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1. NAME OF THE MEDICAL DEVICE 1. HAMUMEHOBAHWE MEANLUUVHCKOIO

N3NENNA
Arctic Sun 5000 system for management of normothermia Annapart 41 ynpasnsemoin Hopmo-u runotepmnn Arctic Sun
and hypothermia with accessories: 5000 ¢ npuHaLIEXHOCTAMU:
I. Basic kit: 1 OCHOBHOIA cOCTaB:
1 Control module- 1ea. 1 Mogynb ynpasneHus - 1 L.
2. Filling tube fortank - lea. 2. TpybKa /19 HanosHeHWs pesepByapa - 1wi.
3. Fluid delivery line with straps - 1ea. 3. JIMHWA nojaum XMOKOCTU B KOMIIEKTE C PEMHAMM
4. Cable to connect system to the sensor YSI 400- | L1 KperieHws - 1 .
ea. 4. Kabenb MmogknoyeHWs annapara K SaTuuky cepun
5. Operator manual on the CD or/and paper - lea. YSI 400- 1.
1 6. PowerCord- lea 5. PyKOBOACTBO MO 3KCr/yataimy Ha OyMaXXHOM
7. Hydrogel pads ArcticGel of different HocuTene unnn CD gucke-dur.
configurations (if necessary): 6. CeTeBoii LHyp —1um.
7.1 ArcticGel Universal hydrogel pad- 1ea; 7. MarxeTbl rugporenesble ArcticGel  pasiMyHbIX
7.2. ArcticGel XX Small hydrogel pad- 1 kit pack: TMNOPasmMepoB (Npn HeQBX0ANMOCTH):
Pad back, right -1 ea., 7.1. maHxeTa rugporenesas ArcticGel Universal - 1wr.;
A Pad back, left -1 ea., 7.2. maHxeTa rugporenesas. ArcticGel XX Small - 1yn., B
N Pad tight, right - 1ea.. COCTaBe:
Pad tight, left- lea. MaH>XeTa Tesno, npasad -1 L.,
7.3, ArcticGel Extra Small hydrogel pad- 1kit pack: MaHXeTa Tefo, figsas -1 ..
Pad back, right -1 ea.. MaH)xeTa 6eapo, npaeas -1 L.,
Pad back, left-1 ea., MaHxeTa 6eapo;-nesast - 1T,
Pad tight, right- lea. 7.3. MarxeTa rugporenesas ArcticGel Extra Small - 1yn., B
Pad tight, left- lea. cocTaBe:
74. ArcticGel Extra Small hydrogel pad- 2 kits-pack: MaHXeTa Teno, npasas -1 wWr..
Pad back, right - 2 ea., MaH>XeTa Te/o, fiesas -1 L.,
Pad back, left - 2 ea., MaHeTa/6eapo, npasas —L1 LUT.,
Pad tight, right - 2 ea., MaHXeTa begpo, nesast - 1T.;
Pad tight, left - 2 ea. 7.4. maHmxeTta rugporenesast ArcticGel Extra Small= 2 yn., B
75 ArcticGel Small hydrogel pad- 1 kit pack: cocTase:
Pad back, right -1 ea., MaH)XeTa Te/no, npasas - 2 LUT..
Pad back, left -1 ea., MaHXXeTa Teso, fieBas - 2 LUT..
Pad tight, right- lea. MaHXKeTa 6efpo, npasas - 2 LUT..
Pad tight, left- lea. MaH>keTa 6efpo, neeast - 2 LWUT.;
£6. ArcticGel Small hydrogel pad=.2 kit pack: 7.5. mMamXeTa rugporenesas ArcticGel Small - 1yn. B
i Pad back, right - 2 ea: COCTaBE:
Pad back, left - 2 ea; MaH>xeTa Tefo, npasas -1 LwT..
Pad tight, right —2ea., MaHXXeTa Teno, ne.ast -1 LLT..
Pad tight, left- 2 ea: MaHeTa 6eapo, npasas -1 L.,
7.7. ArcticGel Medium hydrogel pad - 1kit pack: MaHxeTa bespo, nesas -1 LT
Pad back, right=1 ea.. 7.6.) marxeta rugporenesas ArcticGel Small - 2 yn. B
Pad back, left=1 ea.. cocTaBe:
Pad tight, right- 1lea. MaH>XXeTa Tefo, Nnpasas - 2\LuT..
Pad tight, left=" 1ea. MaH>XeTa Teno, fiesas - 2 L.
78 ArcticGel Medium-hydrogel pad- 2 kit pack: MaH)xeTa 6eapo, npasasg=--2 LUT..
Pad back,.right - 2 ea., MaHxeTa 6egpo, neeag=2 LUT.;
Pad back, left - 2 ea., 7.7. maHxeTa rugporenesas ArcticGel Medium - 1yn. B
i Pad tight; right - 2 ea., CcocTaBe:
i Pad tight, left - 2 ea. MaH)XeTa Teno, npasas -1 wr.,
1.9. ArcticGel Large hydrogel pack - 1kit pack: MaHXXeTa Teno, nesas -1 Lwr..
i Pad back, right - 1ea.. MaH>xeTa 6eapo, mpasas - 1 ..
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Pad back, left-1 ea.,
Pad tight, right- lea.
Pad tight, left- lea.
7.10. ArcticGel 1"rge hydrogel pack- 2 kit pack:
Pad back, right -1 ea.,
Pad back, left - 1ea..
Pad tight, right - lea.,
Pad tight, left- lea.
711 ArcticGel Small Universal hydrogel pad- 1ea.

1 Accessories:
1 Calibration test unit- 1ea.;
2. Screen protection kit- lea,;
3. Drainage tube ¢ lea,;
4, Shunttube - lea.;
5 Cleaning solution - lea.;

N6. Temperature simulator - 1lea;
Service kit - 1 kit pack:

- drainage tube - lea;

- shunt tube -1 ea,;

- filling tube fortank - lea,;

~

Further in the text - Arctic Sun 5000 system)

2. INFORMATION ABOUT
MANUFACTURER OF MEDICAL
DEVICE

iegal Manufacturer:

[ledivance, Inc.

21 South Taylor Avenue, Suite 200
ouisviile, Colorado80027 USA

teveloper:

dedivance, Inc.

21 South Taylor/Avenue, Suite 200
Xuisville, Colgrado 80027 USA
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MaHxeTta 6eapo, nesas - 1,
7.8. manxeTa rugporenesas ArcticGel Medium - 2 yn, B
cocTase:

MaHXXeTa Teno, npasas - 2 LUT..

MaH)XeTa Teno, fieBas - 2 L.,

MaHxeTa 6egpo, npasas - 2 LUT.,

MaHxeTa 6efpo, nesas - 2 LWT.;
7.9. maHxeTa rugporenesas ArcticGel Large - 1 yn. B
COCTaBe:

MaH>keTa Tefo, npasas - 1T,

MaHXXeTa Teso, nesast -1 LWt

MaH>KeTa 6e1po, npasast - LAL.,

MaHxeTa 6efpo, fiesas - 1 LT.;
7.10.maHxeTa rupgporenesas ArcticGel Large - 2 yn,
COCTaBe:

MaH)XeTa Tes0, npasas- 2 LUT..

MaH)XeTa Teno, fieBas.- 2 LuT..

MaHXeTa 6eapo, npasas - 2 LLT..

MaH)eTa 6eapo, fesas - 2 W.;
7.11. maHxeTa rugporenieBas ArcticGel Small Universal - 1
LUT.;

[os}

1. MprHagneXHocTw;

YCTpOCTBO KanmbpoBKkm npubopa - 1 wr.;
3almTHasa NnéHKa gna akpaHa —L u.;
[peHunpytowas Tpybka - 1wr.;

O6xopHasA Tpybka - 1wr,;
OumnCTUTENbHBIN pacTBop - 1T,
CumypsaTop Temnepatypbl -1 LT;
CepBuUCHbIA KOMMNEKT - 1yn. B COCTaBe:

- ApenupytoLas Tpybka- 1uwr.;

- 06xeaHas Tpybka -1 LwiT.;

: TRYOKa 4N HanosiHeHWs pesepsyapa - 1 LT.;
= CUMYynATOp TemnepaTypsbl - 1w

= KUCTb N1F1 OYMCTKM - 11T,

NOoO U, WDN PR

(Oanee no Tekcty - annapat -Arctic Sun 5000,
cuctema Arctic Sun 5000)
2)CBEAEHWNA O NMPON3BOANTENE
MEOVNLUWMHCKOIO N3AENUA

OTBETCTBEHHbI NPON3BOANTESb:

MegwnaHc, VIHK.,

Medivance, Inc.

321 South Taylor Avenue, Suite 200 Louisville, Colorado
80027 USA (CLLA)

Pa3paboTumK:
MeaueaHc, VIHK.,



lanufacturing Site(s):

.Dymax Corporation

4 Zehner School Road Zelienople, PA 16063 USA

.C R. Bard Inc., Productos para El Cuidado de la Salud
)arretera Internacional KM 6.5 Terrazas de! Cid Nogales
lonora, 84000 Mexico

Lathorized representative of the manufacture in the
tassian Federation:

imited Liability Company Bard Rus

ussian Federation, 121596, Moscow, Gorbunova
treet, 2, bid. 3, floor 5, premises I, room 1, office A-

.1 cabinet 5.

kl:+7 495 775 85 82

Jmplaints CIS@bd.com

.THE MAIN INFORMATION ABOUT
MEDICAL DEVICE

rre Arctic Sun 5000 system for managing normothermia
rd hypothermia is a non-invasive, thermal-.regulating
yslem indicated for monitoring and contralling patient
smperature between 32°C to 38,5°C.

he Arctic Sun system is composed of the-Control Module
jid disposable non-sterile ArcticGel Pads, which are
pplied to areas ofthe patient’s skin (bady; thigh),

he control module circulates temperature-controlled
fater to the ArcticGel Pads. A commercially available
Dedicdl  temperature probe  (not’. supplied by the
Qanufacturer with the the system) ¢anhected to the control
looule senses the patient’s core temperature. The
mrtomatic mode increases or decreases the circulating
“der temperature to achieve.a pre-set patient target
smperature as determined by/the clinician. The clinician
analso adjust the water temperature (manual mode) to
itteinthe desired patient temperature.

.Untended use

irctic Sun temperature’ management system allows to
onduct artificial hypothermia to sever patients category.in
irder to decrease metabolic process and reduce demand-of
letissues in oxygen:

. Indications for Use

Peructparmus MU & Pocanpasrangzope
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Medivance, Inc.
321 South Taylor Avenue, Suite 200 Louisville;-Colorado
80027 USA (CLUA)

MecTo lNponsBoacTea:
1 Dymax Corporation
141 Zehner School Road Zelienople, PA 16063, CLLA

2. C. R. Bard Inc., Productos para El Cuidado de la Salud
Carretera Internacional KM 6.5 Terrazas del Cid Nogales
Sonora, 84000, Mekcuka

YNOSIHOMOYEHHBbIA NPeACTaBUTE/Tb NPON3BOANTENS B
P®d:

OO0 «bappg Pyc», Poccuitickas degepauns, 121596, r.
MockBa, yn. FopbyHoBa, oM 2, cTp. 3, 3T. 5, nom. Il,
Kom. 1, opuc A-500.1 kab..5.

Ten: +7 495 775 85 82

complaints CIS@bd.com

3.0CHOBHbIE CBEJEHWA O
MEOVNUNHCKOM-N3OENNI

Annapar i ynpasaseMoli HOpMo-1 runotepmmn Arctic Sun
5000 npeacTassert cobol HeVHBa3NBHOe,
TepMOperynvpyrowiee. YCTPOMCTBO, MpeAHa3HauYeHHoe AN
MOHUTOPUHIa W PEryNnMpoBaHNA Temneparypbl MaumeHTa B
AmanasoHe oT +-32°C o +38,5°C. Annapat Arctie-Sun 5000
COCTOUT K3 ““MOLYNA  ynpaBlNeHWs Ha KOmecax M
MOACOEAMHAEMBIX K HEMY O[HOPa30BbIX HECTEPUSIbHBIX
maHXeT ArcticGel, KoTopble KpendTcs Ha Teao wim 6eapo
nawpeHTa HerocpeiCcTBEHHO Ha KOoXy. Mo6GU/IbHBIA  MOAY/b
yrnpaB/ieHUs ) PeLpKYIMpyeT BOAY 3afaHHON TemnepaTtypb! B
MarxeTbr-ArcticGel. [JaTunk n3MepeHns Temnepatypbl (He
MOCTaB/ISETCA MPOW3BOAMTENEM W He BXOAMT B KOMIJEKT
MOCTaBKW), MOACOEAVHEHHBLIA K  MOAYO  YNpaBneHus,
rnepeaeT, MoKas3aHWs TeMnepaTypbl Tefla MaLueHTa Ha Moay/b
ynpaB/AieHNs:, 1 OHa 0TObpaXKaeTcA Ha MOHUTOpe. OByUeHHbIi
MEeAUUMHCKNIA MepCOHasl C MOMOLLBH. PYYHbIX HACTPOeK
arpapata HacTpavBaeT Temnepartypy. BoAbl, NOaBaeMOn B
MaHXeTbl, A1 [LOCTWXKEHWUSA LeneBou TemnepaTtypbl Tena
faLmeHTa.

3.1.Ha3zHauyeHve MeaNUVHCKONO, M3aenna

Annapart Ans ynpasiseMoin HopMO- 1 runotepmun ArcticSun
C NPUHaANEXXHOCTAMN MO3BOJIAET MPOBOANTL UCKYCCTBEHHYHO
TUNOTEPMUIO Y TSDKE/bIX KATEropuin NaLneHToB, C LE/bio
CHVKEHWNS MeTabo/MyecKyX “MpoLeccoB M YMeHbLUEHUEM
MOTpe6HOCTEN TKaHel B KUCROPOAe

3.2.l'NoKasaHusA K MPUMEHEHWIO



rhe Arctic Sun 5000 Temperature Management System is
thermal regulating system, indicated for monitoring and
ontrolling temperature patients of all ages.

Annapart s ynpasnsiemoii HopMo-1 rnotepmmmn Arctic Sun
5000 npeaHasHaueH A MOHMTOPUHIA W ‘PerynmpoBaHus
TeMnepaTypbl Tena NauueHToB BCEX BO3PACTHBIX rpymn.

3. Classification of the device

(ass of potential risk
ofuse of the medical
Cevice

26

Product classification System and accessories -no

bytype and duration of  direct contact with patient

oontact skin, pads -long-term up to
30 days.

Frequency of use Multiple use medical device,
pads - single use

Software classification  Class B

1S062304)

Protection aginst System - class 1, accessories

electric shock - type BF

protection against IPXO

ingress of water and

particulate matter 1IPXO

Mock of operation Continiuous

MEEQUIPMENT and
MESYSTEMS
intenced for use inan
OXYGEN RICH
ENVIRONMENT
Software

AWARNINGS

Not intended for-use in an-
oxygen rich environment

version-3.0.2, March 2018

3.3. Knaccugukaumna meanuuHCKOro n3fienns

Knacc B 3aBUCMMOCTU OT
NOTEHUMASILHOMO PUCKa
NpYMeHeHNA
MeAMLMHCKOr 0 U3fenna
Knaccudmkauya viagenns
rnoTiny n
MPOLO/DKATETBHOCTU
KOHTaKTa

Mo kpaTHocTH
NPUMEHEHNS:

Knaccugimkaupms
MPOrpaMmHoro
obecneyeHns (1SO 62304)
3alLmTa T rnopakeHVst
MEKTPUYECKVIM TOKOM

3aLumTa oT onacHoFg
NPOHVKaHUS BOAb) N
TBEpAbIX YacTuL

Pe>xim paboTst
[MpurogHocTs ons
aKcryataumm B cpefie ¢
MOBbILLEHHBIM

COAEPXaHMEM KUC/Iopoaa

MporpavMmMHoe
obecrieveHne

26

Annaparu
NPUHALAEKHOCTUN - He
VIMEIOT FPAMOro KOHTaKTa C
KOXeW RaLWieHTa, MaHKeTbI
-/WATE/TbHbIA KOHTAKT A0
30-AHein.

MeguLmHcKoe nsgenve
MHOIOKpaTHOro
MPUIMEHEHUS], MaHXKETbI -
OHOKPATHOIO NPUMEHEHVS
Knacc B

ME N3OEJIVE - KJTACC |
Pa6ouve vactm - Tvn BF

CreneHb 3aumTbl IPXO

MpOAOMKATENBHBIA PEXIAM
paboTbl

Cuctema 1
NPUHaAIEXKHOCTU He
npefHasHaveHa [/is-paboTbl
BCpefe C MoBbILeHHbIM
cofiepXkaHnem Kuesopoga
Bepcus 3.0.2 01 mapTa 2018

34 TMPEAYNPEXAEHWNA

Do not use the Arctic.Sun system in the presence of
ammeble agents because an explosion and/or fire may
suit.

Do not use high=frequency surgical instruments _or
idocardial catheters~ while the Arctic Sun 5000
emperature Management System is in use.

There is a risk ofelectrical shock and hazardous maving
iris. There are_noe user serviceable parts inside. (Do not
Inowe covers. Refer servicing to qualified personnel.

Peructpamua MH B PocanpaBramsope
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**He ncnone3yite annapat Arete Sun 5000 B
HernocpesCTBEHHON 6/IM30CTU OT JErKoBOCNIaMEHSAHOLLMXCS
BELLIECTB BO M36exkaHue B3pbIBa 1 (U111) BO3ropaHus.

e He wcnonb3yitTe BbICOKOYACTOTHbIE  XUPYPryYecKuie
WNHCTPYMEHTbI nm BHYTpUCEpeYHble KaTeTepsbl
0JHOBpeMeHHO ¢ annapatom.Arctic Sun 5000.

* CyLLeCTBYEeT OMacHOCTbAOPAKEHNS 3/TEKTPUYHECKVIM TOKOM
N TPaBMMPOBaHWS MOABWKHLIMU YacTaMK. BHyTpu cucTembl
HET KOMMOHEHTOB, KOTOpble [O/MKHbI  0BC/Y>KMBATLCA



Power cord has a hospital grade plug. Grounding
liability can only be achieved when connected to an
juivalent receptacle marked “hospital use” or “hospital
ok,

When using the Arctic Sun 5000 system, note that all
her thermal conductive systems, such as water blankets
idwater gels, in use while warming or cooling with the
rdic Sun 5000 Temperature Management System may
ituelly alter or interfere with patient temperature control,
Jonot place ArcticGel Pads over transdermal medication
ltches as warming can increase drug delivery, resulting in
issible harm to the patient.

he Arctic Sun 5000 system is not intended for use-in the
crating room environment.

5CAUTIONS
Fhis product is to be used by or under the supervision of
lired, qualified medical personnel.

Jeonly sterile water. The use of other fluids will damage
eArctic Sun 5000 Temperature Management System.

When moving the Arctic Sun 5000 Temperature
inagement System always use the/handle to lift the
miroller over an obstacle to avoid over balancing.

Tre patient’s bed surface should-be located between 75
land 150 cm above the floor to.ensure proper flow and
inimize risk of leaks.

The clinician is responsible to determine the
propriateness of custom parameters. When the system is
wered off, all changes toparameters will revert to the
miat unless the new settings have been saved as new
faults in the Advanced-Setup screen. For small patients
Lkg) it is recommended to use the following settings:
aer Temperature High'Limit <40°C;

ater Temperature Low Limit >10°C; Control Strategy/=
It is recommended.to use the Patient Temperature High
idPatient Temperature Low alert settings.

Perucrpamua MU B PocagpaeHagzope
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Mo/ib30BaTENAMM. He  cHumaiiTe KPbILLIKW. Mpun
HeoOXoAMMOCTM  obpaTuTeCh K KB/IM(PULMPOBAHHbLIM
creyyanvcTam.

o LLIHyp NUTaHMA MMEET LUTENCE/bHYHO BUMKY, KOTOPas MOXeT
NCMOMb30BaTbCA 419 MEAMLMHCKOro- <~ 060pyL0BaHus.
HafexHocTb 3a3emsieHnss 06ecrieumBaeTcs TOMbKO B TOM
CNny4yae, ecnM YCTaHOBKA MOAKIOYEHA K PoO3eTKam C
MapKMPOBKOM «Ans  NEYEBOHbIX YUPEKAEHWA» WM «a/1s
MeAULMHCKOro 060pYyA0BaHMA.

* /fll06ble  JONONHUTENbHbIE TEM/OMPOBOAALLME CUCTEMDI,
HarpyMep, COrpeBaroLLMe/oxXnaXKatolive ofesna n renu,
UCnosb3yemble BO  BpeMs  MpOLEcca COrpeBaHus  Win
OXNlaKeHMa ¢ nomoLsio annapata Arctic Sun 5000, moryT
BNVATbL WM NPensTCTBOBaTb 3PMEKTUBHOMY PerynMpoBaHuio
TemnepaTypb! NnaumeHTa.

 He HaknagbiBaiiTe MaHxeTbl  ArcticGel  noBepx
TpaHcAepMaIbHbIX MEAULMHCKIX MAacTbIpel, MOCKO/bKY Mpu
HarpesaH1M MOXET MOBLICUTLCA

CKOPOCTb [0CTaBKW /IEKAPETBEHHOIO CPeACTBa, UTO MOXET
MPUYNHUTL BPEZ 3L0POBEHY, MaLyeHTa.

e Annapat Arctic Sun’ 5000 He npegHasHaveH [ans
MCMOMb30BaHNA B YC/IOBUSX ONepaLiOHHON.
3.5. NMPEAOCTERPEXXEHWA

* OTOT Npubop NpeAHasHayeH 4NA MPUMEHEHNs 00yYeHHbIM
KB/IM(PMLMPOBaHHBIM ~ MeINepcoHasioM WM MOA  ero
PYKOBOZCTBOM.

* Mcnonb3yiite TOMbKO CTepUbHYKO Body. lAcnosnb3oBaHue
NMOBBIX APYTUXXKNLKOCTEN MOXET NPUBECTU K MOBPREMKAEHNIO
annapata Arctic Sun 5000.

e Tlpn nepemeweHun annapara Arctic_sSun 5000
NPUMNOAHVUMAIATE KOHTPO/IIEP HafL, NPensTCTBUSAMK Ha Mony,
NO/b3yACh CRELMANBHOM PYYKOA NS NepeHOCKK, YTOObI OH
He OMpPOKMRYNCS.

* [MoBEPXHOCTb KPOBATH, Ha KOTOPOWA NEXUT-MaLWeHT, J0/KHa
Haxo4UTbEs Ha ypoBHe OT 75 cm A0 150 cm Haj ypoBHEM Mona
0N .0becrneveHnss HeOOXOAMMOM  CKOPOCTM MOTOKa W
MUHUMM3aLMN PUCKA YTEYKMN.

e Onepatop HeceT OTBETCTBEHHOCTL 3a OnpefeneHve
MOAXOAALLIMX HACTPOEK NapaMeTpoB AAS KaXKAOro MaLmeHTa.
[pw BbIKMHOYEHUN CUCTEMBI BCe

N3MEeHeHHbIE MapaMeTpbl BO3BPALLAOTCA K 3HAYeHWUsM Mo
YMO/TYaHWIO, €C/IN OHWM He Obli ~COXpaHeHbl KakK HOBble
3HaYeHMs MO YMOMYaHMIO B OKHE-PaclUMpeHHble HAaCTPOVKM.
[na nauyieHToB ¢ MasieHbKM BECOM (<30 Kr) peKOMeHZyeTcs
MCMOMb30BaTh  CleaytoLye —napaMeTpbl:  MakcMMasibHas
Temnepartypa Bogbl 0°C ; MMHUMaIbHASA TeMMepaTypa BoLb!
>H0°C; cTpaterms = 2., PekomeHAyeTcs MCNo/b30BaTb
HaCTPOMKW  CWUrHaMIoB  TREBOTM MO  MaKCUMaSIbHOW 1
MWHUMaJIbHON TeMrnepaType Tena nauveHTa.




The operator must continuously monitor patient
wperawre when using Manual Control and adjust the
emperature of the water flowing through the pads
iccordingly. Patient temperature will not be controlled by
he Arctic Sun 5000 Temperature Management System in
ilanual Control.

Due to the system’s high efficiency, Manual Control is
Kt recommended for long duration use. The operator is
idvised to use the automatic therapy modes (e.g. Control
atient. Cool Patient, Rewarm Patient) for automatic
latient temperature monitoring and control.

The Arctic Sun 5000 Temperature Management System
nil monitor and control patient core temperature based on
:temperature probe attached to the system. The clinician
responsible for correctly placing the temperature probe
nd verifying the accuracy and placement of the patient
robe at the start of the procedure.

Manufacturer supplies temperature simulators. (fixed
alue resistors) for testing, training and demonstration
urposes. Never use this device, or other method, to
ircumvent the normal patient temperatures feedback
ontrol when the system is connected to the patient. Doing
exposes the patient to the hazards associated with severe
yo- or hyper-thermia.

Manufacturer  recommends  measuring  patient
imperature  from a second site to~ verify patient
mperature. Medivance recommends’the use of a second
dienttemperature probe connected tothe Arctic Sun 5000
emperature Management System Temperature 2 input as

provides continuous monitoring and safety alarm
alures. Alternatively, patient temperature may be verified
riodically with independent instrumentation.

The displayed temperature” graph is for general
[formetion purposes only and: is not intended to replace
andard medical record documentation for use in therapy
scisions.

Patient temperature will-not be controlled, and alarms are
D enabled in Stop /Mode. Patient temperature may
crease or decrease with'the Arctic Sun 5000 Temperature
lanagement System ‘4n-Stop Mode.

Carefully observe'the system for air leaks before and
iing use. If the _pads fail to prime or a significant
mtinuous air leak.is observed in the pad return line, eheck
mnections. If needed, replace the leaking pad.

eakage may.result in lower flow rates and potentially
xrease the performance of the system.
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Tlpn py4yHOM perynmpoBaHWn OnepaTop A0/MKEH NMOCTOSHHO
CneuTb 3a TeMMepaTypoi nauueHTa W perynmpoBathb
Temnepartypy Bofbl B MaHXeTax

COOTBETCTBYHOLLUMM  06pasom. B pyyHoM  pexume
aBTOMAaTUYeCKOe PerynvpoBaHue Temnepatypbl annapaTtom
Arctic Sun 5000 He BbINOHAETCS.

o bBnarogaps BbICOKOW  3(p(heKTUBHOCTM
PeKOMeHAYeTCA  LJUTElbHOE  UCNOJIb30BaHWE — pexkuma
PY4YHOro  perynupoBaHua.  Onepatopy  peKoMeHAyeTcs
MCMO/Ib30BaTh aBTOMATUYECKMNE PEXUMBI Tepanuu (Harnpumep.
PerynupoBatb Tem-py. Oxnaxpars--nauueHta. Corpesatb
nauueHTa) 418 aBTOMATUYECKOFO  MOHWUTOPUHra 1
perynnpoBaHus TeMnepaTypbl NauyeHTa.

* Annapatr Arctic Sun 5000 ‘@TcnexmBaeT u perynvpyert
BHYTPEHHIOIO Temnepatypy <maumeHTa, OCHOBbLIBAsCL Ha
MoKasaHUAX TEeMMepaTypHOro/ AaTumka, MOAK/HUYEHHOIO K
cucteme. Bpay HeceT OTBETCTBEHHOCTb 3a MPaBW/IbHOCTb
pasveLLleHns faTumKa TemMnepaTypbl U MPOBEPKY TOYHOCTU
MOKa3aHW 1 NPaBUIbHOCTW Pa3MeLLEHNs [aTuMKa B Havase
rnpoueaypbl.

e [lpousBoamnTe/b MOCTABNSAET CUMYNATOPLI TeMnepaTypbl
(pe3ucTopbl MOCTOAHHOTO, COMPOTUB/IEHNS) TOMBKO B LiENAX
NpoBeAeHNs TeCTUPOBaHWA, O0OYyYeHWMs W [eMOHCTpaLuu.
Hukorga He ucnonb3ylite AaHHOE YCTPOMCTBO WM Apyroi
MeToZ B 06X0z, 06bI4HOM NpoLefypbl KOHTPO/IS TeMrepaTypbl
nauueHTa, Korfa“cucrema MNOAK/HOYEHA K MaumeHTy. 310
MOXET TMOABEPrHYTb MauMeHTa pUCKam, CBA3aHHbIM C
CEpPbEe3HON rMnE- Wan runepTepMuei.

* [na nopgtBepxieHus TemnepaTtypb! npowssoauTenb
PEKOMEHAYET =~ AONOMHUTENBHO ~ U3MepATL _Temrepatypy
naumeHTa BO-BTOPOM MecTe. [pousBoauTeNs PEKOMEHAYeT
1CroNb30BaTh BTOPOA [aTuuMK Temnepartypbl MauyieHTa,
MOAKMIOHEHHBIV K pasbeMy «Tem-pa nauueHTa 2» annapara
Arctic Sun-5000, NOCKO/bKY 3TO 06€CneymBaeT HernpepbIBHbI
MOHUTOPUHI TeMnepaTypbl M OMoBeLleHWe 0 npobremax.
Kpome Toro, TeMnepaTtypy naumeHTa MOXHO Mepuofnyecku
MPOBEPATH C MOMOLLbHO HE3aBMCUMbIX NMPUBOPOB.

» OTOGpPaXXaeMbIi rpatiuk TemnepaTyp ‘rpegHasHaveH TONbKO
AN O6WMX CBEAEHUA W He 3aMEHseT  CTaHAapTHYH
MEAVUMHCKYI0  [OKYMEHTALMW0, ~WCMOoMb3yeMyto  Afis
MPUHATUIA peLeHniA B OTHOLLEHWW Tepanum.

¢ B pexvume o0CTaHOBKM TeMfAepaTypa nauueHTa He
perynupyeTcs 1 OMoBeLLeHUs He BKIHoYeHbl. Koraa annapar
Arctic Sun 5000 HaxoguTCAV B pexumMe OCTaHOBKW,
TemnepaTypa nauyeHTa MOXeT-TIOBbICUTLCA UN MOHU3UTLCA.
* BHuMaTesibHO criegyTe 3a II06bIMU NpU3HaKamy nonagaHns
BO3/4yXa B CMCTEMY [0 1 BO_BPEMSA MCMO/Mb30BaHMA. B cnyyae
OTCYTCTBUA LIMPKYALMA BOLBI B MaHXETaX Wv MOCTOSAHHOI0
HanMuns 60/1bLIOT0 KONMYECTBa My3bEPLKOB BO3AyXa B TPYOKe
BbIMyCKa NpoBepbTe COEAWHEHMA. [pn  HeobXoAMMOCTK
3aMeHWTe MpOTeKaloLLyr ‘MaHXeTy. [lonafaHve Bo3fyxa B

CUCTEMblI He



The ArcticGei Pads are non-sterile for single patient use.
0 not reprocess or sterilize. If used in a sterile
nvironment, pads should be placed according to the
hysician’s request, either prior to the sterile preparation or
lerile draping. ArcticGei Pads should not be placed on a
lerile field.

Jse pads immediately after opening. Do not store pads
reethe kit has been opened.

Do not place ArcticGei Pads on skin that has signs of
ceration, bums, hives, or rash.

hile there are no known allergies to hydrogel materials,
luiion should be exercised with any patient who=has a
iy of skin allergies or sensitivities. Examine the
ackaging before use. Do not use in case of damage.

Donot allow circulating water to contaminate the sterile
ddwhen patient lines are disconnected.

Tre water content of the hydrogel affects the pad’s
ihesion to the skin and conductivity, and therefore, the
fficiency of controlling patient temperature. Periodically
lek that pads remain moist and adherent. Replace pads
henthe hydrogel no longer uniformly adheres to the skin,
epiacing pads at least every 5 days is recommended.

Donot puncture the ArcticGei Pads with sharp objects.
tures will result in air entering the fluid pathway and
ayreduce performance.

If accessible, examine the-patient’s skin under the
rcticGel Pads often, especially those at higher risk of skin
wary. Skin injury may oceur as a cumulative result of
fcssure, time and temperature. Possible skin injuries
Kluce bruising, tearing;=sKin ulcerations, blistering, and
KIGis Do not place bean bag or other firm positioning
svicss under the ArcticGei Pads.

kenat place positioning devices under the pad manifolds
r patient lines.

Trerate of temperature change and potentially the-final
chievable patient temperature is affected by many factors.
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CUCTEMY MOXET MPUBECTU K CHVDKEHUKO CKOPOETU TeYeHus
XXWIKOCTU U CHA3NTL 3((PEKTUBHOCTL CUCTEMBL.

e MaHxeTbl ArcticGei He SBNSKOTCA CTEPUIBHBIMA 1
npegHasHaveHbl A0 O4HOPa3oBOro  MpuMeHeHus. He
noA/ieXxxar MOBTOPHON 06paboTke wn crepunusauun. Mpu
MCMOMb30BaHWN B CTEPUIbHOM Cpefe MaHXeTbl He06X04MMO
pasMellaTtb B COOTBETCTBMM C YyKa3aHWAMW Bpaya [0
NPOBELEHNS  CTEPUIbHOM  00paboTKA ) U 0OKNadbIBaHUS
OMepaLMOoHHOr0 Mo/ CTEPUBbHLIMU MPOCTLIHAMU. MaHXeTbl
AreticGei Henb3s HakNaabIBaTb B CTEPWU/ILHON 30HE.

¢ Vicnonb3yiite MaHXeTbl cpasy NOc/e’ BCKPbITUS YNakKoBKM.
He XpaHWTe MaHXXeTbl MOoC/ie BCKPBITUA YMakoBKM Habopa.
[poBepsiiTe LENOCTHOCTb YNakOBKM W MaHXeTbl nepes
ncnonb3oBaHneM. HE Mcronb3yidTe npu NOBPEXAEHNSX.

» He HaknagpiBainTe MaHXeTbl ArcticGei Ha y4aCTKN KOXW,
KOTOpblE VMEKT NPU3HAKN(TIOBPEXAEHNS, $3Bbl, OXOra,
KparmBHMULbI WK CbInu.

* HecmoTtps Ha TO, 4YTO-HE ObIIO BbISBNEHO HUKAKNX
NNEPrMyecKnX peakuuin =Ha rugporenesble MaTepuassl,
CnefyeT NposiBNATb OCTOQPOXHOCTbL MPU JIEYEHUN NauyeHTOB,
Yy KOTOpbIX paHee HabMOfaNach KOXHasd aineprus, wim
VIMEIOLLMIX YYBCTBUTE/TEHYIO KOXY.

* He fonyckaiite, 4Ta6bl LMPKYIMPYHOLLas BoAa nonasjana Ha
CTEpWIbHOE OrnepauyyoHHOe Mofe, Korja OTCOeAVHEHbI
TPYyOKW, NOABOAVMBIE K MaLVEHTY.

» CofepXaHue BOgbl B ruaporesie BAMSET Ha K/IEWKOCTb 1
NPOBOAUMOCTbL (/MaHXeT, a, CnefoBaTe/lbHO, W  Ha
3(PEKTUBHOCTL. PEryNpoBaHna  TEMMePaTypbl - MaLneHTa.
Meprogmyecku. NPoBepsTe, UTOObI MaHXETbl “OcTaBa/IMCh
BNXXHLIMU 11 KAEAKMMI. Koraa Bbl 3aMeTuTe, YT, rMaporesb
G0/blUe He-MPUIMNaeT K KOXe pPaBHOMEPHO, CMeHUTe
MaHXeTy. PeKOMeHAYeTCA 3aMeHATb MaHXeTbl. M0 KpainHel
Mepe 0anH‘pas B 5 AHeiA.

e He . 'mpokanbiBaiite MarxeTbl  ArcticGei  oCTpbIMU
npegmeTamu. MpoKonbl NprBeayT K MPOHUKHOBEHMIO BO3AyXa
B KaHa/lbl MPOABWKEHUA >KUAKOCTW, ‘YTO CHU3UT  UX
3PHEKTMBHOCTb.

* 0" BO3MOXXHOCTM Yallie oCMaTprBaliTe KOXY nalMeHTa rnog
MaHxetamn  ArcticGei;  0COGEHHO.. Yy  MauueHToB C
MOBbILLEHHBLIM PUCKOM MOBPEXAEHWUSA: KOXM. [oBpexaeHus
KOXV MOTYT BO3HUKHYTb B pe3y/ibTare MpOAC/DKUTENIbHOIO
BO3MEVCTBUA AaBNeHUs 1 Temnepatypbl. BO3MOXHbI Takue
MOBPEXAEHUA KOXW, KaK KPOBOMOLTEKW, paspbiBbl U
M3bSA3B/IEHUS, BONALIPU U HEKPO3.VHe pasmeLaiite «6060BbIl
nyg» wm gpyrue >ecTkme YCTPONCTBa NO3WLMOHUPOBAHNS
NauMeHTOB MofA  MaHXeTbl, “ArcticGei. He paswvelyaiite
YCTpOCTBa NO3VLMOHMPOBaHUS nauneHToB noga
pa3BeTB/IEHNS TPYOOK OT MaHKeT U TpYOKM, NoABOAVMbIE K
MauyieHTy.

* CKOpOCTb W3MEHeHVs—Temneparypbl 1 [ocThraemas B
KOHEYHOM WTOre TeMneparypa naumeHTa 3aBucAT OT MHOMUX



reatment application, monitoring and results are the
esponsibility of the attending physician.

the patient does not reach target temperature in a
easonable time or the patient is not able to be maintained
ithe target temperature, the skin may be exposed to low
Thigh water temperatures for an extended period of time
vhidhmay increase the risk for skin injury. Ensure that pad
izing/coverage and custom parameter settings are correct
Jthe patient and treatment goals, water flow is greater
ln or equal to 2.3 liters per minute and the patient
tmperature probe is in the correct place. For patient
Ddling, ensure environmental factors such as excessively
otrooms, heat lamps, and heated nebulizers are eliminated
d patient shivering is controlled. Otherwise, consider
Kreasing minimum water temperature, modifying target
mperature to an attainable setting or discontinuing
eatment. For patient warming, consider decreasing
laximum  water  temperature, modifying  target
mperature to an attainable setting or discontinuing
scatent.

De to underlying medical or physiological-conditions,
me patients are more susceptible to skinjdamage from
ressureand heat or cold. Patients at risk include those with
Jartissue perfusion or poor skin integrity‘due to diabetes,
jripheral vascular disease, poor nutritiopal status, steroid
eor high dose vasopressor therapy..1f warranted, use
ressure relieving or pressure reducing devices under the
diert to protect from skin injury.

Donot allow urine, antibacterial solutions or other agents
I pool underneath the /ArcticGel Pads. Urine and
rtibacterial agents can abserb into the pad hydrogel and
use chemical injury and.loss of pad adhesion. Replace
abimmediately if these fluids come into contact with the

yorogel.

Jo not place ArcticGel Pads over an electrosurgical
moundingpad. Thecombination of heat sources may result
Iskin bums.
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(bakTOpOB. Jlewawmii Bpad HeceT OTBETCTBEHHOCTb 3a
onpefeneHve HaCTpOeK, NPOBeAeHVWe MOHUTOpUHra U
pe3ynbTatbl Tepanuu. Ecnm  Temnepartypa | mauueHta He
AOCTUraeT HY)XHOr0 3Ha4YeHVs B TEYEHME pasyMHOro neprnoaa
BpeEMeHVW WM Temnepatypy nauveHta” He Yy[aercs
NoAJepXmBaTb Ha 33faHHOM YPOBHE, TO  AJIUTENbHOE
BO3MENCTBME HU3KMX WM BbICOKUXTEMMEPATYP BOAbI MOXET
YBEMIMUYNTL PUCK MOBPEXAEHNS KOXKMN.

*YbeauTecb B TOM, YTO 418 KOHKPETHOTRO NauveHTa 1 Lenei
NeYyeHns BblOpaHb! NpaBu/IbHbIE PasMEPbI/NOLLab MOKPbITHSA
MaHEeT M HaCTPOWKN MapameTpoB,~CKOPOCTb TeUYeHWs1 BOApbI
cocTaBniser 2,3 uTpa B MUHYTY. WA Bbile, [aTYMK
TeMnepatypbl MauyMeHTa HaxoguTcs B MpPaBW/IbHOM MeCTe.
Mpn  oxnaxgeHun nauyumeHTa' 'y6eautecb B TOM, UTO
VCK/IOYEHO BNMSIHME TakKUX (PAKTOPOB OKPYXKAtOLEN cpefpl,
KaK u4pe3MepHO BbICOKas TEMMepaTypa B MOMELLEHUMN,
MH(paKpacHble  flaMnbl -, NOLOrpeTble  aspo30/ibHble
annaparbl, a Takke 06ecneybTe’ HabNOLEHNE 3a COCTOSIHMEM
03HO6a nauyeHTa.B  MNPOTMBHOM  C/llydae paccMoTpuTe
HeoOX0AMMOCTb  YBE/IMUYEHWS MUHMMa/IbHOM  TemnepaTypbl
BOAb!, M3MEHEHWs LeNeBO Temnepatypbl A0 LOCTXKUMOIO
YPOBHA WM MpeKpawieHns Tepanuu. [py  corpeBaHun
naumeHTa pacCcMOTPUTe  HeOOXOAMMOCTb  YMeHbLUEHMA
MaKCUMa/lbHOVi  TemiepaTypbl BOAbl, M3MEHEHUs LieneBoit
Temnepatypbl 40 AOCTVKMMOIO YPOBHA WAUNPEKPALLEHNS
Tepanuu.

* B 3aBMCMMOCTW OT MEAULMHCKMX UK PU3NOMOrNYECKNX
0COBGEHHOCTEN, . ¥+ HEKOTOpbIX NauMeHTOB KoxXar 6onee
YyBCTBUTENIbHA. U NIErKO MOBPEXAeTCA OT BO3LENCTBUSA
JaBneHus, Tenaa Wi xonoga. K nayneHtam ¢ MoBbILLEHHbLIM
PUCKOM  OTHOCATCS  MauueHTbl CO  Cnabow, TKaHeBOM
nepysmen=-_ M  HapyLUeHHOW  LeNOCTHOCTLIO  KOXM,
00yCnoB/IeHHOW  caxapHbiM  AvabeToM,  3abonieBaHUAMM
nepupepuyecKnx Cocyaos, MOXUM MMTAHWEM, MPUEMOM
CTEpPOMZOB N COCYLOCY>KVBAIOLLMX MPENapaToB C BbICOKOA
[03VPOBKOM. [Mpn HEOBXOAMMOCTM MUCMO/b3YITe YCTPOCTBA
AN19 OCnaBeHNs UK MOHKEHUS

[aBIEHNS, UTOObI 3aLLMTUTL KOXY OT NOBPEXAEHWIA.

» He ponyckaiiTe nonagaHWsi MOYU,. aHTUGaKTepUaibHbIX
pacTBOpOB WM OpYruxX CPeacTs nofs MaHxeTbl ArcticGel.
Moua 1 aHTMbaKTepua/ibHble PacTBOPbI MOryT MPOMUTATh
[MOPOTeNeBy0  MaHXeTy,  YTQ -MOXeT MpuBeCTn K
MOBPEXAEHNAM KOXW 1 K NOTepe, KAENKMX CBOVCTB MaHXETbI.
[py  KOHTaKTe >KUAKOCTWM C' \rugporenem  HemefeHHO
3aMEHUTE MaHXeTbI.

* He pa3meLainTe MaHxeTbl ArcticGel noBepx aneKTpryeckmx
M 3a3eMISIOLWMX  NPOBOAOB  3/1EKTPOXMPYPrUYECKOro
ycTpolicTBa. CoueTaHVe UCTOYHMKOB TeMna MOXET NPUBECTU
K OXKOram KOXW.



needed, place defibrillation pads between the ArcticGel
ak and the patient’s skin.

Careflilly remove ArcticGel Pads from the patient’s skin
the completion of use. Discard used ArcticGel Pads in
ccordance with hospital procedures for medical waste.

be USB data port is to be used only with a standalone
PBflash drive. Do not connect to another mains powered
vice during patient treatment.

Users should not use cleaning or decontamination
lethods different from those recommended by the
anufacturer without first checking with the manufacturer
latthe proposed methods will not damage the equipment,
tonot use bleach (sodium hypochlorite) as it may damage
esystem.

Medivance will not be responsible for patient safety.or

uipment performance if the procedures to operate,
aintain, modify or service the Medivance Arctic/ Sun

@D Temperature Management System are other than
ox specified by Medivance. Anyone performing the
focedures must be appropriately trained and qualified.

GETTING STARTED. SYSTEM SETUP

mpack
jUnpack the Arctic Sun 5000 Temperature Management
ptem Control Module and accessories:
j Allow the control module to remain upright for at least
hours prior to completing the installation and setup
tocedure in order to allow the chiller oil to settle. Damage
Jthe chiller compressor may result otherwise,
lonnections
m U only Medivance approved.cables and accessories
ith the Arctic Sun 5000 Temperature Management
lygemControl Module. Connect'the Fluid Delivery Line,
diert Temp 1 cable, Patient-Temp 2 cable (optional) and
Tube to the back ofthe control module.
)Plugthe Power Cord inta the wall outlet. Position Arctic
5000 Temperature Management System so that access
)the power cord is not restricted.
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* B cfiyyae Heo6X0AMMOCTH, Mexay mMaHXeTaMU-ArcticGel n
KOXel  nauueHTa  yCTaHoBWUTE  [edMOPUNNALMOHHbIE
3NeKTpoLpbl.

* M0 OKOHYaHWK MpoLeLyPbl OCTOPOXHO OTALNNTE MaHXETY
ArcticGel oT KXV naupeHTa. YTUNM3UPYWATE MaHXeTbl
ArcticGel B COOTBETCTBMM C MNPUHSTOM B  Nle4eOHOM
YUPeXOeHNN  Mpoueaypoli B OTHOWEHUM  YTUAM3aLMM
MeANLUHCKMX OTXOA0B.

* Yepes nopt USB MOXXHO NOLCOEAVHATL TO/IbKO aBTOHOMHbIE
(isw-guckn  USB. Bo Bpems grepanun nauvieHTa He
MOAK/IOYalTe K MOAY/HO HKaK1e Jpyrvie YCTPOICTBa.
«.[Tonb30BaTenn He JO/MKHbI NMPUMEHSATb METOAbI OUUCTKN U
06e33apaxvBaHMs  MOMUMO METOZOB, PEKOMEHA0BaHHbIX
NPOV3BOAMTENIEM,  HE  YTOYHUB  NpeABapuTeNlbHO Yy
NPOV3BOAUTENSA, YTO MpeffaraeéMble METOAbl He MOBpeasT
060py0BaHMIO.

» [pousBoguTenb He OYJeT, HECTM OTBETCTBEHHOCTb 3a
6e3onacHoCTb nauyeHToB nm 3(PHEeKTUBHOCTb
060py0BaHUA, €C/IM BO BPEMS 3KCMN/yaTauymn, TeEXHUYECKOro
06CMy>KMBaHMSA, MOAUDMKALIMM UK peMOHTa annapata Arctic
Sun 5000 He 6ygyT cobnoaaTbes MpaBuna, YCTaHOBNEHHbIE
npoussoauTeneM.  Becb  nepcoHan,  paboTtalowpmin
obopyfoBaHMeM, [OMKeH 06/1a4aTb  COOTBETCTBYHOLLMM
ONbITOM 1 KBa/IMPMKaLWEN.

4. HAYANO PABOTbI. HACTPOVKA CUCTEMBI

PacnakoBKa

1 Pacnakyiite. ' MoAynb YNpaBieHUs W NPUHAGIEXHOCTY
annapata Arctic Sun 5000.

2. OcTaBbTe~ MOLY/b YMNpaBleHUs B  BEPTUKa/bHOM
MOMOXEHUW, “A0 KpailHeil Mepe Ha 2 4aca [0 BbINOIHEHUS
YCTaHOBKM M HaCTpOMKWM ANA TOro, u4ToObI~OCEeNno Macno
oxnaauTens:’ B npoTMBHOM Ciy4yae 3TO MOXET MPUBECTU K
MOBPEXAEHNIO KOMINpeccopa OXnaauTens.

CoefiHeHMA

1 [ns paboTbl ¢ Mogy/nieM ynpas/eHus-anmapara Arctic Sun
5000_ mcnonb3yiiTe TOMbKO Kabenu W= NPUHALIEXHOCTMW,
KoTOpble  6bliM  0f06peHbl  KoMraHuein  Medivance.
MoacoefnHUTe  CUCTEMY  [OCTaBKW-., XMAKOCTW, Kabeslb
MoKasaHWii TeMnepatypbl 1, Kabenb AOKa3aHWin TemMnepaTtypsbl
2.(AonoNHMTENbHO) W TPYOKY A1 HamofHeHWs pe3epayapa K
3afiHeil NaHes I MOLYNA YNpaB/ieHUs:.

2. BcraBbTe kabenb nuTaHUg =B pPo3eTKy. PasmectuTe
ycTpoiicTBo Ang annapara Arctic Sun 5000 Takvum

06pasom, 4TOObI 06ecreyvBaiCAd Nerkuii AOCTyn K LUHYpY
MUTaHA.
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R 3. Front panel/TepefHas naHenb MOAY NS yrpasieHus

‘oner On

[¥Tunthe power ON by activating the Power-Switch.
i)Thecontrol module will automatically go through a brief
lelf-iest ofthe independent safety alarm.

JANew User Training module option is-available from
fiestart up screen.

() When the self-test is complete, thePatient Therapy
meledion screen will appear on the control panel.
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Bkntounte moaynb

1. BKHounTE NUTaHME,C MOMOLLBIO BbIK/HOYATESA.

2. Mofynb ynpas/ieHis aBTOMAaTUYeCKN MPOBOAUT KOPOTKOE
BHYTpeHHee  TecTMpoBaHue He3aBUCUMOIA CUCTEMBI
6e30MacHOCTW.

3. C aKpaHa 3anycka JOCTymnHa onums y4ebHOro Moayns.

4. Tlo OKOHYaHWO BHYTPEHHEr0 TECTMPOBaHWUS; Ha NaHenm
ynpaBneHns NosBATCA 3KpaH Bbi6op pexxnma.



Fll Reservoir

DAl the reservoir with sterile water only.

IFour liters of water will be required to fill .the reservoir
dnitial installation.

) Add one vial of Arctic Sun 5000~ Temperature
lanagement System Cleaning Solution to the sterile water.

Framthe Patient Therapy Selection screen, press either
kNormothermia or Hypothermia button, under the
lenPatient heading.

Peructpanua MU e PocagpaBragzope
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HanonHeHune pesepsyapa

1 HanonHute pe3epByap TONbKO CTEPW/ILHON BOAONA.

2. [py NepBOHaYabHON YCTaHOBKE /151 MO/IHOTO HanO/THEHMS
pe3epByapa NoTpedyeTcsa YeTbipe UTPa BOAbI.

3. [lo6aBbTe 0aVH (aKOH YMCTSALLEro pacTBopa A4 annapara
Arctic Sun 5000°B.CTepubHYIO BOAY.

4. Ha 3kpaHe. Bbioop pexmMma HaXMUTE NM60  KHOMKY
HopmoTepMus;“iMbo KHOMKy MMnotepmMus, paciosioXeHHYHO
MOZ 3aro/i0BkoM HOBbI NaLMEHT.



5 Fom the Hypothermia or Normothermia-therapy
qxemn press the Fill Reservoir button.

The Fill Reservoir screen will appear.<-Follow the
irections on the screen.

unctional Verification
Rafom the following functional verification procedure
ifier initial setup and installation of the centrol module.
)Power On the control module

Fomthe Patient Therapy Selection screen, press the
lypothermia button to display the Hypothermia therapy
iaen

Fom the Hypothermia therapy screen, press the

nual Control button to open,the Manual Control
indon
JUsethe Up and Down arrows to set the Manual Control
aer target temperature to 40RC and the duration to 30
nirutes.

Press the Start button:to initiate Manual Control,
dowat least 3 minutes for.the system to stabilize.

Monitor the flow rate ‘and water temperature in the
ystemstatus area on the-Hypothermia therapy screen.

Verify that the=flow rate reaches at least 15
iters/minute.
) \erify that the water temperature increases to 30°C.
)Pressthe Stop-button.

) Stthe Manual-Control water target temperature 104°C
ndthe durationto. 30 minutes.
D) Pressthe.Start button to initiate Manual Cantrol.
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5. Ha skpaHe Tepanua.npy HopmoTepMun Unm Tepanua npu
TMMNOTEPMUMN HAKMUTE_KHOMKY HamnonHWTL pesepsyap.

6. MoseutcA akpaH' HanonHWTL pesepsyap. Crepyiire
WHCTPYKLMAM Ha 3KpaHe.

DyHKLMOHaNbLHAA NPOBEpKa

BbInonHWTE cefytowyro PYHKLMOHAIbHYHO NMPOBEPKY nocre
HaYa/IbHOM YCTaHOBKM M HaCTPOMKM MOAYNS YNPaB/IeHNS.

1 BknounTe-MOAyNb yNpasneHus.

2. [Ana ortobpakeHns 3kpaHa Tepanua npw-.TUNOTEPMUM
HaXXMUTE KHOMKY MnoTepMus Ha akpaHe BbIGop pexuma.
3. Ha akpaHe Tepanusa mpu ryurnoTepMun _HaXKMUTE KHOTMKY
Py4HOe" perynvmpoBaHune, 4Tobbl OTKPbITs' OKHO Py4yHOe
perynupoBaHue.

4. B/ okHe PyyHOe perynupoBaHuve C “-AOMOLLLIO CTPENoK
yCTaHOBUTE LeneByt0 Temnepatypy “Bogpl Ha 40RC, a
NPOAO/HKUTENLHOCTL Ha 30 MUHYT.

5.<Haxmute kHonky MycK An9 VHUALMMPOBAHNA P*y4HOro
perynuposaHus. Mogoxante No KpanHein mepe 3 MUHYTbI,
roKa c1cTeMa He CTabunmsnpyeTes.

6, CreguTe 3a CKOPOCTbIO ‘W TemnepaTypoii  BOAbl,
oTo6paxaemMoii B none COCTOAHME CUCTEMbl Ha 3KpaHe
Tepanus npu rmnoTepMun.

7. Ybeautecb, 4YTO CKOPOCTb, BOAbI JOCTUraeT He MeHee 1,5
NATPOB B MUHYTY.

8. Ybeautech, YTO TemnepaTypa BOAbl NoBbILwaeTcs o 30RC,
9. Haxmute kHomky OcCTaHOBKa A/11 OCTaHOBKW PyyHOro
perynmpoBaHus.



2) Monitor the flow rate and water temperature in the 10. B okHe Py4yHOe perynvMpoBaHuve C MOMOLUSK0 CTPesiok

System status area of the Hypothermia therapy screen.
\rify that the water temperature drops to 6°C.

1 Press the Stop button to stop Manual Control

4) Press the Cancel button to close the Manual Control
iindow

5 Power Off the control module.

il. Patient Therapy

lace ArcticGel Pads
parine each pad for damage prior to placement.

Comrect ArcticGel Pads

Wert the blue and white colors on the pad line connector
rdFluid Delivery Line. While holding the pad line'tubing,
renthe clear pad line connector into the Fluid Delivery
ire manifold. Do not press or squeeze the wings when
»nnecting. The connector will click into place. Check the
uface of the device for mechanical damage prior to use.

irections for use
ArcticGel Pads are only for use with an’ Arctic Sun 5000
enperature Management System Control Module.

Select the proper number, size and_style pad for the
iliet size and clinical indication. However, the rate of
mperature change and potentially/the final achievable
myerature is affected by pad surface area, patient size,

md placement and water temperature range. Best system
ffformance will be achieved hy using the entire pad set

) Ifthe entire set of pads is notyused, the minimum flow
demay not be achieved.

LFor patient comfort, the pads may be prewarmed using
fra Temperature Control "Mode (manual) prior to
Nplication

1 Pacethe pads on healthy; clean skin only. Remove any

Teams or lotions from: patient’s skin before pad
fiplication. Remove the-release liner from each pad and
imdyto the appropriate-area. The pads may be overlapped
) folded adhesive-to-adhesive to achieve proper
lacement. The pads‘may be removed and reapplied’ if
Bosssary. The pad-surface must be contacting the skin-for
(Xind energy transfer efficiency. Place pads to allow for
ill respiratorysexcursion.
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yCTaHOBWTE LENeBYO TeMMepaTypy BOAb!
NPOAC/HKUTENBHOCTL Ha 30 MUHYT.

11. HaxkmuTe KHonKy [MycK ana nHuuumpesaHus PyyHoro
perynmpoBaHus.

12. CneguTe 3a TemnepaTypoil Bofpl, 0TOGpaXKaeMoii B none
CocTosiHMe cUCTeMbl Ha 3KpaHe Tepanug npyv rMnoTepMui.
Y6eauTech, 4TO TeMnepaTypa BoAbl NOHMKaeTcs 40 6RC.

13. Haxxmute KHomnky OcTaHOBKa.

14 HakmmuTe KHonKy OTMeHa, YTO6KI 3aKPbITh OKHO Py4yHoe
perynmposaHue.

15; BbIKounTe MOAY b YNpas/eHns.

4:1. Tepanua naymeHToB

Ha 4RC, a

HanoxeHne maHxeT ArcticGel
Vccnepyiite Kaoxayto MaHXeTY Repes Ha/IOXKeHNEM, HET /N Ha
Heli MOBPEXAEHWIA.

MoacoeanHeHne maHXxeT ArcticGel

BbIpoBHAliTE CUHME W O€flble Y4acTKM Ha COeANHUTENNbHOM
pasbeMe MaHXeTbl W CGUCTEME MOJaYM >KUAKOCTW. [epxka
TPY6KY MaHXeTbl, BCFaBbTe MPO3payHblii COEAMHUTENbHBINA
pasbeM  MaHXeTbl B =MaHWU(ONbi CUCTEMbl [OCTaBKU
XNOKOCTW.

Mpn NOACOEAMHEHUM HE HaXXUMaWiTe WM He COKUMainTe
6OKOoBble 3allesiki, Pa3beM BCTaHET Ha MECTO CO LUE/YKOM.
Mepes wCMoOMb30BaHWEM  YCTPOWCTBA  OCMOTPUTE  €ro
MOBEPXHOCTb HaHA/INUME MEXaHUYECKNX MOBPEXAEHNIA.
YKazaHUs No/MPUMEHEHNIO

1 ManxeTbl ArcticGel npegHa3HayeHbl 48 UCMO/AL30BAHUA
TOMbKO € annapartom Arctic Sun 5000.

2. BblbepuTe HEOOXOAMMOE KOMIMYECTBO, Pa3Mep 1 TN
MaH)XeT B:3aBMCMOCTI OT PasMepoB NaLyeHTat
KMHNYECKMX NOKasaHWii. MpuMuTe BO BHUMaHVe, YTO
CKOPOCTb, U3MEHEHWSt TeMMepaTypbl ¥ LOCTVDKEHNE
KOHEYHOW, TemnepaTypbl 3aBUCUT OT NIOWAAN NOBEPXHOCTU
MaHXXeT, pasMepoB MauyeHTa, PacroNOXKeHNs MaHXeT 1
Avana3oHa TemnepaTypbl Bogbl. ONTUMaIbHas Npon3Boau-
TeAbHOCTb CUCTEMbI OYAeT LOCTUraTbCI-NPY MUCMO/b30Ba-HUN
BCEr0 KOMM/IEKTA MaHXeT (4). B cny4yae npumeHeHus
HEAO/IHOr0 KOMMN/IEKTa MaHXeT MUHUMa/IbHasi CKOPOCTb
FOTOKA XXNAKOCTU He MOXET ObITh AOCTUMHYTa.

3. [ns yao6eTBa NaUMeHTOB MaHXETbI Mepes NpYMeHeHNEM
MOXXHO MpefBapuTe/IbHO NOLOTPeTh B peXKvme
perynmpoBaHuns TemnepartypblBogbl (PYUHOW pexum).

4. Pa3veLLaiiTe MaHXeTbl TO/IbKO Ha YMCTON 3[40POBOI KOXE.
Mepes HaMOXeHVMEM MaHXeTbl*yaa/inTe OCTaTKU Kpema uin
NOCbOHA C KOXW NauyieHTa. CHUMWTE 3alMTHYIO MEHKY C
KaXKOO/ MaHXeTbl M HaAOKWTE WX Ha COOTBETCTBYHOLLME
obnact. 4519 ONTUMabHOTO HA/IOXKEHUS MaHXETbl MOXHO



Attach the pad’s line connectors to the patient line
menifolds. Begin circulating water through the pads using
ither Patient Temperature Control Mode (automatic) or
Waer Temperature Control Mode (manual). 1fthe pads fail
loprime or a significant continuous air leak is observed in
K pad return line, check connections, then if needed
leplace the leaking pad.

Once the pads are primed, assure the flow rate displayed
the control panel is greater than 1.7 liters per minute,
widhis the minimum flow rate for a full pad kit (4).

When finished, empty water from pads. Cold
emperature increases the adhesiveness ofthe hydrogel. For
@ of removal, leave pads on the patient for
ipproximately 15 minutes to allow the hydrogel to warm.
Sonlyremove pads from the patient and discard.

Directions for ArcticGel Small Universal Pad
Tre ArcticGel Small Universal Pads.are only for use
ilhthe Arctic Sun Temperature Management System.
SeOperators Manual for detailed instructions on system
7]
medt the proper number of pads.for'the patient size and
linicl indication. However, the’ rate of temperature
hange and potentially the final achievable temperature is
ifFected by pad surface area, patient size, pad placement
ird water temperature range.'.Best system performance
Wi be achieved by using the‘maximum number of pads.
Tre following sizing chart is provided as guidance,
iodfy le number of pads-and locations as necessary to
let specific clinical needs;
Patt*nt W*tght

Numbtr or Pads
2.5-51(9 (5.5-10 X)
5-10 kg (10-22 tis)
10-16 kg (22 - 35 DS) 3
Hae the pads on-healthy, clean skin only. Locate {pad

adps away from: articulating areas of the body to avoid
imtation.  Place pads to allow for full respiratory
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pa3MeLLaTb BHAX/IECT WM CrnbaTh KNeiKoi CTOPOHON BHYTPb.
Mpy HEOOXOANMOCTN MaHXXETbI MOXHO CHUMATH ¢
Hak/1aabIBaTb NOBTOPHO. [/19 06ecneyeHns ONTUMaIbHON
3(hheKTUBHOCTM Mepefaym TenoBol SHepPri-floBEPXHOCTb
MaHXeTbl [JO/KHA CONPUKacaTbCa C KOXKeli.~Pa3mecTute
MaH>XeTbl TaKUM 06pasoM, YTOObI OHW He OFPaHNYMBAIN
MO/HbBIA 00bEM AbIXATENbHbIX ABVKEHWIA.

5. MNoacoeanHuTe pasbeMbl TPYOOK MaHXKETbI K KOJIIEKTOpaM
NMHUW NaupeHTa. 3anycTute LUMPKYNAUUIO BOAbI B MaHXEeTax
C MOMOLLIbIO PeXK1Ma perynnmpoBaHus TeMreparypbl naupeHTa
(aBTOMATWYECKNMIN) UK PeXMMAa perympoBaHus
Temnepatypbl Bogb! (PYHHON).

E€/M MaHXeTbl He 3ano/IHAITCA BOAON WM ecni U3 TPYOKY
BO3BpaTa >XV1AKOCTN NOCTOSHHO HABNIOAAETCA YTeuKa BO3ayXa
MpoBepbTe COeAVNHEHUSA U NMPY HEOBXOAMMOCTY 3aMeHUTe
MPOTEKAOLLYHO MaHXKETY.

6. Mocrne TOro Kak Bce MaHXETbl 6y YT 3aro/HeHb,
YLOCTOBEPLTECh, YTO CKOPOCTH MOTOKA, 0TObpaXkaeMas Ha
MaHenn ynpaeneHns, NpesbIttiaeT 1,7 1MTpa B MUHYTY, YTO
ABMISETCA MUHUMaIbHOW CKOPOCTLIO MOfAaun BOAbI Nput
MOACOEANHEHWW MOMHOTQ KOMI/IEKTa MaHXeT (4).

7. Tlocne 3aBepLUeHMA UCTIONb30BaHNA MaHXeT yaanmTe 13
HWX BoZy. X0nofHas TemMiepaTypa NoBbILIAeT K/IeNKOCTb
rugporens. [ing Toro 4ro6bl MaHXeTbl MOXHO Obl/10 JIETKO
CHATb, OCTaBbTE WX APUMEPHO Ha 15 MMHYT, 4TO6bI rnaporens
Harpencs. Mef/leHHbIM [BVXEHNEM CHUMUTE MaHXETbI C
nauueHTa 1 yTuansupyinTe mx.

YKazaHusi No ARUMEHEHWIO A8 MaHKeTbl ArcticGel Small
Universal

ManxeTbl ArcticGel Small Universal Pad npefHasHa4eHbl
AN MCronb30BaHKs TONBKO ¢ annapaTom Arctic=Sun 5000.

* BbibepuTe Heo6X04AMMOe KONMYECTBO MaHXET.B
3aBMCYMOQCTY OT PasMepoB MauyeHTa N KIIMHAYECKNX
nokasaHuit: CKOpoCTb M3MEHEHNS TeMnepatypbl 1
JOCTWKMMas KOHEYHas TeMnepartypa 3aBucaT OT nioLaan
MOBEPXHOCTN MaHXET, PacroNOXeHNs MaHXeT, pa3MepoB
TenanaumeHTa n ApnanasoHa Temnepatypbi Bogsl. Hannyuime
pesy/ibTaTbl  MPUMEHEHUS  CUCTEMbI-. JOCTUralOTCA  Mpu
1CRO/1b30BaHNN MaKCUMa/IbHOTO YMCAa MaHXeT.

« Criegytowian Tabnmua pasmepoB’ MpuBeAeHa B KauyecTse
opueHTUpa. VI3MeHsiiTe KONMYECTBO MaHXeT M MecTa WX
pacnonoxeHus Tak, Kak TpeOyeTcd Ans  LOCTUXKEHWS
KOHKPETHOW KIMHNYECKOW Lienn;

Plllaccarena natu«eHTa KonimyecTtso Haknagok

2,5-5 kr (5.5-10 ¢pyHTOB) 1
5-10 kr (10-22 doyHTe») 2
10-16 W' (22-35 coyHTOB) 3



The pad surface must be contacting the skin for optimal

energy transfer efficiency. The Small Universal Pads are
provided with a cloth liner over the hydrogel The pads
mey be used with the cloth liner in place or removed to
expose the hydrogel adhesive. If the cloth liner is used,
secure the pads with the Velcro straps to ensure good
contact with the skin. The pads may be removed and
reapplied if necessary.

Due to the small patient size and the potential for rapid
patient temperature change

*It is recommended to use the following settings:

Water Temperature High Limit: 20°C (104°F)

Water Temperature Low Limit: >10°C (50°F)

Control Strategy: 2

«Itis recommended to use the Patient Temperature High

and Patient Temperature Low alert settings.

LLL Place a core patient temperature probe and connect to-the
Adic Sun Temperature Management System patient
temperature 1 connector for continuous patient
temperature feedback. A rectal or esophageal temperature
prde is recommended.

Attachthe pad’s line connectors to the fluid delivery line
manifolds. Begin treating the patient.

Ifthe pads fail to prime or a significant continuous air
ekis observed in the pad return line, check'connections,
trenif needed replace the leaking pad.

Qreall the pads are primed, assure the steady state flow
aedisplayed on the control panel is appropriate for the
lurter of pads connected.

lurter Pads 1 2 3

linimum Flow Rate I'/m 0.9 1.7 24

WWhen finished, purge water from pads. Slowly remove
fromthe patient and discard.
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* Pa3melLaiiTe MaHXeTbl TONIbKO Ha YMCTON 3A0POBOIA KOXe.
Y6eamTech, UTO Kpas MaHXETbl HAXOAATCA HA PacCTOSAHUN OT
MOABWKHBIX YacTell Tena, UT0Obl M36eXaTb -pasapakeHus.
Pa3vecTuTe MaHXeTbl TakyM 06pa3oM, -4TOObl OHW He
OrpaH1YMBaNM MOJHbIA 0ObEM AbIXaTeNbHbIX ABVMKEHWIA.

o [1na obecneyeHns onTUMabHON 3(hPEKTUBHOCTM NepeaaYn
TENMOBOA  3HEPrM  MOBEPXHOCTb MaHXeTbl  [O/KHA
conpukacatbcd C Kokeir. ArcticGell Small  Universal
MaHXXeTbl MOCTABNANTCA C TKAHEBOW j3aLUMTHOM M/EHKON,
MOKPbIBAIOLLEN TvApore/b. MaHXeThbl MOXHO UCMO/b30BATb,
HE CHMMas 3Ty 3alUMTHYIO M/IEHKY, JIM60 CHSAB ee 1 OTKPbIB
K/eALLYHOCS MOBEPXHOCTb ruaporess. Mpu “cnosnb3oBaHUm
MaHXXeT C HECHATON 3aLLUMTHOWN M/1IEHKOW (PUKCUPYITE MX Ha
MecTe  TEKCTW/IbHbIMW  3acTekkamy  Velcro,  4TOObI
obecneunTb  XOpPOLMA  KOHTaKT ¢  Koxel.  [Mpwm
HEOOXOAMMOCTN MaHXeTbl M@XXHO CHUMATb W Hak/afplBaTb
MOBTOPHO.

» Bcreacteue HeGOMbLLOFO pa3mepa MauyeHTa W pucka
ObICTPOrO  M3MEHeHWs TemnepaTypbl Tefla  nauveHTa
cobntofaite NpuBeLeHHBIE HUXKe PeKOMeHZALUMN.
* PekoMeHayeTCs MCNOMb30BaTh CeAyHoLMEe HACTPOVKM:
MakcumanbHas Temreparypa sogpl: 0 °C (104 °F)
MwuHumanbHas Temiepatypa Bogpl: >10 °C (50 °F)
Crpateruns ynpas/esus: 2

» PekomeHAyeTCs' -MCMONb30BaTb HACTPOVKW  CUrHasIOoB

TPEBOTM MO MaKCUMa/lbHOW M MUHMMa/IbHOM TemnepaTtype

Tena nauyieHTa.

e YCTaHOBUTE. [aTuMK BHYTPeHHe/ Temneparypbl Tena
nauueHTa 1 AQAK/IIOUMTe ero K annapary Arctic=Sun 5000
yepe3 pasbeM=«Temneparypa nauueHta 1» 48 co3f4aHus
HEeMpepbIBHOW 00PaTHON CBA3X C MOMYYEHWEM 3HaYeHWA
TemnepaTyps! Tefia naumeHTa. PeKOMeHLYeTeq Uerob3osaTb
PeKTaNibHbI WM MULLEBOAHbLIA TemnepaTypHbIi  AaTumK
(nocTaBASKOTCA OTAENBHO).

* MoacoeanHUTe pas3bemMbl TPYOOK HaKnafkn K KONIEKTopY
JIIHWA-BOCTaBKM XMAKOCTU. HauHUTe AEYEHVE MaumeHTa.

* EcAv MaHXXeTb! He 3an0HAKTCA BOLOV MW eCiv U3 TPYOKM
BO3BpATa KMAKOCTM MOCTOSHHO _HabnofaeTcs  yTeuka
BO34yXa, MPOBEPbTE COEAUHEHUA WP HE0OXO4MMOCTM
3amMeHWTe MPOTEKAKOLLYH0 MaHXeTY:

«.[Jocne TOro Kak BCe MaHXeTbl 3anoAHATCS BOAOM, yoeauTech

B Haanexallleli BeIMUmHe YCTaHOBUBLLIEICS CKOPOCTY MOTOKA,

KoTopas OTOOpaXkaeTCsi Ha ; FaHenn  ynpae/feHus, B

3aBVCYMOCTY OT KONMYECTBA UCTIOMb3YeMbIX MaHXXET.

Konnuyectso MaHXeT 1 2 3
MwuHUManbHas CKOpoCTb NoToKa, A/MuH 0,9 17 2,4

« [Nocne 3aBepLLEHNS UCTIONB30BAHMS MAHXKET YAANINTE U3 HUX
BOMy. MeASIEHHbIM [BVKEHVEM CHUMWUTE MaHXeTbl C
MaLmMeHTa 1 YTUIM3NPYIATE WX,




Temperature Probe Placement

«diet temperature control with the Arctic Sun 5000
Tenperature  Management System  requires patient
temperature feedback provided by an indwelling patient
tenmperature probe connected to the Patient Temperature 1
oconnector on the back ofthe Control Module.

Pdtient Therapy Selection

Uethe Patient Therapy Selection screen to initiate a
NwPatient, Continue a Current Patient or access the
Advanced Setup screen.

NwPatient - Normothermia

Slet Normothermia if the therapy goal is to maintain_a
ent temperature at a pre-defined target temperature for
indefinite period of time. Press the Normothermia
uionto display the Normothermia therapy screen.

lenPatient - Hypothermia
St Hypothermia to reduce and maintain a=patient
QOmperature at a set target temperature for a defined period
jftime, then slowly re-warm the patient at a controlled re-
iramingrate. Press the Hypothermia button to display the
lypothermia therapy screen.

dditional Protocol Option

Bo additional protocols  (Hypothermia  or
)iormothermia) may be visible on the Patient Therapy
«lection screen.

rreot Patient
Continue Current Patient button and the date and
ingthat the current therapy was-paused will display on the
«diet Therapy Selection screen if a patient therapy was
Iusdwithin the past 6 hours,
testhe Continue Current Patient button to resume a
eused patient therapy.

Ditiste Normothermia~(Control Patient & Rewarm
‘atient)

(ormothermia therapy is initiated and managed, and
aient temperature “is-automatically controlled to a‘set
irgttemperature from the Control Patient window inthe
(ormothermia “therapy screen. The Control Patient
rincow displays: the patient target temperature and ‘the
aation sincethe

nitition o f norm othermia therapy.
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Pa3mellleHVe TeMMepaTypHOro faTyunka

[na perynMposaHus Temnepatypbl NauyeHFa “C MOMOLLbIO
annapata Arctic Sun 5000 TpebyeTcs. “HenpepbiBHOE
CUATbIBaHME MOKa3aHUi  TeMMepaTypbl . €< NOCTOSHHOIO
TeMMepaTypHOro fatymka (He BXOAWUT B KOMRIEKT NOCTaBKW),
NOACOEAVUHEHHOTO K pasbeMy «Tem-pa-faumeHTa 1» Ha
3a/iHei naHeny Moayns ynpasieHus.

Bbi6op pexunma

AKpaH BbI6oOp pexxnuma MCronb3yeTcs) A1 Havana Tepanvu
HoBOro naumeHTa, NPOJOMKEHUS )~ Tepanun  TekyLlero
faLumeHTa um nepexoga K IkpaHy, PaclumpeHHble HaCTPOKM.
HoBbIn nayneHT-HopmMoTepmus

[na  nopfepkaHna TemnepaTypsl MauMeHTa Ha  YPOBHe
3af)aHHOV LieneBoM TeMAEPaTypbl B TeyeHue
HeonpefeneHHoro nepuoga ‘/BpeMeHW HaXXMUTE  KHOMKY
HopmoTepmusa. [na oTobGpaxkeHMs akpaHa Tepanus npu
HOPMOTEPMUM HXKMUTE KHORKY HOopMOoTepmus.

HoBblll nauneHT-IMnoTepmus

[nsa CHWKeHVA 1 NoAAepXaHWs TeMnepaTypbl nauyeHTa Ha
YpOBHe 3a[aHHON [IENIeBON Temnepatypbl B  TeuyeHue
onpefeneHHOro  Mnepuoja BPEMEHW C  MOC/edyHoLLMM
MeJ/IeHHbIM  COrpeBaHleM MaLMeHTa C  KOHTPO/MPYeMON
CKOPOCTbIO COTpeBaHMs HaXkMuTe KHOMKy [unotepmus.
Haxmute KHOMK “EmMnotepMus i1 OTOOpaXEeHUs 3KpaHa
Tepanus npy r’unoTepMui.

Vicnonb3oBayue AONOMHUTENBHBIX MPOTOKO/OB

Ha akpaHe «Bbl6op pexuma» MOryT oToOpakaTbcs [Asa
JOMOMHUTENBHLIX  MpoTokona  («[unotepmms» — win
«HopmoTepmus»).

Tekywuit-nauneHT

Ecnm Tepanus naumeHTa 6blna npuocTaHOB/ieHa MeHee 6
yacoB-Ha3afl, TO Ha 3KpaHe Bbl6op pexxvma oTobpasnTcs
KHOMNKa TTpoA0/MmKMTL TeKYLLL. NaLmeHTa, a Takxe AaTa u Bpems
MPUOCTAHOBKM  Tekyllein Tepanuu. . [ins  BO30GHOB/EHNSA
MPUOCTAHOB/IEHHOW Tepanun naunenTa HaXMUTe KHOMKY
[1POfOMKMTD TEKYLL,. NaLueHTa.

3anyck HopmoTepmuun (perynuipoBaHve Temnepatypbl U
corpeBaHme naumneHTa)

JTa  (PYHKUMA  MCMOMb3yeTcs ‘A1  VHALMUPOBaHMS 1
yrpaB/ieHns HacTpoikamn Teparnvsi Npyu HOPMOTEPMUK, NpK
3TOM aBTOMATMYeCKW YCTaHaB/MBAETCA Lie/ieBast Temneparypa
nauueHTa, 3afaHHas B OKHe Perynvposarb TeM-py 3KpaHa
Tepanus npu HopmoTepMnd. OKHO PerynupoBatb TeM-py
OTOOpaKaeT  LEeNeBYIO .~ TeMMepatypy  nauueHta W
NPOJO/MDKUTENBHOCTL € ‘Hadasia NPOBeAEHWUs Tepanuu npu
HOPMOTEPMUM.




Toinitiate Normothermia therapy:

}rom the Patient Therapy Selection screen, press the
Normothermia button to display the Normothermia
lergy screen.

2AThe default patient target temperature will display in the
Control Patient window.

To modify the patient target temperature, press the
Adjust button to display the Control Patient-Adjust
Window
jControl Patient to: Use the Up and Down arrows to set
kdesired patient target temperature to control the patient.
HRewarm at a Rate of: Use the Up and Down arrows on
Aeright of the screen to set the rewarming rate,
i)Press the Save button to save the new settings and close
AeControl Patient-Adjust window
TPress Start, in the Control Patient window to initiate

xrapy. You will hear a tone and then a voice stating
rherapy Started”. Additionally, the Control Patient
witbw and the Arctic Sun 5000 Temperature
lanagement  System icon will blink, indicating-/that

liergoy is in progress.

litile Hypothermia (Cool Patient and- Rewarm
itient)
lypothermia therapy is initiated and managed, and patient
tperature is automatically controlled‘to’ a set target
mperature from the Cool Patient and/Rewarm Patient
indons in the Hypothermia therapy screen,
ke Cool Patient window displays! the cooling phase
iliet target temperature and the lengthroftime remaining
ithe cooling phase ofthe
ypothermia therapy.
LLlc Rewarm Patient window _displays the rewarming
mlase patient target temperature=and the length of time
miaining in the rewarming phase of the Hypothermia

LLpy.

oinitiate hypothermia therapy:

lonthe Patient Therapy=Selection screen, press the
lypothermia button to display the Hypothermia therapy
aen

.Cool Patient Settings

«Tre default patient target temperature and duration will
igdayin the Cool Patient window.

To modify the patient target temperature and duration,
ressthe Adjust button to display the Cool Patient-Adjust
inrcown
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Ans  Toro 4TOoGbI
HopMOTepMUN:

1 [na otobpaxkeHus 3akpaHa Tepanus Mpu.“HOpPMOTEPMUM
HaXKMUTe KHOMKY HopmoTepmus Ha akpaHe, Bslbop pexxvma.
2. B OkHe PerynupoBatb TeMm-py OTOGpaKaeTcs Lienesas
Temnepartypa naumeHTa rno ymonyaHuio.

3. N5 n3MeHeHUs LeNIeBOi TeMnepaTypbi-HaLmeHTa HakMUTe
KHONKy HacTpolika. OTKpoeTcs OKHO-PerynvmpoBatb Tem-
py - HacTpoiika.

4,(PerynnpoBartb TeM-pY: C MOMOLLbH CTPESIOK YCTaHoBUTe
yKenaTenbHYI0 LiefeByr0 TeMnepaTtypy;naumeHTa.

5.7 Temn corpeBaHVsA: YCTaHOBWTE~ TEMM COrpeBaHus C
MOMOLLIbIO CTPenoK «Beepx» N «BHWU3», PacrofioXeHHbIX B
npaBoM Yr/y aKpaHa.

6. Haxxmute KHOMKy COXpaHWTh, 4T0Obl COXPaHWUTL HOBbIE
HaCTPOMKM W 3aKpblTb OKHO' PerynnpoBaTb TeMm-py -
HacTpoiika.

7. Utobbl Hauatb Tepanuio nadyeHTa, HaxmuTe INycK B OKHe
PerynupoBatb Tem-py. BbI ycrblluMTe CUrHas, a 3arem
rofocoBoe  coobleHne’ «Tepanus  Hadata»  (“Therapy
Started”). Kpome T0ro, OKHO Perynmposarb TeM-py 1 3HA4OK
annapata Arctic Sun 5000 HauyHyT MUraTb, YKasblBasi Ha To,
4TO Tepanus NPOBOAUTCS.

WHULMMPOBATL  Tepanuio  npw

WHnummposatb tuRoTepmmnio (Oxnakgatb naumeHTa u
CorpeBatb NauveHTa)

3ta  yHKUMA “ucnonbyeTcs AN MHULMUPOBaHUS U
ynpaB/ieHNs HacTpoiikamMu Tepanus Mpu rUNoTepmMmnn, Mpu
3TOM aBTOMAaTWYECKW YCTaHAB/MBAETCA LiefieBas TeEMMepaTypa
nauueHTa, 3afaHHas B OKHax OxnaxjaTb .[AauMeHTa wu
CorpeBatb MauyeHTa 3kpaHa Tepanus npy rurnoTepMun.
OkHO OxpaxgaTb MauyeHTa OTOOPaXKAeT — LENeByro
Temnepatypy nauvieHTa (hasbl OX/TKAEHWUS 14 “OCTaBLUMIACS
nepuog BpemMeHn (hasbl OX/TaKAEHMA Tepanin. FUNoTEPMUM.
OkHO ~CorpeBaTb nMauueHTa OTOOPAKAET  LieeByto
TemnepaTtypy naumeHTa (hasbl COTpeBaHWUS W OCTaBLUMIACA
nepuog BpeMeHu (hasbl COrpesaHus Tepanun rmnoTepMmm.
Tepanua npu runoTepmMum:

Ona_ oTobpaxeHus 3kpaHa Tepamus nNpu  UNOTEPMUAU
HaXMUTE KHOMKY MMnoTepMus Ha aKpaHe Bbibop pexuma.
I...HacTpoiikn hyHKUMM OxnaxgaTb naumeHTa

* B okHe OxnaxpaTb MauveHTa ‘0TOOPaXKaeTCs LeneBast
TeMneparypa OXaXK4eHVs nauueHTa 1 NPoAO/MKUTEIbHOCTb
Tepanuu No yMONYaHuio.

o N9 N3MeHeHWs LieneBoi TeMAEPATYpPbl NaLmeHTa 1
NPOAO/HKMTENBHOCTM Tepanui HaxMUTe KHONKY HacTpoika.
OTkpoeTcs OKHO OxNakaaTh HaumeHTa - HacTpoiika.

* OxnaxpgaTb [0: C MOMOLLIO CTPenoK, PacrofioXeHHbIX
CNneBa, YCTaHOBUTE HY)XHOE 3HaYeHUe KOHEYHOWN LieeBol
TeMnepaTypbl.
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