual

Do not exceed heating temperature and time limit when heating blood and blood products.

If the device has a fault, do not use it and contact FreMon Scientific.

Electrical installations must comply with the applicable regtibns and standards.

Only use the powerord supplied by FreMon Scientifim connect to themain power source

To ensurecompleteisolation of the device from the powemain source the O 2 NRasi plug must be removed from
the power mains socket.
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Do na attempt to repair the device by yourself. Repairs and modifications may only be carried odfrayon Scientific
or authorized personnel.

The influence of strong magnetic fields can cause malfunctions in the ZIPThdfielectromagnetic interference
occurs, increase the distance between the ZIPTR4and the device causing the interference. The ZIPTH&works
within the limit values setn the EN 606041-2 standard, and can be influenced outside these limit values.

Portable and mobile HF communication equipment can affect the device.
Do not use the devicaear.
Flammable materials

Flammable mixtures of anesthetic substances with air, ogggor nitrous oxidewhose flashpoint is below 50C(122

0':).
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7. OPERATION

7.1 DEVICE PLACEMENT AND POWER CONNECTION.

=

Ensure there isnoughspace for the pThaw™ 202to be placed on the bench.

2. [ SF@S 0 f Betwaei thersaOsie af th&pThaw 202 and a wall to allow easy access to power ON/OFF
main switch located as part of the IEC socket.

[ SI @S Ot SIENIFG tSIrad nnlOY omMpdTé0 FNBY SIHOK aiARS (2
Connetthe power cable to th&ZipThawM 202 IEC socket, located at the barid plugthe cordinto a power outlet.

5. Alwaysuse the power cord supplied by FreMon Scientific to connect to the main power source.

o

7.2 DOORS STATUS

During thesystemoperations if any Chamber door is opened or unproperly locked, the following error message will be
displayed:

Chamber A is open

Door A is Open, Please Close
Chamber Door

FIGURB. DOOFOPENERRORPORUPSCREEN

Close Chamber Doandt NS3aa ahYé gAff Of SFNJGKS YSaal3as
7.3 POWER UP

Flip thepower switch at the back of the device tON' positionto provide powerto the system

(seeFigure 2.
The systengoesthrough selfdiagnostic and setup cyclegpre-heating)that may take up t@ minutes.

Running BIT...

3
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SCIENTIFIC

FIGURE. ZIPRAWM202POWERJP SCREEN

7.3.1 POWER UP FAILURE

If the selfdiagnostic and setup cyclefail, an error beep wilkoundfor 1 semnd, and the touch screen will displaya

system error message.
Switch off the device and contact FM8rvice

Error

System Error!
FIS Technical Support
Required

FIGURB. SYSTEERRORPORUPSCREEN

7.3.2 BIT FAILURE

During the seldiagnostic tests, the systemiill determinewhether bothChambers are functioning ane or both of the
Chamberdas a fault and must be disablethe system will disable thHaulty Chambefs)but will allow the device to
fully functionif one Chambeiis functioning

The following error message walppear

Chamber B Error,
Use Chamber &

FIGURE.: CHAMBEERRORPOPRUPSCREEN

PressingdOKe will make theerror messagelisappearand the followingscreen will be displayed where the faulty
Chambemvill be disabled and i have agrayedout graphic appearance
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@ FreMon Site Name My & 1230 02/04/2018
C) CHAMBER A

Error - Inactive

Select Chamber

FIGUREO.. HOMESCREEWITHCHAMBEERRROR

7.3.3 SYSTEM RESET RECOVERY

AAAAA

Ly OFLasS (KId GKS aeaidSY RS fupamsuécassiuBE, the fomelatréel wiSappedn o w ¢
the system will recover in tpre-thawingstate see 7.3.2

Note:
It is the useR descresion to start a new thawing cyalejngthese bags or dissrding them.

To continue a new thawing cycle proceed to 7.3.2.

7.3.4 SUCCESSFUL POWER UP

Upon successful praeating cyclethe home screen wiippear, ¢ KS 4 ONB Sy SéectiChamhdNP YA JG &K g

below.
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@ FreMon Site Name (fy %  12:30 02/04/2018
( ) CHAMBER A () CHAMBER B

Select Chamber

FIGURE1. HOMESCREEN

7.4 MAIN SCREEN DESCRIPTION

Export Data 9

o Logo + site name e Settings
‘ ‘ —— Date & Time o
@ FreMon Site Name 1 12:30 02/04/2018
e__ (M) CHAMBER A G) CHAMBER B
WORK AREA A WORK AREA B @

BT | oo ©

0 Instructions Place Plasma Bag in Chamber A and Close The Door CANCEL

FIGURE2. HOMESCREEN

Work Area A+B the user main area

FreMon logo+ site name . :
interaction

Settings Main Action Buttons

Data Export Instructions for activ&chamber.

Date & Time

Od®6
@00 06

Number of ZipSleev¥ uses indicator.
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7.5 SETINGS

t NB & & A Sétingsé Ftfon will open thesettings screen This screen is for the device administrator and technical
support use only.

Entering the settings screerquiresan adminstrator password.
The administratowill have a default password$253 factory default) that anbe changed in the setting screen.

@ FreMon site Name 12:30 02/04/2018

18§21 1131 |41 £S5 FPTZ | 181l RO [0

Enter your password o w el [r! iz Iyl lul i) (o Ip
Al BSH DA B FGH RHI B8 RIS BE
4 Z X CVBNMO®@G

SPACE <+

HOME

FIGURE3. LOGIN TO THEETTINGSCREEN

Note:
If the administrator password igorgotten, the password may only resetby a certified technician

Upon entering thecorrectadmiristrator password: y R LINGK§, thé feflawving setting screen will appear:

@ FreMon Site Name 12:30 02/04/2018
Units  (®)°C F

il 23 B34 44 BS54 £6! 874 E8il RON FO
Site
Users Q W E| [RY kT BY: 01 BIN [0l P
Dates v Al BSH ED}| REN FGH NEL (BIR) RKS HE
Sound

4 Z X CVBNMO®@G

Admin new password

SPACE <+
Reenter admin password

HOME DEFAULT SETTINGS SAVE

FIGURHE4. SETTINGSCREEN
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7.5.1 KEYS DESCRIPTIONS

Pressing this key will revdoack tothe home screen without saving

Pressing this key will revdoack tofactory settings

Pressing this key wilbge settings and go tihve home screen
—1 OENTERKey.

7.5.2 SELECTING LANGUAGE

Upontouching thedisplayedflag button a drop downmenu opens with images daddditionalflags alloving the user to
choo< the languageaepresented by the flag

@ FreMon site Name

Units @ 5C ok %
Site )

Users

Dates -

Upontouchingthe chosen flag the dredown menu will close, the language will changend the chosenlég willbe
displayed.
Note: Default Language Bnglishrepresented by thdmerican flag icon.

7.5.3 SELECTING TEMPERATURE UNIT

The administrator can select which temperature unit will be displayed (i@elsius oFahrenhei} by thouching the
corresponding raditutton.

@ FreMon Site Name

Units @°C 2

Site
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7.5.4 ENTERING SITE NAME

2 SYGSNI GKS axée3OQRNBFY YSG i@dDKABESE {AGS¢E t20rdA2y (2
aAGSQa The/typedSmame will appearat the header upper left, next to the FreMon Scientific logo.

©

Note: Thisfield is limited to 25 characters.

7.5.5 SETTING THE DATE & TIME

To set he date, touch the Datdield. A dropdown menu will open. Select the desired date format, @&/MM/YYor
MM/DD/YY), andthen, use the displayed keyboard to type the current date.

Dates -

To set the time, touch th&imefield. The time format is 24:00.
Use the keyboard to enter the current time.

Dates

Sound | DD/MM/YY (D
Admin r{ MM/DD/YY

Reenter admin password

Note:If the typed information is incorredhe field will be marked red
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