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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-dui.
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 Wr..
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. mamXeTa 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

Perncrpanna MU B Pocampasranzope
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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 - 1AL,

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.;
= CUMynATOp TemnepaTypsbl - 1T

= 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
MaHxeTbI-ArcticGel. [JaTtunk n3MepeHns Temnepartypbl (He
MOCTaB/ISETCA MPOW3BOAMTENEM W He BXOAMT B KOMIJEKT
MOCTaBKW), MOACOEAVHEHHBLIA K MOAYO  YNpaBneHus,
rnepeaeT, MoKas3aHWs TeMnepaTypbl Tefla MaLueHTa Ha Moay/b
ynpaB/AeHNs:, 1 OHa 0TObpaXKaeTca Ha MOHUTOpe. O6YyUeHHbIi
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, accessgries

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 RaLeHTa, 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 JerkKoBOCNIaMEHSAHOLLMXCS
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/s
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 cMm Haj ypoBHEM Mona
0N .0becrneveHnss HeOOXOAMMOM  CKOPOCTW 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  CUrHafIoB  TREBOTM MO  MaKCUMaSIbHOW 1
MWUHUMaJIbHON TeMmnepaType 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  OJIUTElbHOE  UCNOJIb30BaHWE  pexuma
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/EHNS) 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
MOHUTORUHI TeMnepaTypbl M OMoBeLleHWe 0 npobremax.
Kpome Toro, TeMnepaTtypy naumeHTa MOXHO Mepuoanyecku
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
NPOBEeLEHN  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. PErynNpoBaHna  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 NpyBeayT 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 Ui TpyOKM, NoABOAVMbIE K
MauyieHTy.

* CKOpOCTb W3MEHeHVs—Temneparypbl 1 [ocThraemas B
KOHEYHOM MTOre 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 AN 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  AvabeToMm, — 3abonieBaHUAMM
nepupepuyecKnx Cocyaos, MOXUM MMTAHWEM, MPUEMOM
CTEpPOMZOB MM COCYLOCY>KVBAIOLLMX MPENapaToB C BbICOKOA
[03VPOBKOM. [Mpn HEOBXOAMMOCTM MUCMO/b3YITe YCTPOCTBA
4119 OCnaBeHNs UK MOHKEHUS

[aBMIEHNS, 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.

Peructpamma MU B Pocampasramsope
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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 Hamo/HeHWs pe3epByapa 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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Rt 3. Front panel/lepefHas naHenb MOAY NS yrpasieHns

‘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 BblGop 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 LeneByl0 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/i1 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
MaHXeT B:3aBMCMOCTI OT pasMepoB NaLyeHTatn
KMHNYECKMX NOKasaHWii. MpuMuTe BO BHUMaHVe, Y4TO
CKOpOCTb, U3MEHEHWS 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/IOXKEHUA 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 Heo6X04MMOE KONMYECTBO MaHXET.B
3aBMCYMOQCTY OT PasMepoB MauyeHTa N KIIMHAYECKNX
nokasaHuit: CKOpOoCTb M3MEHEHNS TeMnepatypbl 1
JOCTWKMMas KOHEYHas TeMnepartypa 3aBucaT OT niowaan
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
pacnonoxeHns Tak, Kak TpeOyeTcd Ansa  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 Koxkeir. 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 1cnosnb3osaHum
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' -MCMOMb30BaTb HACTPOVKW  CUrHasIoB

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 HakKMafkn K KONIEKTOpY
JIIHWA-BOCTaBKM XMAKOCTU. HauHUTe AEYEHVE MauveHTa.

* 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  ynpaefeHus, 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 [ 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
Tepanua 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 tuRoTepmunio (Oxnakpatb 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  LieNeByto
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/KUTEIbHOCTb
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 3HaYyeHWe KOHEYHOWN Lie/eBol
TeMnepaTypbl.




Cool Patient To: Use the Up and Down arrows on the
dtside to set the desired patient target temperature to cool
lepatient

Cool Patient For: Use the Up and Down arrows on the
li“t side to set the cooling duration to cool the patient
gfore rewarming begins.

Press the Save button to save the new settings and close
K Cool Patient-Adjust window

LRewarm Patient Settings
Tre default patient target temperature and duration will
tisplay in the Rewarm Patient window.
Tochange the rewarming phase patient target temperature
nd rewarming rate, press the Adjust button in the
Itewarm Patient window
«display the Rewarm Patient-Adjust screen. Use the Up
m Down arrows on the left side to set the desired final
diert target temperature.
tewarm Patient To: Use the Up and Down arrows- on
right side to set the desired final patient: target
mperature.
tewarm at a Rate of: Use the Up and Down arrows in
ecenter of the screen to set the rewarming rate.
Rewarm Patient From: When cooling. a patient,
justrent of the Rewarm Patient From setting on the
ttside of the screen is disabled and defaultsito the Cool
Ident target temperature.
Whren rewarming a patient, the Rewarm-Patient From
justment is enabled and the value cansbe modified. The
ewarmPatient From setting is the temperature to which
system is currently controlling 'the patient. The
warm Patient From temperature’ will automatically
iceese as the rewarming process ¢ontinues. This feature
tore the rewarming procedure jto be optimized by
oning complete control of the rewarming ramp.
Wing the Rewarm Patient "From temperature, the
swarm Patient To temperature and the rewarming rate
dtirgs, the system will calculate and display the
twarming duration and the date/time at which the patient
il reach the final rewarming target temperature.
sessthe Save button to.save the new settings and close
Rewarm Patient-Adjust-window.
Initiate Patient Cooling
Pess Start, in the “Cool Patient window to initiate
egy. You will hear-a tone and then a voice stating
Frargyy Started”. Additionally, the Cool Patient window
udhe Arctic Sun 5000 Temperature Management System
wiwill blink, indicating that therapy is in progress.

Peructpanng MU B Pocagpasragzope
www.nevacert.ru | info@nevacert.ru

e OxnaxpaTb B TeyeHWe: C TOMOLLBHI, CTPENOK,
PacrosioKeHHbIX Crnpasa, YCTaHOBUTE MPOAGIKNTENILHOCTL
OXNXKAEHWA NaLmeHTa A0 Hadasia CorpeBaHud.

» HaxmuTe KHOMKy CoXpaHWTb, 4TOObl COXPAHWUTb HOBblE
HacTPOVKM W 3aKpblTb OKHO OxnaxpaaTb nauueHTa -
HacTpoiika.

2.( HacTpoiiku yHKumm CorpeBatb.naymeHTa

+-B okHe CorpesaTtb MauneHTa. OTOOpaXKaeTcs LienieBast
TeMnepaTypa COrpesaHUs MauueHTa) 1 NpPOAC/KUTENIbHOCTb
Tepanuu Nno yMonyaHuio.

s [ANA M3MeHeHUs napameTpoB. hasbl COrpeBaHUs HaXMUTE
KHonKy Hactpoiika B OKHe. CorpeBaTb  nNauumeHTa.
Otobpasntcs akpaH CorpeBath NauueHTa - HacTpoiika.

» CorpesaTb [0: C MOMOLLbIG CTPENioOK, Pacno-NoXeHHbIX
crpaBa, YCTAHOBWTE HY)HOE 3HaYeHMe KOHEYHON LeneBoii
TemrepaTypbl.

e Temn corpeBaHud: LYCTaHOBUTE TeMM COrpeBaHus C
MOMOLLbKO CTPENOK, PacROSIOMEHHDBIX B LIEHTPE OKHa.

* HauaTb corpesaHune-APU: BO BPEMS OX/TXKAEHWA MavyeHTa
HacTpolika HauaTb COFpeBaHME MpW, PacroNOXeHHas Ha
NEBOW CTOPOHE 3KpaHa; OTK/IH0-YeHa, 1 N0 YMOYaHWI0 paBHa
LieneBoli TemnepaTtype HaCcTPOKN OXnaxaaTb MauyeHTa.

» Bo Bpems corpeBaHVsi MauyieHTa HacTpoika-HauaTb
COrpeBaHue Npw BKIKOYEHA, U ee 3HAYeHNe MOXKHO N3MEHATD.
Hactpoiika ~HauaTb corpeBaHue npu --MOKa3blBaeT
Temrepartypy, <40 KOTOpOiA OyfeT MpOBOAUTLCA TeKyluas
Tepanua ragueHta. [lo Mepe corpesadVigy, MauneHTa
TeMneparypa, yKasaHHas B HacTpoiike HauaTb CorpeBaHue
npu OYAEeT aBTOMaTUYECKWN YBENMUMBATLES:, ‘OTa (YHKUMS
MO3BO/IAET” ONTUMK3MPOBATL MPOLIECC COLPEBaHMS 3a CYeT
MOMHOFO™, KOHTPONMSA  Haj  MPOLECCOM.’ MOCTEMNeHHOro
corpesaHus.

C y4eTom TemrepaTypbl, 33aHHON B-HAaCTpolikax Hauatb
corpesaHune npu n Corpesartsb [0, a Takke 3a4aHHOro Temna
COrpeBaHus, CMUCTEMa paccuMTaeT M 0ToOpasuT Ha 3KpaHe
NPOLO/MKUTENIbHOCTL COrpeBaHVs M 'aaTy/Bpems, B KOTOpOe
TeMnepaTypa nauueHTa [OCTUFHET KOHEYHON  LieNneBo
TemnepaTypsbl.

* Haxmute kHonky COXpaHWTb, 4TOObl COXPaHWUTb
HOBble HAaCTPOMKW W 3aKpblTb-0KHO CorpeBatb MauueHTa -
HacTpoiika.

3. MlHnummnpoBaHme npoLecca oxXNaxaeHns naumeHTa

* Yt0o6b! HayaTb TEpanuio ruAoTepMIUN, HaxKMuTe IyCcK B OKHe
Oxnaxpatb naumeHTa. -Bbl ycnbilmTe curHan, a 3arem
rofiocoBoe  Co0OLLeHMe . «Tepanna  HadvaTa»  (“Therapy
Started”). Kpome Toro, @kHO OxnaXKgaTb NauMeHTa 1 3Ha4oK



Initiate Patient Rewarming

Upon completion of the cooling phase, there are two
Dios for initiation of patient rewarming, either
Autometically or Manually, depending on the Rewarming
egirs setting in Hypothermia Settings.

If Rewarming Begins is set to Automatically, the
«werming process starts automatically when the Cool
Went therapy is complete and the duration reaches zero.
IfRewarming Begins is set to Manually, the rewarming
rocess starts when the Start button is pressed in the
[«narm Patient window. The

wling process will continue until the Rewarm Patient
itart button is pressed. An Alert will occur when the Cool
itient duration reaches zero. When the Rewarm Patient
lurtion timer reaches zero, the system will continue-to
aitrol the patient to the target temperature until the Stop
utonis pressed. Once in Normothermia, the timerwill
tt and begin tracking the duration of Normothermia

lergy.

Therapy
Fom the Normothermia therapy ‘or Hypothermia
py screen, press the Stop button'to terminate water
ulation to the pads.
Ressthe Empty Pads button, and follow the instructions
purge the pads of water.
Jisconnect the pads from the Fluid Delivery Line.
Sownlyand carefully remove pads from the patient skin.
Discard the used pads in-accordance with hospital
rocedures for medical waste.
sessthe power switch Off.
poner is lost while the pawer switch is in the On position,
audible alert will be issued- until it is switched Off. This
ns the user that the treatment may have been
ccicentally stopped.
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annapata Arctic Sun 5000 HayHyT MuraTh, yKa3blBas Ha To,
4TO TEpanus NPOBOAUTCA.

4. VIHMummnpoBaHve npoLiecca corpeBaHug-AauneHTa

e Tlocne 3aBepwieHns hasbl OXN@KAEHUA COrpeBaHue
naumeHTa MOXHO MHULMMPOBATL  [ABYMS  Crnocobamu:
aBTOMATUYECKW Y BPYYHYHO, B 3aBUCMMOCTY OT NapameTpos,
3afjaHHbIX B HAaCTpoiike Hayvasno corpeBaHms.

e Ecrim napameTp Hauyano corpeBaHVs YCTaHOB/IEH Ha
3HaveHne ABTOMAaTMYecKu, TO L [poLEeCcC CcorpesaHuns
HayHeTCA  aBTOMATMYECKM  HEeMOCPefCTBEHHO  roc/e
3aBepLUEeHNs Neproda OXNNaKAEHNS, YKa3aHHOrO B HaCTPOIKe
Oxnaxgatb NauneHTa, ¥ Npu NPOSO/HKMNTENBHOCTY, CTaBLUel
PaBHOW Hy/HO.

* Ecom napavetrp Havanio CerpeBaHWs YCTaHOBMEH Ha
3HayeHne BpyyHyto, TO MPOLIECC COrpeBaHns HavyHeTca npu
HaxkaTum KHomMku MNyck B okHe.CorpeBaTh nauyeHTa. B atom
CNy4ae MpOLEeCC OXNKAEHWS OyaeT NPOLOMKATLCA [0 Tex
nop, noka He Oy[eT Haxara KHOMka HayaTb corpesaHvie
nauveHta. Korga  MPOAO/MKUTENBHOCTL — OXaXKAEeHMUA
[OOCTUFHET  HyNeBOros.  3HauyeHus,  cuUCTemMa  BblJacT
oroselLieHre. Korfa npofo/mKMTensHOCTL onepaummn Hadvaso
COrpeBaHWsA  [OCTUFHET  Hyna,cMCTEMa  MPOLO/IKUT
KOHTPO/MPOBaTL TEMAEPATYPY naumeHTa [LOAOCTUXKEeHUA
LeneBoli Temneparypbl, MOKa He OyAeT HaxaTa KHOMKa
OcTaHoBKa. MNpn_HopmoTepmun TaiiMep O6yaeT COPOLLIEH 1
HayHeTCA OTCMeXuBaHWe A/IMTENIbHOCTM Tepanuy B pexvime
HopmoTepMHS:

3aBsepLLeHe Tepanmm

o [1na npekpaLleHVa LMPKYNauuM Bofbl B (MaHXeTax Ha
3KkpaHe Tepanua npu runotepMun  win (Tepanua  npu
HOPMOTEPMIN HaXXMUTe KHONKY OCTaHOBKa:

* Haxmute kHoNKy CnnTb BOAY W3 MawXeT W Ccrefyiite
VHCTPYKLUMAM MO C/IMBY BOZbI 13 MaHXKET.

» OTCOEAUHMTE MaHXXeTbl OT CUCTEMbI NOAAYM XUAKOCTK.

* Meg/ieHHo 1 OCTOPOXKHO CHUMWTE- MaHXETbl C KOXM
nauyeHTa.

* YTUNM3NpYiTe NCMOMb30BaHHbIE MAHXETbI B COOTBETCTBUM
C_—MOPAAKOM  YTUAMZaUMW  3arpsA3HEHHBLIX  MeANLIMHCKNX
OTXOZO0B, MPUHATLIM B MEANLIMHCKOM YUPEXXEHNMN.
o/Haxmute KHOMKY BbIKIOUATS.

ECnv  nuTaHme ycTaHOBKM  BbIIO  OTK/IKOYEHO,  Korfa
BbIK/OYaTElb  HAXOAM/CA  BO~ BK/IHOYEHHOM  MOMOXKEHUN,
cucTeMa OyZeT nofasatb 3BYKOBOV CUIHan o Tex rop, noka
BblK/lOYaTeNb  He  OyJeT & TiepeBefeH B MOJMIOXKEHWe
BbIkMounTh. 3TO NpeaynpexxaaeT rosib30BaTens 0 TOM, YTO
Tepanus morna 6bITb C/ly4aliHO OCTaHOB/IEHa.



lormothermia Settings
Isstre Normothermia Settings screen to view.the current
taings and modify the settings for the" following
irameters. To modify any parameter setting; press the
Idjust button to the right of the parameter.
iomothermia Settings screen parameters:
Wier Temperature Settings
Pre-Condition Water
Mand Control
HdhWater Limit
LonWater Limit
itiet Temperature Settings
Patient Alert
LovPatient Alert
Qird Strategy
iiplay Settings
Temperature Units
~Temperature Units Adjust
IPPatiert Temp 2
‘bacoess the Normothermia Settings screen:
)Press Adjust on the.Control Patient window.
DPress the More button on the Control Patient Adjust
rincow
NTreNormothermia Settings screen will be displayed.
) Tosave the new)settings as the current patient therapy
tilings, press the €lose button. For instructions on saving
kesettings as the system defaults, see Advanced Setup.
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HacTpolikn HopmoTepMum

Vicnonb3yiite  akpaH' HacTpoilkv HopmMOTepMUM /15
npocMoTpa WA S U3MEHEHMS TEKYLUMX HaCTpoek Anis
clefytowyx napameTpoB. YToObl W3MEHWUTb Kakomn-1m6o
napaMeTp HacTPOMKKM, HOXXMUTE KHONKY HacTpoika cnpasa
OT napameTpa.

MapameTpbl 3kpaHa HacTpolikn HOpMOTePMUN;
HacTpolika FeMnepaTypbl BoAbl

* HavyasibHas-TeM-pa

* PyuHoe perynvpoBaHue

» Makc, Tem-pa Bofpl

* MuH. TéM-pa BoAbl

HacTpoiika TemnepaTypbl nauveHTa

» OngBeLLieHrEe MpU Makc.

* OMOBELLEHME MPU MUH.

» CTparerus

HacTpoikn gucnnes

*(EQ. n3M. TeM-pbl

»/HacTpolika efl. 13m. TeM-pbl

) TeM-pa naupeHTa 2

[na oTobpakeHNs sKpaHa HaCTPoOnKM HOPMOTEPMUN:

1 HaxxmuTe KHOMKY HacTpoiika B okHe Perynnposatb Tem-
PY-

2. HaxxmnTe KHOMKy MoapobHee B OkHe PerynmposaTb TeM-
py -HacTpolika.

3. Ha pgucnnee ot1o6pasuTca  aKpaH — HacTpoiku
HOPMOTEPMUMN.




FOTE: Verify that the Patient Temperature 1 probe is
corectly positioned and correctly connected to the system.
the patient temperature change is less than 0.15°C after
«first hour of therapy, the system will generate
filert 116 - Patient Temperature 1 Change Not Detected.
Alert 116 is not acknowledged after 5 minutes, the
i)Semwill generate Alarm 117 - Patient Temperature 1
Change Not Detected. Alarm 117 will stop therapy and an
ludible alarm  will sound. After Alarm 117 is
icknowledged, therapy will require a restart.

IU. Hypothermia Settings

vpothermia Settings

Issthe Hypothermia) Settings screen to view the current
dins and medify the settings for the following
irameters. To modify any parameter setting, press:the
djust button to-the right of the parameter.
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4. YTt0oObl COXPaHUTbL HOBblE HACTPOWKMN B KayecTBe HAaCTPOeK
Tepanuu TeKyLLEero nauueHTa, HaXMWUTe KHOMRKY 3aKpbiTb.
Kak coxpaHWTb HaCTPOIKM B Ka4eCTBe HaCTPOEK CUCTEMbI MO
YMO/IYaHUIO, ONMCAHO B pasfene PaclumpeHHbie HAaCTPOMKN.
MPUMEYAHWE. Y6eautecb B TOM,, 4YTO AaTumK
«Temnepatypa 1 naupeHTa» KOPPEeKTHO pa3MeLLeH, a Takxke
NpaBW/LHO MOACOEAMHEH K cucTeme. Ecriu Temnepatypa Tena
nauveHTa n3MeHumnacb MeHee yem Ha 0,15°C nocne nepsoro
Yyaca Tepanuu, CWUCTeMa  CreHepupyeTr  yBeJOM/IEHMe
OnoseleHne 116 —WN3meHeHne TemnepaTypbl 1 nayveHTa
He-.06Hapy>keHo. Ecnm B TeueHue/ 5yMUHYT «OrnoBeLleHme

116» He OydeT  NpUHATO, (CUCTEMa  CreHepupyert
Fipegynpe>kgeHne 117 -  W3meHeHne TemnepaTypbl 1
nauveHTa  He  OGHapy>keHo.~ [lpn  cpabatbiBaHWUM

«[MpeaynpexxgeHns 117» Tepang’ MpeKpaTuTCs, W NPO3BYyYMT
aBapuiiHbIA ~ 3BYKOBOW  CuUrHan.  [ocne  NpUHATKS
«[MpepynpexaeHns  117» =Tepanuio  Heobxoaumo Byaet
nepes3anycTuTb.

4.3 HacTpoiiKun runotepmMmm

HacTtpoiiku runotepmumn

Wcnonb3yinte  akpaH HacTpoiiku  runotepmuu  ans
MpoCMOTPa WM W3MEHEHWA TeKYLUMX HACTPOeK And
CneflyroLmx napameTpoB. . UToObl M3MEHWUTb  KakoW-n6o
napaMeTp HaCTPOWKK, HaAXMUTe KHOMKY HacTpoiika cnpasa
OT napameTpa.




Hypothermia Settings screen parameters:
herapy Settings

Cooling Begins

Rewarming Begins
Neter Temperature Settings
Pre-Condition Water

Manual Control

Hgh Water Limit

LovWater Limit

atient Temperature Settings
Hgh Patient Alert

LowPatient Alert

Control Strategy

lisplay Settings

Temperature Units
Temperature Units Adjust

‘dtient Temp 2

oaccess the Hypothermia Settings screen:
Press Adjust on the Cool Patient window or-the

ewarm Patient window.

Press the More button on the Cool Patient~Adjust
firdowor Rewarm Patient Adjust window.
TreHypothermia Settings screen will be displayed.
JTosave the new settings as the current patient-therapy
«ings, press the Close button. For instructions-on saving
Fesettings as the system defaults, see Advanced Setup.
KJE Verify that the Patient Temperature "1 probe is
offetly positioned and correctly connected to the system,
tre patient temperature change is less/than 0.15°C after
ifirst hour of therapy, the system will generate
lief N6 - Patient Temperature 1 Change Not Detected.
Aat 116 is not acknowledged .after 5 minutes, the
fgemwill generate Alarm 117 - Patient Temperature 1
hnge Not Detected. Alarm 117 will stop therapy and an

ible alarm will sound. _After Alarm 117 i

wledged, therapy will require a restart.

4 Advanced Setup

e the Advanced--Setup screen to view the current
Biigs and modify the settings for the following
jrareters. To modify any parameter setting, press the

Must button to the right of the parameter.
Kioon/ Time Settings
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MapameTpbl 3kpaHa HacTpoiku runoTepmian:
HacTpoiikn pexviva

* Hauano oxnaxaeHus

* Havano corpesaHus

HacTpoiika TemnepaTtypbl Bogbl

* HavanbHaa Tem-pa

* PyuHoe perynmpoBaHue

» Makc, TeM-pa Bofbl

* MH. Tem-pa Bofbl

HacTpoiika TemnepaTtypbl NauveHTa

* OnoBeLLeHNe Npu Makc.

«-OnoBeLLeHne npyi MUH.

¢ Ctparterus

HacTpoiiku gucnnes

* En. 13M. TeM-pbl

* HacTpoiika es. 13M. Tem-pbl

* Tem-pa nawumeHTa 2

[ns 0Tobpad>KeHns akpaHaHacTponKn runoTepMum:

1 Haxmute KHONKy MHacTpolika B OkHe OxnaxaaTb
nawueHTa w1 B OkHe CorpesaTtb nauyeHTa.

2. Haxmute kHonky- TlogpobHee B OkHe OxnaxaaTb
naupeHTa -HacTtporika unm B okHe CorpeBaTb nauueHTa -
HacTpolika.

3. Ha gucnnee otoGpasnTes akpaH HacTpoiky runotepMumu.
4. UT0obbl COXPaHUTL/HOBbIE HACTPOVKWN B Ka4eCTBE HACTPOEK
Tepanun TeKyLLEro) NauneHTa, HaXMUTe KHOMKY 3aKpbIThb.
Kak coXpaHW1Tb-HAaCTPOVKN B Ka4YeCTBE HACTPOEK CUCTEMbI M0
YMONYaHWI0, ORKCaHO B pasjene PacLUnpeHHBbIe.
MPUMEYHAHWE. Yb6eaoutecb B TOM, UTO [AaTUMK
«Temneparypa- 1 naupeHTa» KOPPEKTHO pa3sMELLIEH, a Takxke
npaBuIbHO TIOACOeANHEH K cucTeme. Ecnm TemnepaTypa Tena
nauMeHTa U3MeHMnacb mMeHee yem Ha 0,15°C nocne nepeoro
yaca Tepanuu, CWUCTEMa  CreHepupyer- ~ yBefOM/eHue
Onoseuwienne 116.

V3meHeHue TemnepaTypbl 1 naumeHTa. He 06HApPYy>KEHO.
EcnniB TeyeHne 5 MUHYT «OnoselleHne 116» He OGygeT
MPUHATO, CcuUCTeMa CreHepupyet [lpefynpe>kgeHue 117 -
iaMeHeHWe TemnepaTypsl 1 nauneHTaHe o6Hapy>keHo. [pu
cpabaTbiBaHK «[pefynpexxpeHuns 117»
TepanuanpekpaT1TCs, W NPO3BYUUT. aBapuUiiHbIA  3BYKOBOVA
curHan. Mocne npuHATUA «[peayrApexaeHns 117» Tepanuio
Heob6xoavmo ByaeT nepes3anycTuib:.

4.4. PaclinpeHHble HacTPOWKN

Wcnonb3yiite aKkpaH PacluMpeHHble HaCTpOKM  Ans
MPOCMOTPa W  M3MEHEHWA TEKYLUMX HaCTPOeK  Ans
Creaytowmx napameTpoB.HTobbl M3MEHUTb  Kakon-nbo
napameTp HacTpOViKW, HaXXMWUTe KHOMKY HacTpoiika

crpasa OT MapamMeTpa.




Language
dumber Format

Qurrent Time

)ate Format

Qurrent Date

te following functions can be initiated from the

idvaoced Setup screen.

Download Patient Data: The Patient Data for the last 10

@) cases are stored on the Arctic Sun 5000 Temperature

lanagement System hard drive. This data is maintained

tien the Arctic Sun 5000 Temperature Management

iyemis powered down, or in the event of a total loss of
lower.

Calibration

Tdd Drain

SeAll Settings As Default

Uploed custom file

idditionally, the following information can be viewed“in

Advanced Setup screen.

Software Versions

At Calibration Date

Ne¢ Calibration Due

tdccess the Advanced Setup screen:

Press Advanced Setup button on the Patient Therapy
lection screen.

iThe Advanced Setup screen will be displayed.

tuccess the Additional Protocol Selection screen:

fer to the Arctic Sun 5000 Temperature Management
faemHelp screens for

tformretion regarding additional protacol setup.

5 Alarms and Alerts

mbe Arctic Sun 5000 Temperature. Management System
ify system continually monitors the state of the device
idthe patient, and issues alarmsior alerts to notify the user
[conditions that may interfere with patient safety or
gemperformance. There are two types of conditions:
bunsand Alerts.

InAlarm notifies the.user that a condition that may
certidly pose an unsafe situation with respect to the
dielorthe device. AnsAlarm is a High Priority condition
arequires immediate operator response,

nAlert informs the-user about patient and device status
ithout interrupting-the procedure. An Alert is a Medium
riaitycondition that requires prompt operator respanse:
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MecTo/Bpems

* A3bIK

» dopmaT uncen

* TekylLee BpemA

» dopmar garbl

* TekyLLas faTa

Cnepytowiye QyHKUMM MOTYT ObITb MHALMMPOBaHbLI C 3KpaHa
PacLuMpeHHble HACTPONKMN:

e 3arpy3vTb JaHHble MauMeHTa: (HaHHble nauueHTa 3a
nocnefHve 10 (ecsTb) COObITUIA XPAHATCA Ha XKECTKOM AWCKe
annapata Arctic Sun 5000. 3Tv gaHHbIe COXpPaHAIOTCS Mocne
OTK/toYeHMs annapaTa Arctic Sun-5000, a Takke B Cny4ae
FI0/THOrO OTK/FOUYEHWNA 3NEKTPOIHEPT M.

» Kannbposka

* 06w pacxog, Boab!

» COXpaHUTb BCE HACTPOIKM MO YMOMYaHWIO

* 3arpy3nTb COOCTBEHHbIN aiin

Kpome Toro, Ha akpaHe PactlvpeHHble HACTPOMKM MOXHO
MPOCMOTPEThL C/IELYHOLLYH MH(OPMALIMIO:

* Bepcuun MNporpammbl

» [lata MocnepHein I"pagyvipoBKu

* Cpok IMposeneHws CreaytoLeit MpasynpoBKm

Ans 0TobpadKeHs akpaHa PaclumpeHHble Hac T POKY:

1 HaxmnTe KHOMKY.-PacLUMpPeHHble HAaCTPOMKM Ha 3KpaHe
Bblbop pexuma.
2. Ha pwncnnee
HaCTPOIKMN.
JocTyn K aKpaHy BbI6opa AONOMHNTe/lbHbIX NPOTOKO/IOB:
Ona  nonyyewns 6onee  nogpo6HOM  MHGopMauum 06
YCTaHOBKE [OMOMHUTE/bHLIX MPOTOKO/OB CML. )3KpaHbl CO
cnpaBoYHO-UH(opMaLImein 06 annapate Arctic:Sun 5000.
4.5. OrnoBelleHns

0TO6Pa3nTC  3KpaH PacluMpeHHble

Cwuctema 6esonacHocTy annapata Arctic Sun,5000 nocTosHHO
OTCNEXMBaET COCTOAHME Mpubopa M MalMeHTa W BblaaeT
OMOBELLEHNs WK NpeLynpeXae-HUS; - eC BO3HUKAKOT
YC/I0BMA, KOTOpble MOTYT CO34aTb ~Yrpo3y 6Ge3onacHoCTu
MaLMeHToB win MoMeLLaTh npasuibHOMY
(PYHKLMOHNPOBAHMIO CUCTEMBI.
CyluecTBylOT [Ba BWaa YCNOBUIA:
OMOBELLEHNS.

MpenynpexaeHve yBefOM/ISET /M0/b30BaTENSA 06 YC/OBUSX,
KOTOpble MOFYT MPMBECTU K~ BO3HWKHOBEHWIO CUTYaLMW,
Hebe3onacHol M0 AN nauweHTa, M60 ANs YCTPOICTBa.
ABapUiAHbIA  CUrHaN  SBASETCS  YC/OBMEM  BbICOKOIO
npvopuTeTa 1 TPebyeT HEMEANEHHbIX AeACTBUIA.
OnoBeLUeHVe MHAOPMUPYET M0/b30BaTeNs O COCTOAHWN
nauueHTa wm ycTpolrierBa 6e3 npepbiBaHUA Tepanuu.

npesynpexaeHus 1



Lhns

\nAlarm is denoted by an audio signal that repeats every
seconds until the Alarm is cleared. The Alarm screen
lappear that displays the alarm number, alarm title, a

iescription of the problem or conditions that triggered the

Jam and solutions and instructions for troubleshooting

rdresolving

tealarm condition. If certain Alarm conditions are not

cknowledged by the operator within 2 minutes, a
lemincer tone will sound. All Alarm settings are
laintained in the event of a power interruption.

iiin Safety Alarms

Hilethere are multiple alarms and safety features-in, the
~ic Sun 5000 Temperature Management System;-there
refive main safety alarms that will place the device into
gpmode until the condition is addressed.

yirm Specification

ligPatient Temperature 39.5°C

onPatient Temperature 31.0°C

@hWater Temperature 42.5°C / 44°C

oMNater Temperature 3.0°C / 3.5°C

(SamSelf-Test Failure At device power.ON

achtime the Arctic Sun 5000 Temperature Management

hgem is powered On, a system | self test for the

odependent safety alarm is automaticatly run.

Ins test simulates a “water highy temperature” fault

judion on both the primary “and secondary water
iperature sensors. Both the ‘primary and secondary
rty systems must respond to the. fault and be verified by
opposing safety system. If either safety systems do not
Kpond appropriately either-an alarm 80 or 81 will be

Bed Contact Customer Support.

ioD-Recoverable Alarms

fanAlarm condition.accurs that prevents proper use ofthe
kvice or proper patient treatment (such as the five main
midy alarms discussed above), the system is placed-into
pmode and witl not allow therapy to continue.

Peructpanus MH B Pocagpasragsope
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OnoBeLLeHVe ABNSETCA YCNOBMEM CPeAHEro -fapunopuTeTa u
TpebyeT onepaTUBHbIX AEACTBUIA.

MpeaynpexaeHns

MpepynpexaeHne BbILAETCA 3BYKOBbIM CUFHAIOM, KOTOPbI
MoBTOPAETCA Kaxaple 10 ceKyHA [O Tex-TIOp, MoKa OHO He
OyfeT OTMEHEHO.

MosiBATCA 3KpaH C MpefynpexaeHVeM, Ha KOTopoMm Oyaet
yKasaH HOMep NpeaynpexaeHns, HasgaHye npeaynpeXxxaeHns,
onvicaHve npob/ieMbl WM COCTOSIHWS, 'B OTBET Ha KOTOPOE
0610 BbIAAHO NpegynpeXxaeHve, L a Takke pelleHve U
MHCTPYKUMM MO YCTPaHEHWUO HEMOMafoK W peLueHus
1pobemMbl.

Ecnn onpeaeneHHble yCNoBKs aBapuAHONo CUrHasia He byayT
YL,0B/IETBOPEHBI OMEPaTopoM B TEYEeHUE 2 MUHYT, MPO3BYYUT
CUrHa/1-HarNoOMUHaHVe. Bce.. HacTpoiikm  aBapwiAiHOM
CUTHa/IM3aLMM COXPaHAIOTCA ‘B Clyyae NpekpaLLeHns nogadu
MUTaHUsA B CETW.

OCHOBHbIe aBapuitHble CUFHa/bl 6e30MacHOCT

Xorta B annaparte Arctic Sun"5000 ecTb MHOro
Pa3MYHLIX  OMOBELUEHWA 1 (DyHKUMIA
6e3ornacHocTH, CyLlecTByeT NATb OCHOBHbIX
npeLynpeauTeNnbHbIX ~CUrHaMoB  6e30MacHOCTH,  KOTopble
HeNb3s OTMEHWUTb A0-TeX, MoKa He OyfeT ycTpaHeHa WX
NpUYMHa.

ABapuiiHbIin curHaa OnucaHve

Bbicokasa Temnepatypa naumeHta 39,5°C

Hu3kasa Temnepatypa naypeHTa 31,0°C

Bbicokas TemnepaTypa Bogpl 42,5°C/44°C

Huskasa Temnepatypa sogpl 3,0°C/3,5°C

OwwmbKa NpU -APOBELEHNN BHYTPEHHEN MNPOBEPKM CUCTEMbI
IMpy BK/IKOYEHUM YCTPOIACTBA

Kaablin pas. npu BKIOYEHWUW YCTPOWCTBA (Pery/IMpOBaHuUs
Temnepatypbl Arctic Sun 5000, cuctema npoBOAUT
BHYTPEHHIOI0 npoBepKy He3aBMCMOV CYCTEMbI
6e30nacHOCTW. JTOT TECT MOAENMPYET aBapuiHYO CUTYaLMIO
«BbICOKOM  TemnepaTypbl  BOAbl» <OAHOBPEMEHHO  Ha
NepBUYHOM M BTOPUYHOM JaTyMKax -TemrepaTypbl BOAbl.
MepBAUYHAS M BTOPUYHAs CUCTEMbl 0E30MACHOCTU [LO/MKHbI
OTBETUTb HAa 3TOT CWUTHa/1, W [O/DKHA ObiTb BbINOMHEHA
MpOBepKa MPOTMBOMNO/IOXKHON CUCTEMOW Ge30MacHOCTM.

Echm opHa wn3 cucTem  6e30MacHOCTVM  He oTpearvpyet
LOMKHbIM 06pa3oM, 6yAeT BblaaH-aBapuiiHbIiA curHan 80 nm
81. B 3TOM C/yyae CBAXMTECH C;aBTOPM30BAHHOWN CEPBUCHOM
CIYy>60IA.

HeycTpaHumMble aBapuiiHble-ApeLynpeXxaeHns

Mpn  BO3HWKHOBEHWW  YC/IOBUIA, KOrjga cpabaTbiBaeT
aBapuiiHas CUrHaaMsauws, .He' No3BoMstOLLAs M0Mb30BaTbCS
YCTPOCTBOM M NPOBOANTL FIEYEHME MaLMEHTOB (B YAaCTHOCTM,
ecnm cpaboTaeT OOWH M3 MATY  OCHOBHbLIX aBapUHbLIX
CUrHasioB 6e30MacHOCTU; 0 KOTOPbIX YNOMUHA/I0Ch BbILLE), TO
cucTemMa nepeBo-guTca B pexxum OcTaHOBKM, W OyaeT

obecneyeHms



istype of Alarm is known as Non-Recoverable. If this
sifttetion occurs, cycle the device power (turn device Off
FnOn). Ifthe alarm recurs contact Customer Support.

lecoverable Alarms

X Alarms that temporarily Stop the device until the
Kis able to correct the cause and clear the Alarm are
Jassified as Recoverable. Ifthe condition that initiated the
lamis not addressed and problem persists, the Alarm will
K.

aRecoverable Alarm occurs:

When an alarm is issued the device is placed into Stop

Ik

Read the displayed instructions.

Note the Alarm number.

jPressthe Close button to clear the alarm,

pFollow the instructions to correct the alarm candition,

efom the actions in the order listed until-the alarm

ondition is resolved.

)Once you have cleared the alarm, press the Start button

Bretherapy window to restart therapy. You, will hear a

neand a voice stating “Therapy Started”..Additionally,
active therapy window and the Arctic Sun 5000

emperature Management System icon will blink.

)If the condition does not resolve, contact Customer

iugart.

s
are denoted by an audio signal that repeats every 25
eaos The Alert screen will appear that displays the alert
urber, alert title, a description of the problem that
iggered the alert, and solutions and instructions for
roubleshoating and resolving the alert condition.

anAlert occurs:
ljReadthe displayed ‘instructions.

ZNtethe Alert number.

)Pressthe Close button to clear the alert.

) Follow the instructions to correct the alert condition.
Rafam the actions in the order listed until the -alarm
xdition is resolved. If the condition does not resolve,
ariaat Customer Support.

Peructpauus MU B PocagpaBHamzope
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HEBO3MOXHO MPOAO/DKUTL Tepanuio MaLMeHTeB. STOT TuM
aBapuiMHOTO CUrHana HasblBaeTcs HeycTpaHWMbIM.  [pn
BO3HVMKHOBEHWUM TaKOI CUTYyauuy Mepe3arnycTiTe YCTPOCTBO
(OTKMHOUMTE, W 3aTeM MOBTOPHO BKOUWUTE ero). [Mpu
MOBTOPHOM CpabaTbIBaHWI aBapUIAHOTO CUFHA/A CBSHYKUTECH C
aBTOPM30BaHHOI CEPBVCHOI CYXXOOIA.

YcTpaHuMble aBapuiiHble NpeaynpexxaeHns

OcTa/bHble  aBapuiiHble  NpefynpeXAeHns,  KoTopble
BPEMEHHO NepPeBO/AT YCTPOVCTBO B PEXKIIM OCTAHOBKM A0 TexX
Map,1oKa Mo/Ib30BATE/b He YCTPAHUT MPUUMHY 11 HE OTMEHUT
3T0 npeaynpexaeHve, Knaccueuupm-pytoTes Kak
yCTpaHMMble. B 3TOM cnydyae eci~He OyaeT ycTpaHeHO
YE€NoBKe, KOTOPOE BbI3BA/IO aBapuUiiHOe MPeLynpexaeHue, To
CMCTeMa BblAacT NOBTOPHOE MPeAYNPeXaeHNe.

Ecnu cpaboTano yCFpaHMMoe aBapwiiHoe
npeaynpe>kaeHue:
1 Tpu cpaGaTbiBaHUM “@BapUIAHOTO  MpeaynpPeXxaeHus

YCTPOICTBO MEepPeBOANTCS BPEXMM OCTaHOBKM.

2. MpounTaiiTe MHCTPYKLMIO Ha 3KpaHe.

3. 3anomHuTe HOMEp aBapUIiHOr O CUrHana.

4. [Ond OTMEHbl aBapUHOIO CUrHala HaXMUTE  KHOMKY
3aKpbITh.

5. Cnepyiite WHCTPYKUMAM, 4YTOObl YCTpaHWUTL YC/OBMS,
KOTOpble  BbI3Ba/IM - CpabaTbiBaHWe  NpeayrnpexaeHus.
BbinonHaiTe feiicTBUS B yKasaHHOM MOpsiKe A0 Tex nop,
MoKa He 6yJeT yCTpaHeHO aBapuinHOe COCTOSHE.

6. lMocne ycTpaHeHWs YCMOBWIA, BbI3BABLUMX CpabaTbiBaHWe
aBapuINHOrO CUFHA/A, HOKMUTE KHOMKY [MyCK B OKHe.Tepanum
4719 BO30OHOBAEHMA Tepanuu. Bbl yCnblMTe C€UrHan u
ronocosoe €ooblleHWe «Tepanud  Hadatax»-—(“Therapy
Started”). Kpome TOro, akTMBHOe OKHO Tepamuy W 3Ha4YOK
annapara Arctic Sun 5000 HauHyT murars.

7. Ecnw _rpobnema He 6yneT ycTpaHeHa, CBXKWTECH C
aBTOPW3QBaHHOI CEPBUCHON Cy)XKOOIA.

OnoseuieHmns

OnoBeLlgHNs BbIAAOTCA 3BYKOBbIM  CWAFHA/IOM, KOTOpbIN
MoBTOPSETCAKaXKAbIE 25  cekyHa. [losBATCA 3KpaH C
onoBseLlieHnemM, Ha  KOTOpoM  OydeF ykasaH  HOMep
OROBELLEHNS, Ha3BaHVe OMOBELLEHUS, ORKCaHKe NpobemMsl, B
OTBET Ha KOTOpOe OblN0 BblAaHO “OMOBELLEHME, a TaKke
pelieHne M WHCTPYKUMM MO YCTPaHeHW0 Hernonagok wu
peLLieHns npobsiembl.

Mpwn cpabaTbiBaHNUK ONOBELLEHUA:

1. MpounTaiite MHCTPYKLMN.

2. 3aMOMHWTe HOMep OMOBELLEHNS.

3. 119 OTMeHbI OMOBELLEHNA, HAKMUTE KHOMKY 3aKpbITb.

4. Crepyite WHCTPYKUMSM, * 4TOObl YCTPaHUTb YC/I0BUS,
KOTOpble BbI3Ba/IM cpabaTbiBaHWe OMOBELLEHWS. BbinonHainTe
[encTBMA B yKa3aHHOM MOPALKe 4O Tex nop, Moka He 6yaeT
YCTpaHeHO aBapuiiHoe cOCTosHMe. Ecnm npobnema He OyaeT



HRefer to the Arctic Sun 5000 Temperature Management yCTpaHeHa,

CBSDKMTECH C  aBTOPW30BAHHOM: - CEPBUCHON

StemHelp screens for additional information regarding  cny6oii.

dams and alerts.

MAINTENANCE AND SERVICE

Vhintenance Schedule

Procedure
Clean
external
surfaces
Inspect
connectors
adcables
Cean the
condenser
Replenish
Cleaning
solution
Inspect
Soreen
irotector
Calibration

Inspect fluid
celivery line

Interval
As required

6 month

6 month

6 month

6 month

Every 2000
hours or 250
uses, whichever
occurs first, as
indicated by
system display

6 month

loiog and Maintenance

line cleaning and preventive maintenance should be
fomed on the Arctic. Sun 5000 Temperature
gement System contrel.module every 6 months at a
Amum. This consists ofcleaning the external surfaces,
ries and chiller condenser, inspecting the device,
replenishing the _internal cleaning solution that
presses microorganism growth in the water reservoir

[hydraulic circuit.

itermal Surfaces

IQean the exterior body of the control module, fluid
[Inay lines, power cords and temperature cables using a

Who performs
Medical
personnel

Authorized
service support

Authorized
service support
Authorized
service support

Authorized
service support

Authorized
service support

Authorized
service support

Peructpanng MU B Pocagpasragzope
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5) [Ona nonyyeHus [OOMONHUTENbHOA MHopMauum 06
OMOBELLEHMAX W aBapuiiHbIX CUrHanax (CM.. 3KpaHbl CO
CMpaBo4HOI MH(opMaLmein 06 annapate Arctic Sun 5000.

5. TEXHWYECKOE OBCNYXWBAHWE wu
CEPBUC

["pathnk TEXHUYECKOr0 06CY>KMBaHMA

Mpouenypa lMeproanyHocTb KeM BbINosiHAeTCA
OuncTka Mo MeanupHcknii
BHELLHNX Heo6X0AMMOCTHU nepcoHan JIry
FOBEPXHOCTEN
Ounctka Kaxable 6 ABTOp130BaHHas
KOHAeHcatopa  MecsiLieB cepBucHas cnyxba
3ameHa Kaxxable 6 ABTOpM30BaHHaA
YMCTSALLEro MecsLieB cepsucHas cny>xba
pacTeopa
OcmoTp Kaxgpble 6 ABTOpPU30BaHHasA
3alLMUTHON MecALEB cepBuCHas cnyxoa
MAEHKN ons
JKpaHa
Kannbposka KaxxapEe 2000 ABTOpPU30BaHHas

4acoB wum 250 cepBuCHast cnykba

WCFO/b30BaHNS, B

3aBMCMMOCTU O

TOro, YT

cnyuuTes

nepBbIM, 1

0TO6pa3nIoCh Ha

MOHWTOpE

CUCTEMbI
MpoBepka Kaxzble 6 ABTOpK30BaHHaA
JIHUN MecsLEeB CepBucHas cryx6a
[0CTaBKU
XNIOKOCTY

OuneTKa 1 Tex. 06Cny>KMBaHme

MMaHoBas ouMCTKa W NPOMUNAKTUYECKOE TEXHUYECKOe
obeny>xvBaHvie Mogynsa yrpasneHus Arctic Sun 5000 20/mKHO
BBIMONHATLCA  KaK MWHUMYM KaXfAble 6 MecAueB. 310
BK/HOYaET 06pab0TKY Hapy>KHbIX MOBEPXHOCTEN, aKCeccyapoB
W KOHLeHcaTopa OX/1aAUTENIbHOro YCTPOWCTBA, OCMOTP
npuéopa W [o6aBneHME YMCTALIEro pacTBOpa, KOTOPbIN
MoAaB/ifieT  pOCT  MUKPOOPMAHM3MOB B pe3epByape WU
rMapaBINYECKOM KOHTYPE.

BHeLLHMe NOBEPXHOCTU
MpoTpuTe  BHELLHME “HOBEPXHOCTV KOopryca Mogy/s
ynpaeneHns, TPyGoK, MOABOAMMBIX K MalMEHTY, LUHYpbI



cloth and mild detergent or disinfectant according to
[ta) protocol.

iivance has qualified and approves the use of the
Dwing types of disinfectants for exterior surfaces:
am hypochlorite, isopropyl alcohol, and quaternary
nonium

mokenser
m\dirty chiller condenser will significantly reduce the
ling capacity of the control module.
~oclean the condenser, wipe the dust from the exterior
yillusing a soft cloth. Depending on the quality of your
fitution’s air, periodically remove the back cover and
jum or brush the condenser fins. At a minimum the
denser fins should be cleaned annually. Maintenance
Jivities should be performed by qualified personnel.

(vice Inspection

Periodically inspect the external areas of the device for
Imeged, loose or missing parts, and frayed -or twisted
onercords and cables.

Discontinue using the device displaying one or more of
labove conditions until the problem is corrected and has
enverified to be operating correctly.

Udlenish Internal Cleaning Solution
otat Customer Service to order internal cleaning
Alution.

replenish the internal cleaning-solution:

Drain the reservoir,

umcontrol module power Off.
Attachthe drain line to the two drain ports on the back of

control module. Place the end of the drain line into a
urtainer. The water will passively drain into the container.
Refill the reservoir.

Fom the Hypothermia therapy screen or the
lomothermia therapy::screen, press the Fill Reservoir
utm

Tre Fill Reservoir<screen will
lections on the screen.

Al one vial-of Arctic Sun 5000 Temperature
imagement System cleaning solution to the first bottle-of
failewater.

appear. Follow the

Perucrpauua MU B PocagpaBHagsope
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MUTaHWA 1 Kabenn TemnepaTypHbIX AaTYMKOB MAFKOM TKaHbIO
C MArKM MOMWLWMM W Ae3MHPULMPYIOLLYM, - CPeACTBOM, B
COOTBETCTBUM C HOPMamy, MPUHATBIMA. B  NIe4e6HOM
YUPEXAEHNN.

CnepytoLime TUMbl Ae3MH(EKTAHTOB MOMYT MPUMEHATLCS As
06paboTKN BHELLUHUX MOBEPXHOCTEW:  TMAOX/IOPUT HATPUS,
130NPONMU/OBBIA CAMPT U YETBEPTUYHBIA @MMOHWIA.

KoHgeHcaTtop

* (3arpsi3HEHHbIN  KOHAEHCATOP OXMaAuTeNns 3HauyuTeNbHO
CHU3UT 3PMEKTUBHOCTL OXNAXKAEHVS MOAYNA YNPaB/IeHNS.

s AN 0UMCTKM KOHAEHcATopa MArKou TKaHbO COTPUTE Mblflb
CrBHELLHEV peLUeTKW. B 3aBUCMMOCTM OT COCTOSIHUS BO3AyXa
B BalleM Ne4ebHOM yupexaeHUN,” Nepuognyeckn CHUMaviTe
3a[IHIO0 KPbILWKY Y yansiTe Abiflb MbIECOCOM WX LLETKOW
C pebep koHAeHcaTopa. Pebpa KoHfeHcaTopa HEO6X0AMMO
UUCTUTb KaK MUHUMYM: .pa3 B rof.  TexHW4eckoe
06CNyXXmMBaHVe O/MKHO BbIAONHATLCA KBAM(ULMPOBAHHBIM
MepPCoHasIoM.

OcmoTp ycTpolicTBa

* [eproanyeckn oCcMaTpMBainTe BHELLHME YacTy YCTPOMCTBA
C LE/bI0 BbISB/IEHVS TOBPEXAEHHbIX, Pa3b0oNTaBLUMXCA WK
HeLOCTalOWMX [eTade, a TaKke W3HOLIEHHbIX WM
NepekpyYeHHbIX LHYPOB 1 Kabenei.

* Mpy BbISBNEHNN OAHOIO UK 60/ee YCMOBWIA, YNOMSAHYTbIX
BblLLIe, BPEMEHHO PeKpaTu1Te Mo/b30BaTbCs YCTPOUCTBOM, 10
Tex Mop, Moka <apobnema He GyfeT ycTpaHeHa W-He 6yget
npoBeAeHa MNpOBEpKa, UTO YCTPOWCTBO (DYHKLMOHMPYET
NpaBu/IbHO.

[lo6aBneHne uicTsLLero pacTeopa
151 pasMeLLiEH s 3aKa3a CBSXKUTECH C NMOCTABLLIMKOM.

[na TOFQYTO6bI 06aBUTb YACTALLMIA PACTBOP:

1 MonHOCTLIO CreiiTe BOAy W3 pesepByapa:

 OTKAKUNTE NUTAHNE MOAYNS YNPaB/EHUS.

o MlogcoeauHNTE ApeHaXKHble LLIaHMA- K’ IBYM [peHaXKHbIM
nopTaM Ha 3afHeil naHenn MOAyNs ympasneHus. BcrasbTe
KOHEL, [peHaXXHOro LunaHra B KOHTENHep. Boga HauHeT
[1ACCVBHO BbITEKATb B KOHTEMHEP.

2..HanonHute pe3epByap BOAONA.

»/Ha akpaHe Tepanus npu HOPMOTEPMUW WK Tepanus npu
FUNOTEPMUM HKMMTE KHOMKY HamonHWTL pesepsyap.

o [Moseutca 9KpaH HanonHuTb pesepsyap. Cneayiite
MHCTPYKLMAM Ha 3KpaHe.

* [lo6aBbTe 0AWH (h1aKOH YUCTALLEr0 pacTBOpa A4/15 annapara
Arctic Sun 5000 B nepBbIi1 COCYZ CO CTEPUNBHO BOLONA.

e [ocne nonHOrO 3afOfHEHMS pe3epByapa NpoLecc
HanoNHeHNs OCTaHOBUTES 'aBTOMaTUYecKn. [lpofgomkaiTe



The filling process will automatically stop when the
servoir is full. Continue to replace the bottles of sterile
ater until the filling process stops.

When the Fill Reservoir process is complete, the screen
ill close.

ispect Screen Protector

he Control Panel’s touchscreen is supplied with a
sposable screen protector. If it becomes damaged, it can
removed by lifting the edge and carefully peeling it from
escreen. To ensure dust and particulates are removed,
eanthe touchscreen using isopropyl alcohol. Remove the
lieliner from the screen protector. Then carefully apply
eprotector to the screen with the liner side down against
escreen.

epect Fluid Delivery Line

Power On the system

From the Patient Therapy Selection screen press)the
lypothermia button to display the Hypothermia therapy
Teen

sHromthe Hypothermia therapy screen, press the-Manual
ontral button to open the Manual Control window.

Stthe Manual Control water target temperature to 28°C
athe duration to 30 minutes.
Connect a shunt to a set of fluid delivery line.ports.
Press the Help button and then press the Help Index
iitn Select the topic Maintenance and Service and sub
ifc System Diagnostics then press the.-Display button.
Itnfy that inlet pressure is -7 £ 0.2.

*Repeat on all valves. If inlet pressure is out of range,
lace the two valves that the shunt is eonnected to.
Ensure that the shunt is removed “before device is put
ikin service.

reventative Maintenance

Wof the Arctic Sun 5000 Temperature Management
pem in excess of 2,000 hours, without conducting
revertative maintenance; may result in failure of certain
yedEmcomponents and failure of the system to function as
tended To maintain-system performance, the Arctic Sun
HOTemperature iManagement System requires periodic
Bviceof key components.

nentive maintenance should be performed by Autherized
ipresentatives ‘of the service support. Service jincludes
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3aMeHsITb COCy/ibl CO CTEPUNbHOV BOAON A0 TEX-F0p, NoKa He
3aBEPLUNTCS MPOLIECC HAMOJHEHWS pe3epByapa.

« Mocne 3aBepLLeHNs NpoLiecca sKpaH HanonHuTL pesepsyap
3aKPOETCS aBTOMATUYECKM.

OCMOTp 3aLMTHON NNEHKN ANS aKpaHa

[vicnneli Mogyns ynpaBneHUs NOCTaBASETCA C 3aLUMTHOMN
MAeHKoN. Ecnm oHa noBpeamnach, T0 MOXET ObITb yaaneHa
MOAHATMEM 3a Kpall U OCTOPOXKHbIM OTK/IEMBAHMEM C 3KpaHa.
Mpy3amMeHe NneHKW, ybeauTech, L4TO Mblb U Me/KMe
YaCcTMYKM  ydaneHbl, NPOTpUTe . 9KPpaH C  MOMOLLbIO
I30NPONI/IOBOrO CNvpTa. YaanuTe; Tony6oin BKNagpiw ¢
3aLUMTHOM NNeHKU Aucnies. 3aTeM OCTOPOXHO MOMeCcTuTe
3alMTY Ha AWCMEi CTOPOHOM, Ha KOTOPOW Obln BKNAAbILL,
BHU.

lMpoBepKa NMHUN JOCTaBKU KNAKOCTH

1) BknounTe cucTemy.

2) Ona oTobpakeHWst aKpaHa «Tepanus Mpu rUNoTepMUm»
HaXXMUTE KHOMKY «"noTepmms» Ha aKpaHe «BbIOop Tepanuu
nawyieHTa».

3) Ans oToOpaXKeHWs “OKHa «Py4yHOE PerynvmpoBaHMe» Ha
9KpaHe «Tepanus [P, TUNOTEPMUN»  HKMUTE  KHOMKY
«Py4HOe perynmposaHues.

4) B OKHe «Py4HOE perysmpoBaHue» YCTaHOBWTE LIENEBYIO
Temnepatypy Bofbl28RC un anvTenbHOCTL Tepanun A0 30
MUHYT.

5) TMopcoeanHuTe '06X0AHYHO TPYOKY K MOpTaM=CUCTEMbI
MOAAYN XKULKOCTY.

6) BbibepuTe KHOMKY «CrpaBka», a 3aTeM HaKMUTE KHOMKY

«CnpaBouHblii~ yKkasaTenb».  Bbloepute Temy  «Tex.
obCnyXvBaHUe W CepBuC» W MOATEMY («AparHoCTUKa
CUCTEMbI®,— @ 3aTEM HOKMUTE KHOMKY , «OTO6pasnTb».

Y6eamnTech; uTo faBneHve Ha BXoae cocTaBaseT -7 = 0,2,

7) TMoBropuTe 3TV [EACTBMA ANa BCex: KnamaHoB. Ecim
[aBNeHue  Ha BXoAe BHe JONYCTMMOrO [Aparia3oHa, 3aMeHnTe
[Ba KaanaHa, K KOTOpbIM MOACOEAMHEHA LUYHTUPYHOLLAsA
TpyOKa.

8)) Flepen BK/IHOYEHMEM YCTPOIACTBA 415 paboThl y6eamnTech,
YTO-LLYHTUPYIOLLASA NIMHUSA OTCOEAUHEHE.

Flpounaktrnyeckoe 06Cny>KMBaHUE

Okcnnyaraumsa annapara Arctic Sun 5000 B TeyeHwe Gonee
2000 yvacoB 06e3  MpoBedeHWUs  MPOQUNIAKTAYECKOrO
06CNYXXMBaHMA MOXET MPUBECTU K OTKasy OnpefeneHHbIX
KOMMOHEHTOB CUCTEMbl W HEMPaBWILHON paboTe CUCTEMbI.
[na obecrneyeHns NpaBWIbLHOM. paboTbl annapat Arctic Sun
5000 TpebyeT neprvoanyecKOro O6CYXXMBaHUA OCHOBHbIX
KOMIMOHEHTOB.

YNONHOMOYEHHbIE COTPYAHVKN aBTOPU30BAHHOM CEPBUCHOW
CMYXO6b[  AOMKHbI APOBOANTb NPogMNaKTUYECKOe



regulating of electronic components, cleanin soluton
replenish, change of old components, software update (if
necessary).

Contact AR “Bard Rus” LLc to confirm contacts of
Authorized service provider.

Software Update

Softwere updates will be provided on a flash drive,
nstallation of software updates will be performed via the
ISBport on the front of the control module. The software
yxke feature will automatically initiate if the control
nodule detects the proper files on a flash drive inserted in
tieUSB port at power On.

LLinstall software update:
]) Insert flash drive into the USB port.
An image of a timer will display while the ‘software
cite in being installed, and will disappear-when the
oftware installation process is completed.
()After installation, the new software version.will display
ithe Software Version field in Advanced Setup.

enice

otat AR “Bard Rus” Lie for technical support and
stomer service instructions to enable appropriately
Jified technical personnel to repair_those parts of the
uipment that are considered repairable.

LLCalibration

N1 Calibration Test Unit

Iseparate device, the Calibration Test Unit (CTU) is
Hredto perform periodic calibration on the Arctic Sun
ITemperature Management System.

ento Performa Calibration or Calibration Check
Calibration is__recommended after 2000 hours. of
lion or 250.uses, whichever occurs first. The status of

dibration is available in the Advanced Settings screen.

Peructpanua MU B PocappaBragzope
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TeXHUYeckoe obcnyxumeaHue. OOCNYXVBaHME. CUCTEMbI
BK/THOYaET Pery/iMpoBKYy 3/1EKTPOHHbIX KOMIMOHEHTOB, 3aMeHy
UMCTALLEro pacTBopa, 3aMeHy W3HOLUEHHBIX — AeTanei,
06HOB/EHNE nporpammMHoro obnecrieyeHns (npwn
HEoOX0AMMOCTM). AKTyasibHble KOHTaKTbl-.aBTOPU30BaHHOM
CEepBUCHOI CNY>XObI HEO6X0ANMO_ = YTOUHATb y
YMO/IHOMOYEHHOIO  MPEACTaBUTENS  NPOM3BOAMUTENA  Ha
TeppuTtopumn PP OO0 «bapg Pyc».

O6HOBNEHVE NMporpaMmbl

O6HOB/IEHMA MporpaMmHOro obecneyeHns oynyT
AOCTaBNATLCA Ha (DNaL-HOcUTeNe! “YCTaHOBKa OOHOB/IEHMA
ocyliecTenserca Yepes USB-nopT Ha nepegHeli naHenmu
MOZY5 yrpaBeHus.

O6HOB/EHVE MpOrpamMMbl 3anyecTuTca aBTOMaTUYECKM Mpy
BK/IIOYEHUN MUTaHMA, KaK TOMbKO MOAYNb YnpasneHus
06HapYXMT Hy)XXHble (haii/bl; Ha (hiaLL-ancKe, BCTaB/IEHHOM B
nopt USB.

[na ycTaHoBKM 0OHOB/IEHNS NPOrpaMMbi:

1 BctaBbTe nisw-HocuTeNs B nopT USB.

2. Bo Bpema 06HOBfeHUs nporpaMMbl Ha 3KpaHe OyneT
0TOBpaXXaTbCA 3HAYOK-~TaliMepa, KOTOPbIA MCYE3HET noc/e
TOro, Kak npoLecc yCTaHoBKM NporpaMmbl OyJeT 3aBepLLEH.
3. MNocne 3aBepLUeHns yCTaHOBKM B nosie Bepcus nporpammbl
OKHa PacLuMpeHHble. HacTpoliku 6yaeT oTobpaxaTbecs HOBas
BepCcUs NPorpammbl.

TexHn4yecKkas rnogjeprkka

[na nonyyeHUs-TEXHUYECKOW NOALEPXKKM U MHGOPMaLMK O
NpoayKTe, BKAOOYaA MepeyeHb  3anacHbIX —YacTeld  ©
WHCTPYKUMM TIO 3KcnJyaTtaumm, HeobXxoaumo! CBA3aThCH C
YIn OO0O-«bapg Pyc», 4T0b6bl NOMYYNATH) KOHTaKTbI
NpeacTaBuTeNeil  aBTOPU30BAHHOM  CEPBUCHOW  CNYXObl.
TexHNYeCKUA MepcoHas, WMEKOLWMIA  COOTBETCTBYHOLLYHO
KBa/IMKaLMI0, NPOV3BEAET PEMOHT AeTasieil 060pyA0BaHNS,
KOTOpbIe FOALA0TCA PEMOHTY.

5.4%~Kannbposka

511 YcTponicTBo Kanmbpoeki npubopa (MKY)
OTfenbHoe YCTPOMCTBO —Y CTPOMCTBO Ka/MBpOBKU Nprbopa
(MKY) HeobxoaMmo And  BBINOMHEHWUS  NEPOAMYECKON
KanmopoBkK annapata Arctic Sun 5000.

Korga npoBoAuTb  Ka/MOPOBKY WM MPOBEPKY
Ka/IMOPOBKW.

1 PekomeHayeTcs MpOBOAWTL KanMOpoBKy Kaxable 2000
yacoB paboTbl ycTpoucTBa wam 250 WCNONb30BaHWIA, B



Inaddition. Calibration may be required after replacing
certain components (Manifold Harness, Tank Temperature
Sersor Harness, Processor Circuit Card, Isolation Circuit
Cxd Input/Output Circuit Card).

.ACalibration Check confirms the device flow, ability to
letand cool, and the temperature sensing systems are all
«thin specification. During the calibration check errors
rey be displayed with diagnostic information assisting
with performance or calibration issues. After successful
ownpletion of a calibration check, a report is displayed
iiowing a pass or fail status of all parameters checked.
i.1N Performing a Calibration

[0 perform a calibration on the Arctic Sun 5000

3aBMCMMOCTM OT TOrO, YTO HaCTynWUT paHblle. Pexum
Ka/MOpOBKY LOCTYMEH Ha 3KpaHe HaCTPOeK.

2. B pgononHeHvie, kanmbpoBKa MOXET MOTPeBoBaTbCA Moc/e
3amMeHbl OMnpedeneHHbIX YacTell (BO3AYLUHbIA  KOM/IEKTOP,
NPUHALNIEXHOCTU [ANA TeMnepaTypHOro ‘AaTynka KOHTYpa,
nnata npoleccopa, W30NAUMOHHAA CXeMHas Mfarta, nara
BXOZ/BbIXOf).

3. TlpoBepka KanMOpOBKM MNOATBEPXKOAET UTO CKOPOCTb
MOTOKa B YCTPOMCTBE, CMOCOOHOCTb HArpeBaTb U OX/1aXaaThb,
TEMPepaTypHble CUCTEMbl  COOTBETCTBYHOT ~ TEXHUYECKUM
xapakTepucTkam. B npouiecce NpoBepkn KasmbpoBKy MOryT
NOSBNATLCA OLIMOKM C  AMarHOCTYYECKON WMHAopMaLmel,
fIOMOraroLLeli C BOMpOcaMM  Paboumx XapakTepuUCTUK Wi

llemperature Management System, press the Advanced
mStp button on the Therapy
Selection screen. Press the Start button next to Calibration
fcd follow the on-screen instructions.

Ka/IM6POBKM.
5.1.2. BbINONHEHME Ka/TMOPOBKI
UTo0b! BbINOMHUTL KaNMOPOBKY annapara Arctic Sun 5000,

.ELECTOMAGNETIC COMPATABILITY

ledical electrical equipment needs special=precautions
egarding electromagnetic compatibility. Ensure that the
Iric Sun 5000 Temperature Management System is
B3dledand used according to the electromagnetic
Drypatibility information provided. The=following are
uidance and manufacturer’s declarations regarding
lectromagnetic compatibility for the Arctic Sun 5000
‘emperature Management System.
Treuse ofaccessories or cables other.than those specified
rsold by Medivance (shown below)_is not recommended,
ie of unapproved accessories or cables may result in
ased emissions or in decreased-immunity ofthe Arctic
5000 Temperature Management System.
Ifthe Arctic Sun 5000 Temperature Management System
used directly adjacent /to- or stacked with other
uipment, the user should periodically observe the Arctic
SOOOTemperature  Management System device to
ify it operates normally-in'that environment.
Portable and mobile RE_communications equipment can
t Medical Electrical/Equipment.

Peructpanua MU & PocagpaBHagzope
www.nevacert.ru | info@nevacert.ru

HOKMWUTE KHOMKY PacluMpeHHble HACTPOMKM Ha 3KpaHe
Bbl6Opa pexuma Tepanuu: Haxmute KHonky [yck nocne
KannbpoBku 1 cnefyiiTe MHCTPYKUMAM Ha 3KpaHe.

6. SNNEKTPOMAFHWNTHAA COBMECTUMOCTb

IMpw paboTe ¢ MeANKMUHCKUM 3IEKTPUYECKM 060pYy0BaHVEM
TpebyeTcs cobnogatb 0cobble Mepbl MPefOCTOPOXHOCTU B
OTHOLLEHUW 3NEKTPOMArHUTHO COBMECTUMOCTU. Y6eamnTech
B TOM, YTO Moyl annapata Arctic Sun 5000 ycTaHOBMEH U
1CMonb3yeTcs B COOTBETCTBUM  C  MpeAoCTaB/IeHHON
MHopMaLelri MO 31EKTPOMArHUTHON COBMECTUMOCTU. Hike
npviBefieHbl PeKOMeHJaUMn 1 feknapaums npousseauTens rno
9NEKTPOMAarHATHON COBMECTMMOCTM YCTaHOBKM arnapata
Avrctic Sun 5000.

* He pekomeHayeTcsa 1Cnosb30BaHNE akceccyapos 1 Kabene,
MOMUMO',_YKa3aHHbIX WM npefocTaBnseMbiX Medivance.

Wcnone3oBaHue HEeYTBEPXXAEHHbIX aKceccyapos,
npeoGpasoBateneii 1  kabeneii  MOXET MPUBECTM K
YBE/IMYEHUIO  U3NYYEHUS WM YMEHbLUEHWIO  YPOBHS

3alluLleHHOCTM Mogy s annapata Aretic. Sun 5000.

«Ecav annapart Arctic Sun 5000 ncnos3yeTcs B
HenocpeCTBEHHOM 6/1M30CTIN OT APYFOro 060py0Ba-HUA Ui
YCTaHOBMIEHO  HaZ/mog  Apyrum -~ obopyfoBa-HUEM,  TO
Heo6X0AVMO MeproANYECKM NPOBEPSTb YCTPOMCTBO Arctic
Sun 5000 ana Toro, 4TobbI Y6EANTLCS B MPaBUILHOCTU ero
paboTbl B JaHHbLIX YC/IOBUSX.

* lMepeHoCHble Y MOBW/bHLIE CPELCTBA PaAMOCBA3N MOTYT
MOB/NATL Ha pPaboTy MeAVLIMHCKOr0 3/1eKTPO0O0PYA0BaHNS.



Accessories and cables approved by Medivance for use with  Part#
IneArctic Sun* Temperature Management System

Ttmpereture In-Cable - Nellcor 735-02
t*perature IrvCable - Bard* 735433
Iknpanture 1n-Cable - Rusch 735M)4
Ikmparatura In-Cable - 3E 735-05
Ternparatura 1reCabla- Philip* 735-Ce
Ttnvaratura Out-Cabla - Nellcor 735-52
Tanperatura Out-Cabla - Bard* 735-53
Tanparatuta Out-Cable - Ruach 735-54
Tirnparature Out-Cable - GE 735-55
tnparatura Out-Cable « Philips 735-56
Pover Cord, US. Canada, Mexico 733-00
PwerCord, Continental Europe 733-01
tawtrCord, UK. Ireland 733-02
hiwer Cord, Australia, New Zealand 733-03
Poner Cord, Mainland China 733-04
Poner Cord. Brazil 733-05
Power Cord, Switzerland 733-07
Rwer Cord. South Africa 733-08
limmistlon Interface Module (TIM) Kit 760-00
iTnnsmitsion Interface Module (TIM) 761-00
RS232Cord 762-00

111EN/IEC 60601-1-2 Tablel
IQuidence and Manufacturer's Declaration - Elechoma”etic Emissions

TreArctic Sun* Temperature Management System is <nNe)ded for use in the
«KtromagrteUc environment specified below. The customer or the end user ofithe
Meene Sun® Temperature Management System should assure that Itis used-in such
Sinvironmenl.

Eriniont test Corr™liance  Electromagnetic “virorvnent-=guidance
Remissions Group 1 The Arctic Sun* Temperature
AsPR1L Management System uses RF energy

only for Ha internal function: Therefore,
Hb RF emissions are very lowand are

not ideelyto cause any Interference In

nearby elcUianic equipment.

11BANIEC60601-1-2 Table 1 (oont)

LLlanee and Manufocturer's Oedaration - Bectromagnetic'Emissions

EnsionsTest Compliance  Electromagnetic envirorvnent guidanoe
Vemissioiis ClassA The Arctx: Sun*Temperature
6PRIL Managemdit System unit is suHable

for use inaileslablabTerHa other

Hinoricemissions IEC - Class A than domestic, establishments and

HID32 (hose deecUy connected to the publio
ttlage Huctuations/ Complies  low-voltage power supply network
fidaf emissions IEC that supples buHdings for domestic
tm3-3 purpose.
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Axkceccyapbl 1 kabenw, ofo6peHHble komnanueii Medivance Ne n3genus
ANS UCNONb30BaHWA C CUCTEMOVE perynnprioakvs TemnepaTypsbl
Arctic Sun*

Kabenb gna TemnepaTypbl Ha Bxoge - Nellcor 735-02
Kabenb ana Temnepatypbl Ha BXoje - Bard* 735-03
Kabenb ansg TemnepaTypbl Ha Bxoge - Rusch 735-04
Kabenb ans TemnepaTypbl Ha Bxogde - GE 7354)5
Kab6enb ana remnepaTypbl Ha Bxoge - Phillips 73W)6
Kab6enb ans Temnepatypbl Ha Bbixoge « Nellcor 735-52
Kabenb fna TemnepaTtypbl Ha BbIXofde - Bard® 735-53
Ka6enb aonsg TemnepaTypbl Ha Bbixoge - Rusch 735-54
Kabenb ng TemnepaTypbl Ha Bbixoae - GE 735-55
Kab6enb gna TemnepaTypbl Ha Bbixoge - Phillips 735-56
Kabenb nutaHus, CLUA, KaHaga, Mekcrka 73"

Kabenb nnTaHus, KOHTUHEHTaNbHas yacTb EBpON.I 7334)1
Kab6enb MATLLLLA. BennkobputaHus, Mipnanaus 733-02
Kabenb nutaHus, ABctpanus, Hosas 3efaHans 7334)3
Kabenb nutaHusa, maTepnkoBas yacTb Kutas 7334)4
Kabenb nutaHus, bpasunua 7334)5
Kabenb nuTtaHus, LU Beliuapus 733-07
Kabenb nutanus, KOAP 733-08
KomnnekT Moayns uHTepeiica-nepefaun JaHHbIX 760-00
Mopgynb nHTepdeiica nepefadn JaHHbIX 7614)0
Kabenb RS232 7624)0

1.1 CtangapT EN/IEC 60601-1-2, Tabnuua 1
PyKOBOACTBO W ileKNapauus-npon3BoANTENs - INEKTPOMArHUTHOE U3NyYeHne

CucTema perynnpoBanusi TemnepaTypbl Arctic Sun* npefjHasHaueHa ANS HPUMEHeHUs
B 3/1eKTPOMArHUTHOW-Cpe/ie, ONUCAaHHOMN HIKe. KNNEHT nnn KOHeYHbI MoAb3oBaTeNb
CUCTEMbI PEryNnpoBaHnNs TeMnepaTtypbl Arctic Sun* JOMKEH YA0CTOBEPUTLCS, YTO
YCTaHOBKa UCMCHTB3YETCA NMeX 0 B Takoii cpefe.

TecT Ha nanyyeqHue CooTBeTcTBME  DnecTpouarHuTHas cpepa -
PyKOBOASALL e NPUHLMNbI

PagnoyacToTHOE pynna 1 Cucrtema perynmposasuns

nsnyyenne CISPR 11 Temnepartypbl Arctic_ Sun* UCMNONb3yeT

pagnoyacToOTHYO 3HEPrMio TONbKO

ANS BHYTPeHHE paboTbl. MoaTomy
paanoyacToTHOE M3NyyeHne 3Toi
YCTaHOBKM Q4EHb HU3KOE 1, BeposTHee
BCero, He 6y/er co3aasaTb MoMexu
3N1eKTPOHHOMY. 060pYA0BaHNIO,
pacnonoxxeHHoOMy no6an3ocTy.

1.1 Ctanpapt EN/IEC 60601-1-2. Tabrmua 1 (npogomKeHue)

PafinoyactoTHoe KnaccA CuCTeMY perynmpoBaHus TemnepaTypbl
u3nyyenue CISPR 11 Arctic Sun* MOXHO UCMNO0/b30BaTh
BO.BCEX YUPEXAEHUAX, KpOMe

FapmoHunyeckoe Knacc A AoMaw wx ycn{»nii n kpome
usnyyenmne noMelLeHnii, KoTopble NOAKYEHbI
IEC 61000-3-2

HEMNOCPEACTBEHHO K 06LLeCTBEHHOM
Kone6anus Hanpsbkenus /|  CootseTcTeyeT- HM3KOBOTBTHOW CETW, NOCTaBNAIOEN
dnukep IEC 61000-3-3 371eKTPOIHEPTUIO ANS BbITOBLIX Lie/eil.



12ENeEC 6(Ne01-1" Table 2

Guidance and Manutacturef'a Oeclaratton- Electromagnebe Immunity’

TheAacncSuN* Temperature Management System unitis intended for use in the
ebclromagnetic environment specified below. The customer orthe end user of the
McTK Sun* Temperature Management System unitshould assure it Isused only in

wchan environment.

IEC60601 test
level

Inmunity Test

Bictromagnetic  ifik\/ contact

iKharge (ESD)  iskV air
IECei00CM-2
Oictncal fast +2kV for power
tnieient/burst supply lines
[EC61000-4-4 11k for input!
output lines
Qe t1kV differential
IBC81000-4-5 mode (tIne-line)
+2kV common
mode (line-earth)
! <5%UT{>95%
Ite.ihort dip In UT)for
nmiptionsand 0.5 cycle
iMage variations
«powersupply  40% UT (60%
«utlines dip In LIT) for
EC61000-4-11 Scydes
70% UT (30%
dipin UT)for
25 cycles
<5% UT (>95%
dip In UT) for
5 seconds

foserfrequency  3Afoi
RMHz)

ngielic field
EC6100(U-e

Compliance
Level

16kV contact
18KV air

+2kV for power
supply Knes
+1kV for input/
output lines

+1kV differential
mode (line-line)
+2kV common
mode (Ifne-esvth)

<5% UT(>95%
dip InUT)for
0.5 cycle

40% UT(60%
dip InUT) for
5 cycles

70% UT (30%
dip in UT) for
25 cycles

<5% UT (>95%

dip in UT) for
5 seconds

3AIm

Intended
Bectromagnetic
Envirorment

Floors should be wood,
concrete or ceramictile.
Iffloom are covered
wrtth synthetic materiel,
the relafive humidity
should be at least 30%.

Mains power quality
should be that ofa
typical cwnmerclal or
hospital envbonment

Mains power quality
should be that ofa
typical ccmimercial or
hospital environment

Mains power quality
shoiid be that ofa
typical commercid or
hospital environment.
Ifthe user of die
Arctic Sun*
Temperature
Management System
unit requires continued
operation during power:
mains mterruptions;.it is
recommended thatthe
McncSuN*
Temperature
Managmtent System
unit be powered, from
an unintemjptitde
power supplywith
sufficient capacity to
run the urstfor thw
maximum-required time
of intetruption.

Powerfrequency
magnetic fields
should be at levels
characteristic of a
typical location ina
typical commercial or
hospital environment.

LLic UTisthe a.a mains voltage prior to application of the:test level.
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1.2 CtaHpapT EN/IEC B3601-1-2, Tabnuua 2

PyKOBOACTBO ¥ ieKNnapalyns npouaBodarrens - 3alMuleHHoCTb 0T/ AMEKTPOMArHUTHbIX

nomex

CucTemMa perynnpoBaHns TeMmnepatypbl Arctic Sun* npefHasHadeHa Ans NpUMeHeHus
B 39M1€KTPOMATUTHOW Cpefe, MUCAHHOI HKe. KNNEHT UK KOHeYHbI nonb3oBaTtenb
Arctic 8 UH*[10|MDKeH Y40CTOBEPUTLCS, UTO YCTAHOBKA UCMO/L3YETCS TOMLKO B TaKOM

cpege.

McnbiTaHus Ha
noMexoycTonym-
BOCTb

ONBKTPCMArHNTBIV
paspsas (ESD)
|IEC 6KHO0-4-2

HaHoceKyHAHble
UMMy /bCHbIE
nomexv
1EC61CHO0-4-4

KpeToepemoHoe
NoBbILLEHNE
HanpsxeHus
IEC 61000-4-5

TMoHMKeHNs,
KpaTkue
npepbiBaHus

1 U3MeHeHus
HanpsXeHuit B
CeTU NUTAHWA Ha,
BXOfe.

IEC 61000-4-11

YpoBeHb
TecTMpoBaHuA
IEC60601

+6 KB KOHTaKT
+8 KB BO3flyX

t2 KB ANA NUHWIA
anekTponepejay
+1 kB gna
BXOAHbIX/
BbIXOAHbIX NNHUI

+1 kB npu
AndchepenBAsHOM
pexxume (AHUA-
NNHNA)

+2 KB npn-obuiem
pexiwmMe (nHma-
3emMng)

<5% Ut (>95%
noHmwkeHune LH) Ha
0,5 umkna

40% Ut (60%
AOHMXeHNe Ut) Ha
5 ymknos

70% Ut (30%
noHmxeHune Ut) Ha
25 uuknos

<5% Ul (>95%
noHmxexune Ut) Ha
5 cek.

YpoBeHb
COOTBETCTBMA

+6 KB KOHTaKT
+8 KB BO3ayX

+2.kB 4ns nnHWiA
IneKTpone-pefay
*1 kB ana
BXOLHbIX/
BbIXOAHbIX NIMHWI

+1 KB npu
anddepen-
LnanbHOM pexume
(MMHWA-NNHNA)

+2 kB npu o6Lem
pexum (MMHNUs-
3emns)

<5% Ut (>95%
noHmxkeHne Ut) Ha
0,5 uukna

40% Ut (80%
noHmxexune Ut) Ha
5 unknos

70% U (30%
noHmxexune Ut) Ha
25 unknos

<5%Ut(>95%
noHmxeHune Ut) Ha
5 cek.

1.2 CtaHgapt EN/IEC 60601-1-2, Tabnuua 2 (NpogomKeHune)

MarHutHoe
none ¢ 4acToToi
nuTatoLein cetun
(50/60 I'u)
1EC6100(M-8

3A/T

3AT

Hapnexsawas
3NeKTPOMarHuTHas
cpepa

Mon fonxeH 6bITb
[epeBAHHbIN,
6ETOHHBbIV NM60 U3
KepaMuyeckoii NanTku.
Ecnv non nokpbIt
CUHTETUYECKUM
marepuanom,
OTHOCUTENbHas
BNIAXHOCTb BO3AyxXa
LOMKHA 6bITb HE MeHee
30%.

KauecTBo MoLHOCTN

B CETU JOMKHO

6bITb CONOCTABUMO

C YPOBHEM B
KOMMEpPYECKMX 1nu
neye6HbIX 3aBefieHNAX.

KauecTBO MOLLHOCTH

B CETN JO/MKHO

6bITb CONOCTaBUMO

C YPOBHEM B
KOMMEpPYECKNX 1nm
neye6HbIX 3aBEAEHNAX.

KauecTBo MOLYHOCTH
B CETW [OMKHO

6bITb CONOCTABNMO

C YPOBHEM'B
KOMMERYECKNX 1nn
neyebHBIX 3aBefleHNAX.
Ecnu nonb3osatento
HYXHOIpUMEHATb
npnMe6op/VRCTIC Sun*
. HEMPEPBLIBHO Mpy
nepe6osx B ceTu,
peKomeHgyeTcs
ROAKNYaTh

€ro K UCTCMLUKY
6ecnepeboiixuno
anekTponuTats
[0CTaTOYHbIM 3anacom
3Hepruun ans p~oThbl
YCTaHOBKM B TeYeHne
mMaKcumanbitore
BpeMeHu nepe6osn

MarHuTtHsble rions ¢
YyacToTol nuTatoLein
CeTn JOMKHbI
COOTBETCTBOBATH
YPOBHIO B 06bIYHbIX
KOMMepYecKmnx

1 neyebHbIX
YUpexAeHumaX.

Mpumeuanme; Ut 0603HaYaeT HanpsXeHe.B CeTM NepemMeHHOro Toka nepeg

ncnblTaHNEM.



UEN”EC 60801-1-2:2007 Sub-clause S.2".2 Table4:
W ence and Manufacturers D edar”n - Elecfrom a”ietic Inmunity

JNImAKeTio Sun* Temperature MarugementSystem unitIs Intended for use Inthe
dedromagnetie enworenent specified below. The customerorthe end userofthe
Mtic Sun* Temperature Managenwit System unitshould assure ItIs used in such an
enykonment

Bmunlty IECeoeOl Compliance  Intended Electromagnetic Environment
test level Level

Portable and mobile RP communications

ﬁdnsi 3Vrms 3Vims equipment should be used no closerto
ISOkHzto  ISOfcHzto any partofthe Arctic Sun* Temperature

ei000- 80MHz 80MHz Management System ur«t, Indudeig cables,
i’% 3Vim 3Vim than the recommended separation distance
Astated 80MHzto 80MHzto calculated from the equation appRcable to
If 25GHz 25GHz the frequency ofthe transmider.
K61000- Recommended separation distance
14 d=12vP

d°1.2VP 80MHzto800MHz
d-2.3VP  800MHzto 2.5GHz

where P is the maximum output power
rating ofthe transmitterin watts (W)
according to the transmitter manufacturer
and d la the recommended minimum
separation distance in meters (m).

Fidd strengths from fixed RF transmitters,
as determined by an electromagnetic site
survey*, should be less than the compliance
level In each frequency range.”
Interference may occurin the vicinity
ofequipment marited with the following
symbol;

¥

DTE1 At80MHzand 800MHz, the Mgherfrequency range applies
DIE2 These guidelines may notapply to d | situations. Electromagnetic propagation
idbeted by absorption and reflection from objects, structures and people.

M streirgths from fixed transmitters, such as base stations for radio (celkjiar/.
mdess)telephones and land mobile radios, amatei* radio, AM and FM radio
BiJcetland TV broadcastcannot be predicted theoretically with accuracy.(fo.assess
adsctromagnetic environment due to fixed RF transmitters, an electromagnetic site
nsy should be considered. Ifthe measured field strength to the locaOcm Inwhich the
tens Sun* Temperature Management System unit Is used exceeds ttie_applicable
Fcoinpllance le \* above,the Arroric Sun* Temperatire Management System unit
MK beobserved to verify norm” operation. If atmormal performance-is:observed,
tlanal measures may be necessary, such as re-orienting or relocating the

hne Sun* Temperature Management System urtiL

4)athe ftequencyrange 150kHz to 80MHz, field strengths should be less than 3V/m.
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1.3 EN/IEC 60601-1-2:2007, nognyHkT 5.2.2.2, Tabn«4as:

PykoBe3AeTBO 1 fiekiapaLus NpoussBoauTesNs - 3an aLeHHOCTb OT-3AEKTPOMAarHUTHbIX
nomex

CucTema pery/ipoBaHns TeMnepatypblAr ctic Sui® NpeAHasHauYeHasns NPUMEeHeHUs!
a 3/IEeKTPOMArHUTHOM cpefe, ONMCAHHOM H T . KIMEHT W KOHEUHBIN Nosb30BaTeslb
CucTtema perysiMpoBaHisi TeMMeparypbl Arc tic Sun* JO/DKEH.YAOCTOBEPUTLCS, UTO
yCTaHOBKA UCMO/b3YeTesi IMEHHO B Takoii cpese.

VcnbitaHnst  YpoBeHs  YpoBerb Hapnexalas afektpomarHutHas cpega
HarfoMexo  TeCYpo COCrBeTCT-

YCTOi- BaHA amn
YMBOCTb EC60601

TepeHocHble 1 MOBUbHbIE CPeacTBa
Kovo'xm 3Vnns 3Vmis PaA1oCBA3VHE LOMKHBI MPUMEHSTLCS
rHoe 150 KMy- 150 kMy-  B&IMB/IKAKUX-NMGO YacTeil cUcTeMbI

panvenieC 80 My, 80 MIy, perynMpoBaHus Tebinepar’ bl
Tor-Hoen 3B/m 3B/m Arctic Sun*, BK/IHOYasA kabenu;

ITyHeH« 80MIy- 80MTlu- pekomMeHOyemas AUCTaHLMA yaasieHns
EC610004S 251y 25Ty paccUUTLIBAETCS B 3aBICUMOCTM OT HaCTOTbl
Wanyyao»! nepegarunka.
pafHoseemora PekomeHayemasn guctaHuma yaaneHus
EC61CXj04-3 d=12vP

d=12sP  80MIL-800MTIy

ds2.3 800 MIy- 2.5 Mry,

rae P - MakcuMasibHas BbIXOAHAst MOLLHOCTb
nepegarunka B BatTax (BT) cornacHo
[aHHbIM Mpon3BoauTeENs, a

d - pekomeHayemoe paccTosiHue yaaneHus B
meTpax (M).

CwnoBble Nosst CTauyoHapHbIX
pagvonepeaaTymKkoB, onpeaensiemMble
3N1eKTPOMATUTHBIM MCCIeA0BaHNEM
ydacTkaa, flo/KHbI GbITb HUXE YPOBHS
COOTBETCTBYA A/151 KQOKLOTO YaCTOTHOTO
[AvanasoHa.

B61131 060pyf0BaHMsi, 0603HA4YEHHOTO
cnefyoLLyIM enHeomnoM, MOryT MPOUCXOANTbL
nLLoXY;

NMPUMEYAHWE 1 Flpun yposHe 80 MIL, 1 800 MIL, NpUMeHsIETCS GOSIEe BbICOKUI
4aCTOTHbIN JyanaseH.

MPUMEYAHUE 2 [laHHble NOMOXeHUs NPUMEHNMbI HE BO BCEX CUTYALINAX.
PacnpocTpaHeH e 3/1eKTPOMarHTHOIO U3/TyYeHNs 3aBUCUT OT YPOBHST MOM/IOLLEHNS
1 OTPaXKEHUS OT COOPYXEH!" , 06LEKTOB 1 reofeii.

mCW10BbIE RO PMKCMPOBAHHBIX NEPEAATU»ECOB, TaKMX Kak 6a30Bble CTaHLWN

01151 pauoTenedoHOB (COTOBbIX/6ECTPOBOAHBIX), & Tatoke HA3EMHbIX MOGW/TbHbBIX

N MIOBUTENBCKVX PAAMOCTaHLMIA, CTaHLMIA BelLatoLLuX Ha YacTotax AM 1 FM

1 TeneBeLaHnsa HeBO3MOXHO TEOpeTUHECKN NPpe/cKasaTh.e BBICOKO TOYHOCTLIO.

N5 OLEHKNI31EKTPOMATUTHOTO M3/TyYeHNs CTaLMOHapHBIX paavionepeaaTynkos
cnepyeT noAAaTth O NPOBEAEHNN 3/IEKTPOMArHUTHOTO UECNE0BaHNS yHacTKa.

Ecavl ypoBeHb U3MepeHHbIX CUIIOBbIX Nosel MecTa, rAe MpUMeHsieTcst npuéop,
npeBbILLiaeT yKazaHHbIi A0NYCTUMBI ypOBEHb PaAMOU3AYHEHUS, 3a paboToii npubopa
ceayeT HabnKLwaTh A5 06ecneyeHr sl HopMasbHOrO ChYHKLIMOHMPOBaHWS. Mpn
BbiSiBNIeHUM c60eB B paboTe npubopa NPXMUTe Mepbl-NPeoCTOPOXHOCTU, U3MEHB
OpVIEHTaLMIO WK NepeMeCcTUB YCTaHOENCYAr c tic Stin%, e Apyroe MecTto, Uin yCTaHoBMB
aKpaHvpoBaHue.

“Ipy yacToTHOM AnanasoHe 1 ~ KL - 80 MIL, MHTEHCUBHOCTbL NO/A JOMKHA BbITh
MeHee 3 B/m.



14 EM/EC B0601-1*2:2007. noamyHKT 5.22.2. Tabnuua B:

KOMaH/lyeMble pacCTOSHNS MeXZy NepexiokbIM1 1 MOGUbHBIM CpeAcTBaMN
PaAVMOCBA3M 11 CUCTEMOI PerynMpoBaHUs Temnepatypbl ANCTM Sun*

PaauouacToTHOE KOMMYHIKALMOHHOE 060PYA0BaHIE MOXET MOB/NATL HA
VeZlaLMHCKOe ane>npo<”pyfoBaHne. CUCTEMa PeryMpoBaHns TeMnepaTypb
Arctic Sun* NpeHasHaueHa AN NPUMEHEHWS B YCIOBUSX, MPY KOTOPbIX
PafMOYACTOTHbIE MOMEXW KOHTPOMPYHOTCS. MOKynaTe/ib Wi Mosb3oBaTelb
YCTPOICTBA PEryMpoBaHust TEMMEPaTYpbl Arctic Sun*, MOHET NPeAOTBPATUTL
BO3TMCHOBEHYE 3IEKTPOMArHMTHbIX MOMEX MY NOAAEPKaHNN MUHIMAIbHOrO
PaccTOsHNS MeXZy NEPEHOCHBIMI 1 MOBUTbHBIMU CPEACTBAMM PAZMOCBS3N
(NepefaTuVKamm) 1 CUCTEMON PETYTMPOBaHNS TEMNEPATYPbI Arctic Sun* s
COOTBETCTBAW CO C/IEAYHOLLMMM PEKOMEHAALMSIMIA C YHETOM MAKCUMa/IbHOTO
1a4emMusl BbIXOHOM MOLLHOCTM NapejaTuyLua.

HomuHanbHas PaccTosHue yAaneHus e 3aBUCMMOCTH OT 4acToTbl
naxcumanbuas nepegartunka (M)
BLNOfHar 1500180 ML 80 ME800 MMy 800 MER2.5 Ty
woupcers i3l dUvB a3k
nepegatuvka (Br)
0oL 012 0.12 0.23

0,38 0,38 0,73

12 1.2 23

38 38 73
L) 12 12 23

JmnepesaTunKoB, HOMUHANbHbIE MaKCUMBNEHbIE 3HAYEHMA KOTOPbIX HE

repemcrieHbl BblLLe, PEKOMEHZYEMOe paccTosHue yaaneHns d B meTpax (M)

MCKHO ONpeAeNuTb NPV NOMOLLM hOPMYbl, MPUMEHAEMON ANS ONpeseneHns

«TOTblnepefaTymKa, e KOTopoii P - 3T0 MakcMaibHas BbIXOAHAA MOLLHOCTb

KpegaTunca B BatTax (BT), COrnacHo AaHHbIM NpoV3BOAUTENS.

MPYAEYAHNEL Mpu yposHe 80 My 1 800 ML, NpUMeHsieTCs paccTosHWe

[BMeHiiA ANA Aana3oHa NoBbILLEHHbIX YacToT.

MVA&IAHVE 2 [laHHble NOMOXEHWA MPUMEMMbI He BO BCEX CUTYaUWAX,

~LlyOCTpBUELL € 31EKTPOMATUTHOTO U3NyHEHWA 3aBUCUT OT YPOBHS NOMNOLIEHUS
Olp»Ke1sB> 0T COOPYXKEHUIA, 0GBEKTOB W NKLLEHA.

.MEDICAL DEVICE PACKAGING

ke Arctic Sun 5000 System is packaged in a custom-

teigned configuration that has been validated to meet
kaging and shipping requirements. The following
iagrarms show the construction/efthe device package.
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1.4 EM/NIEC 60601-1-2:2007. noanyHkT S.2.2.2. Tabnuua 6:

PekTeHAyeMble pacCTOAHMA MeXAY MePeHOCHbIMU 1 MOBGWIbHBIMIA CpeCcTBaMu
pafMocBA3N 1 CUCTEMOI perynnpoBaHus TemnepaTypbl Arctic'Sun™

PaanoyacToTHOe KOMMYHWKaLMOHHOE 060py/0BaHIe MOXET MOBANATL Ha
MeANLIMHCKOE 3/1eKTpoobopyfoBaHe. CucTema peryimpoBanus Temneparypbl
Arctic Sun* npegHasHayeHa Ana M|TMEHEHNS B YCNOBUAX, NP KOTOPbIX
pa”*o4acTOTHbIE NMOMeXN KOHTpoNupytoTca. Mokynatens Wi ronb3oBartens
yCTpoOWicTBa perynnpoBaHna TemnepaTypbl M ¢TI0 Sun®; MOXeT NpefoTBpPaTUThL
BO3HWKHOBEHWE 3/1EKTPOMArHUTHbBIX NOMeX Npy NOAAePKaHNN MUHUMANBLHOTO
paccToAHNSA MeXy NepeHOCHbIMU U MOBU/IbHBIMU CPELCTBAMU PaAMNOCBA3N
(nepegaTynkKamm) n CUCTEMOVA perynnposaHuns Temnepatypbl AKCic Sun* s
COOTBETCTBUU CO CeAYOLUMUA PEKOMEHAALNAMY C YYETOM MaKCUMabHOTO
3HA4eHUA BbIXOAHON MOLLHOCTU NepeaaTymka.

HomuHanbHast PaccTosiHie yaaneHus B 3aBUCUMOCTY OT YaCTOTbl

MakcMmasbHas nepegaruvka (m)

B 150 KMy - 8OMMy 30 MF- 800 MMy~ 800 MMy-2.5 Ty
d«1,2 NP d=12VP d m 23%P

nepeaatuvka (BT) ' ' =70

0,01 0.12 0.12 0.23

01 0,38 0:38 0,73

10 12 12 2.3

10 38 38 7.3

100 12 12 23

[ns nepeAaTyMKoB, HOMUHa/bHBIE MAKCUMaUTbHBIE 3HAYEHUS KOTOPbIX He
nepeurcrieHbl Bblllie, PEKOMeHAYeMoe paccTosiHne yaaneHus d B meTpax (1)
MOXHO OnpeaenuTb Npy NoMoLLm-thopMy/ibl, NPUMEHAEMON A1 orpeAeneHnst
4acToTbl NepefaTunka, B KOTQPOiA, P~ 310 MakcMMasibHas BbIXOAHAS MOLLHOCTb
nepegatuvika B BatTax (BT), COFIACHO JaHHbIM NPOU3BOANTENS.

MPVUMEYAHVIE 1 Mpun yposHe 80 MIy, 1 800 MIL, NpuMeHsieTCst paccTosiHne
yAaneHus Ana ananasoHa foBbILLEHHbIX YacToT.

MPUMEYAHWE 2 [laHHblEe NOMIOXEeHNA NPUMEHUMbI HE BO BCEX CUTYaLUAX.
PacnpocTtpaHeHre 31eKTROMArHUTHOTO N3/TyYeHVsi 3aBUCUT OT YPOBHS MOM/IOLLLEHNS
1 OTPaXKEHUS OT COOPYIKEHUIA, 06BEKTOB W NH0AEN.

7. CBEJJEHA OB YNAKOBKE
MEAVLMHCKOI O N3AENUSA

Annapar ‘Arctic Sun 5000 ynakoBaH B YNakoBKY creLmanbHO
paspab0TaHHOM  KOH(wMrypaumn,  Kotopas Oblna
NpPOTeCTMpOBaHa n oTBeYaeT Tpe6oBaHMAM
TPaHCHOPTMPOBaHUA W XpaHeHUs. Hwke! npefacTaBneHHas
[mnarpaMma nokasbIBaeT KOHCTPYKUMIO YRAKOBKU.



Padee is made from corrugated-carton 200 # C Flute
Bon

. BXis shipped on the wooden pallet.
~Accessories are packed in the individual pouches made of
Alyethylene and then box of whited carton.

limensions of the box:

ottom- 60,325 cm x 50;165 cm, 17, 78 cm (20,45 cm)
ileeve-100,965 cm x 60,325 cm x 53,975 cm (+0,635 cm)

fopshelf- 64,135 cmX54,93 cm x 12,7 cm (0,45 cm)
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TOPSUCPORf

'‘ftOnOM SUPPORT

Top shelf4 BepxHas KpbILKa
Top support - BepXHsisi NoACTaBKa
Sleeve--pykaB

Bottom Support - HWXKHsS NoacTaBka
Clip;-8.each- 3akuMmbl, 8 LTYK
Bottom - gHo

YHakoBka W3roToBneHa U3 roPUPOBAHHOIO KapToHa,
200C, KopuyHeBbIA. TpaHCNOPTUPYETCA Ha fepeBAHHOW
nannete.
MpuHafNeXHoOCTM  ynakoBaHsl B WHAWBUAYANbHYIO
YMakoBKY - MOMNITU/IEH WIK.B KOPOOKM 13 0TGEIEHHOrO
KapToHa.

Pa3mepbl KOPooKM:
OHo (OnnHa X LWupuHa X BbicoTa)
60,325 cm X50,165 cm, 17,78 cm, (20,45 cm)

Pykas (JnvHa x LUnpuHa X BbicoTa)




(.STERILIZATION

Adic Sun 5000 Temperature management system,
AftciGel pads and accessories are supplied non-sterile and
Bnot intendent to be sterilized.

»BIOCOMPATABILITY

Adiic Sun 5000 Temperature management system,
ArcticGel pads and accessories are supplied non-sterile, .no
diredt patient contact.

ArcticGel pads are non-sterile, direct patient skin contact
pto 30 days.
[ionot sterilize. Single use only.

System components and accessories do net contain
naterials and components that may cause any harm to

operator or patients.

DSHELF LIFE

Raiad of use of Arctic sun temperature management
iystem with accessories is 10 years/from the date of
nanufacture.

Sflife for ArcticGel pads - 12 mth.

Fer ArcticGel pad Small Universall,/ArcticGel pad Small
24 mth.

Assured storage life ofthe device and accessories is 3 mth
Imder the following conditions:_temperature from -30°C
|050°C, humidity 5%-95%

LENVIRONMENTAL PROTECTION

[As product does not harm: the environment with proper
peration, transportation and storage.

ICONDITIONS OF
IORAGE AND OPERATION

TRANSPORTATION;

nosportations

kemedical device.is transported using all available modes
ftransportation in the covered vehicles according;to-the
msportation:rules forced on each transportation-mode.
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100,965 CM X 60,325 cm x 53,975 cm, (i0,63 cm)

BepxHas Kpbiwwka ( AmHa X LLnprHa X BeicaTta)
64,135 cm x 54,93 cm x 12,7 cm, (20,45 cm)

8. CTEPUNTN3ALUNA

AnnapaT Arctic Sun 5000, MaHxeTbl  ArcticGel,
MPWUHALNEXHOCTU  NOCTABNAKOTCA (HECTEPUILbHBIMA N He
AOA/IEXNT CTEPUN3aLMN.

9. BMOJTIOTMYECKAA COBMECTUMOCTb

Annapat  Arctic  Sun 50000 Cc  npUHagIEXHOCTAMM
MOCTaB/IAETCA HECTEPWU/IbHBIM, HE. UMEIOT MPAMOro KOHTaKTa
C KOXeii NnauueHTa, 13fienne MHOropasoBoro MCrosb3oBaHus.

MarxeTbl ArcticGel — ABAAKOTCA HeCTEPUIbHBLIMUA, UMEKT
npsMoV  AnuTeNbHbIA (A0 30 AHE) KOHTaKT C  KOXel
nauneHta. He nognexar crepunmsaumm. OHOKPATHOrO
NPYMEHeHNS.

ANnapat, 4acTy 1 NPUHAANIEXXHOCTYN He COAEPKMT
MaTepu1asnoB Ui KOMITOHEHTOB, BO3AEICTBME KOTOPbIX
MOXET MO/IBEPraTh-PUCKY OrepaTopa WM NaLiyieHTa.

10. CPFOKroagHocTMH

CPOK cnyxo6bk-annapara Arctic Sun ¢ NpUHaAeXHOCTAMU
coctasnfeT 1041eT C AaTbl N3rOTOB/IEHMA.

Cpok rogHocTM MaHxxeT ArcticGel -12 MecAUEB; 419 MaHXeT
ArcticGel ‘Small Universal, ArcticGel Small -~24 mec.

[apaHTWPOBaHHbI  CPOK  XpaHeHWs~, ~ annapata ¢
NPUHaAIEXHOCTAMMU 3 MecALa NPY 3aaHHBIX KNMMAaTUYECKMX
ycnosusax: Temneparypa ot -30°C go 50°C; BnaxxHocTb 0T 5%
[0 95%.

11.0XPAHA OKPY>XAIOLLEW CPEAbI

JaHHoe m3fenve He HAHOCUT BPefa OKPY>KaKOLLER cpese npu
MPaBWbLHO 3KCMTyaTaLn, TPAHCIOPTUPOBKE 1 XPaHEHWM.

12.yCnoBus AKCIMNYATALUUN,
TPAHCIMOPTUPOBKWN N XPAHEHUNA

TpaHcnopTnpoBKa

W3genvie TpaHCMOPTMPYIOT-BCEMM BMAaMK TpaHCMopTa B
KPbITbIX TPaHCMOPTHbIX. EPeACcTBaX B COOTBETCTBUAM C
npasWiamy  MepeBO3KIA ' PY30B, [JeCTBYHOLMX Ha
TPaHCMOPTE KaXKAO0ro BAGA.



Environmental Conditions

Temperature Range
Operating:..........co.v... 10°C to 27°C
IS (0 1:'0 RS -30°C to 50°C

Xt operating temperatures higher than 27°C, the
refrigeration system’s cooling capacity and therefore its
ality to cool a patient is compromised.

Humidity Range (relative humidity, non-condensing)

(@ 01T 1100 S 5% to 70%

SHOMAOE:. .t 5% to 95%
Atmospheric Pressure Range:... 60 kPato 110 kPa

force required for console movement along hard and
jorizontal surface is < 200N

3.DISPOSAL

Ilpn end of life, dispose of in accordance with local

i/EEE regulations.

Sstem pads and accessories in accordance-with SanPiN
,3684-21 medical waste-class A

lIWARRANTIES

IManufacturer warrants to the original purchaserthat Arctic
5000 system for managable normo and hypothermia
| accessories (“Equipment”)“/and ArcticGel Pad

"Disposables™) will be free of defects in workmanship and

iterials for the period set forth-inthe labeling and if no
period is set forth, then one year from the date of
lallation. 1fthe Equipment(oria Disposable proves to be
todefective, such Equipment or Disposables may be
Noaired, replaced, refunded.or credited, at manufacturer’s
ipion An extended warranty for Equipment is available
ir purchase. The warranty covers all parts and labor
ssociated with defects in-material and workmanship ofthe
quipment. Authorized service will, at its discretion,
ietermine if the Equipment is to be repaired on site, or at
lemanufacturers’ service center. If Equipment is to be

[tumed for service=~Any unauthorized equipment repair

erformed during-the warranty period will void'/the

raranty. All returns. must be authorized in advance by
iuthorized servicer The liability of Medivance Inc under

product warranty does not extend to any. abuse,
cidental damage, misuse, improper storage, alteration.
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YCnoBus OKpyXatoLLein cpefbl Npy aKcnayataunm
TemnepaTtypHbIi1 AnanasoH

PaboUUi PEXKUM:........ccceveeeeenene ot 10°C go 27°C
XPAHEHUE: .. o1 -30°C-go 50°C

Bo Bpemsa akcnnyaTauum npu Temnepatypax Bbiwe 27°C
(80°F) cHWXaeTCs OXNaKAaroLLAas CNoCOGHOCTb XONOAWIbHOM
YCTaHOBKW W, CrefoBaTe/bHO, 3(I(EeKTNBHOCTb OX/XKAEHUS
naumeHTa.

JAnanasoH BMaxHOCTU (OTHOCUTE/IbHAA BNIAXKHOCTb, 6e3 yyeTa
KOHAeHcaumm)

PaBOUNIA PEXKMM: ......cvrverenrers fisneeeeneeneens oT 5% fo 70%
XPAHEHUIE ... gz e ot 5% 10 95%
[vanasoH atmMocthepHOro AaBaeHus:......... Ot 60 kIMa go 110
KlMa

Ycunve,  Heobxoaumoe ( ANA  MepemeLLeHus  MOAyNns

ynpasneHuss Mo TBEPAOA W  NIOCKOM
MOBEPXHOCTW, He npesbitiiaet 200 H
13.YTUITN3ALUUA

rOpPV30HTa/IbHOW

Mocne ncTeueHNs cpoKa cny>Xbbl YTUNN3NPYITE YCTPOICTBO
B COOTBETCTBMM € MECTHbIMX MpaBuiaMy  yTUAM3aLmm
OTXOA0B 3MEKTPUHECKOTO W 3/1EKTPOHHOr0 0060pYyA0BaHMA
(WEEE).

Annapar, MaHXeTbl U NPUHALIEXHOCTU B COOTBETCTBUM C
CaHlMnH 2.1.3684-21 mefuUMHCKME OTX04b! - Knace A

14. rapaHTuiiHbIe o6s3aTenbLCcTBA
MpounsBoauTeNb rapaHTUpYeT NePBUYHOMY MOKYNAaTesto, YTo
Annapar a75 ynpaensemoii HOpMo- 1 runoTepmnin Arctic Sun
5000 ¢ npuHagexHoctamMmn (“O60pyaoBaHUE”) N MaHXeTbI
ArcticGel- (PacxofHble MaTepuasibl) He ) 6yayT WMeTb
Ae(heKTOB AM3aiiHa, KavyecTBa U3rOTOBNEHMA W MaTepuasioB
npu yC/I0BUM MOATBEPXKAEHHOIO HOpPMa/IbHOro
1CNOJIB30BaHWSA B TeHeHWe NMeprosa, CocTaBNsatoLLero 1(oaunH)
rof €0 [OHA MHCTanAumu. Ecnm B TeHeHWe cpoka [encTBus
OrpaHUYeHHOW rapaHTUM  MoTpeduTens 06HApYyXUT B
MPOAYKTE  Kakume-mbo  [edieKTbl;~. TO  aBTOPWU30BaHHasA
CepBUCHas Cny)x6a Mo pesynbTataM aHasm3a W YC/oBUAM
rapaHTUn, PEMOHTUPYET WM 3aMEHSET MPOAYKT. HacToswas
OrpaHUYeHHas rapaHTMa pacnpoCTpaHseTCca Ha BCE YacTu U
obopyfoBaHUA C [e(ieKTaMi /) MaTepraioB M KayecTsa
U3rOTOB/IEHNS. ABTOpM30BaHHas CepBuCHaA Ccnyxba
onpegenset, 6yget M 060py4oBaHVWe PEMOHTMPOBATLCA Ha
MECTe W/ B CEPBUCHOM LIEHTPE npoussoauTens. MapaHTus Ha
U3henve aHHy/MpYeTcs, «eCMM B TEUYEHUM TapaHTUIHOIO
nepvofa MpPOBOAMICA < HEeCAHKLMOHMPOBAHHbIA  PEMOHT
o6opyposaHus. OTNpaBKa.060pyA0BaHUA HA PEMOHT LO/HKHA
OblTb  NpeABapUTENIbHO  COrnacoBaHa C aBTOPW30BaHHOW



further manufacture, packaging or processing, accidental
damage or damage from misuse of Equipment, damage
caused by using tap water rather than sterile water, routine
maintenance, recalibration, or its repair by any person or
entity not authorized by a Medivance representative.
Contact AR “Bard Rus” LLC to confrm contact fo
Authorized service support.

15.CLAIM

ijForquestions about the circulation ofthe medical device in
me Russian Federation, please contact Authorized
Representative of the Manufacturer in the RUssian
Federation:
Limited Liability Company « Bard Rus»
(Russian Federation, 121596, Moscow, Gorbunovasstreet, 2,
W 3, floor 5, premises 11, room 1, office A-500.1"cabinet
5
d: +7 495 775 85 82
:omplaints CTS@bd.com
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CEpPBUCHOV CNY>X6OIA. HacToswas rapaHTys
Hefe/CTBMTENlbHA B C/lyyae HapyLUeHUs NPaBUn XpaHeHus,
TPaHCMOPTVPOBKW, YCTAHOBKM 1 3KCM/yaTauyu, N3M0XEHHbIX
B MHCTPYKUMM MO 3KCM/yaTauun, nepeobopynoBaHms,
CNyy4aiiHOro MOBPEXAEHUS WM MOBPEXAEHWS BCMEACTBME

HeLLesIeBOr0  UCMOMb30BaHUA  060pyA0BaHUsA, NPYMEHEHMS
MUTLEBOM BOAb! BMECTO OVCTUNINPOBAHHOWR,
pernaMeHTVPOBaHHOINO  TEXHUYECKOr0  0BCNY)XXMBaHWS,

MOBTOPHON Ka/IMOPOBKN WM He aBTOPU30BAHHOIO PEMOHTA.
AKTYyanbHble KOHTaKTbl aBTOPU30BaHHOM CEPBUCHOW CYXXObI
HeoOX04MMO YTOUHATL Y YNOJIHOMOYEHHOIO MPeACTaBUTeNA
npovzsoauTens Ha Tepputopun PO.O00 «bapg Pyc».

15.PEKNAMALINA

Mo Bompocam 06palLeHUst MeaULUMHCKOTO  U3fenvs B
Poccuiickoin defepaumy 06patlaintecs K Y nosHOMOYEHHOMY
Mpegctasutento Mpounssogutens B Poccuiickoin ®eaepaumn:
OO0 «bapp Pyc», Poccuiickas depepauys, 121596, r.
Mocksa, yn. FopbyHoBa, ioM 2, cTp. 3, 3T. 5, nom. I, kom. 1,
othnc A-500.1 Kab. 5.

Ten; +7 495 775 85 82

complaints CIS@bd:.com



Appendix A. Arctic Sun 5000 Temperature Management system Specification/TTpunoxenue A.
TexHMYecKne xapaKTepuUCTUKKU Annaparta 419 KOHTPOJSA HOPMO-H runotepmumn Arctic. Sun

5000

Parameter

Therapy Modes

Heater Capacity
Clrculatng Fluid
Reservoir Capacity
W ater Plow Rate
Patient Probe Type

Patient Temperature Inputs

Patient Temperature Display Range

Patient Temperature MeasurementAccuracy

Responses ofthe PCLCS (Physiologic Closed-Loop
Control System)

Patient Temperature Control Range

W ater Temperature D I"iay Range

W ater Temperature Control Range (Manual)
High W ater Temperature Limit

Low W ater Temperature Limit

Time to heatwater from 20’C to 87*C

Specification

Normothermia: Control Patient. Rewarm Patient
Hypothermia: Cool Patient Rewarm Patient

2500 BTU/hr/ 750 Watts
Sterile Water

3.5 liters

5 liters per minute
YSI1400"Series compatible

PatientTemp 1: control, monitor, alarm
Patient Temp 2: monitor, alarm

10*Cto44*C
50%Fto 111.2*F
0A4°CTF increments

+04'C(10*Cto32*C)
+0:2*C (32*Cto38*C)
£0.4*C (38*Cto44*C)
Includes £0.1*C external probe

Settling Time: -4.5 hrs

Relative Overshoot: <0.5*C

Command Overshoot: <0.S*C

Response Time: Warming (max) 33*C tg 37*C: ~6 hrs
Cooling 37’Cto 33*C: -2 hrs

Steady State Deviation: 0

Tracking Error 0

Note: All values derived from testlrrg.In simulated use.

32*C to 38.5'C
89.6'Fto 101.3'F
0.1*C /*F increments

3'Cto 45*C / 37.4'F to 113.0*F
0.1*C /*F Increments

4'C to 42*C / 39.2*F to 107:6°F
1*C /*F Increments

36*C to 42°C/ 96.8*F to 107.6'F
1*C /*F Increments

4'C to 25'C/ 39.2*F to. 77*F
1*C /*F increments

8 minutes (approximate)

Sound Pressure Alarm Tone: 70dBto 80dB at 1 meter, repeats every 10 seconds
Alert Tone: 63dB to 71dB at 1 meter, repeats every 25 seconds

Reminder Tone: 6SdB at 3 meters. 0.5 seconds on/20 seconds off

Mains Input

Leakage Current

Operating Relative Humidity Range
Storage Relative Humidity’'Range
Operating Temperature-Range
Storage Temperature ' Range
Atmospheric Pressure Range

Dimensions

W eight

Perucrpanug MU B PocagpaBHagzope
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100-120VAC. 50-60HZ. 11A
220-240VAC. SO-O0Hz. S.5A

<300 pA

5% to 70% nan-condensing
5% to 95% non-condensirtg
10*C to 27*C / 50*F to 80*F
-30*C/t0"50*C / -20*F to 120*F
60 kPato 110 kPa

Height: 35 inches (89 cm)
Width: 14 Inches (36 cm)
Depth: 18.5 inches (47 cm)

Empty: 43 kg / 95 Ibs ; Filled: 47 kg / 103 Ibs



MapameTp

Pexumbl Tepanun

MoLlHoCTb HarpesaTtens

LinpkynmpyoLias XuakocTb

EmMKOCTb pe3epByapa
CKOpOCTb LMPKYNALUN BOAbI
Tvin faTunka gna usmepeHns Tem” bl naumeHTa

BXxoAHble curHasibl TeMnepaTtypbl nalmeHTa

[lnana3oH oToGpaxeHns TemMnepaTypbl nauveHTa

ToYHOCTb U3MEpeHUii TemMnepaTypbl NayneHTa

XapaktepucTukm OU3nN0oN0rMyeckoin 3aMkHyTOM
cucTeEMbl aBToMaTtnyeckoro perynmposanust (PCLCS)

[lnanasoH perynnpoBaHus Temneparypbl naumeHTa.

[unana3oH 0To6paxeHUs TemnepaTypbl Befpl
[nana3oH HacTpoiiku TemnepaTypbl Bogb! (BPY4HYI0)
MaxkcumanbsHas Temneparypa Bogbl

MuHUManbHas Temnepartypa Bogpl

Bpewms Harpesa Bofbl ¢ 20*C fo 37*C

3BYKOBOE flaBneHne

BxofHble napaMeTpsl 3/1blapoceTu

YTeuka Toka

[ana3oH OTHOC, BNIaXHOCTU-B pabouem pexume
[AvanasoH ol oc. BNaXHOCTY Npy XpaHeHun
TemnepaT”biii fuanasoH B paboyem pexume
TemnepatypHbIi AnanasoH npu XpaHeHun
[vana3oH aTMOCepPHOro fAaBneHns

Pasmepb!

Bec

Pernctpanng MU B PocanpaBuamsope
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Onvcaxue

HopmoTepmusi: PerynvpoBaHie TeMnepaTypbl, CorpeBaHue nauveHTa
rvnoTepmus:  OxnaxaaTtb nauueHTa. CorpeBaTth nauueHTa

2500 BTw/yac/750 BT

CrepunbHas Boga

3.5 nutpa
5 NUTPOB B MUHYTY
CoBMecTUMbIli ¢ cepueli Y S 1400

Tem-pa nauverTa 1: perynupoBaHue, CnexeHne, onoseLleHne
Tem-pa nauveHTa2: cnexeHue, onoseLyeHve

oT KO’ Cpo'44*C
0o750"Pgo111,2“P
c warom Q.FC'TP

+0.4“C (OT10'Cpo32"C)
+0,2*C (0T 32"C po 38'C)
+0.4*C (o1 38*C 0 44"C)
BkntodaeT +0.1"C BHeLWHero gaTymka

Bpems ctabunusaummn: ~4.5 yaca

OTHOoCUTENbHOE OTK/I0HEHNe: < 0,5*C

OTkAoHeHne komaHg: < 0,5*C

Bpems gocTmxeHnsa 3afaHHoro napameTtpa: corpeBaHune (Makc.) ¢ 33'C go 37°C: *6 yacoB

OxnaxgeHne ¢ 37'C go 33*C: "2 vaca

OTK/I0OHEeHMe Npy ycTaHoBUBLLEMCA pexume: O

OLumnbka cnexenus: 0
MpumeuaHve. Bce nprBefeHHbIe 3HAUYEHNS-OCHOBaHbI Ha TECTUPOBAHUN B YCI0BUAX
MO/e/IMPOBAHHOIO NMPUMEHEHHUS.

0o132*CJ038,5'C
0789.6*P o 101.3*P
¢ warom 0,1*C I'P

oT 3'C go 45'C/OT 37,4'Pgo 113.0' P
Cuwarom 0,1*C TP

oT 4*C no 42"C/39,2*P o 107.6T
c warom 1*C I'P

oT 36*C g0 42’ C/oT 96.8'P no 107.$*P
¢ warom 1*C rp

oT 4*C po 25*C/oT 39.2*P no 77*P
c warom 1'C P

8 MUHYT (NPUGAN3NTEBHO)

AapwuiiHblii curian: OT 70-46 fo 80 Aob Ha paccTosHun 1 meTp, NOBTOPAETCA kaxable 10 cekyHA
Cwvrvan onoselweHusa: OT63 b fo 71 ab Ha paccToawmn 1 MeTp, NOBTOPAETCA kaxkAble 25 CEeKyH,
CurnanH4snomuHanune: 65 b Ha paccTosiHun 3 MeTpa, 3ByUnT B TedeHre 0.5 cekyH/ / nepepbis B
TeuyeHve 20 cekyH[,

100-120 B napam, roka. 5 0 -~ Iy. 11A
220-240 B nepemgToKa. 50-60 'y. 5.5A

<300 pA

oT 5% f0 70% 6€3 KoHaeHcauum

oT 5% [0 95% 6e3 koHAeHcauun

oT 10*C go 27*C (ot 50*P go 80*P)
0oT-30*C go 50*C (oT-20'P go 120T)
OT60 kMa.go 110i"a

BbicoTa: 35 atoiimoB (89 cm)
WwnpuHa;, 14 aroiimos (36 cm)
Tonwura: 18,5 aroiima (47 cm)

MopoxHwii: 43 kr/95 pyHTOB
HanoJjieHHbIii: 47 kr/103 cyHTOB



Time required for the system to reach out operating

mode/Bpemsi yCTaHOB/IEHUS PaboYero pexxuma
Fuse plag/nnaBkuii NpeoxpaHUTe b

Automatic power switch —on/aBToMaTyecKmit
BbIKNtOYaTe/lb, Mogens TA45-AN21F060U2
AZMO03

Wheels/koneca anapata

Acrtic Sun 5000 temperature management
system is indendent for use with ArcticGel
pads only.

* Arctic Sun 5000 system can be used with
temperature probes Y S1400 Series compatible
and probes of other manufacturers in
accordance with the technical specifications
and instruction for use. Temperaure probes are
not supplied with the sytem.

Table to oftemperature and resistance
correlation for comparatable sensors:

Temperature, °C  Resistance,

32 1,667
33 1,599
34 1,533
35 1471
36 1,412
37 1,355
38 1,301
39 1,249

Cable for sensor YSI400 series 1pc. is
included into the kit of the device and is
supplied with the-ArcticSun 5000 system. For
connection of the sensors cabels with the
connectors GE;-Philips, Rusch are used and
ordered separately and are not supplied with
the system.

List ofthe temperature sensors computable
with the ArcticSun 5000 system consist of =but
not limited to the following manufacturers:

Peructpauug MH B PocagpaeHanzope
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2 minutes/2 MUHYTBI
Not included/oTcyTcTByeT

240VAC, 50/60HZ, 6 Amps

- 240 BonbT, 50/60 'y, 6 Amniep

Actuation currentTToK cpabaTblBaHus 12 AMnep
Response time/Bpems cpabatbiBaHUS20-50 Mc
4 x2 wheels/4 nBOiiHbIX Koneca
Diametert/anametp 7,5 cm +/- 0,5¢T

AnnapaT Arctic Sun 5000 ncrnonb3yeTcs ¢ NMo6bIMM
TemnepatypHbiMn gatumkamu cepium 400 (YSI 400)
WM WHBIMA B COOTBETCTBUM € UX TEXHUYECKUMMU
XapaKTePUCTUKaMN 1N UHCTPYKUMER MO NPUMEHEHNIO.
[JaTunkn nsmepeHns TemnepaTypbl He NOCTaBIAOTCA
Mpou3BOAMTENEM U HEe BXOLAT B-KOMIMJ/IEKT NOCTaBKM.

Tabnmua  3aBUCMMOCTK..  TeMmmnepaTypbl ot
COMNPOTMB/IEHNS 4151 COBMECTUMbIX JATUMKOB

Temnepatypa, °C ConpotwusneHue, O

32 1,667
3 1,599
34 1,533
35 1471

36 1,412
37 1,355
38 1,301

39 1,249

Kabenb gns-nogknoueHuns gatumka cepum 400, (YSI
400) B KOA-Be 1 LUT. BXOAUT B KOMIM/EKT MOCTaBKM U
rnocTaB/IgeTCA BMecTe ¢ annapatom Arctic,Sun 5000.
[na NOAK/HOYEHVS OpYruX AaTYMKOB MEHOML3YHOTCA
Kabenu ¢ pasbemamn GE, Philips, Rusch;’ koTopble
NpVEBPETatOTCA M 3aKasblBalOTCA OTAE/IbHO U He
BXOAAT B KOMIMJIEKT NOCTaBKM.

Cnucok coBMecTUMbIX ¢ Annapatom/Artie Sun 5000
TEMNepaTypHbIX  JAaTYMKOB  BK/AOYAET, HO He
OPpaHNYMBaETCA CNedyroLwyMA NMPOU3BOAUTENAMN:

e TemnepaTypHbliA AaTyMK OOLIEro HasHauYeHus
9F/ 12F (He 6onee 10 WIT.)-=“NPUHAANIEXXHOCTb K
MeAVLMHCKOMY K3aenmio-«MoHuTop naumeHTa
Carescape B450 c. [pvHAONEXKHOCTAMU»,
peructpaumoHHoe ypgoetosepeHne Ne P3H
2016/3956 ot 15.04.2016 r., n. 78
MpoussoguTens: "Hxku Xanckea PuHNaHA



. Temperature probe sensor for general
indication 9F/12F (not more that 10 pcs) -
accessory to the medical device “Patient
monitor Carescape B450 with accessories”.
Registration certificate RZN 2016/3956 date
15.04.2016, p/78, Manufacturer: GE
Healthcare Finland Oy, Kuortaneenkatu 2,
00510 Helsinki, Finland

. Sensor for general indication, series
400, pediatric/adult (not more than 10 pc.)
accessory to the medical device “Patient
monitor Carescape B450 with accessories”.
Registration certificate RZN 2016/3956 date
15.04.2016, p/78. Manufacturer: GE
Healthcare Finland Oy, Kuortaneenkatu 2,
00510 Helsinki, Finland

. Temperature sensors multiple use (not
more than 5 pc.), Accessory to the medical
device “Module Patient monitor IntelliVue Mx
with accessories”, p.46, Registration certificate
FSZ 2012/13060 date 13.05.2021,
manufacturer: Philips Medizin systeme
Boblingen Gmbh, Hewlett-Packard-Strasse 2,
71034 Boblingen, Germany

. Temperature sensors single-use (not
more than 5 pc.), Accessory to the-medical
device “Module Patient monitoriIntelliVue Mx
with accessories”, p.47. Registration certificate
FSZ 2012/13060 date 13.05.2021,
manufacturer: Philips Medizin-systeme
Boblingen Gmbh, Hewlett-Packard-Strasse 2,
71034 Boblingen, Germany,

. Temperature sensors Y S1400 series, 5
types, manufacturer “YSI-Incorporated”, USA,
accessory to the medical device “Resuscitation
and anesthology Monitorfor control ofthe of
the physiology parameters MITAR-01-“R-D”
perTU 9441-002-24149103-2002",
registration certificate FSR 2012/13343 date
19.02.2021, Manufacturer “NPP Monitor”
LLC, 344068, Russia, Rostov-on-Don,
Krasnokursantskaya street, 104a
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On", duHnsHana, GE Healthcare Finland Oy,
Kuortaneenkatu 2, 00510 Helsinki, Finland

e [atuMk o006Llero HasHadeHus, cepus) 400,
JeTckuiA / B3pocnbli (He Gonee 107 WT.). -
NPUHAANEXHOCTb K MEAVLMHCKOMY. M3Aennto
«MoHnutop nauuweHta Carescape ) B450 c
NPUHALIEXHOCTAMM», perucTpaymoHHoe
ypocToBepeHne  No P3H 2016/3956 ot
15.04.2016 r., n. 82. Mpownssognrens: "xulA
Xanckea ®uHnaHg O, ®uHnaHans, GE
Healthcare Finland Oy, Kuortaneenkatu 2,
00510 Helsinki, Finland

e [atuskn TemnepaTypbl.MHOropasosble (He
6onee 5 wr). (MpuHagnexHocTb K
MeLULMHCKOMY U30ennio «MoHuTOp
naumeHTa MogynbHeiA IntelliVue Mx ¢
NPUHALNEXHOCTAMIAY, mn. 46.,
PerucTpaLoHHOE /)y J0CTOBEPEHNE ®C3
2012/13060 ot 13.05.2021, TMpoun3BoaUTeNb:
dunmnc Meautnn,Crnctem bobnmHreH Mviox,
FepmaHns, “Philips  Medizin  systeme
Boblingen Gmbh, Hewlett-Packard-Strasse 2,
71034 Boblingen, Germany

o [Jatuvku' (Temnepatypbl OfHOpa30Bble (He
6onee ~5° Wr) MprHaaNeXHOCTb =K
MeLULUHCKOMY N30ennio «MoHWTOp
naumenTa MogynbHbi IntelliVue Mx. ¢
NPUHaANEXHOCTAMM, mn. 47,
pervieTpaLUmoHHOe  yA0CTOBEpeHMe PC3
2012/13060 ot 13.05.2021 [MMpow3BoguTesb:
®uannc MeamumH Cructem BobnnHEeH MMOX,
FepmaHusa,  Philips  Medizin ~Systeme
Boblingen Gmbh, Hewlett-Packard-Strasse 2,
71034 Boblingen, Germany

o [artumku Temnepatypsbl cepui Y.SI 400, 5

BW0B, Npou3BoAcTBO "YSI Incorporated",
CLUA npuHagneXxxHoCcTb K MEAUULIHCKOMY
n3genno “MOHUTOpP peaHUMaLOHHBIA 1
aHeCcTe3V0N0rMYECKNIA LIS KOHTPOA psga
(h3monormnyeckux napametpos MUTAP-01-
«P-[» no TY 9441-002-24149103-2002"
pervncTpauoHHoe y40CTOBEPEHNE

Ne ®CP 2012/13343 ot 19.02.2021r., poussoaunTesb

OOOQO "HII "MoHuTtop", 344068, Poccus,

PocToBcKast 061acTb, I POcToB-Ha-[JoHyY, Y/

KpacHoKypcaHTCcKkas, 4.104 a




Appendix B: Labeling and Symbols/MpunoxeHne 6: MapkupoBKka U CMMBOJbl
1. Label artwork for Arctic Sun 5000 system. MakeT MapkmpoBku ans annapara Arctic Sun 5000

| ]
Arctic Ut s
TEMPERATURE MANAGEMENT SYSTEM
m
N ERE 750 Watts PK2S00296 09/2019
mC 3

Caution: Risk of Electric.Shock
Disconr”d electrical power before servicing

Arctic Sun {
TEVPERATURE MAAGENENT SYSTEM Arctlc S un

TEMPERATURE MANAGEMENT SYSTEM

LF Arctic Sun

ey  FHF wTcwba»-' ComnoousOparabon
TEMPERATURE MANAGEMENT SYSTEM

o DEASVIEC
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MepeBog MapKMpOBKK

AMMAPAT ANIAYMINA3NAemON HCPKIO-M TUMOTEPMUN

Arctic Su
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Arctic Sun®

ATMMNAPAT npasnsemoit HOPMO-U TMMNOTEPMA

Q)
S Arctic Sun®

g 3 AMNMNAPAT ANA ynpaesnsemoii HOPMO-U TMMOTEPMUN



Shipping label/MapkupoBka Ha TpaHCMOPTHON YNakoBKe

Model 5000

1__1 tic.. MI tiB» Into «MM»* «iMIvnl*. COmatT. Tex UA«OMnN.*4U

E 1d  COomyupiut*«. reBewx»erti:M . NoxoxoQw T tf .IMt IrUn* Wawstre
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1.1 Symbols present on the system, pads and accessories labeling:




Iml Caution: Federal (USA) law restricts this device to sale by(anon
y the order of a physician.

Unit quantity

cf5
REF Catalog number
SN Serial number
CE mark
Z i
Fragile
Upward
11
Keep dry
Use by-date

Time of application

Do not reuse

Do not puncture or cut

MR-safe
MR
-- Lot
4 [,
Non-sterile

Not made with=natural latex

Consult instruction for use

Medical'device

o E
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1.1 PaclingpoBKa CUMBOMOB, NPUCYTCTBYIOLLMX HA MapKUPOBKE annapaTa, MaHXeT U

MPUHAJINEXXHOCTEN:
EC REP
w

W Ffi)

w N
(Yyrl
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[nsa 6e3onacHoro n achPeKTUBHOMO NCNOJIb30BaHKSA 3TOTO YCTPOCTBA onepaTop 06s13aH
03HAKOMUTLCS C MHCTPYKLMSIMU MO NPUMEHEHUI0 A0 Havyana padoThbl.

O603HavaeT aBTOpU3oBaHHOro npeactasutens B EC.

3TOT CUMBOJ, HAHECEHHbI PAAOM C COeANHEHNAMU, NOACOEANHAILLMMUCA K NauUeHTy, O3HavaeT,
4TO KOHTaKTbl TeMnepaTypHOro AaTyunka MMelT «CTeneHb 3avuliTel Tuna BF gnspedunbpunnatopa
1 KOMMOHEHTOB, UMEKLLNX HENOCPEACTBEHHbI KOHTAKT C NaLMeHTOM», COracHo cTaHaapTy

IEC 60601-1 v obecneunBaloT CTENEHb 3allUTbl NaLMEHTOB, ONpPeAenieHHylo B.CTangapTe.

Mo ycnosusim ctaHgapTm3aumn ETL Intertek Mogenu cuctembl perynimpoBaHmns TeMneparypbl
Asfcnc Sun*, Ha KOTOpble HaHeceHa moHorpamma ETL, cooTBeTcTBYOT cTaHgaptaMm AAMIES60601-1,
IEC 60601-1-6, IEC 60601-10u IEC 80601-2-35. a Takke nmetot ceptudomkar CSAC22.2 No. 60601-1

YkasblBaeT feTanu uan KOMMOHEHTbI, UMEIoLME BbICOKy0 TAnepaTypy. Tawke ykazaHa
MakcumasibHas TemnepaTypa Takoro KOMMNOHEHTa, paspeLleHHas CUCTEMOV 6e30nacHoCTy

YKasblBaeT, 4To /151 HANOJHEHVsI pe3epByapa MoAy s YNpaBieHusi CUCTEeMbI PeryimpoBaHus
Temnepatypbl Arctic Sur” flo/kHa 6bITb NCMO/b30BaHa TOMIbKO CTEPU/IbHAS BOAA.

YkasblBaeT Ha TemnepaTypy nauueHTa 1 - AaHHble TemnepaTypHOro jfatymka, ucnosb3yemMble Ans
perynmpoBaHusi TEMAepaTypbl NaLWEHTa U MOHUTOPUHTA

YKasblBaeT Ha TeMMepaTypy nauveHTa 2 - faHHble TemMnepaTtypHOro fatunka, Ucnonb3yemble Ans
MOHUTOPYUHTA.,

Bbixog TeMnepaTypbl nauueHTa, BbiBOA Nokasaresis TeMnepaTypbl naymeHTa Ha BHeLWHW MOHUTOP
60NbHALbL.

YKa3blBaeT Ha ipeHaxHoe oTBepcTue.

YKa3blBaeT Ha 0MacHOCTb NOPaXeHNs 3/IEKTPUYECKUM TOKOM

YKasbiBaeT Ha TeMnepaTypHblii AuanasoH npu XpaHeHnn

YKa3sblBaeT Ha Ananas3oH 0THOCUTENIbHON, BAAXKHOCTU NPU XpaHeHUu.

MNpoussogutesnb

[ata npou3sogcTea

He ncnonb3oBartb NOBTOPHO.

Puck onpokngbiBaHns yCTpOVICTBa noj BHELHUM BO3feicTBMEM.

Cuctemy perynmposanus-TemnepaTypbl Arctic Sun* cnegyet yTuAusnposathb Hag/exallMm obpasom
37 "PELW, EHO ytnnusnposaTb CMCTEMY BMeCTe C 6bITOBbIM MYCOPOM.

YKa3blBaeT Ha 0MacHOCTb MeXaHN4YeCcKoro TpaBM1pPoOBaHUA






Russian additional sticker on the shipping box/PyccKos3blYeHObIN A0MONMHUTENbHbIA CTUKEP,
KOTOPbIM 6y[eT cHabXXaTbCs TpaHCNOPTHasA YNakKoBKa,
Annapart 4ns ynpasisiemoii HopMo-1 runoTtepmmn Arctic Sun 5000 ¢ NpyHaIEXHOCTAMM
Mpounssoautens: MepgmsaHc VHK., CLLA
Medivance Inc., 321 South Taylor Avenue, Suite 200, Lousville, Colorado 80027, USA
MecTo npoussoacTea: Dymax Corporation, 141 Zehner School Road Zelienople, Pennsylvania 16063 CLUA

CepuiiHbliA HOMep SN CM Ha n3genum [JaTa n3rotos/eHus CM. Ha M3genmmn

Homep no katanory REF cm. Ha usgenun

TemnepaTypHbIA PEXUM:

XpaHeHue: Temnepartypa ot -30°C go +50°C,

Pa6ounin pexxum: 0T+10°C go +27€C

[Jnana3oH BNaXXHOCTN (OTHOCUTENbHAA BNAXHOTCh, 6e3.yHeTa KOHAEHCaLUum)
XpaHeHue: ot 5% po 95%

Pabounin pexxum: ot 5% o 70%

YNONHOMOYEHHbIA NpescTaBUTENb NPOU3BOANTENS:

000 «Poccuiickas degepaums, 121596, r. Mocksay yii. FopbyHoBa, foMm 2, cTp. 3, 3T. 5, nom: 11, kom. 1, odwic
A-500.1 Kab. 5.

Ten +7495-775-85-82 (complaints_cis@bd.com)

PY Ne ©C3 2011/10319 0T XX. XX XXXX

MHopMaLmio Ha pyCcCKOs3bIYHOM CTUKEPE MPOCKM CUMTaThb NPUOPUTETHOI NPy NocTaske B PO

Perncrpanma MU B PocampaBHansope
www.nevacert.ru | info@nevacert.ru
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Pouch label for ArcticGel Universal/uHgnenayanbHas MapKMpoBKa 415 MaHXeTbl F1poreneso
ArcticGel Universal

Universal Arctic Sun

A retice e Pad TEMPERATURE MANAGEMENT SYSTEM
Unlwnal Universel nT il*i IHkumadd

Universelie Universal Universal®

Universal Universa®i UntverzAlny

Universale Universal YHuBepcaneH  Univerzalna

Univertal Unrvwrsalny: Univerzalno

UnlversMi Univerzilis Untversaalne

Universal Univerzainl Universais

revwitxpt>°nc  YHuBeEpcanbHelii - Unlversalus

o nZBQ USMInriMSIr n N
. »t$euNaT«Ttoi*wiM.Sua*XB T«nBwr»t-M y an9n 1991
AMedivonce® Lon«*.COLIB7 USA waé-iEtt(’Iv'noSIw.LljwM Bl
iN3ErM Sai ’
WRm 0-I>UMKSS Md«d|mco (014060r4108a<CH( 1/ ) HXTW\Din

iKKMiTKavana

Pouch label for ArcticGel XX SmallimHanengyanbHas MapKupoBKa Ans- MaHXeTbl rMAporeneBoii
ArcticGel XX Small

XX Small Arctic Sun

AgcncCel Pad 'EMPERA'URE MANAGEMENT SYSTEM
Extra Extra Small Ekstraekstralile 2gMrHafnraMa’a
Trstrs petite Extra extra small Extra extra mici
Extra extra klein (XXS) Extra extra pleni Obzvidifverhii mal®
Extra extra small Ekstra ekstra lliten M3knkmutenHomambk  Zelo ekstra majhno
ExtrapequeAo Bardzo bardzo maly lzuzetno malo
Extra extra klein Extra extra kicsi DIl vaike
Extra extra pequerto Extra velmi maly Pavisam niu b
Mo”m noXu piKp6 Caepxvanbiii Ypafypat Mezas
d *IM«Mn.hK. d cI* BDSMInndSM "
T i* S iig Pt - n f
"M ediV Qnce: ETRASBITRTOD ety § §nRn.i.98
Phonr «1-303-926-111? 128r Brtna. Svitiaiind
Tos+fr... .1-800-528 «55, MadeinM«ico CV4tW /T Itm "M 1A 201.;« 10) WjWWOWX"

Perucrpanus MH 8 Pocagpasragsope
www.nevacert.ru | info@nevacert.ru



Pouch label for ArcticGel Extra Small/uHanBnayanbHas MapKUpoBKa AN MaHXeTbl F14pore/iesoi

ArcticGel Extra Small

Extra Small ARCTIC Sun
ARCFicGEt™ Pad «£K3ERA*URE *NANAGFt«iFNT SvS*6M
m

Extra SmeR Eistraliae apjv 2gfirRafna
Titspeute Extra small Extra mic*
Extra Mein (XS) Extra pieni tIP jt Velhtimaiy
Extrasmall Bstniiten MHoremansk  Ekstramalhno
SuperpeQueAo  Banbomaly. Vriemalo
Extraidein btnkksi ErttiviHhe
Extra pequeno Veimimaiy. Ipailnws
MoMpkp6 OyeHb Masbiii YpadMa2as

T AT 3 CE e

lot! ngvwvoooo
{R9Q 10SM atM Ski
ai T AWMt S«i(M < hgt
ivonce* oo, COn ST U < V&Y 2 2020-12-28

n«ac»l W-SI-191>

lel-frM. «I-M O -RMIS

M3 (fiH, («MtiarW

roeEy (G, <)<, AQIDH(Y) “PUnGm

um

Pouch label for ArcticGel Small/mHanemnayanbHas MapK1UpoBKa AN MaHXeTbl rMaporeneBoi

ArcticGel Small

Small A i S
rctic dun
Avicricbel” Pad ““OPERATOR? MANAGEMENT bVSTEM
L
Smal  Uie JA) Piegif
petite SmaH MIC*
Klein Pleni W
Small Uten Membk  Mala
PequeAo  Maly Male
Klein ncsl \«ke
Pequeno Maly mazs
MH it Manbiit Ma2as zaa
lﬁ_l,
[4
@ A W "*2.9CEME L NGWAOOOO
n BOSwitwMSil
331 South TiylorAmiM, S<«t 2L Tm BMWMtat -M 2 2020 12_28

lo«twili.COt]n7 USA
PhMKoan-BAIttl

A2 /v\e dilVQDCe'

Tol-» N-KP'Sa «45%

Peructpauna MH B Pocagpasranzope
www.nevacert.ru | info@nevacert.ru

tartidiCnitie 17
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Pouch label for ArcticGel Medium/vHanBMayanbHas MapKMpoBKa ANs MaHXeTbl rMaporeneBoi

ArcticGel Medium

Medi ;
AR(?I’ ic(I;ltJi mPad m,%é Hﬂnpﬂa\ ETSSEVI

Medium Medium ] Medju

Moyenne  Medium MMie

Mittei M o Strtdny

Medium MiddeH CpegeH  Stednia

Mediano §(

Gemiddeld KOzepes Keskffline

MMio StMdnl .
Mcoolo CpeaHwii Vidutms * ] 14

®AQSIifc-®ceE®®

rdl ||\éH<k|l< I s
AN \ed ivonce* st ConiNe (B S . 2 2020-12-28
HtMcx<i ai-iB-iei? *bl
THHM +11514438 " (i« ICBOOei (LN120118

Pouch label for ArcticGel Large/mHansugyanbHas MapKUpoBKa ANs MaHXeTbl rnaporeneso

ArcticGel Large

Large Arctic Sun. =
ArcticGel" Pad mR-FPRAIR? KANAOH'T-,
Large Stor t Kbir
Grancte  Large e Mare
Gro6 Iso \ﬂk\
Large Stor lfonam  V«lika
Grande Duty Ve»ko
Groot Nagy suur
Graidlc \AW IMS
McydXo  6onbloli  OideNs « il' 3 Ibt)
N WeNGWWO0O00O0
Hidheiea lit. ‘ I /Blr
MM ediNONOEF el 2 202012:28
TelRm d -800-S2M4S5 f\zﬁﬁﬂ\uﬁ\vﬁmu (UMM npun(niay LKwinoouo

>Kr6507E6COLLI)

Peructpanna MH B PocagpaBranzope
www.nevacert.ru | info@nevacert.ru



Pouch label for ArcticGel Small Universal/nHgnenayansHas MapKMpoBKa A8 MaHXETbI
ruaporenesoin ArcticGel Small Universal

Small Universal Arctic Sun

ArcticGel™ Pad TRC AR VANASIVBT S\8eMl
SmaS Universal UBeunlversel ZgNe'Universal

Universdie petite Smalluniverul Universalimici

Klein (Univenalgreee) Pienl universaall |WU1\HZIIW

Smdl universale Liten universal Mavbk, yHuBepcaneH  Majhno univerzaino

PequeAo universal Maly.uniwerMIny Mak) univerzalno

Klein universeet Extra univerzills VSlkekdigilesoblv
Univefsal pec’teno Mal)jiunifrzHnf Mazs unlversib

W&I\H‘K}W YHueepcanbubiii Masbii - Matas Universalus

3 318-01
@ NGWWDOOO
BOSwtnrMslll
M i »1$0ibTylBr«nt.$Ns>AM TaitbnMPvk-M
Lauprconz? USA R:vlua?CrM\\;vW 2 2020 12_28

r20tr*s Snumw<
(Ci, uoeoi/nosesan{l/ynn/n (10)M.AW BO)

Majit H Mmujii
KOO (<01

Tel-IrH O W "2B4%5

Translation of the info on the labels/Flepesog nHopmaLmm Ha ITUKETKAX:

ArcticGel pad Universal
ArcticGel XX Small pad
ArcticGel Extra Small pad
ArcticGel Small pad
ArcticGel Medium pad
ArcticGel Large pad
ArcticGel Small Universal pad
Arctic Sun Temperature;management
system

kg

Medivance

Medivance Inc.

321 South Taylor Avenue, Suite 200
Louisville, CO 80027, USA
Phone+1-303-926-1917
Toll-free+1-800-526-4455
BD Switzerland Sari

Terre Bonne'Park - A4
Route.de Grassier 17

1262 Eysins, Switzerland
Made in Mexico

Non-sterile

Perucrpauua MU g PoczppaBHagsope
www.nevacert.ru | info@nevacert.ru

Man>xeTa ArcticGel yHuBepcanbHbiIl
MaHxeTta ArcticGel XX cBepx ManeHbii
MaHxeTa ArcticGel oueHb Masblii
MaHxeTa ArctieGel manbii

MaHxeTa ArcticGel cpegHunii

MaHxeTa ArcticGel 60/bLION

Man>xeTa ‘ArcticGel yHnBepcanbHbIvi Masbli
Annapat.gna ynpasnsiemoli HOpMO-1 TMAQTEPMUM
Arctic Sun

Kr

MegusaHc

MegmsaHc, VHK.

321-Cayc Taitnop AeHto, CbtoT 200, J/lyncsunb,
Konopago, 80027, CLUA
Ten+1-303-926-1917

BecnnaTHasa nuHua +1-800-526-4455

B/ LWBeiuapunsa Capnb

Teppe boH Mapk-A4

Pio fe Kpaccuep 17

1262 NiicuHce, LW seliuapus

CpenaHo B Mekcuke

He cTepunbHO



3. Labels physically on pads/MapKnpoBKa HenocpeAacTBEHHO Ha MaHXeTax

3.1. Left back pad label (same for all conflgurations)/MaHxeTa Teno, neeas (o4nHaKoBa AAg-BCEX
BapMaHTOB UCMOJIHEHUS, TAe BKIHOYEHa B COCTaB)

TEMPQF;,tAITgRE M%GEMENT SYSTEM A I’CtiCG el ™ Pa.d

Not Made
with Natural
Rubber Latex

A PK7647005 04/2018
/ /

Time of Applicatiort

3.2. Right back pad label (same for all conflgurations)/maHxeTa Teno, npaeas (0gMHaKoBa ANs BCEX
BapMaHTOB UCMOJIHEHWS, Te BKAOYEHA B COCTaB)

Arctic Sun

TEMPERATURE MANAGEMENT SYSTEM A I"CtiCG ellA Pad

Not Made
with Natural
Rubber Latex

A PK764**6WM18
/]

Time of Application

Perucrpamua MU B PocagpaBramsope
www.nevacert.ru | info@nevacert.ru



3.3. Leftthigh pad label (same for all conA8uranon8)/maHxeTa 6eapo, nesas (0ANUHaAKOBA A/iF-BCeX
BapvaHTOB UCMOJIHEHWUIA, rae BK/KOYeHa B COCTaB)

Arctic SN

TEMPERATURE MANAGEMENT SYSTEM A I’CtiCG el ™ P ad

Time of Application

3.4. Rightthigh pad label (same for all conl"18urallon8)/MaHxeta 6eapo, npasas (oAvHaKoBa /14
BCEX BapMaHTOB WCMOHEHWI, 1€ BOIOYeHa B COCTaB)

Arctica N

TEMPERATURE MANAGEMENT SYSTEM A rCtCGeI" Pad

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



3.5. ArcticGel Universal pad label/mapkupoBka Ha maHxeTe ArcticGel Universal pad

Arctic SUN

TEMPERATURE MANAGEMENT SYSTEM A BCIl CC er Pad

Not Made
with Natural
Rubber Latex

PK7M7034MI20ia

/]

Time of Application

3.6. ArcticGel Small Universal pad label/mapkupoBka Ha maHxete ArcdcGel Small Universal-pad

ARCTICSun

TEMPERATURE MANAGEMENT SYSTEM A rCtiCG el ™ Pad

Not Made
with Natural
Rubber Latex

PK764703004/201B

s _/ /

Time of Application

Peructpanua MH B PocagpaeHagzope
www.nevacert.ru | info@nevacert.ru



npuMep PYCCKOA3LIYHOIO CTUKepa ANA MaHxeT ArcticGel pads (gna 0fHOFQ™ M3
TUNopasMepoB)

MaHxeTbl rugporenesble ArcticGel pasnuuHbIx TMNopasmepos: MaHxeTa rugporenesas ArcticGel Universal
MponssoguTesib: MepavsaHc VHK., CLLA

Medivance Inc., 321 South Taylor Avenue, Suite 200, Lousville, Colorado 80027, USA

Mecto npoussogctea: C. R Bard Inc., Productos para El Cuidado de la Salud Carretera Intemacional KM 6.5
Terrazas del Cid Nogales Sonora, 84000 Mexico (MeKcuka)

LOT
Homep napTim cm. Hamsgenun  CpoK roAHOCTY: CM. Ha u3aennm

Howmep no katasory REF e, Ha nagennmn

TemnepaTypHbI PEXUM:

XpaHeHwe: Temnepatypa oT -30RC go +50°C, Pabouui-pexum: 0T +10°C go +27®C

[vana3oH BNaXXHOCTW (OTHOCUTESNbHAs BNXKHOCTb, 663 yyeTa KOHAeHcaLumum)

XpaHeHue: oT 5% a0 95% Pa6bounii pexkum: 0T 5% o 70%

YNONHOMOYEHHbIV NpeacTaBuTeNb NPOV3BOANTENS:

000 «Poccuiickas deaepaums, 121596, r. Mocksa, yn. FopbyHoBa, AoM 2, CTp. 3, 3T. 57°nom. W, kom. 1, ocmc
A-500.1 kab. 5.

Ten +7495-775-85-82 complaints_cis@bd.com

PY Ne ¢C3 2011/10319 0T XX.XX.XXXX

VHhopmaLmio Ha pycCKOA3bIYHOM CTUKEPE APOCMM CUMTaTh NPUOPUTETHON IPN nocTaske B PO

Perncrpanna MU B Pocampasranzope
www.nevacert.ru | info@nevacert.ru



4. Labels for accessories and basic kit components/MapKnpoBKa NpuHaaIexXHOCTeN 1

KOMMNOHEHTOB OCHOBHOI0 coCtaBa MU3fenna:

4.1. Mapknposka KOMMNOHEHTOB OCHOBHOIO cOCTaBa M3aenuns:

pr6Ka Ana HanoaHeHuna

fIRCIICSUf]
[V 718,00

|o7|ESTSs7800] C€
20190912

maoon (G019

90 SwrUeriand S&ri

Fill Tube
HTl-m Bipievullen
TutMdiriomatnnemo
FekdVefd MfuNrohr
fiurlu nipelniania PSfyidninBselonde
n"*blone
Fyirtr ) FylingsttM gt
T Tiéo
Tivogutld
Tube da umpfassne polninaeev
prfiviNiv hvivike DoidunM HoituRM
HanonHutensHas Tpyoka Piradhidict .
deEncMivarnti)
(01)00601741000197(11)190912(10)TEBT587890
- ilMslactiNw.:
Medivonce* IMwiic* b,

321 South TeT*or/W«nuB.Suln 200
LouMIo.COe0027USA
MNlonr303428*1911
TeH-FroorlQ0-5264eS

TerraBonne Park~A4
RoutedeCreuierl?
1262 Eysina, Switzariand

Cable temperature sensor input™Y,SI 400 series/Kabenb noaknQueHns annapara K gatyuky cepuu

YSI 400

Temperature Cable Bard

iIiH - - -
mAB[LLIlI\/I/lTBﬂn i raapiiwnCithllii
benbiMMm

g I
Seena 1**a<<ﬂ>K1|ei I W)N|&<
VBB bie pfh
mﬂlmpswhli{ﬁHa T«ewaeirw#ig]g
bﬂuﬁﬁm\n Mfinoet
Mvecuveglevarcakaml»a — IM/BLLIT
leM iiM M W -7AJTH
SulUM laiiBita "£I|of€‘lé-|e4

w | MwfwH ti

Medlvonce* Mufctm.1n.
b Suito A0

< D)
lca(m:MO5H44Ba

Perucrpanna MU B Pocampasransope
www.nevacert.ru | info@nevacert.ru

Arctic Sun
| 73B-03

"TESTSG?SQ%

dO 20190912 |d3

PK280a0Olr9 MNOH

ec {hspl9DSwtturiindsin
-------- Taira 8onatPuk- M
Romada CressierU

M2B2 Eyiint. Swltzertand



Fluid delivery line with straps//IuHna nogaym >XMAKOCTU B KOMM/EKTE C PEMHAMW AN KpenaeHns

Fluid Delivery Lines Arctic SUN

RaMOrimvUMt ﬂﬁi}!ﬂnﬂw [Rg] 734-07

MAna Meant i <M\

utiipuMNHHm SRR TaTESTS67890 ((Q:P;!-Q

NicKfoyntpriVVEIViiHI RNV ¢j2019-09-12
UNfMAtOM M (»** NeMn cfi

'f Z‘)i\/I Mbnf Cfl\/mlsilmylrf”‘c mK/I o raMol|K<‘;u“r/\|/|1r§/|6|;ec;:nmrngchM

Held» pn pfived IrfceiNf

«nO |#(n>MM naaow QO
radl 741 os0raB(11jivtai OT TCerserwo
, . T a BO SwiQtrttnd Sirl
Medivonce* «l TeT» BONM* PU[- Ad

ST AV ACT I SVIM fowte dt Crtssier 17
M«MI TB-LL IZKEvtfm . Swntzwtend

T«l4nc«»sM4sB

Service manual/PyKkoBOACTBO NO 3KcnayaTauunu

Q BD lew iMi

pykoBoacTBO no XCMNNYATALUVH

m MEIULLKKOC TABU» .
Ar‘l]]]lMl,qna)aWKann laopwo—ﬂ ruMtcpmia Arcik S«a StOO t |dl{flln.MmwkmTAHA

Mpowaonntcn»' Mensinuc NHk. CLUA

OPERATOR MANVAL.
br MelJical Derke:

AX Kk Saa Stepi” cn aad wral\éortﬂ hr BaBackama! e4aoramkaraiia aad

Manulracwnr: MedjvwKc Inc. USA

StateofCohndo

CouBijrofBMMa »TBEPaac».. .A/Vir3ff.

Wﬁqﬂeonﬁ so. . 3022 \ -D_HVE : g rﬁfu
’ Srmor Maﬂaﬁwﬁ

('koT JladmiSeoi! /JgAfAtua-TKMH'J

IfG wy'i aflidal upialurel

(T'\.I;J:II—-QI_M 1A «ilgiiMm )
(é):laaiHlanapAoMl - /flrj, /L‘I My m-
EL Gl

-mivcaaaa»
Mtdlvance

Peructpamma MU B Pocampasramsope
www.nevacert.ru | info@nevacert.ru



Power cord/CeTeBoli WWHYp

Power Cord Netzkabel

Netsnoer Stramladniog

Qektridii kabd Cavodi aimentazione
NStsbdd

Przewedzaslei” NBtsnoer

Verkkojohto

Siefowy libel 2E

KaX(i)Bto Tpotho6(x"\ck STChdechit)y

CSble d'ahmentation Cabodaalimentafio

Cable da aimentacibn mem

Cetode Erergia Pfhnl eloickykebe
Seldrik Kabbsu

«1l»

m | MMirfactitrtr

N '/W\um* Medhnnce. kM.

321 South Taylor Avenue, Suite 200
Louisvie. CO 80027 USA
Phone;30332B-1917 To|-PrH:877 267-2314

EC REP

4.2. MBPKADOBKA MVHB I KHOCTEVL

Arctic Sun

REF 733-01

e FW50173501 =

CE

0050

PK28- 300022-01 08/2019

BD Switzerland Sdii
Terre Bonne Park-A4
Route de Grassier 17
1262 Eysins, Switzerland

Calibration test unit/YcTpoiicTBO Ka/mbpoBKM npubopa

Calibration Test Unit

Celibrotim TestUnit
Testepparaat kelibrering
Preizkutna enotara umerjanje

> 3>
Tastowy elenwit do kallbracji
Kaibroinnin testausyksikke
Zeifadenis kalibreCnbhotestovenia
MovdSa aXdyxou PoO]iov6pr)oric
Unite de test” calibrage
Unidatf de prueba de caibrecidn

Vimnumfb

PiStgerit zur Kaltbrierung
Testenhelfor kelibrering

UnKA dI Controllo della Calibretura
Kallbreringstesterkhet
Testappiraet kah'brering

Testenhed d kelibrering
Unidede de teste de celibragSo
kaGbrieibs teszt egyshge
YcTpoiicnoass rpafyupoeku
KaArasyon Test Onites|

AAedrvonce* «

Bl EEG ~

Peructpanna MH B PocagpaBranzope
www.nevacert.ru | info@nevacert.ru
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Arctic Sun
230 VACsg H

HF=_ ) 741-01
1L\ TE3T56789

¢ 2019-09-10
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Screen protective kit/3awuTHas nneHka 4na aKkpaHa

Arctic Sun® 5000 control Panel Screen Protector ArCUC Sun

. il - .
%Mﬁ%ﬂfhﬂwmﬂvﬂ_ eUlciniciia [IWIA 7 5
UllanUIMM StpmfeMM I Kl««u Neunun A dnnoie

BdmaawilniipiMfcitomlay rAQ—AtVMmm7<}) h INTEST56789 o|

. MNiaHAE] n i0QSQ

eM tti PM 2019-09-12
"o<TBOtt4oMM| (MM oniU”u hid* Cwt*him # detcrt
AHifniKtiHfeM tfnn_ PMdtCidtfifehtMDrdiGcrl

Ntt»rmcdbunijAl\/ﬂl\M\nﬂ

H(m%m-' G\'ﬁk npommp3UM mwMyopaiMN

m m m OcMsarmW iibiniAyniUids pMiij

laM Pmii E%]atonyuMi FK280007Q, Oa/2019

~<OL/DBOLYA MOUTOLHiI15Q0I2f1Q e s Ts 6 LI

. nJj HiltMIaBUr*r EC REP BO Switzerland S&ri
Medivoncc . yuivanceme Tene BonnePark-A4
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Shunt line/O6xoaHas Tpy6ka
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Cleaning solution/OumncTuTenbHbIA pacTBop
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Temperature simulator/CumynsaTop TemnepaTypsbl
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0 B D

[MepeBoA, C aHIMIACKOTO A3bIKa Ha PYCCKUAM S13bIK

CBOeL

Mpwuco

PYKOBOACTBO n.o SKCIMIYATALNN:

Ha MeAVNHCKOE U3aenme:

Annapat 418 ynpasniseMoin Hopmo-u-ennotepmum Arctic Sun 5000 ¢-NpuHaLIEXHOCTAMM

Mponssogntens: MeamsaHc VHK., CLUA

LLitat Konopago
Okpyr boynaep

lMognucaHo B MOEM MPUCYTCTBUM 14 mapTa 2022 T.

Ckotom Jlaittom
/noagnwnce/

(othmupansbHas nognuck HoTapuyca)

HoTapuyc
(BOMKHOCTB)

04 okTA6pa 2022,
(CpoK peiicTBMS MOMHOMOQMWIA)

/[WTamn/;

JINHH CNOYH
(LEANNE.SLOAN)
HOTAPVYC
LUTAT KOMOPALO
VIH HOTAPVYCA 20184039166
CPOKAEMCTBUSA MOWX
MONHOMOUWM NCTEKAET
04(OKTHABPA 2022 MOAA

«YTBEPXJAKD» | «kKAPPROVE»

CTapLumit-meHe>Kep 0T fena perucTpaumm/
Senior Manager Regulatory Affairs
(momKHocTb/position)

CkoT JlainT/Scott Light(uMn/name)
/noanwueb/

(nognucb/signature)

M.F1. / Stamp

14 mapTa 2022 .

flTamn/:
«MemBaHc»
[l0YepHSIS OpraHM3aLIns KOMNaHm
«Bapa Megnkan JuBmKH»
«C.P. Bapg, VIHK.»
321 Caych Teinop Asento, Odimc 200,
Jlyncsmnn, Konopago 80027
(303) 926-1917

[Aanee TekCcT JOKYMeHT a AybnmpyeTcA Ha aHTNMACKOM W PYCCKOM A3blKax]
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MepeBoA AaHHOTO TEKCTa BbINOJHEH MepeBesiH AT bIM FOpuem KoHCTaHTUHOBMYEM.

Poccuitickas ®epepayms

Mopoa MockBa.
CemHafuaToro mMas ABe TbicA4YUM gBajLaTb BTOPOro roja.

A, OeitHeko JTlogmuna BanepuesHa, BpeMeHHO UCNONHAOWas 0653aHHOCTU-HOTapuyca
ropoga Mockebl [MpokolweHKoBOW EneHbl EBreHbeBHbl, CBUAETENbCTBYI MNOAAMHHOCTb

noanucu nepesoguuka KO gnHa KOpra KoHCcTaHTMHOBMYA.
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