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with biofeedback from the patient through esophageal or rectal temperature probes, the W‘D\(
Blanketrol@ 1l monitors patient temperature every 2.seconds and adjusts temperature jn--———~
minutes to maihtain the patient’s target temperature.. The Gradient features offeredAnthe’ -
glanketrol® |lI'can control how much temperature change is in the water which ca help” §
with-overshoot, The SMART mode works as'a "back-up” to provide the needed te perdture

gradient as correlated to the patient temperature,

800.989.7373 | 513.772.9119 | www.cszmedical.com




BLANKETROL® 11l FEATURES
+ Three Blarket connections

+ High Flow rate for rapid temperature changde in water

+ Gradient technalogy to hel"pprevent overshoot

+ SMART ihodé “backup” featdre for safety

+ May be used in a varjety of departments in the hospital/medical facility

BLANKETROL®||l DATA EXPORT SOFTWARE

The Blanketrol® [l Data Export Software is.a so

allows the carégiver fo transfer the water temperature, patient

temperature and goal temperature data during the entire length of the
patient’s treatment. The data can be exported to a computer as a .csv

file and will be able to be opened in EXCEL or a similar program.

.k

ftware program that

Model 233

Dimensions % " A

Wetlght . Empty: ‘f\}’ﬁﬁ;&\_(ﬁ"ﬂkg) Fu[};"j@ llﬁDs. @ng--

Water Temperature Range 4°C - 42-CQOLF~1078 1/ o

Pﬂtiéﬂt Terperature TIPS L1301 17 Fos ORI
Set Point Range 30°C - 40°C (86°F - 104°F)

Reservoir capacity

2 gallons (7.5 liters)

Flow Rate

42 gphy (115v}; 36 gph (230v)

Heater
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BLANKETROL®2 111

PRODUCT SPECIFICATIONS Cincinnati Sub-Zero

BLANKETROL® Il MODEL 233 FEATURES

PRYSICAL _ B 9:0

Dimensions: 177W x 177D ¥ 37.5"H Maxnmum ngh Control Settmg

(43.2cm % 43.2cm'X 95.25¢cm H) 42°C (107.6" F}
Weight: Empty:  131lbs: (59:5kg) G I SEreEy 3.8.1

Full: 1471bs. (67kg) 44" C +2°C (111 2°F £ 3.6°F)
Cabinet Construction: . HIEIER tSECOTTHARY: BASKNBISATE 3 8.2
Powder coated steel with plastic top. Divided 46°C i 2 C (114, 8 E +3.6°F)
reservoir, Bottorm air discharge. Built-in handle. ‘ 7
Bumper guard Storage compartment Four 4" Minimum Law Control Setting:
conductive, 360 swivel:type casters. 4°C(39.2°F)

~COOLING/HEATING SYSTEM 3.8.3

2°Cx2°C {35 6°F £ 3.6°F)

3.13 |
| . s Resarer 3.8.4
314: NOTE _Maximuri expected heatmg capability 2'C22°C (35 6°F+3.6°F)
approx1mately 3°C (5.4°F) per minute. Maximum
expected cooling capablhty approximately 5.57C Defective or Dislodged Probe Afarm:
{9,9°F) per inute. Audible and Visual
CIRCULATING SYSTEM | Primaty & Secondary High and Secondary
. Low Litnit Failure Alarm:
Reservoir: divided compartment Audible and Visual
Reservoir capacity: 2 gallons (7 1A liters) Low Watér Alarm:
. Audible and Visual

Fiow Rate; 100v, 115v - 42 GPH (159 LPH) . _ _

230y - 36 GPH (136 LPH) Water Flow Indicator:

— Vistial
Pressure: 8PSl £ 2 PSI . i’z"?{@]
@@ ~] Low: F[d\i‘? Ai\amd .............. ArnsebarEeeEEaE vesure )

Connection: -quick- disconnectA Qt?b' gs Aud1ble and Visual .

Error proof \ " W U

ater Temperature Senfﬁ"(Fault Alarm:
*All circulating compongfits atie Audible and V1sual
' ELECTRICAL Y!«‘;J AN LT TR e vrreneenrerrenenen  EEY

Electrical Characteristics: QUGB errresrmseneeressrenss veeresosernans O 1)

115V£10%, 60Hz.,
230V+10%, 50Hz., 5 2Amps

Power Cord: 14/3 SIT (115Y)
Hospital grade plug
Standard Eurcpean Cord (230V)

Leakage Current: Under 300 pa (115Y)
Under 500 pa (230Y)

Circuit Breaker: In Power Switch

12011 Mosteller Road « Cincinnati, OH 45241
(p) 513-772-8810 (f} 513-772-9119
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(BUANKETRO!
‘CONTROL SYSTEM

MODEL 233 FEATURES (CONTA)
CONTROL SYSTEM CRFiNnati Suk

1. W iﬂiﬂ{ﬁ‘fﬂlg{(jq{n_‘ 4, Lighted "OFF-ON" power Display Type: Arpber LED
“switch, Didital LED Read Outs, Alarm Irdications; and ‘
‘Motde Indlcanons Temp Set..ngs:
Water Temp:. 0.1C(0.1F)
3 2 3 4.1 ‘Patient Temp: 0.1C EO 1F)
‘Patient Probe Jacks: One
: 107 6°F) Prabe Type: ‘Series 400
(86 F'—‘104F 33 342
" ENVIROMENTAL CONDITIONS
Display Accuracy: (during storage and transportation)
Water Temp: £5°C (+1°F)
Patient Temip: +.25°C (£.5°F) Ambient Temperature:
' -40C - +50C (- -40F - +12?_F)
Display Range: .
Water Temp 0°C-52'C Humidity: ,
(32°F - 125.6°F) . 5% - 95%:
3.5 ‘ WARRANTY

| 2yr. parts (Labar if fetiiriied to CS7)

CLASSIFICATION

Equipment s -Class .

s
-AHHRL ]

T

g

ATAR SONLY N a\z"m .................... berereevenraspassesians vt
A ULs0601-1,

Chliga- ngs-oz,
ESTCI0. ., 601.1 AND s
: ‘;-IZNO6 1Al c€0344

EMC COMPATIBILITY ACCORDING TO IEC 60601-1-2
(TABLES AVAILABLE UPON REQUEST)

0

12011 Mosteller Road « Cincinnati, OH 45241
(p) 513-772-8840 {f) 513-772-9119




Operation Manual
Model 233 Hyper-Hypothermia System
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OPERATION MANUAL

6

BLANKETROL i1, Model 233

BLANKETROL II

Symbol
Definitions

A

Read Operation
instructions ‘and Manual
Before Operating

)

Temperature‘Set

CD 106

Gradient 10 C

Gradient
Variahle

A

\/ @

@) 1sc

INCREMENT DECREMENT s | —
(Increase _ (Decrease Adtomatic Manual Sinart
Tempetature) Temperature) Control Control Mode
. )
il \&/ i T 2
Monitor Co Water: Patient Silgnce
Only Test Indicators Température Temperafure Alarm
_ opleh <
B e A~
- i AR .
W@ter Flow - Low Wafer
indicator. Oitlet Levef

Risk of: Explosmn
Do ot use in the
Presence of Flammable
Aneslhetics

Disconns
Before

5 Elsctric g@%gﬁ “““““““““

Power Failure

.................... ....u....‘ViEﬂ‘i&

At
ESD
Susceplibility

Separa!e BISPOSBI for

Electrical | Electronic

Type BF
Equipment

CID

Power Cord
Holder

O/l

OFF / ON Switch

Equipment
OFF/ON
Equipotential
OFF / ON Switch Symbol

Page 4 of 41

s

AGC Vollage

v 10

,pSBJﬁ{art Insert Port

i fl;lgs‘;\.Dlreclmn



OPERATION MANUAL BLANKETROL Ill, Model 243

SEGTION 1. INTRODUCTION

1-0.

GENERAL SAFETY PRECAUTIONS

To pravide the palient maximum safely dudng the use of the BLANKETROL il Hyper-Hypolhermla System, a thorough
*niowledge and understanding of he system, and ils correct applicalion and operaling use are regquired. Each person whols
respongible for use or directon of use of the system, such as physicians, nurses, technleians and operators. musl read and
understand (his operaling manual and all precaulions and warnings priorto usa. [t1s recaminended 1his manual be read al [eas!
semj-annualy as a refreskier for safe operation and application. For praper knowledge and understanding, in-seivice Is
available wpon request, '

3.4
3.4.1

1-2.

GENERAL DESCRIPTION OF THE BLANKETROL il SYSTEM

INDICATIONS FOR USE

Thg’BLANKET_R_O_L,HI_Hypgr-HypoLhennia Terpérature fanagement System is used lo lower or lo raise a palient's
temperalure and/for malhtaln a desired pallent temperalure through conduclive heal fransfer, The system |5 composed of a
healer, a comptassor, 4 ¢ircufaling purnp and blanketsipads,

‘BLANKETROL 1ll Model 233 .
This unlt requires o feld adjusiménls or calibrations in order to miainlaifi the precise board maasurement of temperalure and
tamperature limits. )

Distiited water I healed or cogled and pumped from thé unil to a blapkel, The blankel* rests urider andfor on tap of the patient

and 15 designed so {hal the water circulales througit the blanket and retums fo the unil.

1f iatef thal s al  Tower \emperature than tise palienl's lemperatiie Is circulaled thvaugh the blankel, the deslred effectis lo
reduce the patlerit's temperature. If waler thal is at a higher temperalure than the palient's temperalure Is ciréulated through the
Blanket, the dasired effect is lo elavale fhe palitinfs lemperalure. o

G e Tl VAL T BIANKETROE )
Ui oere1es:bAs g (Hermilnts JemReraldre (ATIamalie

MOPE 3.4.3
(S BEANKETR O SYSIE Amalsy b (ol AU o BT A MON TORONEY MODET)

The BLANKETROL Uil Is intended for tise in amblent lemperalures of 15°C—30°C (B%°F - B6°F). The maximium conlagt surface
temperatute 8 41°C (105:8°F),

Page 8 of 41



OPERATION MANUAL BLANKETROL 1, Model 233

1-2.1. External Features - Front View

The &ixlemal fealures In Figure (1-1) of 1he: BLANKETROL 1l uinit ave deseribed as follgws:

A The ¢ontrol paniel Is compoged of pressire sensilive louch switches, pine LED indicalors, & liquid cryslaldisplay, and
tiva LED displays. An expariled descriplion of e membrane conlrad panet [s-presented In Sectien {1-2.4)

The recesséd handie permits the operator to grip he unil when moving il

G, The power svitch s a bevel rocker switch labeled *J* (an) at the top and."0" {aff) at lhe botlem. The swilch llluminates
green when the unit is on. A circuit breaker is bulll inlo the swilch to p’ro[écl agalnst overload conditions.

D.  The storage drawer tils oul from the top lo provide steraga space for ilems such as probes, connecting cables,
connicling hoses, the drain hiese, and the Operalion Manual,

3‘15: SRV i i

LN SETRAIGEITOIIING]
Tlear O blotk AR AT CIRad. e NEGPESI =

“The prolective bumnper guard surrounds the Tower &dgéof the Uit and prolects thé unil as well'as the wialls.

G. Four swivel casters are specially deslgned to permit the unit fo move easlly and to prévent Ik frofm lipping. The unit Is
aquipped wilh tvio locking casters lo prevent unlatended movemend dufing operation.




OPERATION MANUAL BLANKETROL Ill, Model 233

1-2.2. External Features.— Right Side View

The extemal leafures in Figure {1-2:) of {he BLANKETROL 1l unitare described as fallows:

3,10 =

IR NGl sslog e nandssmelimmeted io the path of he circulating waler wiltv a viindow Lo the olilside,

WARLGAI0CG: & ! It S !
As water|s circulated through the system, |t passes over (hie paddle whee| causing It to spin (ke a pliwheel). The

waler flow Indicalor provides a visual dlsplay of tHe generat rale al which the walerls. circulaling. Forexample, il the

Gt I circulating walsr bul the conngcling hose.is pirichied, the circulation of the waler |s restricled. The restriclion in
waler flow decreases the spaed of lhe paddle wheel. A lolal obstruclion of the water palh vill cause the paddie wheel
lo stop.completely.

The water flow indicatas only spins when a blanket of by-pass hose is connecled to the unit. will ot spin while the.

waler is being circulated intemally to pre-condition e water lo e ‘presel" waler temperalure chosen by the

pperalor.
B. The air vepls, on bolh the righil and e side of ha unit, pravide als circuation for the micropracessor,
e} The four _Gappe'd scrows on the right-and tefl side of the unit secura the lop lo the hase,
D. The palient ﬂ4_]n¢h_recep'lad|e-is where Ihe 400.Sesdes probe is connecled to the unil, Oniy ong pallent probs-can be

conpected al a fime.

E.
iRl ;
G. The pbveer cofd wilha huspu,algr‘édé pl'q'g‘sljdtild' oy be piligged Intoa properly geounded hospital grade
réceptacle: Eleclica) Speciicalids are desciibed In Section (81 ‘
H. The I5olation labié Indicales thal the BLANKETROL Ui and the biénket (applied part) aré BF 1aled aS.a system.
Conlact wilh olher paris (Le. \he quick-discorinect eouplings) at-the same fime as conlacting lhe patient will negate
fhe lype of BF raiing. ' ' )

Lt
‘ ARELE O y’ﬁ
| ser i rresene D
| it ,—\/i/&/
! Y i U8
! d
| SO rreerenaseonsens HEVTHL
| gyTo.....
: N b3
| BBrensorerirsuesnsssensussesesnessennsenasane HE T
@
t
]
i
i
}
H
|

- LOCKING CASTERS ‘i
| SWIVEL CASTER O\QJV{)
1‘ /f-""’ "":‘_"-u.

FIGURE 1-2. BLANKETROL Ill - RIGHT SIDE VIEW’
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1.2.4. Description of the BLANKETROL, 11l Membrane Control Panel

The membrane conirol panel-as show in Figure (1-4.A)) for English and (1-4.B) for Symbols Is composed of pressure sensilive touch
swilches and LED displays. The membrane sonlrol panel is divided into Ihe following seclions:

3.9.1
3.9.2

3.9.3

394,395

3.9.6
3.9.7
398
3.9.9
3.9.10

3.9.11

reviEiE abeleds ESTINDICE
ane control Qane_l are.wel

3.9.12,39.13 &

AFiNETe used Lo confim that all he Indicalors on

rKing @ certaln condfiatis.

3914 wu

3945 ™ 31EEA The Ul ashie
‘ the Status Display: Referto Section (3-12-0. Low Walex).
N. The GiF.Bttun aljows thé operalor Lo séléct he measureniént scalé, Celsius or Fahrenhigll, by which the unit

funictians. This feature

A

Is anly available on 115Volt BLANKETROL Ilt Syslems:

e
7 T

G

_ e y
7 ST - ‘. 4 ) - i f‘ A FETESfrad s a ke n_«©‘uwl§%§}
@___conmoL _f- a0\ oy : e ik

o
yﬂ_,__:::: | mu%?ﬂ&j

()wmu

I versverereneiy

- _- gz WO
Qradiont Varlable B o _ K TR 111 Hypar-Hypoiharmia \®

=

AOTHTHERH SOMRNY
A A s

3.9
[EIGUREAE
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ACTHTAURHCORANT

ér_nc‘_l'l_enll varlabla B[_ANKETM}P 111 Hyp_o‘_;':-‘Hyéqrahfalr‘mlu \®

FIGURE 1-4.B. BLANKETROL Il - MEMBRANE CONTROL PANEL (Symbols)

{-3. 'REQUIRED ACQESSOR[ES

Operalion of this BLANKETROL | Il System requirés the usg-of the bldnkel(s) desighed 16 ciréulale waim o coct distilled Water, a

coninacling hose with qulck-disconnect male and feralé couplings and, |f any of the aulomatlc modes are !%'b'q ulfized, a 400
Sarlgs thermistor probe. Use only gppraved GSZ accessories including the Maxl-Therm ", Maxi-Them Lite”, PlastiPad”, Gelll-:
Roli”, and Kool Kil@‘produc‘l families and the Head Wrap. See the Qperation and Technlcal Manual for additional details,

1-4. USB PORT OPERATION

Refer to C5Z manual 57058 for instructions and usage of the BLANKETROL 1ii Diata Exporl Software.

"CALTICN

SR T

‘ N ———— e U 1T . .
' Do riol make any gonneclion 1o _thr}yé’ p‘p}}? i \'ﬁf'ﬂ@wqe is also co?nﬁaﬁgﬁ {o a patient. Do nol louch this conneclor Pé
FS‘U i
)
e

and'the palien # he same fime. Patishl {njtiry may res ik,
[
e

. < _ _
ol T AL Gk I vt AN 4 1
, o U5 1 L WARNING
- The USB conneclion on the BLA! R&T&%lll unit is inlend @ié}d 'alra'nsrer'tﬁm?@mlﬁt-..&'w;?ﬁ‘ﬂ[}!595‘°°““e°u°f‘5 L TIRLY
imay resull in damagb {o the BLANRETROL Wunit. " &
- : - —\Uf@ W.{\JN r
I copest AT B, vrveeresresansnee HETY
SECTION 2. GENERAL PREWATION OF THE BLANKETROL llI
SYSTEM

2.4, INTRODUCTION

This section describes Lhe precedures to prepare the BLANKETROL Ml Syslem for general use. This enlails unpacking the
shipment, aranging all the equipment for the fies! time, and completing a lest rouline. This section also outlines standard safety

, o

precaulions and patient preparation/bedside care when using the hyper-hypolhermia blankei(s). Techpidakeuppan is avallable
upen requesl. g T
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F. For reusable PLASTIF'AD@ blankels, lopsely coil the hese tenglhwise in the center of the Blanket, Fold the Blanket

lenglhwise Into the eénler, 113 fromi the leftslde and 1
inthe. Operation and Technical Manual,

j3-from the right side, Malnteriance of ihe biankel Is described

For Single-Patient Use blankels, ‘dispbse ol i blanket per hospitalins ilution policy/protosol,

3-12. STATUSDISPLAY MESSAGES:

3.9.16

The Slatus Display Iocaled in the-center of the BL_ANKETROLIH unit membrane conlrel panel reports the operating slalus of the unil or
indicales changes he operalor must make, The Slalus Dispiay can show/ different messages to guide the operalar. The fcllowing llst

defines each message and describes (e changes, If any, the operator must make. Note that In the list belovs, the symbel ¢ Is used to

indicale a rumerical digit1hat can change-based on measutemenis or aparator aclions and v 5 used when C or F would be displayed

depending on {he {emperalére scafe in use,

A, Didng noinial aperation In MANUAL COMTROL MODE, the Slalus Dlspiay shows the following messages:

Stalus Display Meisage . Fuhclion
MANUAL This missage Is displayed on the left slde-of this hollom [lriz and Indicates that the
BLANKETROL Il is operating In MANUAL CONTROL MODE:
* (500X refresents Temperature and ~~represents Genligrade ar Fahrenhelt,) This
SETPT xo00Y * fiessage Is displayed on he right side of the bottern line and indicales the desiredicunent Sel

Palnl femperalure for the watet in the BLANKETROL I equipment wilh appropriale

temperalure scale,
This imessage is displayed on
vraler.

the top fine when lhis BLANKETROL (iUl heating the clrculallng

Tl meésiage Is displayed oi
waler,

3 .

{he top line wher: the BLANKETROL 1l 1 cooling the circuldting

WATER @SETPT

temparalure Set Point.

This mgséagé, Is.displayed on

the lo_ﬁ iin_e"y,:hén ln’é water \efperafiire has réachgq the v_gal,éf

B. During normal gperallon fn-the five autamallc mades, AUTOMATIC CONTROL MODE, GRADIENT 10C MODE,

GRADIENT 10C SMART MODE, GRADIENT VA

Display shows fhe foliowing Massages:

MABLE MODE, and GRADIENT VARIABLE SMART MODE; the Slalus

‘Slatus Display Message . . _ _Functien ‘
AUTO This message is displayed on the left sie of the bollom line and indicates that lne
e -Hiis-aparating (n one of the five alilomalic mades, ) '
% JEAld Srajure and Y- represents Centigrade or Fahrenhell.) This
. . moésage 15 displayed-or e \'sida of the bpflom lne In the five autornatlc modes and
SETPT 0t XY festhe deslredicurie] L Roint [enmg a for the palienl with appropnate l_emp,erak%d__
cats, % % 4rokunEabauavesundRTn T aoRaRRN LAY RTL [ ﬁit
e &
HEATING PATIENT TR thessagelts diapiayetfon the I%J'llne' iéh 'aBLANKElaQLng the palient
3 1 < 3 . B
s el p o o e LAKETERL LB 1021y
wa St
COOLING PATIENT [T mesgage Is displayed op op line he BLANKETROL Illis cucling the patient,
Kﬁ%ﬁm x‘ﬁ*@h‘ on Ine BT o e e
: This w Qagéﬁﬁwmﬁe' 4 the top line when the patlent's lemperalure has reached the Set
PATIENT @SETPT Polnt temparatus BT ereoeremeeeeronssesreesnenessaoreeresees L

C. Durng normal operalion In MONITOR ONLY MODE the Stalis Display shows e fallowing messages:

Status Display Message Functlon

MONITOR ONLY CELSIUS MODE.

This message Is displayed whenthe temperalure scale js Sito E@ﬂn@tﬂ)r‘i ONLY
. -

' ¢
; Gy
Y
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MONITOR ONLY FAHRENHEIT

This message js displayed vihen the temperature scale is sel lo Fahienhéilin MONITOR
‘ONLY MODE.

oG eSS AN aTE

L S e (RS E G

IndicallonWarning Message:

Function

3.9.16.1

CHECRSERD

This message oceurs for the following three possible reasons, foltowed by thelr remedial
acllons: ‘

1. During slart up, when the operator lurns {he unit ON:

a.  Proceed by pressing the TEMP SET buttan to enler.ihe Set Polnt
lamperature,

2. During starup, vwhen.the operator altempls 1o begin one of the five Automallc
Control mades with a PalientSet Polnt {emperature selected oiiside the range of
30°C -40°C (86°F - 104°FJ. The unit vill nol pecml the, operator o proceed o the
Automatic Conirol modes-until the Pallent Sel Paint temperature seffing is
comected; |

.,  Proceed by prissing he TEMP.SET butlon and changs the SET POINT
temperatiire 19 bring IL vithin the dllowable range. )

3. Dur!_ng“.oﬁé:alllbn. a ‘foy water’ candilion Gotld cduse CHEGK SETPT lo Indicale:
w, Check IHewalsr level in the faserveli and fill the uhit vidlivwaler, 'gs
ecessary.. '
ote: if the CHECK SETPT display flashes for-five minutes; fhe atarm will sound until the
‘opefalor praceeds lo the nekt step. . This atarm will also nodify the operator if there has been
an Interruptlon In power. : )

* [hoocx" Tepresents Temparalure and “Y" represents Cenligrade or-Fabrenheit) This ™
miasagé aceurs wheh:the TEMP SET™ Bulien Ta pressed. The Slatus Display can nov be
changed by pressing the Upor Down aficw or vedfy the preset temperature-of 37°C(98.6°F)
.on power-up.: - ‘ .

GRADIENT VARIABLE
OFFSET xxY *

*xx" represents Tamperalure and *Y” represenis Cenligrade or Fahrenbail.) Thisls ..
displayed after the firsl press f (e GRAENT YARIABLE buitton; when the uset Iy selling
‘the BLANKETROL 1t In GRADIENT VARIABLE MODE. When thls display is stiown, lhe user
‘can adjust1iE Gradient Variable offset.

HIGH LIMIT
REMOVE FROM SERVICE

T S0 deprwiio e Righ Ayl is Wggered because Tho water T egmie
t-4ilgqiipmagt has ‘_r_é%al Slt drerhigh tempraraliirg 6F 4400 £ °C ™
Spnsssage fsdisplayed, the lroutte ajdryg will sotind, and the
A fa e sitence key cannotsh f s alarm. This eb
e et conE (6 SoU D G i
3 gﬁie Eitch or this power ¢ord I8 dis¢onnecled fram {hs power
ged belore lming ihe ON/OFF swiich, lhe povier fall atajyy)
3 vl BT he wiikistumed back on; this mssﬁge'm’_ i

h will- sotnd. The unil canviot be used agaln until tis,

‘ssa il dlsplays (AWATER™ anid "PATIENT) wili both be blank

b

57 TechnicalSRmice. . varssssorsees .‘...'.............w..ﬁ...%@q%

HIGH LIMIT
REMOVE FROM SERVICE

ﬁ@f@duln Capkiet

This-messayb étcyrswhen the software fails and the water in the BLANKETROL ill
equipmenthaerdactied the high temperature it of 44.0°C £ 2°C (111.2°Fk 3.6°F),
activallig th ‘

independent safety, Whilé s message Is displayed, he lrotible alarin will
-sound, arid Wtie fieater and pinip villdum off, The alarm silenice key ‘cannot silence (hls
ataifini-This message will conliiue to disptay and the lrouble alaim will continue lo sound
until the unit Is lurned off using the ONIOFF swileh or the power cord is discannected from
the puwer sourée, If the unills unplugged helore Wwming the ON/OFE swilch, the power fail
alarm will aclivate and [he powier fall LED will light, It the-unitis Wined back on, this
message wiil reapgear and the trouble alam will sound, The unlt cannol be used agaln
untll I |s serviced. The seven-segment displays {"WATER" and "PATIENT") will both be
blank during-this candilion. Gontact GSZ Technlcal Service.

SNAP DISC
REMOVE FROM SERVICE

This message otcurs when lhe thermoslatic snap dist has opened or fs disconnecled, or
whien the reservolf lémperalume has exceeded 46°C + 2°C(114.8 +3.6°F) caising the
thermoslatic disc lo shut off healing. While this message [s displayed, EE02** will display in
the "PATIENT" temperalure display, the trauble alarm wili seund, and.the healer,
compressor and pump witl tum off, The alarm slience key cannol silence ihis atarm. This

message will continue lo display and the lrouble alam wilt _cénl%n'ﬁe‘ lo soilh

Page 31 of 41
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3.9.16.5

CHECKIPROZE

This message is displayed to aler the operalor when {he probe needs to be checked. For
Inslance:

1. flhe probe is operating oulside of lhe nirmat eperaling range.of 30.0°C = 435°C
(85°F to 110.3°F) during any atilomalic mode; this message will be-displayed.

2, Ifihe probe is not connected to the 1/4 Inch receptacle prior o presslag any of the.
automalic modes bulton. '

3. Iflhe probels distodged from the patienl,

4. 1fthe PATIENT temperature falls below 30°C {(86°F),

5, Ifthe PATIENT lemperature Is grealer than 43.5°C (110.3°F).

6. Iithe probe is defeclive-or open. o

7. Y other than a 400 Series probe was connecled te the 1/4 inch receplacte.

As thls message [s displayed, the trouble alarm sounds and the it shuls down, The cperator

can sllence the slarm by préssing the SILENCE ALARM bittton. After sllancing thé atarm and

checking the probs, the operator must press he TEMP SET butlon to progeed; otherwise

STATUS will continué fo display CHEGK PROBE, The operator has & mindles |0 fix Ihe probe.

It aftei thal lirtie the-candition has nol been tleared, the system will lrauble alam again, even

{hough fhe SILENCE ALARM buition has been previously pressed.
n MONITOR OINLY MODE, CHECK PROBE s displayed If

1, “The temperaite oss Ut of the Yange 10.0°C — 50.0°C (60°F ~ 122.0°F).
“Thié trouble alarm sounds and canitol be silenced. Thé patient display 1§ blank. if the

\empeialie comes back inlo fange, the unit shoutd resume gperalion in MON(TOR ONLY
MODE, - E a '

In MANUAL CONTROL MODE, a probs o0t of range should resultin the PATIENT display
going blank, bul the unit conlinuing operation with no eror message. {f the lemperalure comes

back Info range, the PATIENT diSplé}'{ shiould come back an:

BAD PROBE

Sage ls displayed, lhe rouble alarm soonds
n Shuls d ; ed Usig the SILENCE ALARM tlori, The
operalor then has, 5 minules o fix the probi, If afier thal lime the condition fas rict been fxed,
{hé sysler vili troUble alam again, evén lhoughiihs SILENCE ALARM butlon has been

previously pressed. During fis condition, the seven-segment displays will bolh bs Blank.

the probe circuil this message ocours. As this i
“and (R& uriit shuts down; This dlarm can be gllenc

Whilé éfiefating In MANUAL CONTROL miods, If a had patient probe devélops, thi
fealinglcooling system remains op, but g seven-Segtent PATIENT display hlanks.

‘Whils operaling In'thé MONITOR ONLY ritode, il a bad pallent probe develops, the BAD

| PROBE messaga displays, the sudible alam sounds and the *PATIENT" lemparalure display

plafks, The audible atarm tan be Stenced Ushig the SIEENGE ALARM butldn. The operator’
than has 6 filnutes 16 Ihe probe: Falter that litne the condilion hias not been fixed, the
system.wii frouble alain agaln, evizi though the SILENCE ALARM bullen has been
préviousty prassed. Corinecling 4 warkinig probe In rarige should clear the error méssage and
retumn the Linil (6 normel operation in MONITOR ONLY mode.

Vifilo T vy of i e Buiomalie odes, I e patlert probe Indicales oty 2 ditect stortin -~

LOW WATER

pii Fers.phen the float switch senses thatihe waler In [he reservolr Is below a
; gwlch Is defective, The lrotible alarm sounds, the seven-segmenl

been previol

bab g vraler symbol LED wil flash, and the heater, compressor and
voif. The [@Ddisplay shall display g scrolling message ‘LOWWATER" for's |,
&itofds followed by "REPLENISH RESERVOI 6?5_9@@0“3&{0“0?‘@:3;&hy."RBESS.&ZLQ....Lé'%%}
ﬂ&g%%ﬁd scrall bapigknilhem iniil the incremenl key is pressed, Thewpperatar can ¥
fdné =1§1_;;algnﬁ [ingitht “SILENCE ALARM" buttion, The condilion can'g hersatisfied If  §
4he cperal dddé;f, to ln@reservoir and ({26 {he propeTevel Abd HEincrement ke e a1 1el
k ‘hasbeer Pressed 1o clag) ey sgrolling "LOW WATER Tollowed by "PRESSATO
EOM Ané e LOW WATER cgnditionIs salisfied, the Status Display
6%69 1o show CHPCKSEFPT. The troubléialafid.sbauid alil saund, Inerder to procead, - sy
eesalormust ueg'asih go thiough tha operaling mode bultan sequence. If the Blatm 5™
sile c% (K& apiralor hae 5 minutes to add Vater, W afler that fim Lhe conditlon has not been
clearad the.systeavyiill lrouble alarm agaln esamiimagh lhe SILENCE ALARMbutton has.  ajeynyy
sly pressed. rErhreminisreaey

3.9.16.6

This message is dispiayad when the llow cul ol the unit lo'a blankel Is reduced below 6+ 3
GPH afler an acceplable flow has been previausty detecled, Alorig with Ihis message, a
\roubla glarm will sound, The operator can stlence Ihis alami using the SILENCE ALARM
bution, The operator has & minules lo fix the condilien. If after that Ume the condlilon has not

veen cleared, the system wili trouble alarm again even thotigh the SILENCE ALARM buitton

has been previcusly pressed. The candliion can als0 be salisfied If the flow Increases above &
+3 GPH, e

CHECK FLOW SWITCH

This message wilt be displayed afler the indicators are fesigd [ Theflow switch Is closed upory”
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SEGTION 4. GENERAL MAINTENANGE OF THE BLANKETROL i
System

4-1. INTRODUCTION

Cieaning and Maintenance rouline and prevenlive maintenance shoutd be performed on {he BLANKETROL L.

_Malntenance, repiir andfor service of BLANKETROL Ui by a qualifiad malntgnanceftechnical parsonnel will nat vold e
warranty of the unit.

After malnlenance has besn parformed, the PM Required HOURS UNTIL SERVICE heuf ¢ounter shiould be resel back lo 500 by
a qualificd Medical Equipment Service Tecnnician, Cerlified Blomedical Electronics Terfiniclan; ot Cetified Clinical Engineer,
See Opertional and Technical Menual,

4-2. MAINTENANCE OF THE BLANKETROL [ll EXTERIOR - CLEANING: INSTRUGTIONS

The BLANKETROL |1} nit Is onstaicled of powder coaled steel vith a plaslic lop that should be clraned quarlerly vith waler
arid mifd datergerit solution. For cleanlng and disinfesliog, ajways use canventional hospital-approved toplcal equipment
cleaners and disinfectants thal do not conlaln aleohal. Avoid aleofiof and other slrong, undiluted disinfeclanls, These may cause
stainlng of the device's.ouler skin, Tharoughly wipe down device wilh a damp clolh lo remove any residue from cleanlng
solulions.- o : '

4-3. MAINTENANCE OF THE WATER RESERVOIR

The dual compartment reservalr holds approximately 2 gallons (7.6 liters) of distilled water thatsemalns Io the unit between
pedods of use. Quarterly, the'water fesenvolr should be drained and replenished. The dral hose, included in the packaging of
the unit, is attachisd and the wateris pumped oil of the unit, When the LOW WATER alarm sounds, thé remalning walerls

dralied by gravity. Disliled/stele-distiled waler (or distilled walsr-bacleriostatle agent preparalion} Is then poured Inlo lhe
‘Teservoir.” : ‘
NOTE: DO NOT USE DEJONIZED WATER OR ALCOHOL.

Quarterly,-al a minimyrm, the FLUID CIRCUIT DISINFECTIONDRY $TORAGE PROCEDURE should be.conducled {refer lo
Op_erallon and Technical manual),

4-31. Replenishing the Reg'ervoarf%;;’ o
A

. s - . ¥ %

A Chigck that (ba dralri hose J g?fa ifacted: 0\ ﬂ*!'ﬁa .............. eerrasiensenss grcoserernn w..bﬁ’é}

Lt the water % opening Jid 5% e ely 2 galloné %7.6 lilers) of distilled o the reservoin,

(DO NOT USE ALGOHGL, TA Bh ZED WATERI S enwee e Moo Sty

i ¥OA ) . . B
C Stop pauring when the w tegﬁe C r visi l@l e bottorg of the waler filf opening.
‘ £ AN B L 11 1 DT seesssvarnntesnanasvonnores FIENTHE
vel befgse slaring..

4-4. MAINTENANCE QF THE HYPER—HYPOTHERMIA BLANKETS

This sestion describes (he generat malnlenance for the reusable and disposatle bankels. General malnlanance tasks include
clearing, draining, and storing (he blankets.

4-4.4 Reusable Blankets 4-1

CliEintialf Sub:Zero reisable blankeis are consiuicled from piacempalible:pelyuretharie/iraihane, Stains and debris can be wiped

away with mild soap and valer, For cleaning and disinfecting, always usa convenlional hospital-approved lopical cleaners and
dislhfectants that da nol conitain alcohol, Avold alsahol and olher strong, uadiuted disinlectans. These pay cause staloing of the

device's outer skin. Thoroughty rinse praduct with clear water lo remove any resldué from cleaning’s §oqugi;§'.“a0 NOT use gas

slerilizallon or auloclaving for cleaning and disinfecting the blankels. ’ AN Wife \;

Nl
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PlastiPad’

Reusable Hyper-Hypothermia Blankets

fde

w'ﬂa-vun-uuwunn&QMMM@!““‘“""‘ al

ption” »
“Qf/( . j\‘? -Adult - 24" xibﬂjﬂ(éqcmmq/emﬁ.....o,.,...‘.,....ﬁv'ﬁ’?ﬁf

Y NArrow Adult - 20” x 60” (50.8cm x 152.4cm) .
" | rehuires 7286 MRy tiggeg e

194 ,/ [pddiatric - 2 630" (85.9cm x 76.2¢m) ity g

M éb‘”%mcw S Anfant - 12 x 18" (30.5cim % 45:7Em) Kincludespy )
”g CG*‘«WP’W CPC connectors) (requires #286° tounecting\hoc\\

M_odel193 - Infant - 12" x 18” (30.5cfxA5.7cm)  \%\
o |
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i) ceENTHERM

Temperature Probes & Cables

PROBES & CABLES

Our sterile temperattire probes offer accuracy and convenience, The esophageal/rectal probes are deslgned for
adults, pédiatrics and Infants/newborns In surgery/critical careunits, and long-lefm-temperature appiicaticns on
redical /surgical floors. The skin surface probes attach easity 16 the skin'with an adhesive-backed foarnpad for
use liva wide fange of medical and surgicat applications,

DISPOSABLE PROBES

Model No.  487M
Sterile 400 Series Molex
Skin. Probe

CABLES

T

ey - PO
~Model | A87INS
A Series Moﬁ% ................... T WEY
Coriiector Cable """

Technology to the next degree™




() GENTHBRM

Temperature Probes & Cables

4
SPECIFICATIONS

Ordermg quormauon
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Technology to the next degree™

www.gentherm.com

CLINICAL 24/7 SUPPORT: 1.513.460.2038
TECHNICAL 24/7 SUPPORT: 1.888437.5608
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Corporate Office
12011 Mosteller Road
Cincinnati, Ohic 45241-1528

Tel 513-772-8810
Fax '513-772-9119
www .gentherinesz.com

A GENTHERM COMPANY

Date; December 1, 2019

Certification of Availability of Spaie Paits

Far whom. it inay concern:
The purpose ofthis letter is to ceitify that e, Cincitmati Sub-Zero Products, LLQ,'pro'mi,se to have all the
regular spare paits for our entife range of patient temperature manageinent systems available for ten (10) or

more years upon the product obsolescehce,

This certificate is being issued in sompliance to the requirements. against your invitation o bid for the goods.

Approved by:
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Techriology to the next degree™ (@/Dj) GENTHERM

November 2, 2021

To Whom It May Coricern:

The purpose of this letter is to advlse that Gentherm Medlcal,. LLC (formerly Cincinnati Sub-
Zero, 12011 Mosteller Road, Cincinnati, Ohlo 45241 U.S.A.) has authorlzed BIH Medizal
Company Limited (99 Soi Rubla, Sukhumvit 42 Road, Prakhanong, Kidrigtoey, Bangkok
10110) to sell, instal;and provide after sales service oh dur complete line of Patlent
Teimpératire Management equipment In Thailand.

Qur Agreement with BIH Medical Company ijlted became effectlve lmmedlately and will
contlrive for a Term of not less than one year unless cance!led Tri writlng by one party to the
other with 90 days’ advance nofice.

We respectfully request that BJH Medical Company Limited be permltted to partlcnpate in
public tenders and register our products with the appropriate; Health Authoritlés in Thailand
for the purpose of Importing and distributing medical products on our behalf,

If you need additional Information or clarification, please do not hesitate to contact me,

Yaurs very truly, _ _
Gentherm Medical, LLC (formerly Circliinati™Su
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CERTIFICATE

Number; 160366
The managemerit system of the organization(s) and locations mentioned on the addend‘
Gentherm Medical, LLC
12011 Mostelier Road

Cinéinnati, OH 45241
United Statés of America

1ISO 13485:2016

Scope:
The design, manufacture, distribu
contral of patient temperature.

Certificate expiry date:
Certificate effective date: /
Cerlified since: /

This certificate is valid/for
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DEKRA Gerlification BV, Meander 1051, 6825 MJ Araliem .0, Box 5185, eao?gﬂ} irnh@'_‘ ;
T +31 68 96 B3000 F +31 60 9G 83100 www.dekra-product-salety.com Company reglstration, 09085396




‘The managerrient system of the organization(s) and/or logation(s) of:

ADDENDUM

To certificate; 160366

Gentherm Medical, LLC
12011 Mosteller Road

Cincinnatl, GH 45241

United States of America

Certified organization(s) andfor locations:
' Différent scope

Gentherm Medical; LLC
Honeymoon Paper Warehouse
7100 Dixie Highway

Fairfield, OH 45014

United States of Ametica

Addendum expiry date:
Addendum effeclive date:
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