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Name of product / HanmeHoBaHMe MeAULNHCKOI0 U3aenns

Codman CereLink® ICP monitor.

. ICP monitor.- 1pcs

Replacement Power Supply - to 5 pcs (if necessary)

. ICP Extension Cable - to 5 pcs (if necessary)
Replacement battery - to 5 pcs (if necessary)

. USB-t0-RS232 Adapter cable - to 5 pcs (if necessary)
.IFU-tolOpcs

o wWwdN

MoHuTtop CereLink® ans u3aMepeHns BHYTPUYEPENHOTO AaBNeHNs:

1. MoHuTOop CereLink® ans namepeHnss BHyTPUYEPENnHOro gasnaeHmsa - 1wt

2. CMEHHbIn 610K NUTaHNA-10 5 WT

3. Y ANMHUTEeNbHbIA Kabenb - 40 5 wT (NpyM HE06XO0ANMOCTHN)

4. batapes - Ao 5wt (Npn Heob6Xxo4MMOCTH)

5. Komnnekt USB-afanTtepa, B COCTaBe: KOHHEKTOP, Kabenb, ANCK, UHCTPYKLNSA
no akcnayaTtayum - 4o 5wt (NpyM He06XoANMOCTH)

6. WHCTpyKumna no akcnayatauuu - o 10 wr

Information about manufacturer/ CBegeHna o0 NponsBoanTeNne MegULMHCKOro nsienms

Integra LifeSciences Production Corporation
11 Cabot Boulevard, Mansfield, Massachusetts, 02048 USA

NHTerpa aigCaliHcns MpopgakwH KopnopelwH (Integra LifeSciences
Production Corporation)
11 Cabot Blvd, Mansfield, Massachusetts, 02048 CLUA

Information about manufacturing sites / CeefieHMA 0 MecTax NpPomn3BoOACTBaA

1 Integra LifeSciences Production Corporation
11 Cabot Blvd, Mansfield, Massachusetts, 02048 USA

2. Integra LifeSciences (lreland) Ltd,
IDA Business & Technology Park, Sragh, Tullamore, County
Offaly, Ireland

3. Sanmina Corporation,
13000 South Memorial Parkway, Huntsville, Alabama, 35803
USA

4. AMETEK EMC dba Avicenna Technology, Inc., dba Technical
Services for Electronics, Inc., dba Laserage,
No. 155 PuHui Road, Jiu Ting Economic Development Area, Song
Jiang District, Shanghai, 201615, P.R.China
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1. Integra LifeSciences Production Corporation
11 Cabot Blvd, Mansfield, Massachusetts, 02048 CLUA

2. Integra LifeSciences (Ireland) Ltd,
IDA Business & Technology Park, Sragh, Tullamore, County Offaly, MpnaHaus

3. Sanmina Corporation,
13000 South Memorial Parkway, Huntsville, Alabama, 35803 CLUA

4. AMETEK EMC dba Avicenna Technology, Inc., dba Technical Services for
Electronics, Inc., dba Laserage,

No. 155 PuHui Road, Jiu Ting Economic Development Area, Song Jiang District,
Shanghai, 201615, Kutaiickas HapogHasa Pecny6nivka

5. BE-Power GmbH,



5. BE-Power GmbH,
Ruhberg 8, D-35463 Femwald, Germany

6. Advantech Co., Ltd.,
No.l, Alley 20, Lane 26, Rueiguang Rd., Neihu District, Taipei
City 114, Taiwan

Ruhberg 8. D-35463 Femwald, MepmaHus

6. Advantech Co., Ltd.,
No.l, Alley 20, Lane 26, Rueiguang Rd., Neihu District, Taipei City 114,
TaliBaHb

Information about authorized representative of manufacturer / CBegeHus 06 yno/IHOMOYEHHOM MpeacTaBuTesie
npon3BoAnTENSA

Neuroproject LLC.

127486, Moscow. Korovinskoe shosse, 10, bldg. 2, floor 1, of. 101
tel.+7(495) 660 81 73

WWW.Neurop.ru

00O «HeponpomKeKT»,

127486, r. Mocksa, KoposuHckoe wocce, g. 10, cTp. 2, 31.1, nomewy.101
Ten.+7(495) 660 81 73

WWW.neurop.ru

Purpose of the medical device / HazHa4eHMe MeAULNHCKOI0O U34enns

Designed for continuous monitoring of intracranial pressure

MpeaHa3HaueH AN HEMPEpPbIBHOr0 MOHUTOPWHIA BHYTPMYEPENHOT0 AaBNeHUs.

Information about usage conditions / CBefieHNs1 06 YCNOBUAX NMPUMEHEHUA MeAULMHCKOro U3genmsa n noTeHyMaabHbIX
noTpebuTenax

The medical device is intended for use at the standard conditions
of hospital operating or reanimation room environment.

All procedures should be performed by a qualified personal using
standard surgical procedure. Doctor who implanted the sensors is
responsible for the implementation of appropriate steps and
procedures to avoid infection and complications.

MeguuMHCKoe u3genve npefHa3HayeHo Ans MCMOMb30BaHMA B CTaHAAPTHbIX
YCNOBUAX ONEPaLUOHHbLIX UM peaHUMaLMOHHbIX OTAENEHNI 60/IbHULbI.

Bce npouegypbl JO/MKHbI BbINOMHATLCA KBaU(PULMPOBAHHLIM MepCcoHanoM C
CcOo6MI0IEHNEM CTAHAAPTHOW XNPYPrUUecKom TEXHUKK. Bpay, MMNAaHTUPYOLW N
[AAaTUMKMN, HECET OTBETCTBEHHOCTb 3a BbIMO/IHEHME HaA/1eXallnx Mep 1 npoueayp
BO M36eXaHne MHHULMPOBAHUA U OCTOXHEHWIA.

Indications / Noka3aHus

In conjunction with compatible strain gauge-type pressure ICP
sensors, monitor is applied to patients who have suffered a
traumatic brain injury or subarachnoid hemorrhage (SAH),
leading to an increase in intracranial pressure (ICP) or some other
form of abnormal biomarker, such as partial oxygen pressure in
brain tissues or temperature of brain tissues.

The field of medicine is surgical resuscitation.

B couyeTaHMM ¢ COBMECTUMbIMU AaTyMKamMun JaBNeHMS TEH30METPMUUYECKOro TuMa
MOHMUTOP MOKa3aH K MPUMEHEHUIO B MPOLLECCE /IeYeHMs MalMeHTOB, KOTOpble
nepeHecnn u4epenHo-mo3rosyt Tpasmy (YMT) wnm cybapaxHompanbHoe
kposomsnusaHue (CAK), npusofsuiee K TMOBbILWEHUO BHYTPUYEPENHOro
fasneHus (BUL).

O6nacTb MeAULUHBI-XMPYPruyecKas peaHnmayms.

Contraindications / lpoTuBonokasaHus
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The ICP Monitor is contraindicated for use in a Magnetic
Resonance (MR) environment. The following contraindications
are associated with the use of ICP sensors in conjunction with a
monitor:

1) Infection of the drilling zone, meninges, ventricles and CSF
2) Mental instability of the patient

MoHuTtop BY/ npoTvBonokasaH asa UCMnosib30BaHWUs B Cpefie MarHUTHOro
pe3oHaHca (MPT). Cnegytowme NnpoTUBONOKa3aHMsA CBA3aHbl C
NCnonb3oBaHMeM AaTyMKoB 418 nsmepeHna BY /1 coBMeCTHO C MOHUTOPOM:
1) H(humnpoBaHmMe 30HbI CBEPIEHUS, MO3rOBOM 000/104KN, XXeNny[04KOB U
CMX

2) Mcuxnyeckas HecTabUNbLHOCTL NalueHTa

Adverse reactions / Bo3MOXXHble 0CNTOXXHEHNA U NO60UHbIE 3PeKTbl Npy NpuMeHeHU MU

No specific adverse events are listed in the respective documents

B COOTBETCTBYHOLMX AOKYMEHTAX HE YKa3aHO HUKAKNX KOHKPETHbIX MOBOYHbIX
a(pdekToB

Warnings/ MpegynpexaeHne

For monitor:

* Read the entire instruction manual before attempting to operate
the ICP Monitor.

* Always zero the ICP Sensor prior to implantation. Never attempt
to re-zero a sensor while implanted inside the patient.

» Always verify physiological alarm limits are set appropriately for
each patient prior to treatment. The physiological alarm can be
disabled by manually turning it off or by selecting extreme limits.
» Use ofthe ICP Monitor is restricted to one patient at a time.

» Maintain strict sterile technique when connecting the ICP Sensor
to the ICP Extension Cable. The ICP Extension Cable should be
sterilized before use and has been tested to withstand 100 autoclave
cycles.

» Do not cover the ICP Monitor's vents because it will increase
internal temperature and cause overheating and possible device
failure.

» Keep device away from fluid sources.

» Modification or disassembly ofthe ICP Monitor (including power
supply, cables and sensors) is not permitted. Unauthorized
modifications to the ICP Monitor can cause a malfunction resulting
in serious patient injury, damage to internal circuitry or electric
shock.

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

Onsa moHuTopa:

e [lepeg wncnonb3oBaHMEM MoHMTOpa BYJ[ npoumTalite MHCTPYKUMIO NO
aKcnayaTauuu nosIHOCTLIO.

» O653aTeNbHO 06HYNANTEe AaTunk BU/ nepep mmnnaHtauuwein. He nbitaliitech
NOBTOPHO O6HYNATb UMNNAHTUPOBAHHbIN NaLMEHTY AaTUUK.

* Mepen NpoBefeHNEM TepaneBTUUYECKNUX MaHUNYAAUWIA NS KaXKAOro nayMeHTa
0653aTeIbHO NPOBEPSNTE, NPaBUALHO M 3afaHbl Npeaenbl N8 Nojaqyu CUrHaToB
TPeBOrW, CBA3AHHbLIX C  (U3MONOrMYECKMMW  napametpamu.  CurHan
(hM310N0rNYECKOV TPEBOTM MOXXHO OTKOUYUTb BPYYHYIO UM BbiOpaB O4YeHb
BbICOKWE Mnpegensl.

e MoHuTop BYU/[l MOXeT MCNOMb30BaTLCA TOMNLKO AN O4HOr0 MauueHTa B O4MH
nepuoj BpemeHu.

e Mpn nogknwyeHnn gatyunka BU K yanuHuTenbHOMY Kabento Heob6xoAnmo
CTporo co6naatb CTEPUNbHOCTb. Y ANUHUTENbHbIA Kabenb BY/[ nepep
MCMONb30BAHNEM HYXXHO CTEPUIN30BaTL; B X04€ UCMbITaHWUiA 6bI0 YCTaHOB/EHO,
4yTo OH BblgepkmBaeT 100 UMKNOB aBTOK/aBHON 06paboTKU. WchblTaHWIA MO
pa6ote gatumka nocne 100 UMKNOB aBTOKMaBHOW 06pabOTKM MNPOBEAEHO He
6b110. [LONONHUTENbHbIE CBEAEHUA MOXHO HalWTU B  WHCTPYKLMAX MO
NCcNonb30BaHUIO fgaTumMka BY/ n yannHutensHoro kabens BU/.

e 3anpellaeTca 3akpbiBaTb BEHTUMALMOHHbLIE OTBEpPCTUA MoOHUTOpa BY[: aTto
MOBbLICUT TEMMNEPATYPY BHYTPU U3LENWA, NPUBELET Neperpesy U MOXeT NPUBECTU
K BbIXOA4Y U34ena U3 cTpos.




Explosion Hazard: Do not use in the presence of flammable
materials (e.g., anesthetics, solvents, cleaning agents and
endogenous gases).

Electrical Shock Hazard:

» Use only Codman approved power supplies manufactured for this
device. Use of another power supply may not provide electrical
isolation from supply mains and protection against electrical
hazards.

* Do not remove side, front or rear panels. Contact manufacturer’s
representative for service and repair.

The ICP Monitor contains a lithium-ion battery inside
(Replacement battery, REF 82-6824), which available for separate
purchase also.

Warnings for battery:
* Do not open the battery compartment or attempt to replace the
battery while monitoring a patient or while the device is connected
to the AC Power Supply.

* Use in extreme conditions (e.g., extreme temperature, high
humidity, deep discharge) may decrease battery performance.

» Do not puncture the battery.

» Do not dispose of in fire.
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* N3nenvne jONKHO HaXo0AUTLCA BAANN OT XUAKOCTENA.

o 3anpewiaetca pasbupate MoHMUTOpP BYJ[ uaMm BHOCUTb W3MEHEHWA B €ro
KOHCTPYKUMUIO (BKMtOYAas CMEHHbIA 610K nNuTaHusA, Kabenum u  [aTyUnKm).
CaMocCTOATeIbHOE BHECEHVE N3MEHEHWNIA B KOHCTPYKLMNIO MOHMTOpa BU /[, MoxeT
MPUBECTM K HEUCMPABHOCTK, B pe3y/ibTaTe KOTOPOW NauneHT NoAyUYUT CepbesHble
TpaBMbl, a TakKXe K TOBPeXAEHUIO BHYTPEHHUX Leneid © NOpaxeHUo
3N1IEKTPUYECKUM TOKOM.

OnacHOCTb  B3pbiBa.  3arnpewLiaeTcs  WCMNONb30BaHWE B MPUCYTCTBUM
NerkoBOCMNIaMEHSAIOLMXCA MaTepuanoB (HanpuMep, aHeCTETUKM, pacTBOPUTENH,
MOOLLMe CPeACTBA U 3HAOTEHHbIE Tasbl).

OnacHOCTb MOPaXeHUs 3NEKTPUUYECKM TOKOM.

* Wcnonb3yiiTe TONbKO 6/10KW MWUTaHUS, W3rOTOB/EHHbIE CMeluanbHO AN
[aHHOro n3aenus. icnonb3oBaHUe pyroro CMEHHOTo 6/10Ka MUTaHNUs MOXET He
06€eCcneUYnTb 3NEKTPUYECKYHO U30ALMI0 OT CETU NUTAHNS U JO/DKHYIO 3alUTy OT
MnopaXKeHNs 3NeKTPUYECKUM TOKOM.

+ 3anpeljaetcs CcHUMaTb 6OKOBble, MepeaHWe W 3agHWe nNaHenu. [ns
06CNyXNBaHWS N PeMOHTa 06pallainTecb K YyNoNHOMOYEHHOMY MpeAcTaBUTENIO
MpoM3BoOAMTENS.

B moHuTOpe BU/ ncnonb3yeTca NUTUR-MOHHas GaTapes:

MpepynpexaeHns ana 6atapeu:
* 3anpeuiaeTcs OTKpbIBaTb OTCEK OaTapen WAM NbiTaTbCA 3aMeHUTbL ee, NoKa
n3nenue WCNONb3yeTca A8  OTCNeXWUBAaHMSA COCTOSHUS  MauueHTa Wm
MOAK/OYEHO K CMEHHOMY 610Ky MUTaHUS NMepeMeHHOro TOKa.

* icnonb3oBaHue B TAXKE/bIX YCNOBUAX (Hampumep, NMpU OYeHb BbICOKOW WM
HW3KOW TemnepaType, BbICOKOM BNaXHOCTU, T[NyO60KOM paspafe) MoxeT
YXYALWKNTL paboTy H6aTapeu.

* 3anpewjaeTcs npokanbiBaTb baTapeto.

« 3anpeuiaetcs 6pocatb 6aTapero B OFOHb C LEeNblo YTUAM3aLun.

* 3anpelyaeTcs 3aMblKaTb HAKOPOTKO KOHTaKTbl 6aTapen, MOCKO/bKY OHA MOXET
HarpeTbCs, NPOTeYb, BOCMN/IAMEHUTHCA B30PBATHCS.




» Do not short circuit battery contacts as battery may get hot, leak,
ignite or explode.

* Use only Codman approved batteries listed in Recommended
Accessories and Reordering Information section. Use of another
battery may present a risk of fire or explosion.

» The device may become warm during normal operation and
surface temperatures may reach up to 500C. Avoid prolonged skin
contact with the device (less than 5 minutes) to reduce heat-related
concerns. The device complies with user-accessible surface
temperature limits defined by the International Standards for
Safety (IEC 60601-1).

* Never sterilize the Battery.

For Replacement Power Supply:

Fdectrical shock hazard:
* The Replacement Power Supply is intended for indoor use only.
* Do not disassemble the Replacement Power Supply in any way.
Unauthorized modifications to it can cause it to malfunction or fail
in use.
e To prevent injury to the patient and/or user, do not connect the
Replacement Power Supply to anything other than the CereLink®
ICP Monitor.
* Do not immerse the Replacement Power Supply in any type of
liquid.
» Check the Replacement Power Supply for proper function prior
to use. Replace if necessary.
 The Replacement Power Supply must be disposed of in
accordance with hospital procedures and regulations.
* Ensure the CereLink® Power Supply is grounded:
- Use only the CereLink Power Supply, which provides
three or more electrical pins/contacts depending on the
geographical region.
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* Wcnonb3yiiTe TONbKO 6GaTaper, U3roTOB/EHHYK CheunanbHoO ANS AaHHOTO

n3genns.  Tpu  MCNoNb30BaHWW  Apyrux  6GaTapeil  CywecTByeT  PUCK
BO3HWKHOBEHMSA MOXapa Wamn B3pbiBa.
* WN3genme MOXeT HarpeBaTbCA MpPWM HOPManbHOW paboTe. TemnepaTypa

MoBepxXHOCTN MOXeT gocturatb 50 °C. UT06bl CHU3NTL BEPOATHOCTL MPOG/eM,
CBA3aHHbLIX C HarpesoM, nu3berante 4AUTeNbHOroO (60nee NATU MUHYT) KOHTaKTa
KOXW C u3genuem. W3fenne COOTBETCTBYET OrpaHUYeHWAM Ha TemnepaTtypy
MOBEPXHOCTU  MPWM  WCMNOMb30BAHUWN,  OMPEeAesieHHbIM  MeXAYHapoLHbIMU
cTaHgapTamu 6esonacHocTu (IEC 60601-1).

* 3anpeLyaeTcs CTepuInM30BaTb CMEHHYO b6aTapeto.

[na cMeHHOro 6/10Ka NUTaHUS:

OnacHOCTb NOPaXXEHMNS 3NEKTPUUYECKMM TOKOM:

* CMEHHbIA 610K NUTaHMS npefHa3HayeH TONbKO A5 UCMONb30BaHWUSA BHYTPU
NOMELLEHWUIA.

e 3anpewaetca  pasbupatb  6M0K  nNuTaHuA  Ans  NOO6bIX  uUenen.
HecaHKLMOHMPOBAHHOE N3MEHEHNE KOHCTPYKLUMUW U3ENNS MOXET NMPUBECTU K
c605iM B ero paboTe MM BbIXOAY M3 CTPOS.

* Bo n3bexaHune TpaBMWpOBaHMA MauueHTa W/ waM onepaTopa 3anpeLyaeTcs
nogkntoyatb CMeHHbIi 610K NUTaHWA K 1060MY WHOMY 060pyfOBaHUI,
Kpome moHuTOopa BY/, CereLink®.

* 3anpewaetca norpy>atb CMeHHbI 6/10K NUTaHNA B Kakne-nnbo XULKOCTH.

* Mepeg ncnonb3oBaHMeM Kabens NMTaHUS NPoOBepbTE ero paboTocnoco6HOCTb.
Mpn HEOBXOANMOCTY 3aMEHMUTE €ro.

e YTUNM3aumns CMeHHOro 610Ka NUTaHUS [O/DKHA  OCYLECTBNATLCA B
COOTBETCTBUM C Mpouesypamn v npesnucaHusMu, MPUHATbLIMA B Nevye6HOM
yupexaeHuu.

* Yb6eautech, 4To CMEHHbI 610K NMUTaHNS 3a3€MJIEH:

- Wcnonb3yinte TONbKO CMeHHbIA 610K nuTaHusACereLink®
MUHUMYM C TpPeMs 3/EeKTPUYECKMMU BbIBOAAMMU
3aBMCUMOCTW OT reorpagyMyeckoro permoHa.

Kak
(KoHTakTamun) B



- Connect the CereLink to only “hospital grade” or
“hospital only” receptacles.
- Do not attempt to bypass the grounding contact on the
CereLink Power Supply by using an adapter.
NOTE: Failure to properly connect the CereLink® ICP Monitor to
a grounded power supply can affect the accuracy and performance
of the pressure readings.

For ICP Extension Cable:

» The Extension Cable is MR Unsafe. Do not bring the Extension
Cable into the MR environment.

e Modification of the Extension Cable is not permitted.
Unauthorized modifications to the Extension Cable can cause a
malfunction resulting in serious patient injury.

* Visually inspect the Extension Cable before and after each use
for the following:

 Cable insulation is intact and no cracks are visible.
» Connectors are undamaged; connector pins are not bent.
» Connectors must be dry.

« |f the Extension Cable does not comply with these conditions
or has any other problems that might affect function, do not use
the Extension Cable.

e The connectors for the Extension Cable must be properly
aligned with the receptacles on the Monitor before pushing
these parts together. DO NOT twist the connector. Twisting the
connector in this manner will damage the pins and can lead to
product malfunction.

» Do not immerse the Extension Cable in any liquid or allows
liquid to enter the connectors. Do not use the Extension Cable
if connectors become wet; erratic results may occur.
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- MopkntoyanTe moHuTop CereLink® ToNbKO K po3eTKam CTaHAapTa «Ans
MEANLUMNHCKOIO WCMOMb30BaHUA» WM  «TOMbKO ANA MeAULUHCKOro
MCNOMb30BAHUA».
- He nbiTaiiTecb OTKAOYNTL 3a3eMNAKOWMNIA KOHTAKT Ha CMEHHOM 6/10Ke
NnUTaHUsA ¢ NOMOLLbLIO afanTepa.
MPUMEYAHWE. HenpaBunbHoe nogkno4veHne wmoHuTopa CereLink® K
3a3eM/IEHHOMY Kabento NuUTaHMAa MOXeT MOBJMIUATb Ha TOYHOCTb M MOBELEHUe
noKasaHuii fasneHus.

MpeaynpexaeHus Ans yaAnMHUTENbHOTO Kabens:

*  YAnMHUTeNbHblW Kabenb HebesonaceH B cpege MPT. He nepeHocuTe
YANUHUTENbHbIN Kabenb B cpegy MPT.

* 3anpewaetcs BHOCUTb U3MEHEHNS B KOHCTPYKLUIO YAJUHUTENBHOIO Kabens.
HecaHKLWOHMPOBaHHOE BHECEHWE U3MEHEHWI B KOHCTPYKLUIO Kabens MoxeT
MPUBECTW K HEWUCNPaBHOCTW, B pe3ynbTaTe KOTOPOW NauMeHT MonyumT
Cepbe3Hble TpaBMbl.

* Mepep 1 Nocne KaxAoro Ucrnonb3oBaHUsA YANMHUTENBHOIO Kabens nposepsiite
cnefytouee:

* n30n9UMA Kabens — uenas u He UMeET BULUMbIX MOBPEXEHWA;
* pasbeMbl He MOBPeXAeHbl, @ KOHTaKTbl Pa3beMOB He COMHYThI;
* pa3beMbl — CyXxue.

* He ucnonb3yiite yanvHWUTENbHbIA Kabenb, €CM OH He COOTBETCTBYET 3TUM
YCNOBUAM WM UMEIKOTCA ApYrue npobnembl, KOTOPble MOTYT MOB/IUATL Ha ero
(hYHKLNOHNPOBaHWe.

*epen coefuHeHnem ybefuTecb B TOM, YTO LiTbIpeBble  KOHTaKThI
YOMHUTENBHOTO  Kabens HaxoZATCA  HanpoTWB  THEe3[0BbIX Pa3bemoB
MoHuTopa. HE MOBOPAUVBAWTE pasbem. BpauieHue pasbema BedeT K
MOBPEX[AEHWNIO KOHTAKTOB M MOXeT CTaTb NMPUUYNHON HEUCMPABHOCTU U3JeNuns.

* He norpyxaiite kabenb B Kakme-nnbo XUAKOCTU 1 He JonyckalnTe nonagaHuns
XUAKOCTU B pa3beMbl. He ncnonbs3yite yaIMHUTENbHBIA Kabenb ¢ BNaXHbIMU
pasbeMamMu: 3TO MOXET faTb OLWNBOYUYHbIE Pe3yNbTaThl.



Technical description of medical device / TexHu4eckoe onucaHne MegULLMHCKOrIO U3Lens

Class of potential risk for medical device - 2a

Multiplicity ofapplication - for multiple use

Sterility - non-sterile

CereLink® ICP Monitor (REF 82-6820) is a portable device that
continuously determines and monitors intracranial pressure, could
be serving as an interface between the ICP Sensors and compatible
patient bedside monitors.

The CereLink® ICP Monitor connects to the ICP Sensors with the
ICP Extension Cable. The CereLink® ICP Monitor can be
connected to third-party bedside monitors with the use of existing
patient monitor interface cables, manufactured by Integra
LifeSciences Production Corporation.

When connected to a ICP sensor, the CereLink® ICP Monitor
numerically displays the mean ICP, ICP waveform and mean ICP
trend. The monitor can be directly interfaced with patient bedside
monitors for more detailed waveform analysis. The CereLink®
ICP Monitor can also connect to laptops via a USB port for data
acquisition. The technology and key features of the CereLink®
ICP Monitor listed below.

Key features ofthe CereLink® ICP monitor include:
* ICP Waveform display
« Mean ICP numeric display
» Historic mean ICP trend display with a box plot view and
Area Under the Curve
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Knacc noTeHuuanbHOro pucka - 2a

KpaTHOCTb NpUMEHEHUA - A1 MHOTOKPATHOIO NMPpUMeHeHUs
CTepunbHOCTb - HeCTepubHoe
MoHutop CereLink® anag M3MepeHUs BHYTPUYEPENHOro AaBneHus (Homep
n3genus no Katanory 82-6820) npeacTaBnsieT co60li MoOpTaTUBHOE M3fenue,
KOTOpOE HenpepbiBHO OMNpefeniieT U OTC/NeXWBAET BHYTPUYEpEenHOe AaBlieHue.
OH TaKXe MOXeT CAY>XWUTb CBA3YKOLWMUM 3/1eMEHTOM MeXay AaTymkKamu
BHYTPUYEPENHOro faBfieHUA U COBMECTUMbIMU MPUKPOBATHLIMU MOHUTOPaMu
nauuneHTa.

Monutop  CereLink® pgna  v3MepeHUs  BHYTPUYEPENHOro  [aBNEHUA
NoAKMKOYAETCA K faTyMKam BHYTPUYEPENHOro fJasfieHMs C  MOMOLbHO
YO/IMHUTENbHOTO  Kabens. MOHUTOP  MOXHO  TakXe MOAK/IOYUTL K
MPUKPOBATHbIM ~ MOHWTOPaM CTOPOHHWX MPOWU3BOAMTENIEN C  MOMOLLbIO

CYLLeCTBYHOWMX NHTePPENCHbIX Kabeneil MOHUTOpPa NauueHTa, NPon3BOAUMbIX
KomnaHuelr WHTterpa JlaindCaliHcns TMMpogakwH KopnopeliwH  (Integra
LifeSciences Production Corporation).

Mpy NOAKNOYEHMN K JaTYNKY BHYTpUUEepenHoro gasneHns MoHuTop CereLink®
B YNC/NOBOM BuAe oTobOpaxkaeT cpefHee 3Ha4YeHWe BHYTPUYEPENHOrO aBNEHNUS,
KPWBYIO BHYTPWYEPEenHOro AaBneHns u AUHAMWKY CPefHEro BHYTPUYEPENHOro
fJaBneHns. MOHUTOP MOXHO HanpsaMyk MOAKMKOUYNTL K MPUKPOBATHBIM
MOHUTOpaM nauuneHTa ansa 6onee nogpobHOro aHanmsa opmbl curHana. C uenbio
cbopa faHHbIX MOHMUTOpP CereLink® MOXHO Tak)Xe NOAKMUYNTL K KOMMNbIOTEPY
yepes USB-nopT. HuXe nepeyncneHbl OCHOBHble (YHKUWUM W KNO4YEBble
XapaKTepucTuKu.

KntoueBble  xapakTepucTukym  MoHutopa  CereLink®
BHYTPUYEpPenHOro faB/ieHNs BKIOYaKOT B CebA:

» OToGpaxeHne Kpueoli BU,

* 4yucnoBoe oTobpaxeHue cpegHero BYU/

» OTO6paxeHne fUHAMUKKN CpefHero 3HavyeHus BUJ 3a npowiiblie nepuopbl
6/104HOW AnarpaMmoin 1 06n1acTblo NoJ KPMUBOM

 PacyeT (TakXxe U3BEeCTHbIN Kak [03a «BpeMsa-gaBneHue» unv PTD), rge PTD =
Bpems * namepeHue gasneHunsa BY/.

ANS U3MEpEeHus

8



Calculation (a.k.a., Pressure Time Dose or PTD) where
PTD = Time x ICP measurement.

Historic mean ICP histogram with time above threshold
calculation

Continuous operation on AC power

Internal rechargeable battery for at least 2 hours of
continuous operation

User programmable visual and audible mean ICP alarms
that activate ifthe ICP valve exceeds a user-specified limit
Real-time data streaming of mean ICP and/or ICP
waveform through the USB connection

Data storage and export via USB:

24 hours of ICP waveform

14 days of mean ICP

10 screen-shots

Data markers (points in the data identified by the user as
special events)

One-touch transducer zeroing function

Free-standing positioning or attachable to an 1V pole

7” (177,8 mm) color touch screen

Description of monitor:

The CereLink® ICP Monitor (REF 82-6820) packaged with a ICP
Extension Cable (REF 82-6845), rechargeable battery (REF 82-
6824, installed in the monitor and also available for additional
purchase) and replacement power supply (REF 82-6822). Also the
package could include Adapter (REF EXPORTCAB), if necessary.
The devices are provided to the user non-sterile. All the devices are
available for separate order also.
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e 'uctorpamMmma cpefHero 3HayeHus BW/[, 3a npownbie nepuogbl C pacyeTom
BPEMEHMW Bbllle NOPOroBOro 3Ha4eHus

* HenpepblwiHasa paboTa 0T CeT NEPEMEHHOTN0 ToKa

* BHYTpeHHAS CMeHHas 6aTtapes MUHMMYM Ha 2 Yyaca HemnpepbiBHO paboTbl

e [MporpamMmmmpyemMble NoNb30BaTeNIEM BU3YasibHbIE Y 3BYKOBbIE CUTHA/bI TPEBOTY
CpefHero 3HavyeHUs BHYTPUYepenHOro AaBfieHns, KOTOpble aKTUBUPYHOTCH, ecu
KpvBas BHYTPMYEPENHOro [faBfeHUs BbIXOAUT 3a 3afaHHbll NONAb30BaTeNEM
npegen.

» [loTOKOBasA nepejava fgaHHbix cpegHero BY/ w/vnu curHana BU/, B pexume
peanbHOro BpeMeHun yepes USB-coegnHeHue.

* XpaHeHue 1 3KCNopT AaHHbIX yepe3 USB:

- 24 yaca gnda curHana By,

-14 pgHeli gnsa cpegHero BU/

-10 CHMMKOB 3KpaHa

- OTMEeTKU [aHHbIX (TOYKU B AAHHbIX, WAEHTU(DULMPOBAHHbIE MONb30BATENEM
Kak 0cobble cobbITUSA)

* ®YHKUMNA 06HYNIEHNS JaTyMKa OLHUM KacaHuem

* CB0O60O/HO CTOALLEE NOJIOXKEHWE UTN BO3MOXHOCTb NPUKPENIEHUS K CTOVKe ANs
KanesbHuUL,

e 7-at0MOBbLIN (177,8 MM) LBETHOI CEHCOPHbIA 3KpaH

OnucaHne MoHUTOpA:

MoHuTop CereLink® (Homep m3genua no Katanory 82-6820) noctaBnseTtcs
BMeCTe C YANUHUTENbHbIM Kabenem (HoOMep u3fgenusa Mo kKatanory 82-6845),
6aTapeeii (Homep wu3genus no KaTtanory 82-6824, yxe YCTaHOBNEHHON B
MOHUTOP, & TakKXe [OCTYMHOW AN8 OTLENbHOro MPUOGPETEHUSA) U CMEHHbIM
6/710KkOM nuTaHWA (HOMep wu3fenua Mo kKaranory 82-6822). Takxe npu
Heo6X04MMOCTN B KOMMNMEKT MOXeT ObITb gob6aBneH Komnnekt USB-agantepa
(Homep wu3genua no katanory EXPORTCAB). Bce u3genusa noctaBnstoTCs
HecTepu/bHbIMWU. Bce wu3genus Takxe [OCTYMHbl ANS NpUobpeTeHUs o
OTAefIbHOCTH.



f t frontand SideofiCPMonrtor

RoreBem

« ffcMteritacondtoturndcncccen.
+ Sueaghi-Device potvenad on.

« caenter3sacendiiou»ndB<naafl.
« Nolight"Owtaipewend eft.

ExternalfovMT Source/ftattecyC haigineM kaur
« Ceaenlight-D evice cennaoed to cderaaipctvof

ydir.

« Nohgtv-OcvtcanoicanM aaaieeaam alpoiiifef

Touch Screen
Sjrctem FiAaaM ketor

« BedEgM-S)rKcm«(ue.neaatrel«rNe
Toubleshoctingsecticn  decays
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Rubberfeet

Mule Alarm BuCtofC

« ftahtomuuibnateindraAa»

* Nok"-Noalatm

* Mow Ightftdang-Alarming

* W tarlgbtateadyvi-Abniw ig and Muted
KP Sensor Exterwen Cabk Ceeneeboatielew)

totem Sadtide Monitorinterface CteCoanectmn

High Speed US8to ts

Alarm Seactm
« Nobght-Noatatm
« lritowIg*iR tsing-Alano orAlarm Muled
« teSowightsaadycn-intern faliaa

PucyHok 1— Mapumasl n 60kcaas naMmenv MoHuTopa BSfl

Ktromta nutanusa

« Brn«>H»Te;MpoiCTBa)nepa(>«aiitensrato it lc

« [OpuUT CHMMa YCTPOIICTBO BKMOMEHO

« Bkacnoudoacy:Tpoiictaa.)aepM lsaiite
blamTcii 3¢

« HenapurayctposC1BOBbIKA11>«HC.

MHavkatop anattaiero CTGHHMKa TrTaHus
1 3apuaKm batapen
« loparT3eneHHM a YCTPOIACTBO MpraoyeHo
K preluHemMy uctoumacynumrtaHT
* HeropuraycgrciictBoHenc{»"noueHo
W BHELUHEMY NCTOMETKY NUTaHUs.

CeuncopHMibxpm

VNdrergy ot/ creaLLl

®m Topurkpeo«mMacwucTellHaaownbla.Mappobree

W . a pa3gese bTpBHEHWE HeNonuaw .
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© Pamuoable HOTKK/

© KunoBska oTTunouenns curmans Tp—orun
. HaMaTI/IeKHOﬂKVIOTKﬂO‘—IaETCVII'HaJ'ITpeBOI'VIHa

« He ropuT u curHanoB TPeBoru Her.
* MkaenkentunocpaGoTancurHantpeaork
« FopuTXxe.TBaB 0Ma/ TPEBOM epGoTaa 1 bbin
OTK/IOHEH.
Panmm ka6ens (HenTblif)

Pasbem uHTep/aiicnorokab6onn NpukpoBaTHOroO
alHNUTOpa nauneHTa
<abmil]

Bakokoot pocTHbla USBuiopru

MasyokcurHana TpBBOrs
« HeropuT > cUrHanoB TpeBormHeT
* M«aeTmxert*1 = curdan TpeBorv cpaGotan unm
OTK/IOHEH.
* TFoputurexTsefc6oit cuctemm.



Slﬂ\lﬂﬁ‘fm\/’d’[td}({ PoHHfCable W tH ition Mccharusm

SeeU£«en® ClossvY section. Merto .
blOkaBaeHuiiocucTene Mexwunsm yadxanma kabena nuraHus
fao«yAccess itecessMiHand Held Cm. pasgen «CyMBO/Ibl, UCNOMNb3yeMble Ha BTUKETKE™. Cwm. PHOMAKY
See SetUfy 6epincemerK sccon.
QfS\xs OTcek 6aTapeu Bblemka-("ruka
i\,{\mvvp CM. pazgen «3aveHa Garapen.
BeHmm{11IMé4»ie 0T XTMA
® 3axum wiTatmea ans KanenbHUL bl

Bxog 3nektponuntius

F"iNe 3;Pew Cable ftetention Mcchantsm Uuge
PucyHok 3 — Vcnonb3csaaHne MexLu M a ygepxaHus

Kabens nuTaHus
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MKCHANICAL

Box Dimensions (+5%)

Box Weight (x5%)

Table Tod
Connectors

Push Button Depress

Force

POWER
Power Supply

Battery Type
Battery Life
Battery Charge
time

Low battery alert

166 mm H x 222 mm W x 60 mm D
(118 mm D with clamping)

1.8 kg

YES

Connectors Keyed and color
coded

ICP Input: yellow

Bedside Monitor: blue
between 100g and 700g

Medical grade
Input: 100 - 240V AC, 50 - 60Hz

Output: 12V DC,2.5A,30W

Earth connection is only functional,
providing 2 means of

protection from line and neutral to the
functional earth

3.7 V (5Ah) Li-lon Polymer, rechargeable
2 hours (fully charged, new battery)
3 hours (for fully discharged battery)

Approximately 15 minutes of battery life
remaining
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MEXAHWNWYECKWE

Pasmepbl nsgenusa (£5%)

Macca (£5%)

166 MM BbICOTa X 222 MM A/inHa X 60 MM
WwupuHa (WwunpuHa nsgenus B obnactu
KpenneHusa 118 mm)

1.8 Kkr

B03MOXHOCTb YCTaHOBKM Ha [A

cTone
Pa3bembl

Cwuna, Heobxogumas ans

Ha)XXaTna KHOMOK

MATAHWNE

CMEHHBbIN 610K
nuTaHus

Twun 6aTapen

Bpems paboThl
6aTapem

Bpems 3apsagku
6aTapen
MpepynpexpgeHne o
HU3KOM 3apsje
6aTapeu

12

Pa3bembl C KNHOUYOM U LBETOBLIM KOAOM.
Bxog ons yanuHutenbHoro kabens (BUn):
XeNThbIN.

MPUKPOBATHBIA MOHUTOP: CUHWIA.

Ot 100 'p go 700 rp

Lna meguumnHckoro o6opyaosaHus. Bxoa: 100-240 B
nepeMeHHoro Toka, 50 -60 I'y. Beixog: 12 B
MOCTOSHHOIO TOKa, 2,5 A, 30 BT.

» KOHTaKT 3a3eM/IeHNsi — TONbKO PYHKLMUOHA/bHBbIN
n obecrneymBaeT ABa CPeACTBa 3alWnTbl: MeXay (ha3oi
N HOMEM N (DYHKLMOHANbHBIM 3a3eM/IEHNEM

3,7 B (5 A4) nnTunii-noHHaa nonnMepHas,
aKKyMynaTopHas

2 yaca (MONHOCTbIO 3apsixXeHHas HoBaa G6aTapes)

3 yaca (414 NONHOCTLIO paspsXKeHHOW GaTapen)

MpumMepHO 3a 15 MUHYT 4O OKOHYAHUA BPEMEHU
paboTbl OT 6aTapeu



INPUT PRESSURE CHANN EL

Operating Range -50 to ISOmmHg
Sensor Excitation Voltage 5VDC +/- 0.0IV
Pressure Signal Sensitivity 5uV/Vex/mmHg

Input Impedance 10 MQ nominal

Pressure Signal Band Width 0 to 25Hz (-3dB)

Zero Range +/- 50 mmHg

Input Channel Accuracy +/- 0.5mmHg over the range -50

to 50mmHg and

+/-1% over the rage 50 to
150mmHg (exclusive of sensor)

Input Channel Resolution 0.1mmHg
DISPLAY
Type TFT

1024 (H) x (RGB) X600 (V) (£5%)

LCD with protected capacitive touchscreen
Size (¥10.00 mm) 7.0” (=177,0 mm)
Viewing Angle +/- 30°

VISUAL INDICATOR
Power indicator Color  Blue (400nm to 700nm)

Power indicator light in the intensity 0f0.2 to 0.4
Intensity lumens at 0.1m £/- 0.01m.
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BXOLWOWM KAHANjuiuSi® 4

Pabouunii gnanasoH

Hanps»keHue Bo3byuTens
fatymnka

UyBCTBUTEIbHOCTb CUTHaNa
AaBNeHNS

BxopgHoe nonHoe conpoTtmuBneHne

LLInpuHa nonockl curHana
AaBNeHNS

Hynesoli gnana3oH
TOYHOCTb BXOAHOTO KaHana

PaspelueHune BXOAHOI0 KaHana

OVNCNNEN
Tun TFT

O71 -50 go 150 mm pT. cT
5B nocrtoaHHoro toka £0,01 B

5 MKB/B (BX0o4HO€e HanpsxeHue
CMelLleHuns)/mm pT. CT

10 MOM HOMWHANBLHO
Ot 0p0 25Ty (-3 4b)

H/- 50 MM. pT. CT

*+ 0,5 MM pT. CT. B gnanasoHe ot -50 go 50
MM. pT. CT. W £ 1% B Anana3oHe oT 50 Ao
150 MM pT. CT. (3a MCKNOYEHMEM [aTyMKa)
0,1 mm. pT. CT.

1024 (I') x (RGB) x 600 (B) (x5%)
XK-gucnneit ¢ npoeKyMOHHO-EMKOCTHbLIM CEHCOPHbLIM

3KpaHoM

Pasmep (+10.00 Mm) 7.0 (- 177,0 M)

Yron o63opa +/- 30°

CBETOBbBIE MWW LW KATOPDbI
LIBETOBOI MHAMKATOP BK/IOYEHNS

MHTEHCMBHOCTb LBETOBOIO
MHAONKaTOopPa BKIKYEHNA

LiBeToBOI MHAMKaTOp 610Ka
nuTaHna \ 6atapeu

MHTEHCMBHOCTb LBETOBOIO
13

rony6oi (o1 400 go 700 HM)

o1 0.2 go 0.4 nm Ha paccToAHumM 0.1m /-
0.0! m

3eneHblin (0T 490 HM g0 540 HM)

O71 0.2 go 0.9 nokco. Ha paccTosHUM 0.1m



AC/Battery Status
Indicator Color
AC/Battery Status
Indicator Intensity
Alarm Indicator Color
Alann Indicator
Intensity

Alarm Mute Visual
Indicator Color
Alarm Mute Visual
Indicator Intensity
Fault Visual Indicator
Color

Fault Visual Indicator
Intensity

ALARMS

Alarm Parameter
High Alarm Range
Low Alarm Range

High/Low Alarm Step Resolution
High Alarm Default Value

Low Alarm Default Value
Audible Alert Indicator

Volume Range

Green (490nm to 540nm)

intensities of light at 0.1m +/- 0.01m:

Green (0.2 to 0.9 lux)
Yellow (565mn to 595nm)

intensities of light at 0.1m +/- 0.01m:

Yellow (0.2 to 0.4 lux)
Yellow (565nm to 595m)

light in the intensity of 0.2 to
0.4 lumens at 0.1m +/- 0.01m.
Red (620nm to 670nm)

intensity of0.4 to 1.0
lumens at 0.1m +/- 0.01m.

Mean ICP

-50 to 150 mmHg
-50 to 150 mmHg
1 mmHg

20 mmHg

0 mmHg

in the range of 30 to 60 dBA,

measured at a distance of

Im +/- 0.01m, from any
orientation.
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nHAnKaTopa 610Ka nuTaHnsa \
6aTapeu

LIBETOBOI MHAMKATOP CUTHana
TpeBoru

MHTEHCUBHOCTbL LIBETOBOIO
MHAMKATOpA CUrHana Tpesoru

LiBeTOBOW MHAMKATOP
6€33BYYHOr0 CMUrHana TPeBoru

NHTEHCMBHOCTL LIBETOBOIO
NHAMKaTopa 6e33BYYHOr0 curHana
TpeBoru

LIBeTOBOI MHAMKATOP OLINGOK

WNHTEHCUBHOCTb LiBETOBOIO
WHAMKATOpa OWNGOK

CUTHANbI TPEBOTU
MapameTp curHana Tpesoru

[wnana3oH BbICOKOro 3Ha4YeHMA angd
CUTHa/la TPEBOIn

Jwnana3oH HN3KOro 3HavyeHnsa ansa
CurHana Tpesorun
LLlar BbICOKOrO 1 HN3KOr0 3Ha4YeHnd
Ana CUrHana Tpesorun

+/-0.01 m

Xentblit (0T 565 HM A0 595 HM)

Ot 0.2 5o 0.9 ntokcoB Ha paccTtofHum 0.1m
+/- 0.01 m

Xentbiii (0T 565 HM A0 595 HM)

OT1 0.2 to 0.4 nm Ha paccTtoaHun 0.1m +/-
0.01 m

KpacHbiii (0T 620 HM A0 670 HM)

OT1 0.4 go 1.0 1M Ha paccTosiHUM 0.1m+/-
0.01 m

CpepHee BY/,
Ot -50 go 150 mMm. pT. CT.

OT1-50 go 150 mM. pT. CT.

1 Mm. pT. CT.

BbicOKOe 3HayeHue Aas curHana
TPEBOrY MO YMONTYaHUIO

Hwn3koe 3HayeHWe ANs cUrHana
TPEBOIY MO YMONYaHUIO

NHAnKaTOp 3BYKOBOI0O OMOBELLEHMSA
TpeBoru. AmanasoH rpoMKoCTY

14

20 MM. pT. CT.
0 MM. pT. CT.

B gnanasoHe o1 30 go 60 gbA,
N3MEPEHHbIV Ha PacCTOAHUN

1m +/- 0.01 m, c n06OI TOUKK



USER INTERFACE
Display Mean ICP
Mean ICP Resolution
Display ICP Waveform

ICP Waveform
Amplitude

Display mean ICP
Trend

ICP I'rend amplitude

ICP Trend window
ICP Trend time scroll

Display High/Low
Alarms

Histogram screen

YES
1 mmHg
YES

-50 to 50 mmHg; -10 to 20 mmHg; 0
to 30mmHg; 0 to 50 mmHg; 0 to 100
mmHg; 0 to 150 mmHg.

YES

-50 to 50mmHg; -10 to 20mmHg; 0 to
30mmHg; 0 to 50mmHg; 0 to
IOOmmHg; 0 to ISOmmHg.

3hr, 12hr, 24hr, 48hr, 6 days
14 days
YES

Two percentage thresholds. Calculate
and display a percentage histogram of
the amount of time mean ICP values
have been within the predetermine
ranges with respect to the time scale
selected. The available ranges are: <0,
Oto 5, 5to 10, 10 to 15, 15to 20, 20
to 25, 25 to 30, 30 to 35, 35 to 40, 40

to 45. 45 to 50 and
>50 mmHg.
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Monb3oBaTenbCKUii BAnnep4Ne
OTob6paxkeHne cpegHero BY
PaspelleHune cpefHero BU
OTobpaxeHue curHana BU
AmMnnutyga curHana BUj

OTob6paXKeHNe AUHAMMKK
cpefHero BY/
AmMnantyga guHammnkn BY/

BpemeHHOE OKHO AMHaMUKK
BAY

MpokpyTKa guHamunkn BY/ no
BpPeEMEHMU

OTo6paxeHne CUrHaN0B TPEBOTY
O HU3KOM 1 BbICOKOM 3HAYeHUM

3KpaH rmcTorpamMmmbi

BpemeHHOE OKHO ructorpamMmmel
CHUMKM 3KpaHa
Bpemsa n gata

15

MpPOCTPaHCTBa.

JA

1 MMm. pT. CT.

OA
Ot -50 go 50, oT -10 go 20, ot 0 go 30,07 O
fo 50, ot 0 go 100, ot 0 go 150 mm. pT. CT.

JiV

OT -50 go 50, oT -10 go 20, 01 0 go 30, 0T O
fo 50, ot 0 go 100, ot 0 go 150 mm. pT. CT.

3, 12, 24. 48 yvacos, 6 gHei
14 pgHeld

OA

[Ba NPOLEHTHbLIX nopora. Pacyet n
0TO6paxeHMe NPOLEHTHON FMCTOrpaMmbl
KO/IM4eCcTBa BPEMEHM, B TEUEHNE KOTOPOTO
cpeaHue 3HadeHna BY /[, 6b11n B 3afjaHHbIX
AnanasoHax OTHOCUTE/IbHO BbIGpaHHO
LWKanbl BpeMeHW. BO3MOXHbIe AMana3oHbl:
<0,010p05, 01580 10, ot 10 go 15, ot
15 go 20, ot 20 go 25, ot 25 po 30, ot 30 Ao
35, o1 35 o 40, o1 40 go 45, 0ot 45 o 50 n
> 50 MM pT. CT.

3, 12, 24,48 yvacos, 6 gHelk
OA
OA



Histogram window 3hr, 12hr, 24hr, 48hr, 6days HeckonbKo A3bIKOB UHTepgeiica [OA

Screen Shots YES AHINIACKUIA, YNPOLWEHHbIA KUTANCKUNA,
YES (hpaHLy3CKNIA, HEMELKNIA, NUTaNbAHCKWA,
NOPTYranbCKWUi, PYCCKUIA, NCNAHCKNIA,
AMNOHCKWIA, WBEACKNIA, OUHCKWIA, AAaTCKUIA 1

Time and Date

Multilanguage YES
English, Simplified Chinese, French,

German, Italian, Portuguese, Russian, HopBexckin.
Spanish, Japanese, Swedish, Finnish,
Danish, & Norwegian. XPAHVNNLE
CpegHee BU 14 pHeld, 1Touka Kaxable 10 cekyHp

CurHansl Tpesoru ans 14 pHeld, 1Touka Kaxable 10 cekyHp
cpepHero BU/j

CurHan 24 yaca B MO/IHOM pa3peLLeHunm
STORAGE SKpaH 50 CHUMKOB 3KpaHa (10 AN KaXA0ro U3 OCHOBHbIX
Mean ICP 14 days, 1 sample every 10 seconds 9KpaHoB)
Mean ICP Alarms 14 days. 1 sample every 10 seconds
Waveform 24 hours full resolution BE3OMACHOCTb
Screen 50 Screen Shots (10 for each main screen Tvn BBOAR O6opypaosaHue Tuna BF, gudepeHunanbHblii
type) BXOJ 3alyuLLeH OT paspsaja gepubpunaropa
CTeneHb 3aWMThl OT Nbln  1P22
n Bnaru
CTeneHb OrHEeCTOMKOCTM UL 94 V-0
SAFETY
Input type Type BF equipment, floating input MOAK/TIOUEHWE
protected against defibrillator MopT USB 2.0
discharge

lMoTokoBasa nepegaya C USB Ha RS232
MMapameTpbl NOC/e40BaTE/IbHOrO NOPTA:
CkopocTb - 115200 60op

[aHHble - 8 6uT

Ingress Protection Rating 1P22
Fire Retardant Rating UL 94 V-0

YUeTHOCTb - HeT
CONNECTIVITY CTonoBble 6UTHI -1 6UT

16
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Port USB 2.0
Streaming USB to RS232
Serial port setup:
Speed- 115200

Data - s bit
Parity - none

Stop Bits - 1 bit
Flow Control -
none

Mean ICP and Waveform

Data Download USB, csv file, 24 hours waveform, 14 days
mean ICP trend, 50 Screen Shots, Alarms,
and Data Markers.

Replacement Power supply (REF 82-6822) used to power the
medical device. The power supply cable is protected by a braided
shield that connects to earth ground via a filtering choke. The
package contain additional one cord with US blade and 3 blades
depends of country:

Diameter 54 mm + 3%
Cable Length 4000 mm = 150 mm
One (1) conductor surrounded by
Conductors . .
“ braided shield connected to neutral
Class Il double insulated 120
Specifications: VAC floating power supply
(i.e., 2-pin connection plug)
Type Wall Plug-In type
Input Voltage Range: 100-240V
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YnpaBfieHNe NOTOKOM
LaHHbIX - HET.
CpegHee BU n curHan
3arpyska flaHHbIX USB, thaiin .csv, curHan 3a 24 vaca, 14 gHeil gMHaMUKM
cpegHero BY/, 50 CHUMKOB 3KpaHa, CUTHasbl TPEBOIM
N OTMETKMN JaHHbIX.

CMeHHbIn 610K nuTaHua (Homep wu3genusa no Kartanory 82-6822)
npefHasHayeH Ans NUTaHUS MeAUULUHCKOro nsgenus. CMeHHbIn 610K nNuTaHua
3aliMLLEeH 3KpaHUPOBAHHOM 060104KOM, KOTOpas NOAKIOYAETCA K 3a3eMIEHUIO
yepes uabTpyrowmnin  gpoccenb. Kopobka MOCTaBKM COLEPXMUT  Takxe
AONONHUTENbHbIA Kabenb ¢ Bunkoin CLUA, a TakKe 3 BUAKWM MNOA Pa3fiMyHble
pernoHanbHble PO3ETKU

OnameTp 5,4 MM £ 3%
[OnnHa kabens 4000 mm £ 150 mm

OanH (1) NpoBOAHMK, OKPY>KEHHbI
MpoBOAHUKM 3KpaHupytoLweli onnéTkoim,

COELMHEHHON C HelTpanbio
Knacc Il goitHas nsonauma 120 VAC
He3a3eM/ieHHbIi CMEHHbIN 610K

XapaKTepucTuKku: NMUTaHWA NMepeMeHHOro Toka
(T.e. 2-KOHTaKTHbI COEAUHUTENbHBIN
LUTEKEP)

Tun LLITencenbHada BUKa

[wnana3oH Bxo4HOro

Hanps>XeHusa 100-240B

BxogHas yactoTa 50-60 'y

BbixogHoe Hanpsa)XeHue 12.0 B nocTosaHHOro ToKa = 0.6B

BbIX0aHOW TOK <-2.5A

HoMnHanbHasa BbIXo4HadA

A <=30B
MOLLHOCTb
17



Input Frequency
Output Voltage
Output Current
Rated Output power
Output Ripple
Voltage (Peak to
Peak)

Output Connector
(female barrel)
Dimension (£5%)
Ferrite core

IP rate
US cable length

CereLink® ICP Extension Cable (REF 82-6845) used to
connect monitor to ICP sensors. This cable is reusable and is

supplied nonsterile.

Weight (£5%)
Length (x25mm)

maximum force to mate

the ICP sensor Connector

50-60 Hz
12.0vDC+0.6V
<=2.5A

<=30W

100mV

5.5%2.5*11 mm

With 2 pass wire
17,5x28,5x12,5 mm (+5%)
1P40 (cord), 1P52 (R-blades)
2300 mm (x5%)

120 g
3000 mm

<30.0N

Dcmating Force (The force

required to disconnect the

From>4.5N to<35N

cable from the ICP sensor)
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Mynbcauns BbIXOLHOIO
HanpshkeHns (pazmax)
BbIX0AHO pa3bem
(UnMNMHAPUYECKOe THe3o)
abapuTbl (£5%)
®eppnTOBLIN CepAEYHUK

CTeneHb 3aliMThbl OT MblN U
Bnaru

OnunHa gon. kabensa ans
pos3eTku ¢opmata CLUA

YANuHUTENbHbI  Kabenb

(Homep

HOOmMB

5.5%2.5*11 mMm

C nBymMSa NpoBoAamu (CUTrHaNbHbIA ANs
BO3BpaTa CurHana)

17,5x28,5x12,5 MM (£5%)

IP40 (kabenb), IP52 (LiTekepbl)

2300 MM (£5%)

n3genna no kKartanoly 82-6845)

ncnosb3yeTcd [ANA NOACOeAWHEHUA MOHUTOpa K fJatyunkam BY/[. Kabenb
ABNAETCA MHOTOpa3oBbIM N NOCTaBNAETCA HECTEPUIIbHBIM.

Macca (£5%)
OnvHa (£25mMm)

NMnKoBOE 3HAYEHUE CUMbI,

Heo6xoanuMoe ans

120r
3000 mm

coefnHeHus pasbema gatunka <30.0H

ceHcopa BY/

Ycunue paccTblKOBKU
(3HaveHue cunebl,
Heo6xoanumMoe ans

oTcoegunHeHund Kabensa ot

fatunka BYn)
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batapes (Homep m3genuns no Katanory 82-6822) npeactasnseT coboi NUTWIA-
MOHHbIA CMeHHbI 610K NUTaHWUA W WUCMNONb3yeTcs AN MNojayn NUTaHusa K
mMoHuTOopy BY/ CereLink® (Homep n3genusa no katanory 82-6820).

Replacement battery (REF 82-6822) is a lithium-ion battery
designed for use with the CereLink® ICP Monitor (REF 82-6820)

and used to power the medical device.

Type
Typical Capacity
Used cell type:

Battery configuration:

Heavy metal content:

Internal resistance:
(IkHz, fully charged)
Normal Volt

Limit Charge Volt

Standard Discharge
Current:

Max. Discharge
Current:

Discharge
Environment
Standard Charge
Current:

Max. Charge Current
Charge Environment
Charge Time (CCCV
Mode):

Rechargable Li-lon Polymer Battery
5000mAh

Li-Polymer 726090

ISIP with PCM. NTC, Connector,
Lead wires

Mercury free, Cadmium free, Lead
free

approx. 140mQ

3.7V

4.2V £0.03V (4.1V recommended
due to safety and cycle life => approx.
10%

capacity loss)

1.000mA (0.2C-rate)@ 3.0V

5.000mA (1.0 C-rate) @ 3.0V
From-10°C to 60°C

1.000mA (0.2C-rate)@4.2V
2.500mA (0.5 C-rate) (S. 4.2V

0°C to +40°C
3h(+10%)
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Twn

CTaHAapTHbIA 06bem
Vcnonb3yemblii TMn
6aTapei
KoHturypauus
baTapeu

CopgepxaHue TAXKenbix
MeTannos.:
BHyTpeHHee
conpotueneHune: (1kru,
6aTapes NOMHOCTbIO
3apskeHa)
HopmanbHoe
HanpsxeHue
MakcumanobHoe
3apsAfHOe HanpsxeHue

CTaHAapTHbIW TOK
paspaga:
MaKcuManbHblii TOK
paspsga

Ycnosus gns paspsga
CTaHAapTHbIW TOK
3apaga
MakcuManbHbIA TOK
3apsaga
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Mepe3aps)kaeMas IMTUA-NOHHAS
nonnumepHas

5000 MA Y

Nntnii-nonmumepHsbii 726090

1S1P ¢ PCM, NTC, coegunHuTerns,
nUTaloLWmMii NPoBOA

PTyTb OTCYTCTBYET, KaAMUN OTCYTCTBYET,
CBUHEL, OTCYTCTBYET

MpumepHo 140 MOMm

3,7B

4,2B +0,03B (peKkoMeHA0BaHHOE
HanpsXXeHne ¢ TOYKW 3peHns 6es3onacHoOCTH
N XWU3HeHHoro uyukna - 4,1 B => npumepHo
10% noTepsi 06beMa)

1,000mA (C-peitTuHr- 0.2) @ 3.0B
5.000MA (C-peirTunr - 1.0) @ 3.0B

OT-10°C to 60°C
1.000MA (C-peinTunr - 0.2) @ 4.2B

2.500MA (C-peilituHr - 0.5) @ 4.2B



Battery Life Not less 2 hours (fully charged, new
battery)

Dimension 7.3*61*92 mm (x5%)

Weight 9Qg(£10%)

Standard IEC 62133-2:2017

USB-t0o-RS232 Adapter cable (REF EXPORTCAB) used to
digitally export ICP mean trend data from an ICP monitor to a
remote device.

1- connector and cable
2 - Connection of Adapter to Monitor through USB port

During streaming, the monitor reports the average ICP value in
mmHg, determined on the basis of current ICP dynamics data, with
an interval of one minute. The USB to RS232 adapter cable
transfers information at 9600 baud, 8 data bits, 1 stop bit, even pair.

Device overview provide below:
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Ycnosus gns apsga OT1 0°C go +40°C

Bpems 3apsga (Pexxum 34(£10%)

«lMOCTOAHHBIN TOK-

NMOCTOAHHOE

HanpsXeHne»):

Bpems paboTtbl 6aTapen He meHee 2 4acoB (MO/IHOCTbIO 3apsXKeHHas,
HoBasl 6aTapes)

Pasmepbl 7.3*61*92 mm (£5%)
Macca 90 r (x10%)
CraHpgapTt IEC 62133-2:2017

Komnnekt USB apanTtepa, B cocTaBe: KOHHeKTOp, Kabenb, [AWUCK,
VUHCTPYKUNSA no akcnayartayuun (Homep un3genus no Katanory
EXPORTCAB) ucnonb3yetca ANd LUPPOBOK nepefayn faHHbIX O CpefHel
AvHamukn BY/ ¢ moHuTopa BYU /[ Ha cTOpOHHee n3genue.

1- KOHHEKTOp 1 Kabenb
2 - CoefuHeHue aflantepa ¢ MOHUTOPOM Yepe3 USB-nopt

Bo Bpemsi MOTOKOBOW mMepejaynm MOHUTOP pa3 B MUHYTY npepocTaBnser
WH(popMaLMlo 0 cpegHeM 3HavyeHun BYJ[ B MM pT. CT., ONpefesieHHOM Ha
OCHOBaHWUM TEKYLINX AaHHbIX AMHaMUKy BY/[,. AfanTtep nepejaet nHpopMaymio
¢ napameTpamm: 9600 604, 8 6UT AaHHbIX, 1CTONOBLIV OUT, YeTHas napa.
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0630p M3fenus NpefcTas/eH aanee

) N

The overview of serial connector provide below:
USB Connector - pa3vem USB

DB9 Male Outside Serial Connector - nocnef0BaTe/lbHbliA pa3bem
£ B 4 2 0630p CEpPUIAHOTO LUTEKepa NPeACTaB/eH fanee;
DB9 Male Outside - pasbem Tuna «nana» DBY, BUA CHapy>Xu
6 7 8 9 DB9 Male QOutside

RS-232 Pinout- DB9 Male DTE

PIN ime RS-232 ~
PCD (Data Carrier Detect) Input
RD (Receive Data) Input
TD (Transmit Data) Output RS-232 Pinout- DB9 Male DTE / Cxema pacnonoxeHus
DTR (DTE Ready) Output KOHTaKTOB RS-232 - pa3sbem Tuna «nana» DB PTE
SG (Signal Ground) Ground BbIBO/J, |Ha3BaHue curHana CurHansl RS-232

21
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DSR (DCE Ready) Input

RTS (Requestto Send) Output
CTS (Clear to Send) Input
Rl (Ring Indicator) Input

Connectivity type
USB port type

Length of cable (x5%)
Connector dimensions
in mm (0,5 mm)
Weight, gm with cable
(x5%)

USB type

Adapter type

Speed of streaming of
information

Data

Parity

Slop bits

Flow control

USB to RS232

USB 2.0

950 mm

L52xW32xH 16.4 mm

104.3 gm

B(F)
DB-9 (M)
115200

8 bit
none
1 bit
none
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1 DCD (O6HapyxeH Bsof
NH(OPMALMOHHbIV cUrHan)

2 RD (Mpwvem gaHHbIX) Bsog

3 TD (Mepenaya faHHbIX) BbiBOj

4 DTR (CurHan o roTtoBHOCTM BbiBOA
DTE)

5 SG (CwurHan 3asemneHuns) 3azemneHue

6 DSR (CwurHan o roToBHOCTM BBOg
DCE)

7 RTS (3anpoc Ha nepegauvy) BbiBog

8 CTS (PaspeLueHue nepegauu) BBog

9 Rl (KonbLeBoi nHgmkaTop) Bsog

Twn coegnHeHns C USB Ha RS232

Twn nopta USB USB 2.0

OnvHa kabens (£5%) 950 mMm

Pa3mepbl Kopnyca AnnHa 52 XwupuHa 32 x BbicoTa 16,4 MM

KOHHekTOopa B MM (+0,5

MM)

OnvHa B Cc yyeTom 1043 1

Kabens (£5%)

Twvn USB B(F)

Twun aganTepa DB-9 (M)

CKopocTb nepegaym 115200 60p4,

NH(opmaLun

[aHHble 8 out

YETHOCTH OrtcyTcTBYyeT

CTonosble 6UTLI lout

KoHTpo/ib noToKa OTcyTcTBYET
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Key accessories, medical devices or non-medical devices, to be used in combination with medical device submitted for
registration / OnucaHne NPUHAANEXXHOCTEN, MEANLNHCKUX NU3LENVUIA AN U3AENNIA, He ABASAKOLWNXCA MeAULUHCKUMW, HO

When connected to a ICP Sensors, the ICP Monitor provides a
numeric display of the mean ICP, ICP waveform and mean ICP
trend.

Operator could use only special ICP Sensors, Russian Registration
Certificate NoP3H 2021/14639.

The technical specification of sensors provided below:

SENSING TECHNOLOGY - ICP Sensors

Pressure Sensor Strain gauge
Technology
Configurations Basic Kit, Metal Bolt Kit, Plastic

Bolt Kit, Ventricular Catheter
Kit. Ventricular Catheter Kit with
Tuohy-Borst adapter

Zeroing Automatic, stored in sensor memory
Zeroing medium Sterile water or sterile saline
Recoimection to other YES

CereLink® ICP

Monitors

MRI 1.5T and 3T

Pressure Accuracy a) £2 mmHg over the range

-20 mmHg to 20 mmHg

b) £10% of reading over the
range
-50 to -20 and 20 to 1SOmmHg
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npesyCMOTPEHHbIX AN1A UCMO0/Ib30BaHUA COBMECTHO C 3aABJ/IEHHbIM MELULWUHCKUM U3[ennem
ICP Sensors / latunku BY /[

Mpun nogkno4veHMM K patumkam BUJ[ MOHUTOpP npepocTaBnser LUdposoe
oTo6paXKeHne 4McNoBOro 3HayeHus BU/, kpusoit BUL u cpegHeil AMHaMMKN
BU/[. PaspewaeTca WCNOAb30BaTb TONILKO cheyunanbHble patumku BU/,
3aperucTpupoBaHHble B pamKax peructpaunmoHHoro ypoctoBepeHus Ne P3H
2021/14639.

TexHUyeckne XapakTepuCcTUKKN AaTYMKOB NpeacTaBeHbl fanee:

TEXHO/OIMMA PAC MO3HABAHWA - AaTtunkun BY

TexHonorus TeH30MEeTPMUECKNIA AaTUMK
[aTYNKOB [aB/IEHNS
KoHdurypaymu Habop c [aTYNKOM ons n3mepeHus

BHYTpMUepenHoro paaBneHusa 6a3oBbiil; Habop ¢
JaTYNKOM A9 U3MepeHUs  BHYTPUUYEPErNHOro
JaBneHna c MeTaninvyeckum BUHTOM; Habop c
JaTYNKOM AN U3MEPEeHUs  BHYTPUYEPEMHOTO
[aB/ieHNs C MAacTUKOBbIM BUHTOM; Habop ¢
JaTyMKOM  ONA M3MEpeHus  BHYTPUYEpPernHoro
[aBNIEHNS C BEHTPUKYNAPHbIM KaTeTepom; Habop ¢
JaTyMkoM  ANA M3MEPEHUS  BHYTPUYEpPernHoro
[laB/ieHNA C BEHTPUKYNAPHbIM  KaTeTepoM MU
agantepom Tyoxu-bopct

O6HyneHwue ABTOMaTMYECKOE, XPaHUTCS B NaMATK AaTunKa

Cpepia Ana 06HyneHns CTepunbHas BOJa nnm CTepuNbHbIV
(hM3nonornyeckunii pacteop

[MoBTOpHOE MoffepxuBaetca

noAgKNtyYeHmne K

APYTUM  MOHMTOpaM
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Pressure drift

<+ 5 mmHg over 30 days

Temperature +2 mmHg when going from 23°C to
coefficient 38°C
Diameter Maximum tip diameter of 1.295 mm

manufacturers

Ventricular Catheters: 3.5 mm

BUY/ CereLink®
MPT-coBMeECTUMOCTb
TOYHOCTb faB/ieHunA

1.5Tnn3Tn
a) 2 MM pT.CT. B fjManasoHe
0T -20 MM pT.CT. 0 20 MM pT.CT.
6) £10% noka3aHWin B AManasoHe
a1 -50 go -20 n ot 20 go 150 mm pT.CT.
<+ 5 Mm pT.cT. 3a 30 fHeil
+2 MM PT.CT. npu nepexofge ot 23°C fo 38@C

Lpeid naBnexHns

TemnepaTypHblii

KO3h(pMUMNeHT
Onametp MakcuManbHbI gnameTp HaKkoHeYyHnKa - 1.295 mm

YKenypoukosblii KaTeTep: 3.5 MM

External patient monitors / NMpnKpoBaTHble MOHUTOPbLI NaLWEeHTOB
CereLink® ICP monitor could be connected to external patient
monitor with compatible Interface cable. ICP Monitor could be
connect with external patient monitors manufacturer be following

and which have the following technical

specifications.
Manufacture by:

DRAEGER\SIEMENS (connection through Integra
Interface cable REF 82-6880)

PHILIPS (connection through Integra Interface cable
REF 82-6881)

GE (connection through Integra Interface cable REF
82-6882)

Spacelabs (connection through Integra Interface cable
REF 82-6883)

Nihon-Kohden (connection through Integra Interface
cable REF 82-6887)

Fukuda (connection through Integra Interface cable
REF 82- 82-6889 and 82-6888)
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MoHunTop CereLink® ans n3mepeHns BHyTPUUYEPENHOTO AaBNEHNUS MOXET ObITb

MOAK/OYEH K  MPUKPOBATHbBIM  MOHWUTOpPaM  MauueHTOB  MOCPEACTBOM
COBMECTUMOr0 COeAWHUTeNbHOro Kabend. Mouutop BY[ MoxeT 6biTb
NOAK/MIOYEH K TMPUKPOBATHbIM MOHMUTOpPaM CTOPOHHUX MPOU3BOAUTENEN,

YKa3zaHHbIX HWkKe. TakXe 3TU MOHUTOPbl TakXe [O0/MKHbl COOTBETCTBOBATH

YKa3aHHbIM TEXHUYECKUM XapaKTePUCTUKAM.

MpMKpOBaTHbIE MOHUTOPbLI CNeAYHOWMX NPON3BOAUTENEA:

e DRAEGER\SIEMENS (nogknto4yeHune oCyL,eCTBAETCA C MOMOLLbIO Kabens
npoun3BoACTBa KOMNaHuu Integra, Homep n3genuns no karanory 82-6880)

e PHILIPS (nogknto4eHmne OCYLLECTBASETCA C MOMOLLbIO Kabens npon3BoACcTBa
KoMMaHuu Integra, HoOMep nU3genus no Karanory 82-6881)

 GE (mogkntoyeHue OCYLLeCTBAAETCA C MOMOLWbI0 Kabens npou3BOACTBa
KoMMaHuu Integra, HOMep n3gennsa no Karanory 82-6882)

e Spacelabls (nogkniouyeHne OCyWEeCcTBNAETCA C  MNOMOLWb  Kabens
npon3BoAcTBa KoMmnaHuu Integra, HoMep nM3aenma no Katanory 82-6883)

e Nihon- Kohden (nogknwuyeHne OCYyLEeCTBNAETCA C MNOMOULLIO Kabens
Npoun3BoACTBa KOMMNaHuK Integra, HOMep n3genns no karanory 82-6887)

e Fukuda (nogkntoyeHne OCyLLeCTBASAETCSA C MOMOLLbLIO Kabens npov3BoACTBa
KoMMaHuwu Integra, HOMep n3genuns no karanory 82-6889 n 82-6888)
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GE Datex-Ohmeda (connection through Integra GE Datex-Ohmeda (nogkn4yeHve OCYLLeCTBAAeTCA C MOMOLbIO Kabens

Interface cable REF 82-6884) npou3BoACcTBa KOMNaHuu Integra, HOMep U3aenmsa No Katanory 82-6884)
EXTERNAL PATIENT MONITOR INTERFACE XAPAKTEPUCTUKW NMPNKPOBATHOIO MOHUTOPA
Output Signal Sensitivity  5uV/Vex/mmHg NALUVEHTA
Input Excitation Voltage 2.5 to 6.5 VDC (incl. symmetric =~ HyBCTBUTENbHOCTb SMKBA”ex(BX0gHOE HanpsXxeHwue
Range supply voltages) BbIXOJHOI0 CUrHana cMeLLeHna)/ MM pT.cCT.

Output Accuracy +/- 0.5 mmHg over the range -50 to OunanasoH BXofHOro OT 2.5 o 6.5 BMT (BONbT NOCTOSAHHOIO
50 mmHg and +/-1% over the rage  HanpsXXeHUs BO3OYXAEHNS  TOKa) (BKNtouas CUMMETPUYHOE
50 to 150 mmHg (exclusive of HanpshxeHune NUTaHus)
sensor) TOoYHOCTb BblLUOAA +/- 0.5 MM pT. CT. B AnanasoHe oT -50 go
Output Calibration Signals 0, 20 and 100 mmHg 50 MM pT. cT. 1 +/-1% B granasoH ot 50
Input Impedance 350 to 500 n A0 150 MM pT. CcT. (6€3 yyeTa gaTunka)
Source Impedance 350 Q BbixofHble KannbposoyHble 0, 20 1 100 Mm pT. CT.
Output Pressure Signal 0to 25Hz (-3dB) curHans
Band Width BxogHoe conpoTunsieHue 350 to 500 Om
Zero Range + 50 mmHg ConpoTtusneHne nctouHnka 350 Om
Expected External Patient Type BF or Type CF. The external ~ LIvPuHa nonocsl BeixoaHoro OT 0 fo 25Ty (-346)
Monitor Isolation monitor must provide this type of  CYrHana faBnenns
isolation to ensure patient safety Hynesoi AnanasoH + 50 MM pT. CT.
Oxnpaemas n3onsums Tun BF wnm tun CF. TMpuKpoBaTHbIN
Refer to the external Patient Monitor Instructions for Use before  npukpoBaTHOro MOHUTOPA MOHMTOP  [O/DKEH  COOTBETCTBOBATb
connecting CereLink® ICP Monitor. Make sure the external nauweHTa 3TMUM TpeboBaHMAMM MO  U30NALMMK,
monitor pressure input is compatible with CereLink® ICP Monitor 4yTO6bI obecneunTb 6e3onacHoCTb
output. nauuneHTa

Mepen NogknYeHMEM MOHWUTOpaA BHYTpuuepenHoro aasneHus CereLink® cwm.
WHCTPYKLMM NO  WMCMONb30BaHWIO MPUKPOBATHOrO MOHWTOpa NauueHTa.
Y6enmTech, UTO BXOAHOW CUTHaN BHELIHEr0 MOHUTOPA COBMECTUM C BbIXOAHbIM
MOHUTOpa BHYyTpU4epenHoro gasneHus CereLink®.

Personal Computers / MepcoHanbHble KOMMNbIOTEPDI
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The ICP Monitor can stream data through the USB port using a
USB to serial communication. Computers used for streaming data
must be connected to a grounded power source, as describe below:

. Computer connected to CereLink® requires an earth
ground connection which provides three or more electrical
pins/contacts depending on the geographical region.

. Connect only to "hospital grade"™ or "hospital only"
receptacles.
. Do not attempt to bypass the grounding contact on the

computer power supply by using an adapter.

Earth ground symbol. Connection plug must have three or
more electrical pins/contacts.

The serial port settings required to connect a PC to the ICP Monitor
through a terminal application or other customized serial program
are as follows.

Speed: 115200

Data: 8 bit

Parity: none

Stop: 1bit

Flow Control: none
The communication protocol is unidirectional. The ICP Monitor
will only output data and no responses shall be sent from the
receiving device (i.e., PC Host should be in a “listen only” mode).
The ICP Monitor automatically detects in which USB port the
USB/Serial connection is present. Either USB port may be used
based on user preference. The data stream is always active except
when the Data Download menu is open. Steaming will resume as
soon as the Data Download menu is closed.
Data packets are transmitted at various frequencies depending on
the data type.
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MoHuTop BUJ[ MoXeT nepefaBaTb faHHble ¢ nomowbio USB-nopta u
coeanHenna «USB-nocnegoBatenbHblii MopT».  KoMmnbtoTepsl, nepegaroLime
JaHHble, [O/MKHbl 6bITb MOAKMOYEHbl K 3a3eM/IEHHOMY CMEHHOMY 610Ky
MUTaHMA N0 CXeMe, ONMUCAHHON HUXeE:

» KomnbtoTepy, nogkntovyeHHomy K CereLink®, Heob6XxoAMMO 3a3eM/IEHHOE
CoefiMHeHMe, KoTopoe obecneynmsaeT Tpu WAN BOfee 3NEKTPUYECKUX
BbIBOJa/KOHTAKTa B 3aBMCUMOCTU OT reolpagmyeckoro permoHa.

e Paspewaetcs NoAgKNYaTb TONMbKO K poO3eTKaM  CTaHfapTa  «A/s
MEAULMHCKOTO  MCMOMb30BaHMSA» UNN  «TOMbKO  ANA  MEeAULMHCKOro
MCNOMb30BaHNA».

* He nbiTailTeCb OTKAKOUYWTbL 3a3eMAKOWNA KOHTAKT Ha CMEHHOM 6/0Ke
nutaHmsa CereLink® ¢ noMoLyblo aganTepa.

CumBOn 3a3eMneHus. CoefuHUTENbHAs BW/KA AOMKHA UMETb TpU WUAW
6onee 3aNeKTPUUYECKNX BbIBOAA/KOHTAKTA.

Hwxe npuBedeHbl HAcCTPOMKM  CepuiiHOro nopta HeobxoAumble  ANS
NMOAKMKOYEHNUA K MNEpcoHaNbHOMY KOMMbiOTepy wam  MouuTopy BU[
NMocpeAcTBOM 3MYAsSTOpa TepMWHana WAWM WMHOW  CheuuanbHOM  CepuitHol
nporpammbi:

CkopocTb: 115200 60f

[aHHble: 8 6ut

UBTHOCTb: HeT

CrtonoBble 6UTbI: 16uUT

KoHTponb nepepayn: Het

MpoTokon o6MeHa fJaHHbIMM ABNSETCS HeHanpasieHHbIM. MoHuTOp BU/ TONbKO
nepefaér faHHble, a C NPUHMMAIOLWEro W3L4eNUa He LO/MDKHbI OTMPaB/ATLCA
OTBETHblE COOOWEHNA (MHBIMX CNOBaMW, UeHTpanbHblil MK gomkeH ObiTb B
pexvmMe «npocnyLwmBaHuney).

MoHuTop BY/[, aBTOMaTMUeCKN onpeaensieT, B Kakoin USB-nopT oCyLLecTBNEHO
coefMHeHue «USB-nocnenoBaTteNbHbIi nopT». Mepenayva JaHHbIX
ocyLecTBnseTca 6ecnpepbiBHO 3a UCKNHOYEHMEM CyHaeB, KOT4a OTKPbITO MEHIO
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Jacket Types:

Packet Type Content Frequency
ICP Waveform 1 second of data (100 1 packet every second
samples)
Mean ICP Trend 1 minute of data (6 1 packet every minute
samples)
Physiological alarm
status
Data markers
System Status  Sensor not connected 1 packet every 30
Sensor not zeroed seconds
Fault condition
ICP Waveform Packet Description:
Description String Size Details
(bytes)

Start of Packet

Product ID CERELINK 8
Device SN CLKXXXXXXX 10
Protocol Version VOI 3
Packet Type ICPWV 5
Sensor Serial SNXXXXXXX 9
Number

Date YYYY/MM/DD 10
Time HH:mm:ss 8
ICP  Value (1 [-/+)xxx.X 6* 100
through 100)

Data Counter 00001 5
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Waveform data

100 consecutive
values
Increment with

each message
Reset when 99999
is reached

«CKaumBaHue faHHbIX». Mepeaaya 6yaeT BO306HOBEHNS Cpa3y MOC/e 3aKpbITUS

AAaHHOI0 MEHIHO.

lMakeTbl JaHHbIX nepenaroTCcAa Ha pa3nIMyHbIX YacToTax B 3aBUCUMOCTM OT TUNa

AaHHbIX.

Twnbl NAaKeTOB AAHHbIX:

Twun nakeTos CopepxaHue YacToTa
OXNHBIX
CurHan BY 1 cekyHpa faHHbIXx (1001 naxker KaXxayto
royek) CEKYHIY
OnHamunka 1 MUHyTa faHHbIX (6 TOYeK) 1 nmakeT KaXAYH MUHYTY
cpegHero BY[,  Ctatyc  (h3MON0rMYecKol
rpesoru
OTMeTKN faHHbIX
CocTosHune Jatunk  He  nogaknwo4eH, 1 naketr Kaxpgble 30
CUCTEMbI [AaTUNK He 0OHYNeH CeKYH[,
CoCTOAHME HENCNpPaBHOCTH
OnwncaHne naketa curHana BYU/
OnuncaHune CTtpoka Pasmep (B Jeranu
baritax)
Hayano nakeTta *
ID n3genusa CERELINK
CepuitHblii HoMep CLKXXXXXXX 10
n3genus
Bepcusa npotokona VOI 3
Tun nakeTa ICPWV 5 JaHHble curHana
CepuidiHblil ~ HOMEP SNXXXXXXX 9
faTyuunka
[JaTta rrrr/mm/gn 10
Bpewms yy/mm/cc 8
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Packet Checksum OxFFFF  (initial 4
value)
End of Packet \n\n 2

Mean ICP Trend Packet Description:

Description String Size
(byte™)
Start of Packet * 1
Product ID CERELINK 8
Device SN CLKxxxxxxx 10

Protocol Version VOI 3
Packet Type ICPTR 5
9

Sensor Serial SNXXXXXXX

Number

Date YYYY/MM/DD 10
Time HH:mm:ss 8
Mean ICP Value (-/+)xxx.X 6*6
fl through 6)

Alarm Status (1 [H,L, -] 1*6
through 6)

Data Marker (1 xx 2*%6
through 6)

Data Counter 00001 5
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CRC16
4716 + xM2 + x5
+1

Details

Mean ICP Trend data

6 consecutive values

H = High alarm
active
L - Low alarm
active

t— = No alarm active
xx = Data marker
number

[-) = No marker
Increment with each
message

Reset when 99999 is

reached

3HauveHme BY (o1 1(-/+)xxx.X
4o 100)

CueTumnK gaHHbIX 00001

KoHTposbHaa cymma OXFFFF

nakeTa (ncxopHoe
LayeHue)

KoHel naketa \r\n

6* 100

OnucaHue nakeTa AMHaMUKK cpeaHein BY/,

OnucaHune Ctpoka Pasmep (B
6aHTax)
Hauano naketa * 1
ID n3genus CERELINK 8

CepuitHblii HoMep CLKXxxxxxxx 10
n3genus

Bepcua VOl 3
npoToKoNa
Tun nakeTta ICPTR 5
CepuidiHblil HOMep SNXXXXXXX 9
faTumka
Llata rrrr/Mmm/al, 10
Bpems Y4/mm/cc 8
3HaueHue (-/+)xxx.x 6*6
cpeaHero B[ (ot
110 6)
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[aHHble 0 rpadmke cpegHero

100
nocnefoBaTesnbHbIX
3HaYeHUN
YBenuyeHue c
KaXkabIM
coobleHrem
Cobpoc
AOCTUKEHUS
3HayeHusa 99999
CRC16

KMB +\ n-\-x"5+\

npu

JeTanu

BYA

6

nocnegoBaTesibHbIX

3Ha4yeHue



Packet
Checksum

End of Packet

OXFFFF (initial 4
value)
\r\n 2

System Status Packet Description:

Description

Start of
Packet

Product ID
Device SN

Protocol
Version

Packet Type

Date

Time
FAULT
Error Code

String

CERELINK
CLKXXXXXXX
VOI

ICPNC

ICPNZ

or
FAULT

YYYY/MM/DD
HH:mm:ss
XXXX
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CRCI6
4716 + XM 2 + xN5+1

Size Details

(bytes)

1

8

10

3

5 ICPNC =
ICP sensor
Not
Connected
ICPNZ =
ICP sensor
Not Zeroed
or
FAULT=
System is in a
Fault State

10

8

4 Only available

for FAULT
Packet Type

CocTtosiHne
CUrHana TpeBoOru
(c 1no 6)

OTMeTKa [aHHbIX
(oT 140 6)
CyeTynkK faHHbIX

KoHTponbHas
CymMma nakera

KoHey, nakeTa

OnucaHue nakerta cTaTtyca CUCTEMbI

Description

Ha4yano naketa

[H, L,-] 1*6

XX 2*6

00001 5

OXFFFF 4

(ncxopgHoe

3HauyeHue)

\T\n 2
String

*

NaoenTugpmkaumnoHHbli CERELINK

HOMEpP n3apenna

CepuitHblii HOmep
n3genus

Bepcus npoTokona

Tun nakeTta
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CLEKXXXXXXX

VOI
ICPNC

ICPNZ

H - akTuMBeH curHaa TpeBoru
QM BbLICOKOr0 3Ha4eHUs

L = aKkTuBeH curHan Tpesoru
WS HU3KOTO 3HAYEHMUS

(-) = aKTUBHbLIX CWUrHaNoB
rpesoru Het

XX= HoMep OTMeTKM AaHHbIX
(-) = OTmeTKa OTCYTCTBYET

YBenuyeHue c KaXbIM
Co00LWEeHNEM
Cépoc npu LOCTUXEHUNSA
3Ha4yeHna 99999
CRC16
KMB +XM2 + x"5+)\
Size Details
(bytes)
1
8
10
3
5 ICPNC = pgatuumk
BU/He
NOAKOYEH
ICPNZ =



Message 00001 5 Increment with nnn patuvk BY/ He
Counter each message FAULT 06HYNeH
Reset when nm
99999 is FAULT = c6oii
reached CUCTEMBI
Packet OXFFFF (initial value) 4 CRC16 [ata Frrr/MMIAA, 10
Checksum XM6 + xM2 + Bpems yu/mm/ce 8
S Kof HemcnpaBHOCTN  x X X X 4 JOCTYNHO TONbKO B
End of \rin 2 - TUNa nakera
Packet FAULT
CUeTunK AaHHbIX 00001 YBenuyeHue c
KaXXabIM
CO00LIEHMEM
C6poc npu
LOCTUXEHMNS
3HayeHusa 99999
KoHTponbHaa cymma  OxFFFF (ncxogHoe 4 CRC16
nakeTta 3Ha4yeHwue) XM6 + X212 + X5
+1
KoHel naketa \r\n 2

Pharmaceutical substances / CBefieHNA 0 NeKapCTBEHHbIX CPeAcTBax BXOAsALWMX B cocTaB MU
Not Applicable - This device family does not contain any HenpumeHnMmo - AaHHasa rpynna usgenuii He COAEPXUT IEKaPCTBEHHbIX
medicinal substances CpescCTB.
Information about materials of animai/human origin / CBefieHUs 0 MmaTepuanax XXMBOTHOIro/4enI0BEYECKOro
NMPOUNCXOXKAEHUSA

Not Applicable - This device family does not contain any animal ~ HenpumeHuMO - faHHasa rpynna u3gennin He COAEPXMUT TKaHEN XXNBOTHOTO
tissue MPOUCXOXAEHUSA

Latex/phthalates / CBefeHuns o natekce / ptanartax B coctase M
Not Applicable - This device family does not contain any HenpvMeHnMO - faHHasa rpynna usgennin He cCOfepXuUT natekca \ pnataTos
Latex\phthalates

Package contents / KomniekT noctaBKU
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Package includes a ICP Monitor with a pre-installed battery inside
(1 pcs) and a replaceable power supply unit (from 1 to 5 pcs,
depending on the customer's order). If necessary, the delivery set
is also completed with additional extension cables, additional
batteries, an additional USB-to-RS232 Adapter cable. The quantity
of each of the products, if necessary, varies from 1to 5 pieces,
depending on the order ofthe customer.

Each product comes with an IFU.

B KOMMNekT mnoctaBkM 0653aTeNlbHO BXOAUT MOHUTOP ANA  U3MepeHus
BHYTPUYEPENHOro AaBfeHNs C NpeAyCTaHOB/IEHHON 6aTapeei BHYTpM (1 WTyKa)
W CMEHHbIN 610K nuTaHma (0T 1 fo 5 wWTyK, B 3aBMCMMOCTM OT 3akasa
nokynatens). Mpn HeO6XOANMMOCTN KOMMAEKT NOCTaBKN TaKXKe KOMMIEKTYeTCs
LONONHUTENIbHbIMU YONNHUTENbHBIMK Kabenamu, LOMONHUTENbHbLIMU
baTtapeamu, [LONONHUTENbHbIM KomnnektoMm USB-agantepa. Konnuyectso
KaXaoro 13 u3fgenuin no HeobxoAuMMocTM BapbupyeTcs OT 1 0 5 WTyK, B
3aBMCUMOCTU OT 3aKa3a MokKynarens.

Kaxgoe n3genne noctaBnseTcs ¢ MHCTPYKLUMER Mo aKcnyaTayuu.

Installation, Maintenance and Usage Requirements / Tpe6oBaHMUA K MOHTaXy, yCTAHOBKE M UCMO/Ib30BaHUIO

1) Unpack the ICP Monitor.

WARNING: Use only manufacturer approved accessories with the
ICP Monitor. Mounting and installation must be carried out by
trained personnel.

Remove the contents from the shipping box and verify the items.
After unpacking the contents, inspect the items for any signs of
damage. If any damages are discovered, notify the carrier and the
supplier. Retain all shipping contents and boxes for examination.

2) Prepare the Power supply.

Remove the Power Cord from the package and attach the region-
specific adapter plug or cord to the power supply.

3) Plug the ICP Monitor into AC Power.

Connect the power supply to the ICP Monitor by inserting the
connector end into the Power Input. Insert the grounded electrical
plug (with three or more electrical pins/contacts depending on the
geographical region) ofthe Power Cord into a grounded wall outlet
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Unpack the system/ PacnakoBka cucTeMbl

1) PacnakoBka moHuTOpa BY/.

MNPEAYTPEXAEHWE: ¢ moHuTOopoM BY /[, paspellaeTca UCnosb30BaTh TO/IbKO
akceccyapbl, 0406peHHble KOMMNaHWen-nponseogmuTeneM. MOHTaX U yCTaHOBKY
A0/DKEH OCYLLECTBNATL 06YUYEeHHbIV nepcoHarn.

N3BneknTe cogepXmmoe M3 YNakOBOYHON KOPOOGKM U NpoBepbTe Hanuuyue
n3gennii No cNUCKy KomnaekTaunm. PacnakoBas cogep>XMMoe, OCMOTPUTE ero Ha
npeaMeT MNOBPeXAeHWid. lMpu Hannumm nNOBpeXAeHuid coobwmte 06 3TOM
nepeBO34YnKy U noctaslnKy. CoxpaHUTe BCe MOJYYeHHOe M BCe KOPOOKW And
MPOBEPKMU.

2) MoAroToBKa BMMKMW LWIHYpa NUTaHUA.

[ocTaHbTe WHYP NWTaHMS M3 YNakKoBKW U MOAKNHOUMTE BWKY ajantepa Wau
LWHYP K CMEHHOMY GNOKY MUTaHWS.

3) MogkntoyeHne moHUTOpa BU/M K ceTM nepeMeHHOro TOKa.

MoAgknioUuMTe CMEHHbIA 670K nNUTaHMA K MOHuTOopy BY[, BCTasuB

MPUCOELVNHUTENbHbIA KOHEL, BO BXO[, 3/IEKTPONUTaHWUA. BCTaBbTe 3a3eM/IEHHYIO

3NIEKTPUYECKYD  BUIKY (C  Kak  MWHUMYM  Tpems  3/1eKTPUYECKUMU
31



and ensure the Power Indicator light is green. Use the Power Cable
retention mechanism to prevent the Power Cord from detaching
from the ICP Monitor.

Note: Use only provided CereLink® ICP Power Supply.
. Use only the CereLink® power connection, which provides

three or more electrical pins/contacts depending on the
geographical region.

. Connect only to “hospital grade” or “hospital only”
receptacles.

. Do not attempt to bypass the grounding contact on the
CereLink® Power Supply by using an adapter.

. Connection plug must have three or more electrical

pins/contacts.

4) Charge the Battery' to Full Capacity.
Keep the ICP Monitor plugged in for at least 5 hours.

5) Turn on the ICP Monitor.

Press the Power Button on the front of the ICP Monitor for at least
1 second. The Power Button will illuminate to indicate that the
device is on. After approximately 20 seconds, while performing
internal self-checks, the ICP Monitor will display the “Codman
CereLink” logo. Confirm that the battery is fully charged.

6. Specify the Language.
From the Home Screen, select Settings, then select Set Language.
Choose the desired language.

7. Set the Time and Date.
From the Home Screen, select Settings, then select Set Time/Date.

Adjust the time and date as needed.

8. Set the Alarm Volume and Screen Brightness.
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BbIBOAAMMW/KOHTAKTaMn B 3aaBUCUMMOCTM OT reorpauyeckoro pervoHa) LwHypa
NUTaHUSA B 3a3eM/IEHHYIO PO3eTKy. VHAWKATOp MUTaHMA [LO/DKEeH 3aropertbes
3eneHbIM. [MpoBeAuTe LWHYP NUTaHWA 4Yepe3 MexXaHU3M YyhepXaHusa kabens,
4yTOObI NPEAOTBPATUTL OTK/IIOYEHME LLHYPA MUTAHMA OT MOHUTOpa BY/.

MpumMeyaHue: paspeLlaeTcs UCNOJb30BaTb TOMbKO CNeumnanbHblii CMEHHbIR 610K

nutaHma moHnTopa CereLink®.

* Wcnonb3yiniTe TONbKO BUAKY 6n0ka nutaHua CereLink® ¢ Tpems
3NeKTPUYeCKMMn  BblBOJaMW  (KOHTakTamu) B 3aBMCUMOCTM  OT
reorpayMyeckoro permoHa.

e TMoakntoyainte moHutop CereLink® TONbKO K po3eTKaM CTaHAapTa «Ans
MEAULMHCKOTO WUCNOMb30BaHUS» UMW «TONbKO AN MeAULMHCKOTO
MCMNOJIb30BAHUAY.

* He nbiTaiTecb 060ATK 3a3eMIAIOWMNIA KOHTAKT HA CMEHHOM 6/10Ke MUTaHUS
CereLink® ¢ nomollbto aganTepa.

4) MonHaA 3apsigka 6atapen.
OcTaBbTe MOHUTOP BY/ NogKNOYEHHBIM K CETM MUHMMYM Ha 5 4acos.

5) BkntouyeHne moHuTopa BU .

HaxmuTe KHOMKY NUTaHUS Ha NepefHei naHenn MoHuTopa BY/ v yaepxnsaiite
eé He MeHee OfHON ceKyHAbl. KHONMKa NUTaHWA 3aropuTcs B OTBET Ha TO, YTO
nsgenne BKAOYEHO. MpumepHO yepe3 20 cekyHA, Korfa 6yayT BbIMOMHATHCS
BHYTPEHHME CaMOMpPOBepKU, Ha MoHUTOpe BU [ oTobpasutcsa norotun “Codman
CereLink”. Y6egutech, UTo 6atapes NOMHOCTbIO 3apsKeHa.

6) Y cTaHOBKaA fA3blKa.
Ha rnaBHOM 3kpaHe BblbepuTe «[lapameTp», 3aTem -
HYXXHbI A3bIK.

«$3blK». BblbepuTe

7) YcTaHOBKa BPEMEHWN U [aThl.
Ha rnaBHOM 3KpaHe Bblbepute «llapameTp».
YCTaHOBUTE HEOOXOAMMbIE BPEMSA W [aTy.

3atem - «Bpema un parta».
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From the Home Screen, select Volume/Brightness, then adjust
desired alarm volume and desired screen display brightness.

9. Turn offthe ICP Monitor.

Press the Power Button on the front ofthe ICP Monitor for at least
3 seconds. The ICP Monitor will display the “Codman CereLink”
logo to indicate that the shutdown process has started.

8) YcTaHOBKA FPOMKOCTM CUTHana TPEBOTM M SPKOCTU 3KpaHa.
Ha rnaBHOM 3kpaHe BbibepuTe « ApKOCTb/TPOMKOCTb», 3aTEM OTPErynmpynTe
TPOMKOCTb CUIHana TpeBorn 1 APKOCTb 3KpaHa.

Setup and calibration of the system for clinical use/ YcTtaHOBKa u KasinépoBKa cCUCTeMbl /19 KJIMHUYECKOTO

Mcnosib3oBaHmMA

1. Position the ICP Monitor.

The ICP Monitor is intended to be securely positioned on a hard
flat surface, or securely clamped to an IV or equipment pole next
to the patient.

Al: Seton Hard, Flat Surface.

Position monitor at eye level so screen can be viewed comfortably.
OR

A2: Mount to IV Pole.

Secure monitor clamp to the IV pole at eye level so the screen can
be viewed comfortably. The pole clamp fils poles between 19 mm
and 38 mm in diameter.

NOTE: Make sure to position the device is such a way that the
power supply plug on the back ofthe device and cable connections
on the side ofthe device are accessible.

2. Confirm Date and Time.

It is important to confirm that the time and date are set correctly so
that all acquired data is tagged with the correct information. The
ICP Monitor will display the current system date and time on any
ofthe main screens.

If incorrect, adjust time and date by selecting Home Screen, then
Settings, then Set Time/Date.
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1. PasmeweHne moHnTopa BY/.

MoHuTop BUY[ HeobX04MMO HaJeXHO pa3MecTUTb Ha TBepAOA POBHOM
MOBEPXHOCTM WU HALEXHO NPUKPENUTb K LWTATUBY ANA KanefbHUUbl, 160 K
CTOViKe ANna 060pyf0oBaHNA PALOM C NaLUEHTOM.

Al: YcTaHOBKa Ha TBepAOI N.FOCKON NOBEPXHOCTMU.

PacnonoXxute MOHUTOP Ha YPOBHE rnas, YTobbl Ha 3KpaH 6b1/10 YA06HO CMOTPETD.
A2: Yc'raHOBKa Ha wWTaTtmMBe 4.19 KanenbHMULbI.

3amkempyinTe 3aKMM MOHMTOPA Ha LWTaTuBe ANS KanefbHULUbl Ha YPOBHE rnas,
4yTo6bl Ha 3KpaH ObIN0 YyAOOHO CMOTPETb. 3aXWM MOAXOAWUT ANS LITATMBOB
AnameTpom oT 19 go 38 mMm.

MPUMEYAHWME. WN3genne AOMKHO ObiTb YCTAHOBNEHO Tak, 4TO6bl pa3bem
6noKka nuTaHua c3agum n KabenbHble COeAMHEHUs COOKY W3fennsa OocTaBaluChb
L0OCTYIHbI.

2. MpoBepKa gatbl N BPEMEHU.

BaxHO npoBepuTb MPaBUIbHOCTb YCTAaHOBKW AaTbl W BPEMEHU - 4TOObI
nonyyaemMble faHHble UMeNN NPaBUibHY0 METKY BPeMeHU. TeKyLne CUCTEMHbIE
farta 1 Bpems 0To6paxkatoTCA Ha BCEX OCHOBHbIX 3KpaHax MoHuTopa BY/,.

Ecnn OHKM yKa3aHbl HEBEPHO, MepeliauTe Ha [NaBHbIA 3KpaH, BblbepuTe
«MapameTp», 3aTeM - «Bpems 1 fjata» U HACTPOITe AaTy ¥ Bpems.

3. MogknoyeHne HOBOro gatumka BY/.
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3. Connecting a New ICP Sensor.

A: Connect the ICP Extension Cable to the yellow connector on
the ICP Monitor. The ICP Extension Cable should be autoclaved
according to the associated instructions for use. Follow your
institution’s procedures and maintain sterile technique.

NOTE: Cable Connectors are push/pull. DO NOT twist.

. Extension Cable connector tab and arrows should face
forward, in same direction as the monitor screen.

. Push yellow connector into yellow port until you hear a
click.

. To remove cable, grab gray textured part of connector and

pull away from monitor.

B: While maintaining sterile technique, connect the ICP Sensor to
the ICP Extension Cable. The connection is a tight fit with no
audible or tactile click.

C: Once the sensor is connected, the monitor will play a sound and
will display the zero symbol.

Conrvect

Remove

4. Zero Sensor.
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A: noacoefuHuTe YAIMHUTENbHbIA Kabenb BY/[ K >XenTomy pasbemy Ha
MoHMTOpe BU[. YanuHWTenbHbI Kabenb HYXXHO 06paboTaTb B aBTOKNaBe B
COOTBETCTBUM C WHCTPYKLUMeA No ero ucnosnb3oBaHuto. CnepyinTe npasunam
CBOErO0 yupexkjeHus n cobnofainTe CTePUIbHOCTD.

MPUMEYAHUE. Kabenn B

MOBOPAUUBAWTE ux.

e CTpenku u pasbeM Kabens 40MKHbl O6bITb HanpaB/ieHbl BNepes, napaniensHo
3KpaHy MOHUTOpA.

. BcTaBbTe XenTbii pa3beEM B XKeNToe rHe3fo A0 wenyka.

e UYT06bl fOoCTaTb Kabenb, BO3bMUTECH 3a CEPYHO PenbedHYI0 YacTb pasbema u
BblTalLlUTE Er0 N3 MOHUTOPAa.

pasbéMbl  BCTaBAAKTCA  MPSAMO. HE

B: Moaknwuute patumk BUA Kk yillluHutensHomy Kabent, cobntofas
CTEPUIbHOCTb. Pa3beM A0/KeH BXOAMTb B THE3A0 NJOTHO, 6e3 Wwenyka.

C: lNocne nogknyYeHNs fJaTynmka MOHUTOP BOCMPOM3BedeT 3BYK M MOKaxer
CUMBOJT HYNA.

Connect - noaknr4veHne
Remove - oTKnOYeHue

4. OGHyneHue faTymkKa.

Oatunkn BYJ[ nepep wumnnaHtauuein [OMKHbI 06HYNATbCA.  OOHyneHue
BbIMO/IHAETCA ANA KanMbpOBKW AaTyMKa K aTMOCHEPHOMY [aBMIEHUIO Mepe[
n3mepeHvem BY/[. BbiNonHMTEe yKaszaHWs N0 OOHYNeHWIO, NMpuBeAEeHHbIE B
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ICP Sensors must be “zeroed” before implantation. The zeroing
process is performed to calibrate the Sensor to atmospheric
pressure prior to measuring ICP. Follow the zeroing steps included
in the Instructions for Use packaged with the ICP Sensor and
Extension Cable.

CAUTION: Do NOT submerge the tip ofthe ICP Sensor vertically
in a deep pool or cup of sterile water or sterile saline. Doing so will
impose a hydrostatic pressure on the ICP Sensor diaphragm that is
higher than atmospheric pressure, resulting in an inaccurate zero
reference.

A: Prepare to zero the device by laying the tip of the ICP Sensor
flat in a shallow pool of sterile water or sterile saline.

B: Access the sensor zeroing menu by selecting the Home button
from any ofthe main screens and then the Zero Sensor option.

C: While keeping the tip of the ICP Sensor flat and still in the
sterile water or sterile saline, press the zero button on the ICP
Monitor screen.

NOTE: The device is equipped with an algorithm that will detect
when the sensor is ready to be zeroed.
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WHCTPYKUUWN NO WCMNONb30BaHMIO M3 KOMIMJEKTa MocTaBku fgatuynmka BY u
YOJIMHUTENBHOTO Kabens.

BHUMAHWE: 3AMPEWAETCA norpyxaTb KOHYMK fatumka BYU
BEPTMKANbHO B FNYOOKUIA pe3epByap WAM YallKy CO CTepW/bHOW BOAOWA WUIu
CTEPUNbHBLIM (PU3NONOTMYECKMUM PacTBOPOM. B MPOTUBHOM Cny4yae Ha MeMbpaHy
patunka BY/[ 6yaeT BO3deiicTBOBaTb FMApPOCTAaTUYECKOE AaB/ieHWe, KOTOpOe
Bbllle aTMOCKePHOro AaBNeHWs, YTO NPUBELET K HETOYHON HYyNeBOW TOUKe
oTcuera.

A: MopgrotoBbTe n3genve K 0OHYNEeHUIO NyTemM MOMELLEHUS KOHYMKa faTyuKa
BU ropu3oHTanbHO B HErnyboKwuii pesepByap CO CTEPWUNbHOIM BOAOA WK
CTEPU/IbHbIM (DU3NOSIOTMUYECKUM PACTBOPOM.

B: UTo6bl OTKPbITb MEHK OOHY/NEHWA AaTyMKa, HaXKMWUTE KHOMNKY «[NnaBHbIl
3KpaH» Ha N060M U3 OCHOBHbIX 3KPaHOB, a 3aTeM BblbepuTe NYHKT «OBHYNNTb
LATUNK.

C: Ypepxusad KOHUMK paTtymka BYJ B ropm3oHTa/ibHOM MOMOXEHUN B
CTEPUNbLHON BOAE WAW CTEPUIbHOM (DM3MONOTMYECKOM pacTBOpe, HaXMuTe
KHOMKY HY/Ns Ha aKpaHe MOHMUTOpa BY .

MPUMEYAHWE. W3pgenne oOCHalLleHO anroputMom,
FOTOBHOCTb JaTynka K 0OHYNEHUIO.

KOTOpbIA onpegenset
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Zero Sensor

->0< -

1. Keep sensor tip wet during
entire zeroing process
(see sensor instructions)

2. Hold sensor still. Press to zero.

Ready to Zero

Sensor not Zeroed O
. Zero button will NOT be available if sensor is moving.
. Zero button will NOT be available if sensor is already
implanted.
> 0<- Zero Sensor

1. Keep sensor tip wetduring
entire zeroing process
(see sensor instructions)

2. Hold sensor still. Press to zero.

Not Ready

Sensor implented or not still

O

D: When sensor zeroing has been successful, the date and time will
be displayed on the screen:

Sensor not Zeroed
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O6HyneHne gatymka

1.MomecTnTe KOHUYNK Aatynka BU/
rOpU30oHTaNIbHO B Herny6okui
pesepByap CO CTEPW/IbHOI BOAON UK
un3.pacTBOPOM
( CM.MHCTKYL MO K
[aTtuunky)

2. NepxuTe gaTynk HENOL4BUXHO.
Haxmunte Ha kHonky "O"

[OTOBHOCTb AaTuyuka K

06HYy1EeHUI0

» Ecnu gatymk nepemeluaeTcsi, KHonka Hyna 6yget HEAOCTYMHA.
* Ecnv gaTyuk y>ke MMNaaHTUpOBaH, KHonka Hyns 6yget HEAQOCTY THA.

JaTtyuk He
06HYyNeH

AQ A O6HyneHn paTtymnka
1 MomecTute KOHYMK gatumka BY
ropu30oHTasIbHO B HErny6okui
pe3epByap CO CTepWU/IbHOWN BOAOW UK
u13.pacTBOpom

(CH. MHCTPYKUMIO K JaTuyuky)

2. lepXxnTe AaTymK HENOABUXHO.
Haxmunte Ha KHonKy “0*

HepocTtynHo
[JaTunk nmnnaHTMpoBaH umm
nepemeuiaeTcs

[aTunk He oGHyneH

D: Mocne 06HyNneHUs gatymnka Ha aKpaHe oTobpas3aTca gara u Bpems.
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mrQ<r Zero Sensor -N0 <- O6HyneHve gaTuunka

1 Keep sensor tip Wet during 2. Hold sensor still Press to 0 KOHUMK faTuynka BY 2. lepXuTe faTtymK HENOABUXHO.
rOpu30oHTasibHO B Herny6okunii pesepsyap Haxmute Ha KHonky "O"

CO CTepUIbHON BOAOW UAN (IN3.pacTBOPO»>
(CM. MHCTPYKLUMIO K JaTunky)

entire zeroing process
(see sensor instructions)

OGHyneHue faTumka
BbIMOJTHEHO

Zeroing Successful

Sensor Zeroed
8/8/2018
01:35:36

LaTunk o6HyneH
8/8/2Q18
01:35:36

E: To confirm the Mean ICP value is zero, return to the ICP

Waveform Screen. If necessary, repeat the zeroing steps. E: YTo6bl MPOBEPUTb, UYTO CPefHee 3HauyeHMe BUJ, paBHO HY/O, BEPHUTECH HA

aKpaH curHana BU/. Mpun Heo6Xo4MMOCTH MOBTOPUTE Npoue 06HYneHus.
F: While maintaining sterile technique, disconnect the ICP Sensor P A-Tip A P POUCAYPY Y

from the ICP Extension Cable before implantation and after
zeroing. Follow the implantation steps listed in the Instructions for
Use packaged with the ICP Sensor.

F: OG6HynMB AaTyuMK, Mepea MMNNaHTauuen OTKAUYMTE aatumk BY ot
YONVUHUTENBHOTO Kabens, cobnofas CTepUbHOCTb. BbinonHWTe npouegypy
UMNNaHTaLmMn, NPpUBELEHHY0 B MHCTPYKLMKU NO UCNOMb30BAHUID M3 KOMMJIEKTA
noctaeku gatymka BY.

5. MogknoyeHne gatumka BY/ nocne umnnaHTaumm.
Mocne 06HYNEHNSA U XMPYPr1MYecKon mmnnaHtTaumm gatumka BY/ nogknioumte
ero K yanumHutenbHomy kabento BY/, BbiBeeHHOMY CO0KY MOHMTOpa BY/,.

5. Reconnecting an ICP Sensor after Implantation.
After the ICP Sensor has been zeroed and surgically implanted,
reconnect sensor to the ICP Extension Cable on the side of the ICP

Monitor. MPUMEYAHUE. [aTuMK MOXHO MNOAKIOYUTb K MOGOMY MOHUTOPY AN

U3MepeHnsa  BHyTpuyepenHoro AaaeneHns  CereLink®.  Heobsa3atenbHo
MOAKN0YATb TOT )Xe MOHUTOP, YTO MCNOMb30BAsCA A8 06HyneHus. Ecnm gatumnk
MOAKNIOYAKTCA K HOBOMY MOHWUTOPY, PeTPOCMEKTUBHbIE [aHHble AUHAMUKK
nepefaHbl He 6yayT.

NOTE: The sensor can be reconnected to any CereLink® ICP
Monitor. It is not required to use the same monitor used for the
zeroing process. Historic trend data will not be transferred if the
sensor is connected to a new CereLink® device.
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Existing Sensor Data.

Data from two different sensors cannot be stored on the same
monitor. Prior sensor data MUST be deleted before using a new
sensor. When a new ICP Sensor is detected, the device will:

1. Confirm deletion of data.
OR
2. Recommend disconnecting sensor to prevent data loss.

NOTE: Ifthe sensor is disconnected, monitoring will NOT resume
until the previous sensor is reconnected, or the stored data is
downloaded through the USB

Taking a “Screen Shot”.

'To save an image displayed on the ICP Monitor screen, press
the Screen Shot button. Up to 50 images (10 for each main screen)
can be stored at the same time. After 10 images, ofthe same screen
type, the oldest image in memory will be overwritten. Images can
be downloaded to a USB memory drive via the Data Download
option on the Home menu.

Using Data M arkers.

'J Use the Data Marker button on right side of the screen to
identify and save in memory special events in real time. For
example, use the Data Marker before and after patient transport.
administration of medication, change in dosage, or any other
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CyLLECTBYHOLLHE JaHHbIe AaTUNKa.

Ha ogHOM MOHUTOPe HeNb3s XPaHUTb AaHHbIe 4BYX pa3/inuHbIX AaTUMKOB. MNepes
NCcnonb3oBaHMEM HOBOro faTyumka Heob6xoaumo OBA3ATE/NIbBHO ypanutb
fJaHHble NpefblgyLlero.

Mpyn o06HapyXeHWW HOBOro pfaTtyumka BY[ wusgenve BbINOAHUT chnegyrolne
nencTBmS:

1 TlpefnoXxuT NOATBEPAUTL YaaneHue faHHbIX.

Zny

2. MNMopekomeHA>'eT OTKNOYNTL AATUYMK, YTOObI NPefoTBPaTUTL NOTEPIO AaHHbIX.
MPUMEYAHWME. Ecnn gaTyumk OTKKOYEH, OTCIeXnBaHMe curHana BU/ 6yaeT
MPNOCTAHOB/IEHO po Ttex nop, noka npeabliaywiuii gatumk He OyaeT
MOBTOPHO MOAK/IHOYEH WM NOKA COXPaHEHHble faHHble He OyAyT 3arpyXeHbl
yepe3s USB.

[MonyyeHne cHUMKa 3KpaHa.

UToObl COXpaHWUTb M300paXKkeHue, MOKa3biBaEMOE Ha 3KpaHe MOHMTOpa
BY/, HaXXMuUTe KHOMNKY « CHUMOK 3KpaHa». B namaTn usgenns MoXXHO XpaHUTb
MakcMmMym 50 nsobpaxeHnii (no 10 4ns Kax[oro 0CHOBHOro akpaHa). Mocne 10
N306paXKeHUt cnefyrollne CHUMKM TOr0 XKe 3KpaHa 6yayT 3aMeHsiTb cTapble
n3obpaxkeHns. M3o06paxeHns MOXHO 3arpy3mts Ha USB-Hakonutenb c
NOMOLLbI0O MYHKTa «3arpyska faHHbIX» B INTaBHOM MEHH0.

Mcnonb3oBaHWe OTMETOK AaHHbIX.

YT06bI B peasbHOM BpeMeHW OTMETWUTb U COXPaHUTb B NaMATW U3[enns
KOHKPETHOe cOObITME, HAXXMUTE KHOMKY «OTMeTKa [aHHbIX» B NpaBOil 4acTu
9KpaHa. Hanpumep, OTMeTKY [AaHHbIX MOXHO MNOCTaBUTb [O W nocne
rPaHCrnopTMPOBKN NauuneHTa, npuema nekapcTs, U3MEHEHUS LO3UPOBKM U UHbIX
BO3AENCTBUIA 1 npouesyp- MNpn KaX40M HaXaTUM Ha KHOMKY «OTMeTKa faHHbIX»
Ha 9KpaHe O6ygeT oT06paxarbCa YHWKanbHbIn Homep (0T 1 po  99),
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interventions or procedures. Every time the Data Marker button is
selected, a unique number (1-99) will be displayed on the screen to
identify the event marker. Log this number on the patient histoiy'
file along with the event information. The Mean ICP Trend Screen
will display all event markers on a pop-up screen at the time the
data was tagged. The pop-up screen will read “Data Marker #X,
Set in trend screen”. After 99 stored events, the data marker counter
will reset to one. The Data Marker ID is linked to the mean ICP
trend data and can be downloaded via USB.

Data Download.

V' -5 The device can store the following data:

. The last 24 hours of the ICP waveform (100 samples per
second)

. Last 14 days of mean ICP values (1 sample every 10
seconds)

. Last 14 days of physiological alarm conditions

. Last 14 days of event markers

. 50 screen shots

Data will be overwritten once the memory capacity has been
reached, starting from the oldest data point. A warning will be
displayed prior to overwriting data except for ICP waveform. The
ICP waveform will be replaced every 24 hours. Make sure to
download waveform information as frequently as necessary.
Stored data will not be lost if the sensor is disconnected or the
monitor is powered down.

To Download Data:

I. Insert a digital memory device into the USB port on the right
side of the monitor.

USB device should meet the following specifications:
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NOEHTUDUUNPYIOLWLINIA OTMETKY COObITUA. 3anuwinTe 3TO YMCNO (ailn ucTopun
60n1e3HM NaLMeHTa BMeCTe C MH(hOpMaLnein o cobbITU. B MOMEHT, KOrja AaHHble
OblIM NMOMeYeHbl, Ha 3KpaHe [AWHaAMWKW cpefHero BU/[ BO BCN/biBaKOLLEM
co06LeHNN 0ToOpasATCs BCE OTMETKMN COObITUIA. BO BCMNbIBalOLLEM COOOLLEHNN
oygneT HanucaHo: «OTMeTKa faHHbIX #X Ha 3KpaHe fguHaMuku». [lMocne 99
COXPaHEHHbIX COObITUA CYETUMK OTMETOK O6yaeT cOpolweH K eanHuULe.
NaoeHTU(KaTop OTMETKM AaHHbIX CBSi3aH C JaHHbIMW AMHaMUKK cpegHero BY/,
N MOXET BbITb 3arpyxeH yepes USB.

3arpyska flaHHbIX.

B N3penne MOXeT XpaHUTb CneayoLLne faHHble:

» CurHan BY/ 3a nocnegHue 24 yaca (100 BbIGOPOK B CEKYHAY).

» 3HauyeHus cpegHero BY/[ 3a nocnegHue 14 aHeir (1 Touka Ha Kaxable 10
CeKyHp).

* Ycnosus hn3nonormyecko Tpesorn 3a nocnefgHue 14 gHei.

* OTMeTKM co6bITWIA 3a nocnegHue 14 gHen.

* 50 CHUMKOB 3KpaHa.

Mocne 3ano/IHEHNA NaMATU faHHble OyAyT rnepe3anncbiBaTbCs, HAYMHasA C CaMOWA
CTapoil TOUYKM faHHbIX. Mepes nepe3anncbio JaHHbIX (38 UCKNOYEHMEM CUTHaNa
BY/) nosasuTca npepynpexpaeHuve. CurHan BU 6yaeT nepesanucbiBaTbCs
Kaxable 24 yaca. He 3abbiBaiiTe 3arpyartb MHPOPMAaLUIO O CUTHaNe TaK 4acTo,
Kak 3T0 HeobxoguMmo. Ecnu patuymk OTKIHOYEH WU BbIK/IKOYEH MOHMUTOP,
COXpaHeHHble faHHble He OYAYT yTpayeHbl.

331py3Ka faHHbIX:
1. BcTaBbTe UM(poBOe 3anoMuHaroLee nigenve B nopt USB Ha npaBoi naHenun
MOHUTOpA.

USB-u3genvie AO/MKHO COOTBETCTBOBATL CEA>IOWMM XapaKTepucTuKam:

* USB 2.0,

* eMKOCTb 0T 8 40 32 b,
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USB 2.0

8 to 32 GB capacity

FAT32 format

2. Select the data to download from the options available in the
Data Download menu found in the Home Screen. The data will be
downloaded to the memory device and a confirmation screen will
appear when the data transfer is complete. Data is saved as a text
file.

Using USB-t0-RS232 Adapter cable.
1. Use the included CD to install the converter’s drivers.

WARNING: to prevent installation errors, do not plug in the
hardware until you have already installed the drivers.

2. Connect the converter’s USB port to a USB port on your
computer or USB hub. When the installation is complete the
converter will appear in Windows Device Manager as an additional
COM port.

Most of the time a DB9 male will be a DTE. A DB9 female will
usually be a DCE. A DTE device is “Data Terminal Equipment”.
This includes computers, PECs, and most devices that are not used
to extend communications. Think “Computer” for DTE.

A DCE device is “Data Communications Equipment”. This
includes modems and other devices that extend communications,
like RS-422, RS-485, fiber optic converters or radio modems. The
Modem for DCE.

If both devices have a DB9 male you will need a crossover cable.
If both devices are DB9 female you will need a crossover cable.
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» hopmar pasfena — FAT32.

2. BblbepuTe faHHble gns 3arpy3ku M3 BapnmaHTOB B MEHI0 «3arpyska faHHbIX»
Ha rnaBHOM 3KpaHe. [laHHble O6YAyT 3anucaHbl Ha 3anoMUHaloLLEe W3[esnue,
nocne 4ero NOABUTCA 3KpaH MNOATBEPXKAEHWUA. [laHHble COXpaHATCA B BUAE
TEKCTOBOrO (paiina.

Mcnonb3oBaHue Komn.lekta USB-aganTepa:

1. ins yCTaHOBKU [ApaiiBepoB KOHBepTepa Mcnonb3yiite CD-gucK, uayuinii B
KOMMJIEKTe.

MPEAYMNPEXAEHWE: uTo6bl M36exaTb OWMOOK YCTAaHOBKKU, He BKAKOYaiiTe
MeAMLUHCKOE MU3fenune [0 3aBepLueHuns npoiecca yCTaHOBKY [paiBepos.

2. Moakntounte USB-nopt KoHHekTOopa K USB-nopty Ha Bawem kKomnbloTepe
nnn USB-xabe. Korpa yctaHoBKa 6yfeT 3aBeplleHa, KOHHEKTOpP MOSBUTCA B
aucnetuepe yctpoiicts Windows Kak gononHutensHbli COM-port.

Bonbwyt YacTb BpemMeHM pasbem Tuna «nana» DBY 6yaeT oTo6paxarbcs Kak
nsgenne DTE, a pasbem Tuna «mama» DB9 - o06bl4HO Kak usgenue DCE.
N3penne DTE - ato0 «Data Terminal Equipment» (TepmuHanbHoe
obopypoBaHue). OHO BK/OYaeT B CebA KOMMbKOTEPbl, MNPOrpaMMupyemble
NOTNYecKne KOHTPONEPb! U 60NbLUNHCTBO U3eNNe, KOTOPbIe He KCMOo/b3YTCA
NS paclwmnpeHuns ceasn. CunTainTe, UTO «KOMNbOTEP» ABNAeTCA n3genvem DTE.

M3genne DCE xe - 3to “Data Communications Equipment" (O6opypaoBaHue
nepefayn faHHbiX). OHO BKIOYaeT B cebs MOAeMbl U Apyrue wn3genus Lns
pacwupeHusa cBAsu, Hanpumep RS-422, RS-485, BOMOKOHHO-OMTUYECKMe
npeobpasoBartenn uan pagnomogemol. Mogem ssnsetcs nsgenvem DCE.
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When one device is female and one device is male, use a straight-
through cable.

3. Loopback Test.

Loopback pins 2 and 3. Using Hyper Terminal or similar program,
connect to the COM part. Set the desired baud rate. Ensure that
Hyper Terminal local echo is OFF. Transmit data. If the same
character string is returned, the test is good.

Transporting the Patient - Batterv’ Power.

CAUTION: The ICP Monitor is protected against ingress of
dripping fluids when tilted up to 15 degrees from its upright
position. However, the fluid ingress protection may be
compromised when not positioned upright, for example if
transporting while on the patient bed. Always ensure that the
cooling vents are unblocked and kept away from fluid sources.

The ICP Monitor includes a rechargeable lithium-ion battery, that
supplies power to the ICP Monitor for at least 3 hours when the
battery is fully charged. It is recommended to leave the ICP
Monitor connected to a power supply during routine use. The
batter)' should only be used for short periods oftime when a power
supply is not available, e.g., during patient transport.

Ecnn 06a n3gennsa nvetoT pasbem DB9, Bam noTpebyeTcs nepekpecTHbIV kabenb.
Ecnun ogHO m3genne nmeeT BUNKY, a APYroe - PO3eTKY, UCMONb3YyNTe 06bIYHbIN
npsAMon Kabesb.

3. KonbueBas nposepkKa.

3aKonbuUyiTe KOHTakTbl 2 1 3. Wcnonb3ysa Hyper Terminal nnn aHanornyHyio
nporpammy, nogknountecb K COM-nopTy. YCTaHOBUTE >Xe/laeMyt CKOPOCTb
nepegayn fpaHHblX B 6ofax. Y6eauTecb, 4YTO JIOKaNbHbIX 3X0-KOHTPONb B
nporpamme Hyper Terminal HaxoguTcAd B  BbIK/IHOYEHHOM  TMOJIOXKEHUMN.
CoBeplwinte nepegayy faHHbIX. Ecnum  nocnefoBaTteflbHOCTb  CUMBOJIOM
COXpaHseTCcs, NpoBepKa NpolijeHa yCneLHo.

TpaHcnopTUpoBKa nmauueHTa. MuTaHue oT 6GaTapen

BHUMAHWE: MoHuTop BY/ 3awmniiedH oT NPOHUKHOBEHUA Kanesb XXUAKOCTU
npu HaknoHe fo 15 rpagycoB OT BEPTMKANLHOTO nofoXeHns. Of4HaKo 3aLimMTa oT
MPOHWKHOBEHUA >XWUAKOCTU MOXET OblTb He cpaboTaTb, ecnv WU3fenve He B
BEPTUKAIbHOM TMOJIOXKEHUW, HanpuMmep, NpW TPaAHCMOPTUPOBKE Ha KpoBaTw
nauuneHta. Ob6a3aTeNIbHO NpoBepsAiTe, YUTOObI BEHTUNALUOHHbIE OTBEPCTUS ObINN
OTKPbITbl ¥ HAXOAWNNCb BAAN OT XXNAKOCTEN.

MouuTtop BY/[ noctaBnsetca ¢ NUTUA-UMOHHOW aKKyMynaTOpHONM 6Gatapeei
BHYTpU. Mpu NONHOW 3apsgkKe MOHUTOP MOXeT paboTaTb OT 3TON 6GaTapen B
TeyeHMe MWUHUMYM 3 4acoB. Bo BpemMA 06bIYHOFO UCNO/b30BaHMWA
PEKOMEeHAYeTCs 0CTaBNATb MOHUTOP BYJ, NOAKNHOUYEHHBIM K CMEHHOMY 6/10KYy
NUTaHWA NepeMeHHOro Toka. batapes 40/HKHa MCNONb30BaTbCA TONbKO B TeYeHMe
KOPOTKMX NEPUOAOB BPEMEHU, KOTrAa CMEHHbIN 610K NUTaHUS OTCYTCTBYeT, —
HanpuMep, BO BPeMS TPAHCNOPTMPOBKM NauMeHTa.

Attach the ICP Senser / NMogcoegnHeHue gatumka BU /[

To attach the Sensor to the Extension Cable and then connect the
Extension Cable to the Monitor, follow these steps:
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BbIiNONHUTE HUXeyKa3aHHble AEWCTBMS ANS NPUCOEAVHEHUS AaTuMka K
YANMHUTENbHOMY KaGento M MOoCneaylolero noAKMOYeHNs YANIMHUTENBHOTO
Kabens K MOHUTOPY:
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1. Pass the connector of the Sensor out of the sterile field and
connect it to the Extension Cable.

2. Align the Extension Cable connector to the front signal input
receptacle of the Monitor so that the “fin” ofthe strain relief points
forward.

CAUTION: DO NOT twist the connector, as this will damage the
pins

and may lead to product malfunction.

3. Firmly push the Extension Cable connector into the receptacle
until it locks into place.

Follow the instructions packaged with the Sensor for zeroing.
Discontinue Monitoring/Removing Extension Cable.

1. To disconnect the Extension Cable from the Monitor, grasp the
connector housing and gently pull backwards toward the strain
reliefto release the mechanical lock. The Extension Cable should
pull out of the connector freely.

2. Disconnect the Extension Cable from the Sensor.

3. Explant the Sensor from the patient.

4. Clean Cable (refer Cleaning and sterilization section)

1. V3BnekuTe COEAMHWUTENbHYK 4YacTb faTuMka M3 CTepU/IbHOrO nons u
NOAKNOYNTE ero K yaIMHUTeIbHOMY Kabento.

2. COBMECTUTE YANUHUTENbHbIV Kabenb ¢ NepeHUM FHe30M BXOAHOr0 CMrHana
MOHUTOPA TaK, YTo6bl «pe6po» 3NAaCTUUYHON MY(Thbl 6bINO HANPaBEHO Brepes.

NMPEAYNPEXAEHWE: 3AMNPELWAETCHA noopaunBaTb Kabenu, NOCKO/bKY
3TO MOXEeT NOBPeAUTb KOHTaKTbl U NPUBECTN K HEUCMPABHOCTU U3LENUS.

Mpu  06GHYNEHUU PYKOBOACTBYWTECH MHCTPYKUMe No  3KcniyaTauuu,
MOCTaBNSAEMOVi B KOMMIEKTE C JaTUUKOM.

MpuocTaHOBKA MOHUTOPUHTA / OTCOEAMHEHNE YANUHUTENbHOTO Kabens.

1. YTo6bl OTCOEANHUTL YANUHUTENbHbIA Kabesb OT MOHUTOPA, BO3bMUTECH 3a
KOXYX COeAUHUTENIbHOT0 KOHLa W akKypaTHO MNOTAHUTEe Hasaj B CTOPOHY
aNaCTUYHOW  MYy(PTbl  ANA  OTKPbITUA  MeXaHW4YeckKonm  6I0KMPOBKMU.
Y LNMUHUTENbHbIN Kabenb J0MKeH CBO60AHO BbIATW U3 COEANHUTENBHOTO KOHLA.
2. OTCOeANHNTE YANNHUTENbHbIV Kabenb 0T faTumka.

3. M13BnekuTe fatuymnk 13 Tena naymeHTa.

4. OumnctuTe Kabenb (cM. pasgen «OUMUCTKa U CTEPUNN3aLUa»)

Patient Monitor Setup (if necessary) / lNogcoeanHeHne K NPUKPOBATHOMY MOHUTOPY (MO HEO6XO4MMOCTH)

WARNING: Refer to the external Patient Monitor Instructions for

Use before connecting ICP Monitor. Make sure the external
monitor pressure input is compatible with CereLink® ICP Monitor
output.
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MPEAYNMPEXOEHWE. Mepen nogknovyeHmem MoHutopa BY/[ komnaHum cwm.
NHCTPYKUMIO MO MCMO/MIb30BaHMIO MPUKPOBATHONO MOHMUTOPa NauueHTa. Bxofg
[AaHHbIX o [aBfieHMN MPUKPOBATHOrO MOHWUTOPa LO/MKEH O6biTb COBMECTUM C
BbIX040M MOHUTOpa CereLink®.
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WARNING: The ICP Monitor provides a blue output connector
that allows connectivity to an external Patient Monitor.

Use the appropriate Interface Cable manufactured by Integra to
connect to the patient monitor.

NOTE: The patient monitor calibration can be performed without
a sensor connected. In this case, after calibration, the CereLink®
ICP Monitor will transmit an ICP value of-50mmHg to the Patient
Monitor.

Connect Interface Cable.

NOTE: Connectors are push/pull. DO NOT twist.

a. Connector tab and arrows should face forward, in same direction
as the screen.

b. Push blue connector into blue port until you hear a click.

c. To remove cable, grab textured part of connector and pull away
from monitor.
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NPEAYNPEXAEHWE. Y moHuTopa BYJ, ecTb CUMHWIA BbIXOAHOW pasbem,
KOTOPbI/ NO3BONSAET NOAKOYATLCA K MPUKPOBATHOMY MOHUTOPY NauueHTa. Ans
MNOAK/IOYEHNA K MOHUTOPY MauueHTa WCMONb3ynWTe COOTBETCTBYHOLLNIA
COeLMHUTENbHBIN Kabenb NPOM3BOACTBA KOMNaHuK Integra.

MPUMEYAHWE. KanubpoBKy MPMKPOBATHOrO MOHWTOPA NauuMeHTa MOXHO
BbINOMIHATL 6e3 NOAKNOYEHHOr0 AaTymka. B aTom cnyyae nocne

Kanméposku MoHuTOop CereLink® 6yper nepefaBaTb Ha MOHUTOP nauueHTa
3Ha4veHue BY/[, paBHoe -50 MM pT. CT.

MoaknyeHne COeLUHUTENNIBHOTO Kabens.

Connect - coefnHeHne
Remove - oTcoefnHeHue

MPNMMEYAHWE. Ka6benn B  pasbembl  BcTaBndwTca  npamo. HE
MOBOPAUMNBAWTE ux.

A. CTpenku n pasbem A0MKHbI GbiTb HanpaBieHbl BNeped, napanienbHo aKpaHy
MOHMTOpA.

b. BCTaBbTe CUHMWI1 pa3beM B CUHEE THE3/0 [0 LenyKa.

c. UTo6bl AocTaTb KabGenb, BO3bMUTECh 3a PefbeHYl 4acTb pasbeMa U
BbITALLUTE €r0 M3 MOHUTOpA.
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Select Patient Monitor Setup.

Once the External Patient Monitor is recognized by the ICP
Monitor, the “Patient Monitor Setup” option will be available in
the Home Screen.

NOTE: You can access the Patient Monitor Setup menu by
selecting the Home button from any of the main screens.

Start Calibration Process.
a. Start the calibration process by selecting the “0” button on the

CereLink® ICP Monitor, as provided below. The monitor will send
a OmmHg signal to the External Monitor.

xB Patient Monitor Setup

1. Press zero button below to i -i.s”ptiondl: Press each
send zero signal. N Hbration signal hutton =

j On h-~PM:t;tnt wrr.ii
Pi di*

b. Zero the pressure input on the External Patient Monitor.

¢. Wait until the External Patient Monitor displays “OmmHg”.
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Bbi6Op NyHKTa MeHO «MOHUTOpP NaumeHTa.

Korga npuvKpoBaTHbI MOHUTOP MauneHTa 6yfeT pacrno3HaH MoHuTopom BYU,
Ha rNaBHOM 3KpaHe OTKPOETCHA NMYHKT « MOHMTOP nauumeHTa.

MPUMEYAHWE. YT06bI OTKPbLITh MEHIO «MOHUTOP MaLneHTa», MOXHO HaXxaTtb
KHOMNKY «[ 1aBHbIA 3KpaH» Ha 1l060M 13 OCHOBHbIX 3KPaHOB.

Hayano Kanu6poBKM.

a. 3anycTuTe KannmbpoBKYy: HaXXMUTe KHONKY «O» Ha MoHUTOpe CereLink®, kak
MoKas3aHO HMXe. YCTPOWCTBO OTMNpaBUT curHan O MM PT. CT. Ha BHELHWN
MOHUTOP.

HacTpoiika BHELWHEro MoOHMTOpA

3. CNOMOLLbI0 KHOMOK HUXe NMOATBEPAMUTE

1 3anycTuTe KanmMbpoBKYy: HaXHNTE NpaBW/bHOCTb KaNMBPOBKU BHELLHETO
KHOMKy *0* MOHWTOpA MaLyueHTa.

2. O6HyNMTe BXO4HOE AaBMeHNe Ha
BHELLHEM MOHWTOpPE NauueHTa.
HaxXmuTe KHOMKY HUXe, YTOobbI
NPOAO/KUT.

O

b. O6HYNMTe BXOAHOE JaBNeHne Ha MPUKPOBAaTHOM MOHUTOpE MauueHTa.

c. MopoxauTe, NoKa Ha NPUKPOBATHOM MOHMTOpPE NauueHTa He 0ToGpasuTCs
3HauyeHue «0 MM pT. CT.».

UTo6bl MPOAOMKUTL MPOLECC CUHXPOHM3ALWMW, BEPHIICCb K MOHUTOPY
CereLink® M HaXXMUTe CTPeNKY, KaK YKazaHo HUXE:
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Return to the Codman CereLink® ICP Monitor and press the

arrow to continue the synchronization process, as provided .
below: HacTpoilka BHELWHEro MOHUTOpPA

3. C NOMOLLH0 KHOMOK HWKe MOATBEPAUTE

Pati e nt M O n ito r Setu p | 3anycTtute Kal'll/lﬁpOBKy: HaXMuUTe npaBuUNbHOCTb KaJ'II/I6poBKVI BHELUHero

KHonky "0 MOHMTOpPA NauueHTa.

2 O6HynMTe BXOAHOE faBneHne Ha
BHELUHeli MOHUTOPe NaLueHTa.
Ha)KHUTe KHOMKY HUXe, YTOObI
NPOACHKNTD.

C MOVIOLLBHO MpeaioXeHHbIX KannopoBoYHbIX curHanos (O, 20 n 100 mm pT. CT.)
Use the available calibration signals (0, 20 and I00OmmHg) on the Ha moHuTOope BY/[ noaTBepAnTe MpaBUbHOCTL KanmbpoBKM M MacwTaba
ICP Monitor to confirm the correct calibration and scaling of the BHewWwHero NpUKPoOBaTHOro MOHMUTOPA:
External Bedside Monitor:
HacTpoiika BHEWHeEro MoHMTOpa

Patient Monitor Setup
1 3anycTuTe KaMOPOBKY: HAXMUTE

3. Optional: Press each KHOMKy"0*
calibration signal button below.

2. OBbHynWTe BXOAHOE faB/ieHne Ha
BHELLIHEM MOHWTOpE NaLyeHTa
HaKmmTe KHODKY Hibke, YTo0bI
MPOLOMKUTB.
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Refer to the Instructions for Use of the External Bedside Monitor YTto6bl onTUMW3NPOBaTb KaniWBPOBKY, CM. WHCTPYKLMIO MO WCMONb30BaHUIO
to optimize the calibration. BHELLUHEro NpMKpPOBaTHOro MOHMTOPA.

User Interface screens / lNosib3oBaTesibCKMe aKpaHbl CUCTEMBbI

ICP Waveform Screen (default screen): 3KpaH curHana BU/ (skpaH Mo ymoivaHuio)
A >1
B . 2 5 \-0
94lY amaat 8HA
c
D hN
E -
-M
I-L
. a J ‘ra
(b ® ® d) (i) ([

Mean ICP Status and Numeric Displays:
CocTtosHMe cpegHero BY/ v uncnosblie nokasaTenu:

ICP Sensor connected, zeroed, and acquiring data in

millimeters of mercury (mmHg). ICP value will flash if alarming. Aaruvk  BUJ  nogknioueH, OGHYneH W NOAYYaeT AaHHbie B

MUNNMMeETPax PTyTHOro cron6a (Mm pt. cT., unn mmHg). B cnydae Tpesoru

3HauyeHne BY[ 6yaet muratb.
ICP value will flash if alarming. ICP Sensor connected,

but not zeroed.
Oatunk BU nogKnoYeH, HO He OGHYNEH.

ICP Sensor not connected.
Hdatunk BU/, He nogKnOYeH.

(8) Alarm Threshold Indicators and Alarm Status:
VIHAMKaTOPbl NOPOra TPEBOM U COCTOSIHWE CUTHANa TPEBOTU:
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HIGH/LOW alarm thresholds and current mean ICP
indicator (triangle). Mean ICP Indicator will flash if alarming.

Alarm ON. Alarm will sound ifthe mean ICP value exceeds
the alarm threshold.

Alarm OFF. Alarm will NOT sound if the mean ICP value
exceeds the alarm threshold.

@ Dashed Lines in Graph:

Alarm threshold value.
@ ICP Waveform

© ICP Waveform Scale Adjustment:

Press the button to cycle through the available ICP
amplitude scales (0 to 30, 0to 50, 0 to 100,0 to 150, -50 to 50. -10
to 20).

© Current Time and Date
© TTiime and Date the Sensor was Previously Zeroed

© Sensor ID: Available when a sensor is connected or when there
is data stored in the device. Provides a unique number to identify
the data.
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MI'Ioporvl BbIC. n HWM3K. curHana TpeBOrn M MWHAMKATOP TeK>TEro
cpegHero BU (TpeyronbHuk). B cnyyae TpeBOruM mHAauKatop cpegHero BYn
o6yneTt muratb.

CurHan tpesorn BK/TKOYEH. Ecnn cpegHee BY/[, npeBbiCUT 3afaHHbIN
nopor, 3a3By4YuT CUTHaN TPEBOTN.

CurHan TpeBoru BbIK/TKOYEH. Eenn cpegHee BU /[, npeBbICUT 3afjaHHbIi
nopor, curHan tpesorn HE 3A3BYYUT.

@ MYHKTUPHbIE TMHUK Ha TpaduKe:

[MoporoBoe 3HayYeHWe Ans cUrHana Tpesoru.
© Curnan BY/

© Perynunposka wkansl curHana BU/:

3Ta KHOMKa Nno3BO/IAeT nepekntoyars Wwkansl amnantyg BY (ot 0 go 30,
oT 0 o 50, ot 0 go 100, ot 0 go 150, oT -50 Ao 50, ot -10 go 20).

@ TekyLiune Bpemsa n gara
© Bpemsa v gata nocnegHero obHyneHus gatynka

A® ID patuuka: nosBnseTcs, Korha 4aTuvK NMOAK/OYEH UM KOrAa B yCTPOMCTBe
ecTb COXPaHEeHHbIE JaHHble. OTobOpaxaeT  YHWKa/bHbI HoMep,
NAEHTUPULUPYIOLWNIA faHHbIE.
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Patient Bedside Monitor Indicator:
Bedside Monitor NOT detected.

(™0 Bedside Monitor Detected. Symbol flashes when monitor is
not calibrated.

0 ) External Power Status Indicator;
AC power NOT detected.

E | AC power present and charging the battery.
(ITi : .
Battery Status (Level) Indicator:

E L Battery level full.
S 3 Battery level low, 40% remaining.

E 9 Battery level low, 20% remaining. A warning will be
displayed when 15 minutes of battery life remains.

Battery level critical. Charge immediately. If power is
disconnected the device may shut down.

Screen Toggle Button:

Access to trend, boxplot and histogram screens.

Screen Shot Button:

LU
] Screen Images will be stored in memory and can be
downloaded to a USB stick.

Data Marker Button:
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Cl) NHamKaTop NPUKPOBATHOI0 MOHUTOpPA NauueHTa:
N B TpukpoBaTHbli MOHMTOP HE 06Hapy»eH.

(L3 MpurKpoBaTHbI MOHUTOP OGHapyXeH. Ecnn MOHUTOP He 0TKanMbpoBaH,
3TOT CMMBOJ1 MUTaeT.

0 ) VHAvKaTop BHELWHErO MUTaHUA:
BllnuTtaHue oT ceT nepemMeHHOro Toka HE o6Hapy»xeHo.

BlnuTaHMe OT CETM NEPEMEHHONO TOKa €CTb, UAET 3apsfKa 6aTapeu

€ ) WMuaunkatop 6atapen (ypoBeHb 3apsaga):
YpoBeHb 3apsiga 6aTapen MakCMMasbHbIA.
S 3 YpoBeHb 3apaga 6atapen HU3KKIA, ocTanoch 40%.

E3YpoBeHb 3apaga 6atapen HU3KWiA, octanock 20%. Korga octaHetcs 15
MUHYT paboTbl OT 6aTapen, NOABUTCA NpeaynpexaeHue.

YpoBeHb 3apsiga 6aTtapen oueHb HU3KKUIA. HeMeaneHHO 3apsaauTe GaTapeto.
Ecnu NUTaHUs OT CETU HET, U3[eNIMe MOXET OTK/IOUNTHLCS.

KHonkKa nepeknoyeHuna skpaHa:

OTKpbIBAET 3KpaHbl AUHAMUKM, TUCTOrpaMMbl U KOPOGYATOIA AnarpamMmmbil.

KHoMKa CHMMKa 3KpaHa:

CHVMKM 3KpaHa COXpaHATCS B MamaTi 1 MOTYT GbITb 3arpy»eHbl Ha USB-
HaKOMUTE b.

®"KHONKa OTMETKU [aHHbIX:
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I-u Mark special events on the trend screen. Refer to Using Data EfOTmeqaeT Ha 3KpaHe [AWHaMUKU KOHKpeTHble cobbiTuA. TMoApo6HbIe

Markers section for more information. CBefleHuns CM. B pasfefie «/cnonb3oBaHne OTMETOK AaHHbIX».
Home Button: KHomnkKa rnaBHoro akpaHa,
W, Refer to Home Screen section for more information. Moapo6Hble CBeLEHUA CM. B pasfene «I naBHbI 3KpaH».

OKpaH gMHamMunKu cpegHero BU
Mean ICP Trend Screen;

Ha akpaHe guHamuku cpegHero BU/ oTobpaxatoTcs cpefiHMe 3HaveHns BY/ 3a
The ICP Trend Screen displays the historic mean ICP values over HekoTopblii nepuoa BpemeHW. Kpome TOro, Ha 3kpaHe MNoKa3blBaeTca fA03a
a period of time. Additionally, the Pressure Time Dose (PTD) is «Bpemsi — paeneHue» (PTD). PTD — cnoco6 KONMYECTBEHHOW OLEHKK
also presented on this screen. PTD is a measure to quantify the Harpysku, nonyyeHHoi 3a Bpems, noka BY/, npeBbilwano 3agaHHblin nopor. PTD
burden and time spent above an ICP threshold. PTD represents the npeacTaBnseT co6oil nnowaabs No4 KPUBOWA BbMMne 3afaHHOrO Mo/b30BaTeNeM
area under the curve above a user-defined threshold within the noporaB npegenax oTo6pakaeMoro nepnoga BpeMeHun (yCTaHOBKa 3HaYeHUn ansa
displayed time frame (refer to Analysis Threshold Setup Screen BepXxHero un HMXHEro Nnopora onNucbIBaeTcs B pasaene «KpaH HACTPOWKK nopora
section for information on how to set the two available thresholds). aHanusa»). Hanpumep, Ha pucyHKe HvXe BbiGpaHbl jBa MOPOra; «22 MM pT. CT.»
For example, in the graphic below, the two thresholds selected are 1 «15 MM pT. CT.».

“22 mmHg” and “15 mmHg”.
Areoi Calculation 2 5

TREND ! -©
A 3 P AY
o e K3LLI - et
) EB
10:51 am ' SensoflO:!
04/03/2018 , Zero«l; MM/DDrtY «
© (D
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KHonka «[uHamnKa / kopobyaTtas guarpamma:

Ca) Trend/Boxplot button: o
MepekntoyeHne Mexay pexumamum AUHAMUKU U KopobyaToi

Toggle between trend and boxpiot view. auarpammebl.
® PTD Thresholds: ©Moporun PTD:
Dashed lines represent PTD thresholds. MYHKTUPHbIE IMHUKN NpeacTaBNsAoT coboli noporn PTD.
ICP Trend Scale Adjustment: APerynmpoBka LWKanbl guHamukn BU/:

Press the button to cycle through the available ICP wJBi 3Ta KHONKa No3BonseT nepekntoyaTth WKansl amnantys BU (ot 0 go 30,
amplitude scales (0 to 30, 0to 50, 0 to 100, 0 to 150, -50 to 50, -10 o1 0 go 50, ot 0 go 100, o1 0 go 150, o1 -50 go 50, oT -10 go 20).
to 20).

AOCTpenka AMHAMUKWN CUTHana: B/IEBO

Waveform Trend Arrow: Left: HaxaTue Ha CTpenky no3BoNseT NepeMeLLaThes no AaHHbIM JUHAMUKM.

A Press arrow to navigate trend data.

Data Markers: ANDOTMETKMN [LaHHbIX:

V Icon marks the point in time special events occurred. Referto ¥ Takoii 3Ha4oK OTMeYaeT MOMEHT BpeMeHW, B KOTOPbIA MpPOM30LI/IO0
Using Data Markers section for more information. KOHKpeTHoe cobbiTe. MogpobHble cBefeHMA cM. B pasgene «lcnonb3oBaHue
OTMETOK AaHHbIX».

‘Lx Trend Time Label:

MeTKa BpeMeHU Ha rpamke JUHAMUKN:
Time axis corresponding to the time the trend data was

acquired. B 9 MeTka Ha ocu, COOTBETCTBYHOLWAA BpPeMeHW, Korga Oblin nosydeHsbl
[JaHHble ANHAMUKN.

Timescale unit of measure:

EgvHuua namepeHns ons macwtaba BpeMeHU:
m H | Amount of time between two grid line divisions.
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(H) Waveform Trend Arrow: Right:
A Press arrow to navigate trend data.

Timescale button:
Press the button to cycle through the available time scales (3
hr, 12 hr, 24 hr, 48 hr, 6 days).
Trend Date Label:

fTime axis corresponding to the date the trend data was
acquired.

® ICP Trend Stats:
Section where the PTD calculations are displayed:

L PTD = Pressure Time Dose (mmHg * hours)
2. (xx) = Pressure Threshold at which PTD is calculated
(mmHg).

Mean ICP Boxplot Screen:

The ICP Boxplot Screen shows the same data from the mean ICP
trend screen, but as a graphical representation ofthe statistical data.
I'ne box plot graphic uses descriptive statistics to display the
distribution of the mean ICP data based on quartiles. The quartiles
split the data into four equal groups based on five key values:
minimum (0%), first quartile (25%), median (50%), third quartile
(75%), and maximum (100%). The minimum and maximum
represent the true extreme values in the data set. The median
represents the middle number of the data set, the first quartile is the
middle number between the minimum and the median and the third
quartile is the middle number between the maximum and the
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O 0 rp e 30KBpeMeHu, COOTBETCTBYHOLLNIA PAaCCTOSAHUIO MeXAY ABYMS TOUYKAMU
ocWw.

CTpenka jMHaMUKKN CUrHana: Bnpaso:

A ' Haxkatue Ha CTpesiky No3BOJSISET NepemeLlaTbes no AaHHbIM AUHAMUKMN.

AKHonKa macwTtaba BpeMeHu:

13T1a KHOMKa N03BO/ISET NepekntoYaTh MaclTab BpemMeHm (3 yaca, 12 4acos,
24 vaca, 48 yacos, 6 gHei).

MeTKa fjaTbl Ha rpagmke JUHAMUKK:

ANBM eTKa Ha 0CM, COOTBETCTBYOL|AsA AaTe, Koraa Gbinv Mofy4eHbl JaHHble
AVHAMUWKN,

® 1MokasaTenu guHamukn BYU/

Pasgen, rge otobpaxatoTca pacyeTHble 3HavyeHMa PTD: 1. PTD = go3a «Bpems
— [pasneHue» (MM pT. CT. * yacbl). 2. (XX) = nopor faBneHus, npu KOTOPOM
paccumtbiBaetca PTD (Mm pT. cT.).

3KpaH KopobuaToil gnarpammsbl cpegHero BY/:

Ha akpaHe kKopo6uyatoin guarpammbl BU/L oTo6paxatoTCsA Te e faHHble, 4TO U
Ha 3KpaHe AuMHaMuKuy cpefHero BU/, HO B BMAe CTAaTUCTMYECKUX JaHHbIX. Ha
Kopo6yaToi gmuarpaMmMe ¢ NOMOLLbIO ONMcaTeNIbHOM CTaTUCTUKM 0TO6paXKkaeTcs
pacnpegeneHve cpefHnx 3HadyeHnini BUY no ksapTunam. KeapTunu pasgenstoT
[JaHHbIe Ha YeTblpe paBHble TPYMMbl MO MATU KAKOYEBLIM 3HAYEHUAM: MUHUMYM
(0%), nepBbln KBapTUNb (25%), megnaHa (50%), TpeTuin kBapTunb (75%) n
makcumym (100%). MUHUMYM 1 MaKCUMYM — WCTUHHbIE KpailHWE 3Ha4YeHus B
Habope pJaHHbIX. MefunaHa npefacTaBnAeT cob6oil cpefHee yucno B Habope
AaHHbIX, NEepPBbIA KBapTWAb — CpeAHee MeXay MWHMMYMOM W MeAwnaHon, a
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median. Therefore, the box includes 50% of the data points around TpeTuii KBapTUIbL — CPEAHEE MeXAY MaKCUMYMOM U MeAnaHoii. TakuMm o6pasom,
the median point. Additionally, the mean value within each time npsamoyronbHuk Bknto4YaeT B ceb6s 50% TOYeK [AaHHbIX B OKPECTHOCTU

division is represented as green diamonds. MeAnaHHOM TOYKM. Kpome TOro, Ha KaXAoM BPEMEHHOM WHTepBasie 3e/1eHbIMU
The functionality ofthe Boxplot resembles that from the Mean ICP pom6amu npeAcTaBieHO cpefjHee 3HauyeHWe. PYHKLMOHANILHOCTL KOpo6GyaTtoin
Trend screen. AnarpamMmmbl MOX0XKa Ha TaKOBYIO 3KpaHa fuHaMuKu cpegHero BU/,.

Boxplot scheme:

CxeMa Kopoby4aToii guarpammsi:

Neximum »| m-... Makcnmym
3"Quartile

TpeTuii KBapTU/b
Median
ItQuartile Meanana

I MepBbIii bapTUNL
Minimum I
MuHUMyM

Mean ICP Histogram Screen:
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The ICP Histogram screen shows the distribution of mean ICP 3kpaH ructorpammbl cpegHero BU/:

values over a period of time. Additionally, the Time Above Ha askpaHe rucTorpaMmbl BYJ, oTo6paxkaeTcs pacnpegeneHne CpeaHux
Threshold is calculated. Time above threshold is the total time the 3HaueHnii BYJ 3a HekoTopblii nepuog BpemeHW. Kpome TOro, 3Aech

mean ICP has been above one of two user-defined thresholds paccumTbiBaeTCs BpeMs Bbille mopora. Bpems Bbille Mopora — KOMMYECTBO
within the selected timeframe (refer to Analysis Threshold Setup BpemeHu, B TeueHne KOTOPOro cpeaHee 3HaveHMe BY/ BbIXOAMNO0 3a rpaHuLbl
Screen section for information on how to set the thresholds). OfHO W3 [ABYX MO/b30BATE/IbCKMX MOPOroB B TeyeHWe BbIGPaHHOro nepmofa

BpemeHn (yCTaHOBKAa 3Ha4eHWi ANA NOPOroB onucbTaeTcs B pasgene «3IKpaH
HacTPOMKMN Nopora aHannsa).
NOTE: The same thresholds used for the PTD calculations in the

Mean ICP Trend Screen are used for the Time Above Threshold MPUMEYAHWE: gna pacyeTa BpeMeHM Bbille MOpOra MCMNOMb3YHTCA Te Xe

calculation. MOPOroBble 3HAYEHWS, YTO U AN pacyeToB PTD Ha sKpaHe AAVHAMWKMN CPEefHEro
BUZ.

. - 3Bo~r ‘i’me Threshotd:
2 30/5
B ea; 2hr3lm 21% .
AT Y 31m«l Zre
mmHg -10 ~ T.u  9hr7m 76% (22) LIJ

HISTOGRAM 0 TOEpMH ALK

(D

o W W
o S 10 15 20 25 0 35 40 4S 50

12345678
W Rz Oa
ICP Time Above Threshold:
1 T = Time above threshold (hours, minutes and %).
2. (xx) = Pressure Threshold at which T is calculated (mmHg).

Bpemsa BY/ Bbilwe nopora:
1 T = Bpemsa Bbile nopora (4acbl, MUHYTbI 1 %).

Timescale Button: 2. (XX) = nopor faBneHuns, Npu KOTOPOM paccuutbiBaeTcd T (MM pT. CT.).
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) ) KHonka macwtaba BpeMeHu:
Press the button to cycle through the available time scales

(3 hr, 12 hr, 24 hr, 48 hr, 6 days).
dTa KHOMKa Mo3BOMAET nepeknoyars Macwrtab spemeHu (3 yvaca, 12

yacoB. 24 yaca, 48 yacoB, 6 gHelt).

T Thresholds:
Moporun T:

In Dashed Lines indicate T Thresholds
MyHKTUPHbIE NUHUKN YKa3blBalOT Ha noporun T.

(D> .
Histogram:
O * I'vcTorpamma:

Distribution of mean ICP within the selected lime window.
PacnpegeneHue cpegHero BU/ B pamkax BblIOpaHHOI0 BPEMEHHOI0 OKHa.

Home screen: FNaBHbIA 3KpaH:

The Home Screen provides access to several frequenﬂy used Ha rnaBHOM 9KpaHe  MOXXHO BOCMNO/1Ib30BaTbCA HECKO/IbKUMMU 4acTto

monitor functions and is accessed by pressing the Home Button on  ACNOMb3yeMbIMU QYHKLUAM MOHUTOPA. OTKPbITb 3TOT 3KPaH MOXHO HaxaTnem
the User Interface Screen. KHOMKW TN1aBHOIo 3KpaHa Ha 3KpaHe nos1b30BaTe/IbCKOIro MHTepd)eﬁca.
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OBHYNNTb AaTUUK

Alarm Setup Brightness / Volume HacTpoiika TpeBoru SipkocTh/
poMKOCTb
Patient MoMtor Setup DatalDownload MoHuTop nagvenTa 3arpyska
AaHHbIX
Analysis Setup m System Information Hacrpoiika aHanusa Caepeus
MepekntoyeHne
Zero Sensor: O6HYNNTL AaTumK:

LAY
Pre-implantalion Zeroing of the ICP Sensor. Only available -TF]D. MpeAMMnnaHTayMoHHoe 06HyneHve aatunka BYA. MoxHO 1cnonb3osaTb,

ifa sensor is detected. TONbKO eC/N AlaT4HNK 0OHapPY>KEH.
Alarm Setup: HacTpoiika TpeBoru:

Set mean ICP alarm limits. YcTaHOBKa npefenos Tpesoru no yposHwo BY/.
Natient Monitor Setup: MoHuTOp naumeHTa:
EBI, . . : : : :

Synchronize ICP Monitor with external patient monitor. CuHXpoHu3aUus MoHuTOpa BYJ[, C BHEWHUM MOHUTOPOM NalueHTa.
Only available if an external Patient Monitor is detected. MOXXHO MCMONb30BaTb, TONLKO €C/I 0OHAPY)KEH BHELHWI A MOHUTOP NauneHTa.
Analysis Setup; 3acTpolika aHanmsa:
1'41}’ Set Pressure Time Dose (PTD) and Time Above Threshold YcTaHOBKa npeaenos and 03bl «Bpems pasneHune» (PTD) n BpeMeHu
limits. BblLLIe nopora.
Settings Button: KHonka «[MapameTpbl»:
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101 - . . . .
m?m Access to additional monitor setting functions. Only [,0N0NHUTENbHbIE PYHKLIMN HACTPOWKM MOHUTOPA. MOXHO MCMONb30BaTh,

available ifa sensor is NOT connected. TONbKO ecnu pgatunk HE nogkntoyeH.
tngss / Volume: APKOCTL/TPOMKOCTb:
just the alarm volume and the screen brightness. Perynnposka rpoMKOCTU CUTHasa TPEBOTU U APKOCTU 3KpaHa.
Dam Download: CBefleHuns 0 cucTeMe:

4s”J Select and download stored data. CepuitHbIli HOMEpP MOHUTOpPA U BEPCUA NPOrPamMMHOro obecneyeHus.

m Information: MepekntoyeHmne aKpaHa:

Display Monitor’s serial number and software version. 1BbIX0f U3 rNaBHOr0 MEHIO M BO3BPAT Ha 3KpaH curHana.
Screen Toggle:

Exit the Home menu and return to the Waveform Screen.

DKpaii «MapameTpbl»:

Settings Screen:
Ha akpaHe napaMeTpoB MNpeAcTaB/ieHbl TakuWe HaCTPONKKM, KaK BpeMms, AaTa M

The Settings Screen provides access to functions such as f3blK.
Timc/Date and Language.
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Time/Date

Language

Technician Access

Time / Date:
AN Q0 Set the current time and date.
Language:

Set the user interface display language.

Technician Access:

Information for Codman Service and Repair personnel.

Home:

Exit the Settings menu and return to Home menu.

ICP Alarm Setup:
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6pemsa n pata

[NaBHbIi 3KpaH

[NaBHbIA aKpaH

Bpema n pgata:

V wJ YCTaHOBKa TeKyLIUX BPeMeHN 1 aaThbl.

A3bIK:

*J YcTaHOBKa A3blKa N0Jib30BaTe/IbCKOro UHTepgeinca.

TexHUuYecKnit gocTyn:

VHhopmauma gns 06CnyXmBaroLWwero u peMOHTHOr0 nepcoHasna.

NaBHbIN 3KpaH:

Bbixo 13 MeHto «[MapameTpbl» 1 BO3BPAT Ha rNaBHbI 3KpaH.

HacTpoliika i pesoru no BU/:
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This screen is accessed by selecting HOME A~ ALARM SETUP.  UT06bl OTKpbITh 3TOT 3KpaH, Haxmute MTMABHbIA 9KPAH -> HACTPOMKA
ICP Alarm Setup TPEBOTA.

HacTtpolika Tpesoru BY/

| 2 3
nl 1 3
mmHg y H
MW.pT.CT. 4
A48
mmHg 1
<3 0 |:| VM.PT.CT. 7 8 1’
O 0
Htgh Alarm value must be L
Greater than Low Alarm valuel (@) Tpesora no Bbicokomy BU/ gosmkHa
6bITb 60NblUe HU3KOro 3Ha4YeHus! © O
Use this screen to select the HIGH and LOW alarm for the mean
ICP value. 3/eCb MOXHO BblOpaTh 3HaveHusa cpegHero BU/ ansa curHanos Tpesorn BbIC. u
The HIGH and LOW alarm can be turned ON/OFF with the switch HW3K. CwurHansl Tpesorm BbIC. n HW3K. BKA4YalOTCA W BbIKNOYaKOTCA
on the left (green indicates alarm is ON). nepeknyatesem cnesa (3e/1eHblil — CUTHaA TPEBOrW BK/KOYEH). 3HaYeHUs ans
Alarm values must be within -50 to 150mmHg and the HIGH alarm curHana TpeBoru Jo/KHbl 6bITb 0T -50 Ao 150 MM pT. CT., a 3HayeHue BbIC.
value must always be greater than the LOW value. AONXHO 6bITb 60MbLIE 3HAYeHUS HN3K.
Analysis Threshold Setup Screen: dkKpaH «HacTpoiika nopora anaviHsa»:

This screen is accessed by selecting HOME -> ANALYSIS UTo6bl OTKpbITb 3TOT 3KpaH, Haxxmute MJTABHbIN SKPAH -> HACTPOWKA
SETUP. AHAJIN3A.
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An alysis Threshold Setup HacTpoiika nopora aHam3a

LeVeI 1 1 2 3 ypOBeHb! Iv:;.R 2 3

mmHg 4 5 6 rmail MM.pT.CT. 5 6

|2 e Yy XK

Leve 7 8 9 YpOoBeHb 2 7 8 o
mmHg o MM.PT.CT. = 0 ¢

Li LL

3HauyeHne BbICOKOTO YPOBHS JO/MKHO
ObITb 6O/IbLLE 3HAYEHMS HN3KOTO
YypOoBHs!

High threshcHd value must be
Greaterthan Low threshold value!

Use this screen to select the HIGH and LOW levels used for the
Pressure Time Dose (PTD) and Time Above Threshold Ha atom akpaHe MOXHO Bbi6paTb ypoBHU BbIC. n HU3K., ncnonsbayemsie gns

calculations. pacueTa f03bl «BpeMs — pAaBneHue» (PTD) n BpeMeHu Bbille nopora.

The HIGH and LOW levels can be turned ON/OFF with the switch  ¥YposHu BbIC. n H/A3K. BKOYalOTCA 1 BbIK/IOYAKOTCA MepeknoyaTenieM cnesa
on the left (green indicates that the alarm is ON). (3en1eHbli — BK/HOYEHO).

The threshold values must be within -50 to 150 mmHg and the [loporoeble 3HayYeHWs AOAXHbI ObITb OT -50 Ao 150 MM pT. CT., a 3Ha4yeHue
High value must always be greater than the Low value. BbICOKOI0 YPOBHS LO/DKHO 6bITb 60/blUE 3HAYEHUA HA3KOTO YPOBHA.

Data Download Screen:
OKpaH «3arpyska faHHbIX»:

This screen is accessed by selecting HOME -> DATA

DOWNLOAD. UT06bl OTKPbITh 3TOT 3KpaH, Haxmute [JIABHbIA 3KPAH -> 3ATPY3KA
OAHHbIX.
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Data Download

Use this screen to select which data to download to an external
USB memory drive.

Note that more than one item can be selected for download. Refer
to Data Download section for additional information.

3arpyska AaHHbIX

dopma curHana
CHMMOK 3KpaHa CpepgHee BY[ BY/l
~ be3 cHumKa O
aKpaHa
¢ Mocnepnuii |3a nocneaHue 3a nocnefHwii yac
24 .
~3a BCe Bpems 3a24u.

Ha aTom 3kpaHe MOXHO BblOpaTb fAaHHble ANA 3arpy3kum Ha BHewHWin USB-
HaKonuTesb.

Bbi6paTth 414 3arpy3Kn MOXHO HECKO/IbKO 3/1eMeHTOB. Mo4po6Hble CBELEHUSA CM.
B pasgenie «Popmart parinia 3arpyxaembliX JaHHbIX».

Data download file format/ ®opmarT haiina 3arpyxaemMmbiX gaHHbIX

The ICP Monitor can download data to an external USB flash drive
with the following specifications:

. USB 2.0
. 8 to 32 GB capacity
. FAT32 format

Data available for download include:

. Last 1 hour or 24 hours of ICP Waveform data (100
samples per second)

. Trend data, including last 24 hours or all 14 days of:

. Mean ICP values (1 sample ever)' 10 seconds)

. Physiological alarm conditions

. Event markers

. Last or all available screen shots (50 maximum)
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MoHWUTOP ANS WU3MepeHUs BHYTPUYEPENHOro [aBNeHUA MOXET 3arpyxarb
JaHHble Ha BHeWHWIA USB-HakonuTenb Co CNeayroWwmnmmn XxapakTepucTmKamm:

* USB 2.0,

* eMKOCTb 0T 8 o 32 I'b,

e hopmart passena — FAT32.

3arpy>aTb MOXHO criegyroLne gaHHbIe:

e CurHan BY/ 3a nocnegHue 24 yaca unu 1 4yac (100 BbIGOPOK B CEKYHAY).
 [laHHble AMHAMMWKK, BKNOYas nocnegHue 24 yaca unv Bce 14 gHei:

* 3HaueHua cpefHero BU (1 Touka Kaxable 10 cekyHA);

* YCNOBMWA CUTHaNa TPEBOrY Mo (PU3MOI0TMYECKUM NapameTpam;

* OTMETKMN COBbITUIA.

* [locnefHune NAN BCe CHUMKM 3KpaHa (Makcumym 50).

[laHHble XpaHATCA B CeAYHOLMX hopMmaTax:
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Data is stored in the following format:

. Waveform data - Tab delimited text file with 3 columns:
Date Time ICP [mmHg]

YYYY/MM/DD HH:mm:ss.xx X X . X

Trend data - Tab delimited text file with 5 columns:

Date Time ICP [mmHg] Alarm[H/L] Marker[l-
99]

YYYY/MM/DD HH:mm:ss XX.X X X

. Images - Bitmap (BMP) file

The data will be stored in the USB flash drive in files following a

specific file naming convention:

. Waveform data:
CereLink-wave-SNXxXxxxxX-YYYYMMDD-HHmmss(#)

. Trend data:
CereLink-trend-SNXxxxxxxx-YYYYMMDD-HHmMmss

. Screen shots:
CereLink-IMG-zzzz-SNxxxxxxX-YYYYMMDD-HHmMmss
. Where:

YYYY = Year

MM = Month

DD = Day

HH = Hour (24 hour format)

mm = minutes

ss = seconds

(#) = file number

XXXXXXX = Sensor serial number (uses
connected)

zzzz = wave, trend, box, histo, info.
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“X11

if no sensor is

.ﬂ,aHHme CUrHana — TEKCTOBbIN anVln C CcunmMmBO1IaMin Ta6y]'|‘r'|Ll.I/II/I B Ka4yecTBe

Llata Bpewms BY4d (mm. pT.
CT.)
rrrr/mm/gn Yd:mm:ce:xx  XX.X

e [laHHble AUHAMUKN — TEKCTOBbI (haiin ¢ cMMBONamy Tabynsauuu B KauecTse
pasfenuTens, NsTb CTONGLOB:

[arta Bpewms BYA, (mm. pr. CvirHan OTMETKA
CcT.) TPeBoru [1-99]
(BHL
rrrr/MM/Iga Y4:mm:ce:xx XX.X X X

* I306paxkeHuns - aiin pacTpoBoro nsobpaxeHus (BMP).

[aHHble coxpaHsalTca USB-HakonuTens B (aiinbl B COOTBETCTBUM C
cornaweHvem o6 NMeHOBaHWUMN (aiino.:

e [laHHble CMTHana:

* CereLink-wave-SNxxxxxxx-I'rr rMMAA4-4YUmmcc(Ne)

* [laHHble JUHAMUKN:

e CereLink-trend-SNxxxxxxx-rrFrr MM an-y4ydmmcc

* CHUMKW 3KpaHa:

e CereLink-IMG-zzzz-SNXXXXxxx-F'TFTrMMAA4-Y4Ummcc

e [fe:

«I'TTT =ropa,
* MM = mecau,
* ALl - AeHs,

* UY = yac (24-uvacoBoiir opmar),
* MM = MUHYTBI,

* CC = CEKYH/bI

* (Ne) = Homep (aiina

* XXXXXXX = CepuiHbIl HOMep faTymka (ecnu [AaTyuk He MOAK/YEH,
3arnucbIBaeTCA «X»).
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e 7777 = wave, trend, box, histo, info.
File Name Examples:

» Monitoring started 12/01/2017 at 3:45 PM Mpumepbl UMEH (haiinos:

« Sensor Serial number = 1234567 * MoHuTOpPUHT Havancsa 01.12.2017 B 15:45.

» Download initiated to USB flash drive at 12/6/2017 3:54 PM » CepuiiHblli HOMep gaTunka = 1234567.

* Patient has been monitored for 5 days and 9 minutes. * 3arpyska Ha USB-Hakonutenb Havato 06.12.2017 B 15:54.

* MOHUTOPUWHI NauneHTa NPoOBOAMACS B TevyeHne 5 aHeln 1 9 MUHYT.

Scenario 1. Last 24 hours oftrend data:

*CereLink-trend-SN1234567-20171206-155400 CueHapuin 1. faHHble AMHAMUKM 3a NocneHue 24 yaca.
*CereLink-trend-SN1234567-20171206-155400

Scenario 2: All available trend data:

*CereLink4rend-SN1234567-20171206-155400 CueHapuii 2: Bce AOCTYMHbIe faHHble AUHAMUKMN.
*CereLink-trend-SN1234567-20171206-155400

Note: Scenarios 1 and 2 will create the same file name, but with

different amount of data MpumeyaHue. B cueHapusax 1u 2 6yayT co3faHbl haiiibl C OAUHAKOBLIM MEHEM,
HO C pa3HbIM 06bEMOM [AaHHbIX.

Scenario 3: Last 1 hour waveform:

*CereLink-wave-SN1234567-20171206-155400(1) CueHapwuii 3: faHHble CUrHana 3a NocnefHuiA yvac.
* CereLink-wave-SN 1234567-20171206-155400( 1)

Scenario 4: Last 24 hours waveform:

*CereLink-wave-SN1234567-20171206-155400(1) CueHapwuii 4: faHHble CUTHana 3a nocnegHue 24 yaca.
*CereLink-wave-SN1234567-20171206-155400(2) * CereLink-wave-SN 1234567-20171206-155400( 1)
*CereLink-wave-SN1234567-20171206-155400(3) * CereLink-wave-SN 1234567-20171206-155400(2)

* CereLink-wave-SN 1234567-20171206-155400(3)
*CereLink-wave-SN1234567-20171206-155400(23)
*CereLink-wave-SN1234567-20171206-155400(24) *CereLink-wave-SN1234567-20171206-155400(23)
» CereLink-wave-SN 1234567-20171206-155400(24)
Note: Scenarios 3 and 4 will create the same file name for the first
hour data, containing the same information MpumeyaHne. B cueHapuax 3 1 4 ans AaHHbIX MepBOro 4aca 6yayT cosfaHbl
(haiinbl C 04MHAKOBLIM MMEHEM, COAepXKaLlne 04MHAKOBY UH(OpMaLuio.
Scenario 5: 2 images in memory, one taken before sensor was

connected: CueHapuii 5: gBa M300pakeHWs B MamsATW, OAHO CAEeNaHO A0 MNOAKIYEHMS
*CereLink-IMG-wave-SN1234567-20171205-1 14600 faryunka:
e CereLink-IMG-wave-SNxxxxxxx-20171201-150100 *CereLink-IMG-wave-SNI234567-20171205-114600
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e CereLink-IMG-wave-SNxxxxxxx-20171201-150100

Troubleshooting / AnarHocTmnka Henonagok.

Alarms.

The ICP Monitor activates three types of audio/visual alarms to
indicate problems or situations that require immediate attention:

1. Physiological Alarms.

CAUTION: The Physiological alarm can be disabled by manually
turning it off or by selecting extreme limits.

Alerts the user that the patient’s mean ICP value has exceeded the
specified alarm threshold set by the user. Physiological alarms can
be muted temporarily for 3 minutes by pressing the mute button on
the front of the device. These alarms will be stored along with the
historic trend data and can be retrieved via USB.

NOTE: Alarm functionality can be tested any time a sensor is
connected by setting the alarm limit below the ICP value.

2. System Alerts.

Alerts the user of situations that require user action, including:
a. New ICP Sensor connected. User must acknowledge if old
data can be erased. Otherwise, sensor must be disconnected.
b. ICP Sensor disconnected from the Extension Cable.
c. ICP Sensor failure.
d. Screen shot limit reached. Oldest image will be overwritten.
e. Mean ICP trend data limit reached. Oldest data will be
overwritten.
f Battery charge at 10%.

3. System Failure Alarm.
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CurHansl Tpesoru.

MoHuTop BY/[, nopaeT ayanoBM3yasibHble CUTHaNbl TPEBOrWM Tpex TWUMOB ANs
OMOBELLEHNA O CUTYaLUMaX U Npobnemax, TPEOYOLWMX
HeMeANEHHOT0 pearMpoBaHus:

1. CurHanbl (hM3N0NOTNYECKOi TPEBOTH.

BHUMAHWE! CurHan (om3nonornyeckoi TpeBorm MOXHO OTK/IIOUYNUTb BPYUHYIO
Nn BblIGpaB OYeHb BbICOKME NPefensl.

CurHan npepynpexpjaeT nonb3oBaTend 0 TOM, 4YTO cpegHee 3HadyeHwe BU
BbILL/IO 3@ YCTAHOBNEHHbI MO/b30BaTe/IEM MOPOT.

CurHanbl (hM3M0N0TMYECKON TPEBOTN MOXKHO OTKNHOUYUTL HA TPU MUHYThI, HaXaB
COOTBETCTBYIOLLYIO KHOMKY Ha nepefHei naHenu u3genusa. OTW  CUTHasbl
TpeBorn OyAyT XpaHUTbCA BMeECTe C [aHHbIMU [AWHAMUKa W MOryT OblTb
3arpy»eHol yepes USB.

MPNMEYAHWE. PaboTy curHanoB TPeBOrY MOXHO B 060e BpeMsa NpoBepuThb
npu NOAK/OYEHUN LaTUMKA, LNA Yero HeobXo4MMO YCTaHOBUTb NMpejesn curHana
TpeBOrn HWxe 3HadyeHua BY/.

2. CucTtemMHble CUTHas bl TPEBOTH.

OnoBeLlaeT NoNb30BaTeNA 0 CUTYaALMAX, TPeOYIOLWMUX ero BMeLlaTeNbCTBa, B TOM
yucne B CAeAYHOLWMX cnyyasx:

a. MogkntoyeH HOBbIN gaTtumk BY/. Monb3oBatenb 4OMKEH NOATBEPAUTb
yhaneHune cTapbiX JaHHbIX N60 OTKAOUYNTL JaTUMK.

b. Aatunk BUL OTKNOYEH OT YANUHUTENBHOIO Kabens.

c. Cooin gatumka BYA,.

d. [OCTUrHYTO oOrpaHu4YyeHWe Ha YUCNO CHUMKOB 3KpaHa.
n306paxeHnsa 6yayT nepesanucaHbl.

e. [JoCTUrHyTO oOrpaHnyeHue Ha faHHble AuMHaMWKKM cpefgHero BY/.
Crapble faHHble 6yAyT nepesanuncaHbl.

Crapsble
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Alerts the user that there is a system malfunction and in general,
the device becomes unusable. Contact authorized representative
for further instructions.

f. 3apsag 6aTtapen — 10%.
3. OnoBel,eHNE 0 CUCTEMHOM cboe.
Alarm Priority.

JTW CUTHanbl OMOBelW AT MOMb30BaTeNs 0 CUCTEMHOM c60e, B pesynbTaTe

Alarm Type Alarm Action Audio Visual yKasaHuaAMU [ANA  fanbHellux [eiicTBUiA o6paTUTeChb K aBTOPU30BAHHOMY
Wertty Indicator Indicator npeAcTaBUTENtO MPON3BOAUTENS.
System Medium Patient ICP  Burst of 5 Fault
Failure Wwill will not pulses with a  indicator will
Alarms override continuetobe  maximum illuminate MpnopuTeT curHana Tpesoru.
all  other monitored. volume of and yellow
alarms. 60dBA screen will be Twvin curHa.'la Mpuopwutet [JeiicTtBune 3BYKOBOIA BusyanbHbIii
Troubleshoot  (during active  displayed curHana WHANKATOP MHAMKaTOopP
system as it ICP identifying TpesoLl
may be  monitoring). the error  CurHasbl c6oa  CpepHwii. OTcnexxnBaHuns Matb 3aropuTca
unusable. code. CUCTEMBI Mpuoputer  BY/[, naupeHTa NMMY/1bCOB UHAMKaTop c6os
Alarm BblLLIe He 6yfgeT  MakcMMallbHOW M 0TobpasuTcs
beacon  will OCTa/IbHbIX NPOAO/IKEHO. rPOMKOCTbHO YKENTbI 3KpaH
illuminate CUrHasIoB. 60 oBA (BO C KOZOM OLUMGKWN.
yellow YcTpaHuTe Bpems
(during Henonagku aKTUBHOIO Masuok TpeBoru
active  ICP CUCTEMbI. MOHUTOPUHra 3aroputes
monitoring). MOCKOJIbKY OHa BY). YKeNTbIM
Physiological ~Medium Patient ICP  Burst of 5 Alarm MOXKET ObITb (BO Bpemsi
Alarms Will has exceeded pulses with a Beacon will HenpuroaHa aKTVBHOI0
override the alarm  maximum flash yellow ons MOHUTOPVHIa
System limit. volume of ICP  value 1ICI0/1b30BaHNS. BU)
Alerts. 60dBA. will flash. CurHansl CpefiHuiA. BY/ nauupeHTa  ATb Masauok curHana
Prompt thusmonormyeckoin  MpuopuTeT  NPEBbLICAMO NMMyNbCOB Tpesoru
attention  to Active alarm: TpeBoru BblILLIE npegen curHasa  MakCUMa/lbHOM  3aropuTcst
patient is Mute button OCT&/IbHbIX  TPEBOrU. rPOMKOCTbBHO XKENMTbIM.
necessary to will flash CUTHaO0B. 60 gBA. 3HaueHne BY/
prevent a yellow as Bo wu3bexaHue OyLeT Murarthb.
potential sound is BO3MOXXHOI0
harm to played. NPUYNHEHVS AKTVBHbII
occur. Bpesa CUrHaN TPeBoru:
Audio Heo6xo4nmo KHOMKa
Paused: Mute Cpo4Ho OTK/THOYEHMSA
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System Low
Alerts

System Messages.

System Message

ICP
monitoring
may stop for
technical
reasons (e.g.
sensor
disconnected,
low battery).

Prompt
attention  to
device is
necessary to
prevent a
potential
harm to
occur.
PLl |
Cause
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button  will

illuminate
yellow (not
flashing).
Burst of 3  Popup
pulses with a  message will
maximum appear on the
volume of  screen
60dBA. indicating the
alert type and
waiting  for
user action.

Recommendation

CUCTEMHbIE Hu3skuin

CUrHa/bl TpEBOIU

CucTeMHbIe COO6LLEHNS.

CuncrtemHoe coobuieHn
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06patuTb oygpeTt Muratb

BHVMMaHue Ha Xentbim

COCTOSIHUE npu

nauueHTa. BOCMPOW3BEAEHUN
3BYyKa.
3BYK  BpPEMEHHO
OTKJ/IOYEH:
KHOMKa
OTKNHOYEHNSA
3aropuTcs
XenTbim
(MuraHus He
6yper)

OTcnexuBaHus Tpwn nmnynsca Ha 3KpaHe

BY MOXeT  MaKCUMasbHOM nosBUTCA

NpeKpaTnTbLCA rPOMKOCTbIO BCM/blBatoLLee

no 60 abA. coobuieHne c

TeXHNYECKUM yKasaHveMm Tuna

npuynHam CUrHana TpeBoru.

(Hanpumep, W3genve byget

OTKJ/IOYEH oXungaTb

[aTumnK, HU3KWIA LelicTBuiA

YPOBEHb 3apsja nonb3oBaTens.

6artapen).

Bo u3bexaHwue

BO3MOXHOIO

NPUYNHEHUSA

Bpesa

Heobxoanmo

CPOYHO

06patnTh

BHMMaHuWe Ha

COCTOSIHME

n3genws.

MpuunHa f PekomeHpauns'



Battery not detected.

Power down monitor
and attach battery.

Dale and time changed!
Remove sensor to
prevent data deletion or
acknowledge to
continue.

Low Battery! 15
minutes left. Connect
monitor to power
supply.

New Sensor Detected!

Previous sensor data will

be deleted. Disconnect
new sensor now to stop
deletion.

Battery not connected.

System date and time
modified while the
sensor was
temporarily
disconnected.

Approximately 15
minutes of battery
charge remaining.

Stored data will be
deleted when a new
sensor is
detected.
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If battery is
connected,
replace the
battery. Refer to
Replacing the
Battery section.

If problem
persists, contact
authorized
representative

Only update date
and time before
connecting a new
Sensor.

Download stored
datato a USB
device prior to
reconnecting the
sensor.

Connect monitor
to power supply
to recharge the
battery.
Download data
prior to
connecting a new
sensor. Refer to
Data Download
section.

baTtapen HeT. Bbiknounte
MOHMTOP

N NOAKMHYNTE €ee.

Jata v Bpems nsmeHuAuch!
UT06bI NpefoTBpaTTL
yAaneHne flaHHblX, ybepute
[aTunK.

UT06bl MPOAOMKNTH,
noaTBepAnTe.

Hun3kunii ypoBeHb 3apsja
6atapeun! 15 MWH
ocTanoch. MogknounTe
MOHUTOP K CMEHHOMY
610Ky nutaHus/

HoBbili gatumnk! daHHble

npeabIayLero yaansrcs.
UTo6bl He yaansThb,

OTK/HUNTE HOBbIA [aT4yuK.
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BaTapes He
NOAKNIOYeHa.

CuctemHble fata u
BpeEMA U3MEHUTNCD,
noka fatyuk 6bi1
OTKJ/THOYEH.

Ocrtanocb okono 15
MWHYT paboTbl OT
6atapen

CoxpaHeHHble fjaHHble
By t” yaaneHsl npu
06Hapy>XeHUW HOBOTO
JaTuuka

 Ecnin 6atapes
NOAK/OYEHA, 3aMEHUTE ee.
CwM. pasgen «3aMeHa
Garapemn».

 Ecnv npo6nema octanach,
obpatuTech K
aBTOPM30BaHHOMY
NpeAcTaBuTeNto
NpPOU3BOAUTENS.

M3ameHsaliTe gaTy v Bpems
TO/IbKO Mepes NoAKNtoYeHneM
HOBOrO faTymKa.

* Mepes NOBTOPHbLIM
NOAKNKOYEHNEM AaTunKa
3arpy3nTe COXpaHeHHble
[JaHHble Ha nbB<usgenue.

e [logknunTe MOHUTOP K
CMEHHOMY 610Ky
MUTaHWA 1 3apsaguTe
6aTapeto.

* [lepes NogKNHOYEHMEM
HOBOTO JaTunKa
3arpysuTe aHHble.



No USB device
recognized.

Problem with the
connection or the
compatibility ofthe
USB memory device.

Connection with the
Patient Monitor lost
during the Patient
Monitor Setup.

Patient Monitor
disconnected.

Screen shot memory Maximum number of

full. screen shots has been
The oldest image will be reached.
replaced.
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Reconnect the USB
memory device and
try the operation
again.

Make sure the USB
memory device is
plugged in all the way.
Make sure the USB
memory device meets
the minimum
specifications.

Use a different USB
device with no files
stored in memory.
Reboot monitor and
try again.

Reconnect Patient
Monitor and

perfonn the
calibration process.

Make sure interface
cable is connected
properly.

Replace the
interface cable.

Make sure Patient
Monitor is turned
on.

Download all
screenshot to a USB
memory device.

HeT pacno3HaHHbIX USB-
yCTp( 1/CTB.

MoHuTOp naumeHTa
OTKJIHOYEH.

HeT 1lecTa agna HOBbIX
«HHYA<OB.

ByaeT 3aMeHeH CcTapblii
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Mpobnema c
NOAK/IOUYEHNEM WNN
coBMecTumocTbio USB-
HakonuTens.

Bo Bpems HacTpoiiku
MOHMTOpPA NauMeHTa
NOTEPSIHO COeAUHEHNME

C MOHNTOPOM MNauyneHTa.

JOoCTUrHyTO
MaKcuMasibHoe YuCo
CHMMKOB 3KpaHa.

lMoBTOpPHO
nogkntounte USB-
HaKonuTesNb 1
nonpobywTte
BbINOMIHUTb
orepauuio ele pas.
Ybéeantecs, UTo
USB-HakonuTesnb
BCTaB/IeH [0 KOHLA.
MpoBepbTe,
COOTBETCTBYET /N
USB-HakonuTesnb
MUHUMa/IbHbIM
TpeboBaHMAM.
Wcnonb3yiite USB-
n3genne, H KOTOPOM
HeT (haiinos.

Mepe3arpysnTe MOHWUTOP U
MOBTOPUTE MOMbITKY.

MogknounTe MOHUTOP
nauueHTa 1 BbINOMHUTE
KannmobpoBKy.

lMpoBepbTe NpaBUILHOCTL
MOLK/MOYEHMS
NHTepgeicHoro kabens.
3aMeHnTe NHTePdENCHBbI
Kabenb.

MpoBepbTe, BKIHOYEH N
MOHWTOP NauueHTa.

3arpysuTte BCe CHUMKM
3KpaHa Ha USB-
HaKoMUTENb.



Sensor disconnected
from the cable.

Sensor or extension
cable failure!
Disconnect and
replace cable or
sensor.

ICP sensor
disconnected from the
extension cable.
Extension remains

attached to the monitor.

System has detected
an issue with the
sensor or extension
cable.

System not grounded
properly.

Electrical noise
from adjacent
devices.
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Disconnecting the
cable from the
monitor will not
trigger this message,

If message appears
while sensor is still
attached,

sensor or the cable
may be damaged.
Make sure the sensor
is connected correctly
into the extension
cable.

Make sure the
extension cable is
connected correctly to
the monitor.

Make sure to use a
special Codman ICP
Sensor.

Make sure to use a
CereLink® Power
Supply.

Confirm power supply
plug is unmodified
and properly
connected to a
hospital grade system.
Confirm power supply
replaceable plug is
attached properly to
the power supply.
Move the CereLink®
ICP Monitor away

Jaty MToTcoeqnHeH OT
Ka6ej f.

C60J faTtumka mnnm
Kabej !

Oreo maHuTte u
3ame mre ux.
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Jatumk BY
OTKJTHOUEH OT
YANMHNTENbHOr0
Kabens.

Kabesnb ocTaetcs
MOAK/IOYEH K

MOHMTOPY.
Cuctema
06Hapyxuna
npobnemy c
[aTunKom nnm

YANVHUTENbHbIM
Kabenem.

Cucrtema He
3azeMseHa
Haanexawmm
o6pasom.

DneKTpuyeckue
NMoMexu OT M3denuni
no6aunsocTu.

Mpwn oTKHOUEHNM Kabens
0T MOHWTOpA 3TO
coobuleHuve He
nosiBnseTcs.

Ecnun coobuyeHne
MoSBUNOCH, KOFAa AaTUMK
ObI/1 MOAK/IOYEH,
BO3MOXXHO, MOBPEXAEH
JaTunK unn Kabesb.

* MpoBepbTe NPaBUILHOCTb
MOAKNHOYEHUS faTumKa K
Kabento.

* MpoBepbTE NPaBUILHOCTD
NOAKNOYEHNS
YANMMHUTENBHOIO Kabens K
MOHUTOPY.

* YbeamTech, 4To
NCMNOoMb3yeTcs MOAXOAALLMNIA
Jatumk BY/.

* YbeanTecsb, 4to
MCNONb3YeTCA CMEHHbIN
6nok nutaHusa CereLink®.

* Y6eguTech, 4To BUSIKA
CMeHHOro 6710Ka NuTaHUs
He MoandMLMpoBaHa 1
Hagnexatwmm obpasom
MOAKNHOYEHA K CEeTU Ans
MeLMLMHCKOrO
1CNO/b30BaHNS.

e Y6eanTechb, YTO CMeHHas
BW/IKA CMEHHOTO0 6/10Ka
NUTaHWS HafeXallum
06pa3om K Hemy
NOACOeAVHEHa.

» OTOABWHbTE MOHUTOP
CereLink® nopganblue oT
YCTPOICTB, KOTOpble MOTYT



Sensor implanted or not
still.

Sensor / system time
mismatch.

System has detected
pulsatility in the pressure
sensor reading. This
indicates the sensor is
implanted or moving
prior to the zeroing
process.

Sensor appears to be
zeroed
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from other devices
that may cause
electrical interference.
If problem persists,
replace extension
cable.

If problem persists,
replace ICP Sensor.
If problem persists,
replace power supply.
If problem persists,
contact Authorized
representative

An implanted sensor
will not be zeroed.

Place sensor in a
shallow pool of sterile
water and make sure it
is not moving.

If problem persists,
replace extension
cable.

If problem persists,
replace ICP Sensor.
If problem persists,
contact Authorized
representative

Confirm the monitor
has the correct date.

J-Kiimnnantuposan/
ABTLETCS.

Bpe” A gatumka v cuctemsl

pasu: le.
O6X Bure ero mm
nepe logknounte

JaTuiK.
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Cuctema ob6Hapyxwmna
nynbcauuio B
NnoKasaHusAx garyvka
[aBnieHus. 310
YyKa3blBaeT Ha TO, 4To
JaTYMK MMNIaHTMPOBaH
WK nepemeLlaeTcs, HO
006Hy/NIeHNe He
BbIMNO/IHEHO.

CornacHo faHHbIMm,
[aTumK 6bl1 06HYNEH B
6y; M wem.

BbI3bIBaTb 3N1EKTPMUYECKUNE
NMOMEXMU.

« Ecnun npobnema octanach,
3aMEeHNTE YAIMHUTENbHbI
Kabesb.

 Ecnn npo6nema ocTtanacs,
3ameHuTe gatunk BY.
 Ecnv npobnema ocTtanach,

3aMEeHNTE CMEHHbI 610K
NUTaHKS.

« Ecnun npobnema octanaco,
obpaTnTeCh K
NpeAcTaBUTENIO
npon3BoauTeNs 3a
TEXHWUYECKON NOALEPKKOIA.

e VIMN1aHTUPOBaHHbIA
[aTYMK O6HYNINTL HENb3A.

e [ToMecTuTe Jatyuk B
Herny6oKunin pesepByap CO
CTEPUNLHOIA

BOLOW N ybeanTech, YTO OH
HENOABMXEH.

 Ecnmn npobnema octanach,
3aMeHUTe YA/IMHUTENbHbIA
Kabesb.

« Ecnm npobnema ocTtanach,
3ameHuTe gatymk BY/.

« Ec/i1 npo6/iema ocTanach,

06paTuTeCh K NPEACTaBUTENIO

npoun3BoAMTENs 3a
TEXHUYECKOW MOALEPXKKOA.
* MNpoBepbTe NPaBUNbLHOCTb
JaTbl Ha MOHMTOpE.

e Vicnonb3yiite gpyroi
JaTumK.



update time or
reconnect a new Ssensor.

System Fault Detected.

Trend data limit has
been reached. Oldest

data will be overwritten.

Very Low Battery

Connect monitor to
power supply.

Zeroing Error

in the future.

Internal software or
hardware error.

14 days of trend data
have already been
collected and the device
has run out of memory.
Not enough battery
charge to power up the
system.

System was unable to
zero the sensor.
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Use a different
Sensor.

Log error code for
future reference.
Reboot monitor. If
problem persists turn
off the monitor and
contact Authorized
representative
Download trend data
to a USB memory
device for future use.

Charge the battery by
connecting the monitor to
the power supply.

» The monitor can be used
while connected to the
x)wer supply.

« Make sure the sensor
is connected properly
into the extension
cable.

e Make sure the
extension cable is
connected correctly
to the monitor.

* Make sure to use a
special Codman ICP
Sensor.

» Make sure the sensor
is zeroed in a shallow
pool of sterile water.

* If problem persists,
replace extension

OGH(3y>KEH CUCTEMHBI

c6oit

Mak( UMyM faHHbIX
OVHa AnKn.

Crtap >ie jaHHble 6yayT
nepe anucaHbl.

Ouer b HU3KWIA 3apsg,
6ata|ku. Mogknounte

MOHY FOp K CMEHHOMY
6N0K ' NUTaHNS.

Owwn )Ka 06HY'NeHns
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BHyTpeHHAA
nporpaMmMHas unm
annapaTtHas owun6ka.

[aHHble AnHaMUKK 3a
14 gHeit yxxe cobpaHbl,
N U3LENNI0 He XBaTaeT
namsTu.

YpoBeHb 3apaga
6atapeu HefoOCTaTOYEH
[N BKOYEHWS
CUCTEMBI.

Cuctema He cmorna
O06GHYNNTb JaTUVK.

* 3aNULLNTE KOA OLUINGKU
ONs TOCNeAYIOLLErO
CMO/b30BaHNS.

* Mepe3arpy3unte MOHUTOP.
Ecnun npobnema octanach,
BbIK/IIOYNTE MOHUTOP U
obpatmTech K
npefcTaBuTeNto
npoun3BoAUTENs 3a
TEXHUYECKO MOAAEPXKKOWA
* 3arpysuTe flaHHble
AvHaMUKn Ha USB-
HakonuTenb Ans
MCNoNb30BaHNUA B ByayLLeMm.
3apsaguTe 6aTapeto,
NOAK/0UMB MOHUTOP K
CMEHHOMY 610Ky MUTaHWS.
MoHuTop MOXXHO

Mcnonb3oBaTb NOAKAOYEHHbIM
KCMEHHOMY 6J'IOKy NNTaHUA.

* MNpoBepbTe NPaBUIbLHOCTb
NOAKMIOYEHMA faTuKKa K
Kabento.

* [1poBepbTE MPaBUILHOCTL
YONMHWUTENbHOTO Kabens K
MOHUTOPY.

» Y6eauTecb, 4To
MCNONb3yeTCA NOAXOAALLMIA
BYA,

* Y6eauTech, 4TO faTtumnk 6bia
06HYNeH B Herny6oKom
pesepByape

CO CTepUIbHOIN BOAOIA.

* Ecnm npo6nema ocTanace,
3aMeHUTe YA/IMHUTENbHbINA



System Problems.

Problem Cause

Battery not charging or
not holding charge.

Monitor freezes and does Overall system

not turn off. software or
hardware
error.

Wrong date and time. Internal back up

battery defective.
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Defective battery.

cable.

Ifproblem persists,
replace ICP Sensor.

Ifproblem persists,
contact Autiiorized
representative

Recommendation

. Replace battery.

. Refer to
Replacing the Battery
section.

. Press and hold
the power button for
several seconds to force
shutdown ofthe ICP
Monitor.

. If problem
persists, contact
Authorized
representative

. Internal battery
needs replacement.

. Contact
Authorized representative

CuCTeMHbIE NPOGNEMBI.

Mpobnema MpuynHa

barapes He
3apsAKaeTCa UIn He
LepXuT 3apsg,.
MoHuTOp nepecTaeT
pearmpoBatb U He
BbIK/TOYaeTCH

baTapes HeucnpasHa.

Ob6LwecncteMHas
nporpaMMHas unu
annapaTtHas olwmnbKa

HenpaBunbHble aaTa
1 BpeMmS.

BHyTpeHHss pe3epBHas
GaTapes HeucnpasHa.
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Kabesb.

*Ecnu npobsema octanach,
3aMeHuUTe gatumk BUll.

* Eciim npo6nema ocTanace,
06paTuTeCh K NpeACcTaBUTENHO
npou3BoAuTeNs 3a
TEXHNYECKOW NOAAEPXKKOM

PekomeHgaLma

 3ameHuUTe BaTapeto.

HaxXxmMuTe 1 yaepXumBainTe KHOMK*y
NMUTaHWA B TeHEHWE HECKONbKNX
CeKYHZ, 4N NPUHYANTENbHOTO
BbIK/HOYeHUa MOHMTOpa BY/.
 Ecnm npo6nema octanace,
obpaTuTech K NpeacTaBuUTesNo
NPOM3BOANTENS 33 TEXHUYECKOI
MOAJEPXKKOWA

¢ Heo6x0AMMO0 3aMeHUTb
BHYTPEHHIOIO GaTapeto.

» O6paTuTech K NpeacTaBUTENtO
NPOM3BOAMTENS 38 TEXHUYECKOW
MOAAEPXKKOM



ICP reading goes
negative

Error Codes.

Error Code

System not grounded
properly.

Electrical noise
from adjacent
devices.

Cause
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e Make sure the
sensor is connected
correctly into the
extension cable.
. Make
extension cable is

sure the

connected correctly to
the monitor.

. Make sure to use a
Codman ICP Sensor

. Make sure

to use a CereLink®
Power Supply

. Confirm power
supply plug is
unmodified and

properly connected to a
hospital grade system.

. Confirm

supply
replaceable plug is

power

attached properly to

the power supply.

. Move the
CereLink® ICP Monitor
away from other devices

that may cause electrical
interference.

JTTHMwLL )
Recommendation

OTpuuatenbHble
nokasaHua BY/

Koabl owWwmnoboK.

Kog ownbkm

2027 2036
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Cucrtema He 3a3emneHa

Hagnexalum o6pasom.

dneKTpUYeCcKmue

nomMexu OT yCTpPOMCTB

no6amnsocTu.

MpuunHa

baTtapes He ycTaHOB/ieHa
NN HemcnpasHa.

. MpoBepbTe NpaBUIbHOCTb
MOAK/IOYEHNS AaTuMKa K KaGento.

. MpoBepbTe NpaBUIbHOCTb
NOAK/0YEHNS YONVHWUTENBHOTO
Kabens K MOHUTOPY.

e Y6eanTech, UTO  MCMONb3YETCA

noaxoaslmii gatumk BU/,

e Yb6eantecb, YTO  MCMOMb3yeTCs
CMEHHbI 610K nuTaHus CereLink®.

e Y6eantecb, UYTO BW/IKAa CMEHHOIO
6/10Ka NUTaHWA He MoAMMLMpOoBaHa 1
HagneXxawum obpasoM MOAKNOYEHA K
cetu ans MeANLMHCKOrOo
NCMNONb30BaHUS.

e Y6eantecb, 4YTO CMeHHas BWJKa
CMEHHOro 6/10Ka nUTaHns
Hagnexawmum  06pasoMm K  Hemy
noAcoeMHeHa.

e OTOABUHbLTE MOHUTOP BYj
CereLink® noganblue OT YCTPONCTB,
KOTOpble MOryT BbI3bIBaTb
3N1EKTPUYECKNE MOMEXMN.

» Ecnu npobnema octanach, 3amMeHUTe
YONMHUTENbHBIA Kabenb.

» Ecnn npobnema octanacb, 3aMeHUTE
Jatumk BU/.

« Ecnn npobnema octanacb, 3aMeHuUTe
CMEeHHbI 610K NUTaHWKS.

. Ecnm npobnema ocTasach,
obpartuTech K npesCcTaBUTENIO
npou3BoAMTENS  3a  TEXHWYECKON
NOAAEPXKKOM

PekomeHpauus

3ameHuTe 6aTapeto.



2027 2036

2026

2024 2025 2040

IooC
2000 2014 2039

1010 1011 1012
1013 1014

1015 1016 1017
1018

201C202A 202F
203B

201720182019
2029

2030 2031 2033
2034

2035

Battery not installed or

defective.

Very low battery. Not
enough battery charge to
power up the system.

Internal memory
corruption

System initialization test

failure.

Internal components

failures.
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Replace battery.

Charge the battery by
connecting the monitor to the
power supply.

The monitor can be used
while connected to the power

supply.

Allow the unit to reboot or
force a reboot by holding
down the power button.

If problem persists contact
Authorized representative

Allow the unit to reboot or
force a reboot by holding
down the

power button. If problem
persists contact Authorized
representative

Allow the unit to reboot or
force a reboot by holding
down the power button.

If problem persists contact
Authorized representative

2026

2024 2025 2040

100C
2000 2014 2039

1010 1011 1012
1013 1014

1015 1016 1017
1018

201C 202A 202F
203B

201720182019
2029

2030 2031 2033
2034

2035
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OueHb HU3KUI 3apsf
GaTapen. YpoBeHb 3apsga
fatapen HedoCTATOUEH ANst
BK/IOUYEHNS CUCTEMbI.

MoBpexaeHne BHYTPEHHEN
namsTu.

C60i1 TecTMpOBaHMS Mpu
VHULMANM3aLmnm CUCTEMBI.

C60u BHYTPEHHMX
KOMMOHEHTOB.

3apsguTte 6atapeto, NOLKIHOUNB
MOHWTOP K CMEHHOMY 610Ky
nuTaHns. MOHUTOP MOXHO
MCNoMb30BaTh MNOAKMOYUYEHHBIM K
CMEHHOMY 610Ky NUTaHus.

[aiiTe U3nenuio nepesarpysnThes
VAU NPUHYANUTENBHO
rnepesarpysuTe ero, yepxmaas
KHOMKY nuTaHus. Ecniv npo6nema
ocTanach, 06paTuTeCh B
TEXHUYECKYHO MOAAEPXKKY

[aiiTe U3nenuio nepesarpysuTbes
UAN NPUHYANTENBHO
rnepesarpysuTe ero, yepxusas
KHOMKY nuTaHus. Ecin npo6nema

ocTanacb, 0bpaTuTech B
TEXHUYECKYIO NMOAAEPXKKY.

[JaiiTe nsgenunio nepesarpysnTbes
UM NPUHYANTENBHO
nepesarpysute ero, yaep>xusas
KHOMKY MUTaHus.

Ecnn npobnema octanach,
obpaTuTech B TEXHUYECKYHO
NOLAEPXKKY.



1009 I00A IOOB Internal communication

I0IA failure.
101D

2001 2002 2003
2004

2005

200F 201A202B
202D

202E 203C

2010 2013 2015
2021

2032 2038
100D 203E 1000 Input channel error.

IOOE IOOF 1004 Output channel error.

1005
1019

2028 Internal system
temperature error.

201B203D2016 Internal clock failure.

2037

202C Button stuck
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Allow the unit to reboot or
force a reboot by holding
down the power button.

If problem persists contact
Authorized representative

Allow the unit to reboot or
force a reboot by holding
down the power button.

If problem persists contact
Authorized representative
Allow the unit to reboot or
force a reboot by holding
down the power button.

If problem persists contact
Authorized representative
Allow the unit to reboot or

force a reboot by holding
down the

power button. If problem
persists contact Authorized
representative.

Internal back up battery
needs replacement.
Contact Authorized
representative

Power on button or mute

button stuck or help for more

than 30 seconds. Allow the
unit to reboot or force a

1009 IOCOA 100B
IOIA

101D

2001 2002 2003
2004

2005

200F 2011202B
202D

202E 203C

20102013 2015
2021

2032 2038
100D203E 1000

IOOE IOOF 1004
1005

1019

2028

201B203D2016
2037
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BHyTpeHHsAsA owmnbka
KOMMYHUKaLUK.

OwmnbKa BXOAHOIO KaHana.

OwunbKa BbIXOAHOIO
KaHana.

BHYTpeHHSAS oln6bKa
TeMnepaTypbl CUCTEMBI.

C60i1 BCTPOEHHbIX YacoB.

[aiiTe n3genuio nepesarpysuTbCs
WY NPUHYANTENBHO
nepesarpysuTe ero, yaep>uBas
KHOMKY NUTaHNS.

Ecnv npo6ema ocTanach,
06paTNTECH B TEXHUYECKYHO

MOAAEPXKKY.

[aiiTe U3nenuto nepesarpysnThbCs
VAN NPUHYANTENBHO
rnepesarpysuTe ero, yaepXusas
KHOMKY NUTaHu.

Ecnv npobnema octanach,
06paTnTeCh B TEXHUYECKYIO
noaAepXKy

[JaiiTe nsgenuio nepesarpysmTbCs
WA NPUHYANTENBHO
nepesarpysuTe ero, yaepxmsas
KHOMKY MUTaHus.

Ecnn npobnema ocTanace,
06paTnTECh B TEXHUYECKYIO
noaaepXKy

[JaiiTe n3genuio nepesarpysmTbCs
WAU NPUHYANTENBHO
nepesarpysuTe ero, yaepXxmsas
KHOMKY nuTaHusa. Ecnu npobnema
ocTtanacb, obpaTuTech B
TEXHUYECKYIO MOAAEPXKKY.
Heo6x0MMO 3aMeHUTb
BHYTPEHHIOIO pe3epBHYH0 6aTapeto.
O6paTuTech B TEXHUYECKYHO
noanepXKKy



reboot by holding down the 202C
power button. If problem

persists contact Authorized

representative

KHonka 3acTpana KHONKa BKAKOYEHUA NUTAHUA NN
OTKNK4YEHNA 3BYKa 3acTpAana nnu
HaxoauTca B HaXKaTOM COCTOAHUMN
6onee 30 cekyHa. [aliTe nsgennio
nepes3arpysnTbca nnu
NPUHYAUTENBHO MepesarpysuTe
ero, yAep>Xxwunsasa KHONKY NMUTaHUA.
Ecnn npo6nema ocTanacs,
o6paTutecb B TEXHUYECKYHO
NoALEPXKY.

Requirements for medical device maintenance and repair/ Tpe6oBaHUA K TEXHNYECKOMY OOC/TYXXUBAHUID N PEMOHTY

MeAULUHCKOTo usgenus
Annual Preventive Maintenance and Testing is recommended to /119 BbIsBNeHUs BO3MOXHOFO WM3HOCA, CMOCOGHOFO MPUBECTU K YXY/ALUIEHWIO

inspect for any possible wear that will degrade CereLink® ICP pabounx XapakTepucTUK W (YHKLMOHANLHOCTN CUCTEMbI MOHWTOpa AN
Monitor System’s essential performance or operation, including nsmepeHns  BHyTpuyepenHoro  fasneHud  CereLink®, pekomeHpyeTtcs
Electrical Safety Testing per 62353:2014. npoBefeHNe exKerogHbiX NPodUNaKTUYECKUX MEPONPUATUIA MO TECTUPOBAHUIO 1
TEXHUYECKOMY O06CNYXXMBaHWIO, BKAKOYas WCMbITaHWe 371eKTpo6e30nacHoCTu
Perform the periodic maintenance procedures according to the cornacHo craHgapty 62353:2014.
schedule provided ?elow: Mepuognueckoe TexXHWYECKOe 06CNy>KMBaHWEe  CclefyeT  BbIMOMHATbL B
Task Frequency COOTBETCTBUW C NPUBELEHHBIM HUXE rpapnKom:
Wiping exterior  Daily, when in use (by operator)
surfaces Meponpuatue YacToTa
Sterilization of ~ Before each use MpoTupKa BHELWHMX E>xefHeBHO, a TaKxe npu
Extension cable MoBEPXHOCTe “cnosb3oBaHUK (Monb3oBaTeslb)
Preventative Annually (by manufacturer representative) Crtepunusauns Mepen KaxXablM NpUMeHeHNeM
maintenance YANMHUTENbHOTO Kabens
Replace the Every 3 years or when battery performance MpogunakTuueckoe ExxerofjHo (npeactaBuTeNb
battery has deteriorated (by operator) TeXHU4YecKoe Npoun3BOANTENSA)
o6cny>XnsaHue
3ameHa 6aTtapen Kaxgble Tpu roga npu yxygaweHuu

XapakTepucTuk 6atapen (NonbL30BaTesNb)
Preventive Maintenance.

While this device does not require periodic repair or calibration, O6cny>XnuBaHue U PeMOHT.

general care, handling and maintenance will extend the life ofthe [JaHHOoe u3genue He TpebyeT NepuoanYecKUX PeMOHTA U KannbpoBKW, OAHAKO

device. Such practices the user must check include: Hagnexauime yxop, obpalieHve M TeEXHUYECKOe 06CNyXMBaHWe MPOAIAT CPOK
75

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



* The integrity of equipment, plastic covers, LCD and
interconnecting cables is sound.

» External equipment markings remain legible.

» The equipment is free of dirt or debris likely to impair safety or
performance (follow the instructions for wiping the device).

» The controls and display function in accordance with the
Instruction Manual.

» The rechargeable battery is charge normally.

After this check (or after the product is out of order), if any damage
/ unfitness for use is found, the product should be handed over to
an authorized representative of the manufacturer to assess the
possibility of repair. Disposable items cannot be repaired.

The manufacturer will provide schematics, parts list, and other
technical information to authorized representative. For service,
repair or replacements, contact your local Integra representative.
Equipment under warranty should be returned to Integra
LifeSciences Corporation. It will be repaired or replaced without
charge to the purchaser.

Repair.
e The Extension Cable is not a repairable product; contact
your local representative to order a replacement.

Replacing the Batter>".

WARNING: The ICP Monitor contains a lithium ion battery:

« Do not open the batter)' compartment or attempt to replace the
battery while monitoring a patient or while the device is
connected to the AC power Supply.

* Do not puncture the battery.

* Do not dispose of in fire.
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cnyx6bl  unsgenusa. Monb3oBaTesbcKas
cnefytolee:

* LlenocTtHocTb 06OpyAOBaHWA, NNACTUKOBLIX feTanei,
HaZeXHOCTb KabenbHbIX COeAUHEHNIA.

* Pa360puMBOCTb BHELLHEV MapKUPOBKM 060pYyA0BaHNS.

» OTCYTCTBME Ha 060pYyA0BaHMY TPA3U U MycOpa, KOTOpPble MOTYT MOBAUATH Ha
6e3onacHoCTb WAn paboTy wusgenusa (cnegyimnte WMHCTPYKUMAM MO OUYUCTKE
ngenuns).

e OpraHbl ynpaBfieHUs W WHAMKALMW LO/MKHbI paboTaTb B COOTBETCTBUM C
PYKOBOACTBOM MO/b30BaTENS.

o AKKYMYNsiTOpHas 6atapes A0/XHa 3apsXaTbCs XOPOLoO.

MnpoBepka [O/MKHA MOATBEPAUTD

XK-gucnnes u

Mocne paHHOW npoBepku (NGO nocne BbIXOAA W3AENMA W3 CTPOs), MNpu
0OHapy>XeHUM NOMOMOK / HeCOOTBETCTBMIA YCOBUAM MCMNONb30BaHUA U3fdenne
cnefyet nepefatb YNONHOMOYEHHOMY MPEACTABUTENO NPOM3BOAMUTENS ANA
OLLeHKM BO3MOXXHOCTM peMoHTa. OaHOpa30Bble M3AeNNA PEMOHTY He NoAnexar.
MponsBoanTenb NpeaocTaBnseT YMNOAHOMOYEHHOMY NPeACTaBUTENH0 CXEMbI,
CNWUCOK faeTaneri W [ApYryw TexHW4YecKyr uHhopmauuio. [lo Bonpocam
006CNYXMBaHWNS, PEMOHTA WM 3aMeHbl 06paliaiTecb K YMNONHOMOYEHHOMY
npeactasuTento komnaHum Integra LifeSciences Corporation. O6opyaoBaHue, Ha
KOTOpPOE pacnpoCcTpaHAeTCA rapaHTusi, cneayet BepHYTb KOMMaHuu Integra
LifeSciences Corporation. OHO 6yfeT OTPEMOHTMPOBAHO WAM 3aMEHEHO
6ecnnatHo.

PemOHT.
*  YANWHUTENbHbIA Kabelb He MOANEXUT PEMOHTY; ANA 3aMeHbl cnepyet
CBA3aTbhCA C YMNOSHOMOYEHHbIM NPeACcTaBUTENEM MPOM3BOANTENS.

3ameHa 6aTapeu.

NPEAYNPEXAEHUE.
bartapes:

B wmoHuTope BYJ[ wucnonb3lyetca AUTUR-UOHHaA
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» Do not short circuit battery contacts as battery may ignite,
explode, leak or get hot.

* Use only Integra approved batteries listed in IFU. Use of another
battery may present a risk of fire or explosion.

1. Remove Screws:

Remove four (4) screws from back of ICP Monitor using cross
head screwdriver.

2. Remove Battery Door:

CAUTION: Do not open the battery compartment or attempt to
replace the battery while the device is connected to the AC Power

Supply.

Remove battery door to expose battery and connector cable.

3. Disconnect Battery:
A. Remove the old battery by gently pulling the battery from
the monitors connector slots.
B. Dispose ofthe old battery according to local regulations.

4. Replace Battery:

Use of another battery may present a risk of fire or explosion.
Plug white connector into connector slot in back of monitor.

5. Reassemble Battery Door:

Replace four (4) screws from back of ICP Monitor using cross head
screwdriver.
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« 3anpelyaeTcs OTKPbIBaTb OTCEK 6GaTapeu WAU MNbITaTbCs 3aMEHWUTb €e, MoKa
YCTPONCTBO MCMONb3yeTCs [ANS OTCNEXMBAHUA COCTOSHMS MauyueHTa WUnu
MOAKNIOUYEHO K UCTOYHMKY NUTAHUS NEePEMEHHONO TOKa.

e 3anpelyaeTca NpokanbiBaTh GaTapeto.

e 3anpewiaeTcs 6pocaTb €e B OFOHb C Lie/iblo YTUIM3aLNN.

* 3anpeLLaeTcs 3aMblKaTb HAKOPOTKO KOHTaKThl 6aTapemn, NoCKO/bKY OHA MOXET
BOCM/IAMEHNTLCS, B30PBATLCS, MPOTEUb UM CUNTbHO HArpeThCs.

* icnonb3yiiTe TONbKO 006PEHHbIE KOMMaHMel HTerpa 6aTapen, yKasaHHble B
PYKOBOACTBE MoNb3oBaTens. Mpyu MCnofb3oBaHUU Apyrux GaTapeli cyuiecTByeT
PUCK BO3HUKHOBEHUS MOXapa Uan B3pbiBa.

1. Y janeHue BMHTOB:

OTBUHTUTE 4eTbipe (4) BUHTA Ha 3afHei NMaHenu MoHMTOpa BYJ, ¢ nomouybio
KPecToBOW OTBEPTKM.

2. CHATVE KpbILWKKX GaTapeiiHOro oTceKa:

BHVUMAHWE! 3anpeuiaetca oOTKpblBaTb OTCEK GaTapen MK NblTaTbCs 3aMEHUTD
ee, MoKa yCTPONCTBO MOAK/IOYEHO K UCTOYHUKY MUTaAHUA MEPEMEHHOIO TOKa.
CHMMWTE KpbIWKY OaTapeiiHOro oTceka, B KOTOPOM [JO/MKHbl HaxX0o4UTbCA
6aTapes v COeAVHUTENbHbIN Kabenb.

3. OTKNoYeHne baTapeu:
A. N3BnekuTe cTapyto 6arapeto, akKypaTtHO BbITAHYB ee U3 THe3[ pasbemMa
MOHUTOpA.
B. YTtunusupyite crapyto 6ataped B COOTBETCTBUM C MECTHbIMU
npasuiamu.

4. 3aMeHa 6aTapeu:
BcTaBbTe 6enblii pasbeM B FHE3[40 Ha 3afHei naHenn MOHMTOpa.

5. YcTaHOBUTE KPbILWKY 6aTapeinHOro oTceka:
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Y CcTaHOBUTE M 3aKpyTUTE YeTbipe (4) BUHTa c3aau MoHUTOpa BY/J, ¢ noMoulbio
KPecTOBOW OTBEPTKM!.

Cleaning and sterilization / OuuncTka n ctepunusauuns.

The CereLink® ICP Monitor and other devices are for multiple
use.

ICP Monitor, power supply, adapter.

Wipe the exterior of devices as necessary with a soft, damp cloth
or sponge. Use one of the following to remove debris, stains or
adhesives that stick to the surface:

e Combination wipes (Quaternary Ammonium /
Alcohol) or mild hospital cleaning detergent/ bactericide.
* 70% lsopropyl alcohol

Isopropyl

Batterv’.

Wipe the exterior as necessary with a dry soft, damp cloth or
sponge.

Note:
e Do not immerse the device in any liquid or allow liquid to
enter the connector.
e Sterilization - Do not sterilize or autoclave the monitor,
power supply, adapter, battery. Damage will result.

ICP Extension Cable.

Cleaning:
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MoHuTop CereLink® ans namepeHuMss BHYTPUYEPENHOro [aBfieHUs ABNSAETCH
n3fenviem MHOropasoBoro UCNOMb30BaHMUA.

MoHuTOop BU/[, CMeHHbI 610K NUTaHWUSA, KOMNNEeKT n8B'aganTtepa.

Mpn Heo6X0AMMOCTM NPOTPUTE BHELIHIOK MOBEPXHOCTb MOHWTOpa BYU wu
Kabenein MArkoi BNaXXHON TKaHbO UK TY6KO. Qs yaaneHna mycopa, NaTeH un
KNemKnx BewecTB, NPUAUMNWNUX K TMOBEPXHOCTU, WCMONb3YiATe OJHO W3
cnefyounx cpeacTs:

e canertku, nNponuTaHHble
aMMOHMWIA/M30NPONMNOBLINA CNNPT);
* 70% 130NPONWNOBbLINA CANPT.

YMCTALWMM  pacTBOPOM  (4eTBEPTUYHBLINA

batapes.
Mpn HeobXOLMMOCTM NPOTPUTE BHELLIHIOK MNOBEPXHOCTb 6aTapen CyXoW,
BNIXKHOW TPAMKON mnu ry6koi.

MprumeyaHue:

* He nolpyxainiTe wu3genne B Kakme-nbo >KMAKOCTU U He [ONyCKaiTe
nonagaHuns XXMAKOCTe B pa3bem.

» Crepunusaymsa - 3anpeliaeTcs CTepuan3oBaTb M 06pabaTbiBaTb B aBTOKNABE
MOHUTOP, CMEHHbIN 670K NUTaHus, agantep, 6atapeto. HecobnogeHne aTux
peKoMeHaunin NoBAeYéT 3a C060i MOBPEXAEHNI N3aeNni.

Y ANUHUTENbHbIN Kabenb.

Ouncrka:
Mpn HEOO6XOAMMOCTM NPOTPUTE BHELUHKOK 4YacTb U3AENWiA MAFKOW BNaXKHOM
TKaHblO MAN ry6koin. [ns ypaneHus Mycopa, NATEH W KNEWKWMX BeLLecTs,
NPUANMLWNX MOBEPXHOCTU, UCNOJIb3YNTe OAHO U3 CNEeAYIOLLNX CPEACTB:
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Wipe the exterior of devices as necessary with a soft, damp cloth « cangetku, nponuTaHHble  YUCTAWMWM  PAcTBOPOM  (Y4eTBEPTUUHbIN
or sponge. Use one of the following to remove debris, stains or amMmMoHMIA/M30NPONUNOBBLIA CNINPT);

adhesives that stick to the surface: * 70% 130NpPONWUIOBLIA CANPT.

e Combination wipes (Quaternary Ammonium / Isopropyl

Alcohol) or mild hospital cleaning detergent/ bactericide. Crepunusaumnsa nepej MCrnonb3oBaHNEM:

m70% Isopropyl alcohol B npaBuibHO (YHKUMOHMPYIOLLEM NapoBOM CTepuan3aTope 3(heKTUBHas
Sterilization before usage: Temnepatypa OnnTtenbHocTb Bpemsa cyLLKu

In a properly functioning, calibrated autoclave steam sterilizer,  132° C 4 MUHYTHI 30 MUHYT

effective sterilization can be achieved with the below parameters:

B xoge wcnblTaHUn 6bII0O  YCTAaHOBMIEHO, 4TO YA/UHUTENbHbIA Kabenb
Temperature Duration Drying Time BblgepxuBaeT 100 LMKIOB aBTOKNaBHOM 06pa6oTku. WcnbiTaHuit no pa6ote
132°C 4 minutes 30 minutes Kabens nocne 100 LMK/IOB aBTOKNaBHOW 06paGOTKM MPoBeAeHO He 6bino. Mpu
noMelleHN B aBTOK/MaB He nojsepranite Kabenb LOMNOSHUTENbHON Harpyske,
The Extension Cable has been tested to withstand 100 autoclave wuHauye pazbeMbl MOTYT CXaTbCsi U 4ehOPMUPOBATLCA.
cycles.
Cable performance beyond 100 autoclave cycles has not been [NMpumeuaHue:
evaluated. Do not subject cable to additional weight when placed

in autoclave since this may compress and deform the connectors. * T[epeg cTepunusauunein oTcoefUHUTE BCe MOCTeNIbHbIE 3aXKMUMbI (NMPU KX
HanMumm);
Note: He norpyxaiTe y4NMHUTENbHbLIA Kabenb B Kakne-1nm60o XXULKOCTU U He
Aonyckarite nonagaHus XXWAKOCTen B pa3beMbl. He ucnonbsyite
Remove all bedclips (if present) before sterilization YOANVHUTENbHbIA Kabenb C BAAXHbIMW pa3beMamu; 3T0 MOXET AaTb OWNO0YHbIE
Do not immerse the Extension Cable in any liquid or allow pe3ynbTaThbl.
liquid

to enter the connectors. Do not use the Extension Cable if
connectors become wet; erratic results may occur.

Operating conditions / YcnoBua akcnayartaymnm meguumnHCKOro nspenna

ENVIRONMENTAL YC/TOBUA OKPYXXAKOUIOEN CPK LU

Operating Temperature Range ~ From 5° C to 40° C [vnana3oH pabouynx Temneparyp OT15°Cpo40 °C

Operating Humidity Range 20% to 80% non-condensing [vana3oH paboyero ypoBHA OT 20% po 80% (6es
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Operating Atmospheric Pressure TOOhPato 1060hPa BNAXHOCTU KOHAeHcaumm)
Range [Ownana3oH atmoctepHoro gasneduns OT 700 rlMago 1060 rMa

Storage and transportation conditions/ YcnoBusa TpaHCNOPTUPOBKN U XpPaHEHUS MeAULMHCKOTro usgenus
Do not allow the devices to remain in environmental extremes. 3anpeljaeTca OCTaBNATb W3AENNA B IKCTPEMANbHbIX YCNOBUAX OKPYXaoLLei
After exposure to environmental extremes, such as those found in  cpegpbl. Mocne HaxoXAeHWs B 9KCTPEMa/IbHbIX YC/I0BUAX OKPY>XKatoLleir cpeabl,
transport or storage, allow the ICP Moninor to come to room xapaKTepHbIX, HanpuMep, AN TPAHCMOPTUPOBKN UNU XPAHEHWS, UCMOb30BaHMe
temperature before operating. MoHuTOpa BY/[ paspewaetcqd TOMbKO NOCAe [OCTMKEHUA WM KOMHATHOW
Store medical device in a manner that provides protection from TtemnepaTypsbl.
dust, moisture, insects, vermin, and extremes of temperature and Pa3peluaeTcs XpaHUTb MeAULNHCKOE U3aenune B YCNOBUAX CBOOGOAHbLIX OT MblaK,
humidity. Bflarv, HaceKOMbIX, XXWBOTHbIX, & TakKXe pe3KuX MepenasoB Temnepatyp w
BNIXXHOCTMU.
For ICP Monitor with battery, power supply, adapter:
Ona moHuTopa BYJ, ¢ ycTaHOBNEHHOW 6GaTapeeil, CMeHHOro 610Ka nuTaHus,

ENVIRONMENTAL ajanTepa:
Shipping Temperature Range From -30° C to 60°C .
Shipping Humidity Range 15% to 85% non- YCNOBUA OKPYXAIOUWEW CPEADI
condensing [OwnanasoH Temmneparyp npn OT -30° C go 60°C
Shipping Atmospheric  Pressure 500hPato 1060hPa TPaHCNopTNpoBKE
Range [Onana3oH ypoBHA BnaxHoctn npu OT 15% po 85%  (Ges
TPaHCMOPTUPOBKE KOHZeHcauunn snaru)
ENVIRONMENTAL [Awana3oH atmocdepHoro gasneHuns npn OT 500 rHa o 1060 rMa
Storage Temperature Range From 0° C to 50°C TPaHcnopTIpoBke
Storage Humidity Range 15% to 85%  non- .
condensing YCNOBUA OKPYXAK WEW CPEJW
Storage  Atmospheric  Pressure 500hPato 1060hPa Aunanason Temnepatyp npu xpaxerun  OT0° C po 50°C
Range [vanasoH ypoBHA BnaxHocth npn OT 15% po 85%  (6e3s
XpaHeHuu KOHAeHcauuu Bnarmu)
For battery separate: [unana3oH aTmocepHoro gasneHnsa npu OT 500 rMa go 1060 rfa
XpaHeHun
ENVIRONMENTAL
80

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Shipping Temperature Range From-10°Cto35°C, Ans 6aTapeu, B ciyyae NoCTaBKN OTAENbHO:
+8°C recommended

Shipping Humidity Range 15% to 85% non- YCIOBUSA OKPYXAIO L EN CPEINel
condensing [nanasoH TemnepaTtyp npn OT1-10°Cpo35°C,
Shipping Atmospheric Pressure 500hPato 1060hPa TPaHCMoOpPTMPOBKE +8 ®C (peKOMEHJ0BaHHbI)
Range [vana3oH ypoBHA BnaxHoct npun OT 15% pgo 85% (6es
TpaHCNOpPTUPOBKE KOHAeHcaummn Bnarm)
ENVIRONMENTAL [wnanasoH atmocgepHoro gasneHns npu OT 500 rfa go 1060 rlMa
Storage Temperature Range From 0° C to 50°C TPaHcnopTMpoBske
Storage Humidity Range 15% to 85% non- - e 1 -
Condensing YCNOBUMA OKPYXAKLWEW CPEADI
Storage  Atmospheric  Pressure 500hPato IObOhPa HAvanason Temnepatyp npn xpadeHnn Ot 0° C go 50°C
Range [vana3oH ypoBHA BnaxHoctn npun OT 15% po 85% (6es
XPaHeHUM KOHJeHcaLmn Bnarun)
ote: store battery cool and dry at 50 - 80% DOD state, [lnanasoH aTMoctepHoro gasneHus npu OT 500 rMa go 1060 rMa
XpaHeHum

r ICP Extension Cable:
MpuMeyaHme: xpaHuTe 6aTapeto B MPOX/IagHOM M CYXOM MeCTe C pa3psfgoMm B

ENVIRONMENTAL AnanasoHe o1 50 go 80%.
Shipping Temperature Range From 0° C to 50°C
Shipping Humidity Range 15% to 85% non- A9 YAIMHUTENLHOTO Kabens:
condensing .
Shipping Atmospheric Pressure 500hPato 1060hPa YCNOBUA OKPYXXAIOLEN CPEAbI
Range JnanasoH Temnepartyp npu OT0° C go 50°C
TpaHCNOPTUPOBKe
ENVIRONMENTAL Anana3oH ypoBHA BnaxHocTm npu OT 15% pJo 85%  (6es
Storage Temperature Range From 0° C to 50°C TPaHcnopTpoBKeE KOHAgHCaLMY Bnary)
Storage Humidity Range 15% to  85%  non- [wnanasoH atmocgepHoro gasnenus npu OT 500 rlMa go 1060 rMa
condensing TpaHCNOPTUPOBKeE
Storage  Atmospheric  Pressure 500hPa to 1060hPa

Range YC/NNIOBUA okpyxawuw,ei cpepgbl
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[vana3oH TemnepaTyp npn xpaHeHun  OT 0° C go 50°C

[vanasoH ypoBHA BAaxHocT npu OT 15% pgo 85% (6es
XpaHeHnn KOHAeHcauMm Bnarm)

[vana3oH aTmocgepHoro gasneHuns npn OT 500 rMa go 1060 rMa
XpaHeHuu

List of international regulatory documents/standards which the medical device complies with / NepeueHb

HauMOHaNbHbIX N MEXAYHapPOAHbIX HOPMAaTUBHbLIX OKYMEHTOB/CTaHA4AapPTOB, KOTOPbIM COOTBETCTBYET Me4ULMNHCKOe

nsgenuve
MefgnumHCKOoe n3genne npoM3BoOANTCSA B COOTBETCTBUM C 3aKOHOM O
TepaneBTuyeckmnx Toeapax 1989 r. n MonoxxeHnsMun o TepaneBTUYECKNUX
ToBapax (MegunuMHCcKoM obopyaoBaHuu) 2002 r., NMpaBunamm B OTHOLIEHWN
mMeanuMHCKMX ycTpoiicTB SOR / 98-282, CBoaoM tefepanbHbix npasun CLUA
21 CFR YacTtb 820, MNpaBunamu cMcTeMbl KauecTBa Ans MeguLUNHCKNX U3aenni
N COOTBETCTBYIOT MEXAYHAPOAHbIM CTaHAapTam:

Medical device is manufactured in accordance with the
Therapeutic Goods Act 1989 and the Therapeutics Goods
(Medical Devices) Regulations 2002, Medical Devices
Regulations SOR/98-282, t. nited States Code of Federal
Regulations 21 CFR Part 80 Quality System Regulation for
medical devices and to the :ollowing International Standards:

Standard Description

ISO 14971:2019 Medical Devices-Application of CraHpapTt OnwucaHwne
Risk Management to Medical ISO 14971:2019 MeaguunHckue un3genua —  MNPUMEHEHUNe
Devices yNnpaBneHus  puckamm K  MeAULMUHCKUM

ISO 13845:2016 Medical devices —  Quality n3genmam
management systems — ISO 13845:2016 N3penus MeANLMHCKME. Cuctembl
Requirements for regulatory MeHe[)KMeHTa KauyecTBa. TpeboBaHusa An4
purposes Llenein perynmpoBaHus.

IEC 60601-1:2005 +
CORR. 1:2006 +
CORR.2:2007 +
Al:2012

IEC 60601-1-2:2014,
Edition 4

Medical Electrical Equipment- Part
1. General Requirements for Basic
Safety and Essential Performance

Medical electrical equipment - Part
1-2: General requirements for basic
safety and essential performance -
Collateral standard:
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IEC 60601-1:2005 +
CORR. 1:2006 +
CORR.2:2007 +
Al:2012

IEC 60601-1-2:2014.

Edition 4
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N3penns megnunHCKMe anekTpmyeckune. YacTb
1. O6uwme TpeboBaHUs 6€30MACHOCTH C YHETOM
OCHOBHbIX ()YHKLMOHANbHbIX XapaKTepUcTmK

N3penus  MeauLMHCKME 3NeKTpu4Yeckue -
Yactb 1-2: O6wume TpeboBaHns 6€30MacHOCTU
C YYEeTOM OCHOBHbIX  (DYHKLUMOHANbHbIX
XapakTepucTuk. [MapannenbHblid  cTaHAapT.



IEC 60601-1-8:2006 +
Al;2012

IEC 60601-1-6:2010 +
Al:2013

IEC 62366-1:2015
IEC

62304:2006/AMD1:2015
1STA3A:2018

IEC 62133-2-2:2017

UL 1642
ISO 15223-1:2016

Electromagnetic compatibility -
Requirements and tests

Medical electrical equipment - Part
1-8: General requirements, tests and
guidance for alarm systems in
medical electrical equipment and
medical electrical systems

Medical electrical equipment - Part
1-6: General requirements for basic
safety

and  essential  performance
Collateral standard: Usability
Application of usability engineering
to medical devices

Medical device software - Software
life cycle processes
Packaged-Products  for  parcel
delivery system shipment 70 Kg
(150 Ib) or less

Secondary cells and batteries
containing alkaline or other non-
acid electrolytes - Safety
requirements for portable sealed
secondary cells, and for batteries
made from them, for use in portable
applications - Part 2: Lithium
systems

5th Edition Lithium Batteries
Medical Devices- Symbols to be
used with medical devices labels,
labelling, and information to be
Supplied. Part 1 General
Requirements
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IEC 60601-1-8:2006 +
AL2012

IEC 60601-1-6:2010 +
Al:2013

IEC 62366-1:2015

IEC
62304:2006/AMDI:2015
1STA3A:2018

IEC 62133-2-2:2017

UL 1642
ISO 15223-1:2016
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JneKTpoMarHuTHas COBMECTUMOCTb.
TpeboBaHMA 1 UCMbITAHUS
N3penus MeguUUHCKME 3NeKTpuyeckue -

YacTb 1-8: O6wme TpeboBaHMA, UCMbITAHUA W
PYKOBOAALLME YKa3aHMA MO NPUMEHEHNIO

cucTem CUTHanM3auuu MeANLUHCKNX
ANEKTPUYECKUX U3denuii U MeAULMHCKUX
3NIEKTPUYECKUX CUCTEM

N3penns MeAULMHCKUE 3NEKTPUYECKUE -

Yactb 1-6: O6wume TpeboBaHMA 6€30MacHOCTK
C YYeTOM OCHOBHbIX  (DYHKLMOHa/bHbIX
XapakKTepuCcTUK. [LONONHUTENbHbIA CTaHAapT:
aKcnayaraunoHHasa npurogHoCTb
MpoekTMpoBaHne MeAULMHCKUX WU34ennii c
Yy4YeTOM 3KCMyaTalyMOHHOW NPUTO4HOCTM
MporpammHoe  obGecreyeHme. MMpouecchl
YXV3HEHHOTr0 uuKna

[locTaBka ynakoBaHHbIX U3genuii secom ao 70
Kr (150 ¢yHTOB)

AKKYMYNATOPbl Y aKKyMY/IATOPHbIE GaTapew,

cojepxatime LLLe/TOYHOW wnn - gpyrue
HEKUCNOTHbIE 3NeKTPONUTbl - TpeboBaHuMA
6e30nNacHOCTM MOPTATUBHBIX TEPMETUYHBIX
aKKyMynsaTopoB W 6aTtapeii ©3 HUX npu
noptaTMBHOM TMpUMeHeHUn - Yactb 2
Cucrtembl Ha OCHOBe NUTUA

NunTnesble 6aTapen, 5 nsgaHne

N3penna MeanUUHCKMe - CumBOSbI,
npUMeHaemMble npu MapK1poBaHUU

MeAULUMHCKUX W3fennid, Ha 3TUKETKax W B
COMPOBOAUTENbHOW fOKYMeHTauumn. Yactb L
OcCHOBHble TpeboBaHUA



ASTM F2503-20 Standard Practice for Marketing
Medical Devices and Other Items
for Safety in

Magnetic Resonance Environment
Graphical Symbols for Electrical

Equipment in Medical Practice

1EC/ TR 60878:2015

ASTM F2503-20 McnblTaHne Ana MapKWMpoBKKM 6e30nacHOCTU
MeAMNLMHCKNX YCTPONCTB M ApYrnX NpeameToB
B Cpefie MarHMTHOIO pe3oHaHca

CvmBONbI rpauyeckne A1 MegULUHCKOrO

3M1eKTPo06opyA0BaAHMUSA

1EC/ TR 60878:2015

Electromagnetic Compatibility and Electrical Safety / SnekTpoMmarHntTHas COBMeCTUMOCTb U 3/1IeKTpo6e30nNacHOCTb.

Although the Extension Cable is not itself subject to electrostatic
discharge (ESD), it is connected to a component (Sensor) that is
subject to ESD and could be damaged during a discharge.

CAUTION: Exposure to electrostatic discharge (ESD) energy
could damage the Sensor. High levels of ESD could damage the
electronic components and cause the Sensor to be rendered
inaccurate of inoperable. Take all precautions to reduce the buildup
of electrostatic charge during the use of this product.

* Provide patient grounding; e.g., grounding straps on gurneys.

* Avoid the use of materials that could generate ESD during patient
movement and transport; e.g., nylon transfer boards with bedding.
» Before touching the patient, caretakers should discharge ESD
buildup by

touching a grounded metal surface, such as a bedrail.

It is recommended that all hospital personnel in contact with these
devices

receive an explanation of the ESD symbol and training in ESD
precautionary procedures. Training should include, at a minimum,
an introduction to electrostatic discharge, when and why it occurs,
precautionary measure, and the damage that can be done to
electronic components if touched by a user who is electrostatically
charged.
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Electrostatic Discharge (ESP) Information/HH(|)opivianHH 06 aneiCrpocTtaTnyeckom paspsage.

XoTs caM  YANMHWUTENbHbIA  Kabenb  He  MOABEPXEH  BO3AENCTBUIO
anekTpoctatmyeckoro paspsaga (9CP). OH nogknwyaeTcs K KOMMOHEHTY
cucTembl (AaTtyumKy), KOTOpbIn noagep>xeH Bo3feicTBUto ICP 1 MOXET ObITb
NMoBpeXJeH B pe3y/sibTaTe Takoro paspsaga.

BHNMAHWME! Bo3pgeiicTBue anekTpoctatnyeckoro paspsaga (3CP) moxer
NPMBECTM K MOBPEXAEHMIO AaTumKa. BbICOKMin ypoBeHb JCP MOXET Bbi3BaTb
NOBpeXAeHNe 3N1eKTPOHHbIX KOMMNOHEHTOB U NPUBECTN K HETOYHOCTMW MOKa3aHMWi
W HepabotocnocobHocTM patyvka. [lpy UCNONb30BaHUM 3TOr0  U3AeNnA
npuHMMaliTe BCe Mepbl MPeAOCTOPOXHOCTU NS CHMKEHUS HakananBaemoro
3N1eKTPOCTATUYECKOro 3apaja.

e Ob6ecneybTe 3a3eM/leHMe MauuMeHTa, Hanpumep, C MOMOLLbIO 3a3eMAAOLLUX
PeMHeN Ha KaTaske.

* W36erailTe MCNOMb30BaHWS MaTepuanoB, CMOCOOHbIX K HAKOMIeHUHo
3NeKTPOCTAaTMUYECKOr0 paspsga npu  MnepemMelieHnun U TPaHCMOPTUPOBKeE
nawuneHTa, Hanpumep, HEeNOHOBbIX HOCWOK c NOCTe/IbHbIMMU
NPUHAZ NEXXHOCTAMMW.

* Mpexae 4em npuKacaTbCa K NayMeHTy, yXaXuBatoLline 3a HAM Inla AOMXKHbI
COpOCUTb HAKOMMBLUWIACA 3MEKTPOCTATUYECKUIA 3apsif, MNPUKOCHYBLUMCb K
3a3eM/IeHHOl MeTanMyecKoli NoBepXHOCTH, HanpuMep, K CNMHKEe KpoBaTMy.

PekomeHayeTca 06bACHUTL BCEM COTPYAHMKAM rocnutans, pabotaloLwmm
JaHHbIMW U3[eNUAMK, YTO 03HavaeT cumeon SCP, n nposecTy obyyeHne no
mMepam MpesocTOPOXHOCTK, CBA3aHHbIM ¢ QCP. O6yyeHue LOMKHO BKAOYATb B
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cebsl, KaK MMHUMYM, BBOZHYIO UH(OPMAaLMIO 06 3N1eKTPOCTAaTUYECKOM pa3pse,
CUTyaLusX, B KOTOPbIX OH BO3HMKAET, N ero NpuYmMHax, Mepax
NPesoCTOPOXHOCTU U BO3MOXHbIX MNOBPEXAEHNAX 3NEKTPOHHbIX KOMMNOHEHTOB
MpW NPUKOCHOBEHUW MO/b30BaTENA, HA KOTOPOM CKOMWCS
3N1eKTPOCTAaTUUECKNIA 3apsg,.

Emissions / 9nekKTpoMarHnTtHoe nU3ny4deHue.

Medical electrical equipment requires special precautions
regarding electromagnetic compatibility (EMC) and needs to be
installed and put into service according to the EMC information
provided in this document.

Portable and mobile RF communications equipment can affect
medical electrical equipment.

The use ofaccessories and cables other than those specified in this
document, with the exception ofaccessories and cables sold by the
Manufacturer of the medical electrical equipment as replacement
parts for internal components, may result in increased emissions or
decreased immunity of the Medical Electrical Equipment.

The equipment should not be used adjacent to or stacked with other
equipment. If adjacent or stacked use is necessary, the equipment
should be observed to verify normal operation in the configuration
in which it will be used.

Guidance and Manufacturer’s Declaration -

__ Electromagnetic Emissions.___
The CereLink® ICP Monitor is intended for use in the
electromagnetic environment specified below. The customer or
the user of the ICP Monitor should ensure that it is used in such
an environment. Deviations from emission and immunity
environment for this device may affect its life expectancy.

Compliance Electromagnetic environment

- guidance

Emissions
test

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

AnekTpuyeckoe MegVMLUHCKOe un3fgenve TpebyeT MNpPUHATMA 0CO6bLIX Mep
NPesoCTOPOXHOCTU MO 3MEKTPOMArHUTHOW coBmecTUMOCTU (BMC) © JONXHO
yCTaHaBNMBATbCA W BBOAMTLCA B 3KCMN/yaTauuio COrfacHo WHGopmauumn no
9MC, yKa3aHHOI B HaCTOSALLEM [JOKYMEHTE.

Mob6unbHble pagnoTeneOHHbIE CUCTEMbI CBA3W MOTYT BAWATL Ha paboTy
MeAULMHCKOr0 31eKTPUYECKOro U3genmns.

Wcnonb3oBaHme NpuHagneXxxHocTel 1 Kabenei, OTAMYaloWmnXCcs 0T YKa3aHHbIX B
3TOM JOKYMEHTE, 38 UCK/I0YEHNEM NPUHAANEXHOCTEN 1 Kabenel, peannsyemMblX
NMPOn3BOAUTENIEM MEANLMHCKOIO 3/1IEKTPUYECKOTO NU3LENNsA B KA4ECTBe 3anacHbIX
yacTei ANA BHYTPEHHUX KOMMOHEHTOB, MOXET NPUBECTU K MOBbLMNMNEHNIO YPOBHSA
9MUCCUIA OT UCTOYHMKA UM CHUXXEHUIO YCTONYMBOCTU PaboTbl MEAULMHCKOrO
3/IEKTPUYECKOr0 U3Aenus.

N3penve He [OMKHO MCMONb30BaTLCA, KOrAa OHO PACMO/OXKEHO COOKY, Haa uim
nos apyrum obopypnosaHuem. Ecnu Tpebyetcs ucnonb3oBaHue cOOKY, Haf Uu
nog Apyrum  obopyfoBaHuMeMm, HeO6XOAUMO  KOHTPOAMpoBaTb  paboTy
obopynoBaHus, 4TobblI 06ecneynBanoCb HOpMasibHOE (PYHKLMOHMPOBAHME MpU
TaKOM PacrnonoXeHuu.

Pykosogacrso Il geknapauna n3roTosutend - anekrTpo.vyal HUTHas

3.MHCCHS, _
MoHutop CereLink® ans  u3MepeHWs  BHYTPUYEPENHOro  [aB/EHUN
npefHasHayaeTca AN NPUMEHEHUS B 3/1EKTPOMArHUTHOW 06CTaHOBKe,

onpefeneHHon Hwxe. [loKynaTend WAM NOMb30BaTentd MoHuTopa BYA
cnefyet o6ecneynTb ero MPUMEHEHWEe B YKa3aHHOW 3/1eKTPOMarHUTHOM
o6cTaHoBKe. OTK/IOHEHUA OT YCIOBUIA U3yYEHNS U NOMEXOYCTONYNBOCTU AN14
[JAHHOTO M34eNns MOTyT NOBAUATL HA €ro 0XKMAAEMbIA CPOK CyXObl.
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RF emissions: Group 1 The ICP Monitor uses RF
CISPR 11 energy only for its internal
function. Therefore, its RF
emissions are very low and are
not likely to cause any

interference in nearby
electronic equipment.
RF emissions: Class A The ICP Monitor is suitable for
CISPR 11 use in all establishments other
Harmonic Class A than domestic and those
emissions directly connected to the
IEC public low-voltage power
61000-3-2 supply network that supplies
Voltage Complies buildings used for domestic
fluctuations/ PUrpOSEs.
flicker
emissions
IEC 61000-3-
3

McnbliTaHue na CooTBeTcTBME 3O.3eKTPOMarHH3 Has 06CcTaHOBKa —
afieKTpomarHIraylo yKasaHus

3MMUCCUIO

Paguonomexu no Mpynna 1 MoHuTop BU ncnosb3yet
cuncrnru pasnoyYacTOTHYHO 3HEpPruk TOJbKO

ONS BbMNTOMHEHUS  BHYTPEHHUX
(GYHKUWA.  YpOBEHb  3MUCCUU
PafinoyacTOTHLIX MOMeX SBAseTCs
HWU3KNM W1, BEPOSITHO, He NpuBegeT K
HapywWweHNsM  (YHKLVOHNPOBAHUA

pacnonoXeHHOro BOIN3N

3NEKTPOHHOTo 060opya0BaHNUS.
Paguonomexu no Knacc A MoHuTop BUA npurogeH ans
cncnrepu NPUMEHeHN B MOObIX  MecTax
[ apMOHMueCKHe Knacc A pa3MeH.l,eHI/IFI, KpoMe XW/bIX LOMOB U

3faHNN, HenocpeacTBeHHO

CcoCTaB/dOLW e TOKa

no M3K 61000-3-2 NOAK/MHOYEHHbIX K HWU3KOBO/IbTHOWU

pacnpefennTenbHON  3N1eKTPUYECKOW
KoneGaHus CooTBeTcTByeT CETM, NUTAlOLei Xunble Joma.
HanpsHXKeHus un

hnnkep no M3IK
61000-3-3

Immunity / 3alWMWEeHHOCTb OT 3/IEKTPOMAarHUTHbIX NOMEX.

Guidance and Manufacturer” Declaration -
FJectromagnctic Immunity.

The CereLink® ICP Monitor is intended for use in the
electromagnetic environment specified below. The customer or
the user of the ICP Monitor should ensure that it is used in such
an environment. Deviations from emission and immunity
environment for this device may affect its life expectancy.
IMMUNITY IEC 60601 Compliance Electromagnetic
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YKaszaHUa u geknapauus npousBoanTeNs: 3awmTa oOT 3N1eKTPOMarHMTHbIX
nosei.

MoHuTtop CereLink® gna  “3MepeHuUs  BHYTPUYEPErnHOro  Aas/eHus
npegHasHavyaeTcs NS MPUMEHEHWA B  31eKTPOMarHUTHOW 06CTaHOBKE,
onpeaeneHHoin Hwxke. T[lokynaTtent uWAKM NOMb30BaTeNtd MoOHUTOpa BU/
cnefyet o6ecrneynTb ero MPUMEHEHMEe B YKa3aHHON 3/1eKTPOMarHUTHOM
o6cTaHoBKe. OTK/IOHEHMSA OT YCNIOBUIA U3NYHEHUA U NMOMEXOYCTONYMBOCTM AN1A
[aHHOT0 M34ennMs MOryT NOBANATL Ha €r0 0XKMAAEMbIA CPOK CNYXObI.
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test test level level
Electrostatic +/- 8kV +/- 8kV
discharge contact contact;
(ESD) IEC  +/- 2KV, +/- +/- 2kV, +I-
61000-4-2 4kV, +/- 4kV, +I-
8kV, +/- 8kV,
15kV air +/- IIkV air

Electrical fast *

transient/burst ~ power supply power
IEC 61000-4- lines supply lines
4
+ 1 kV fori + 1 kV for
input/output
lines lines
Surge * 1 kV 1 kV
IEC 61000-4-5 line(s) to +2 kV
line(s)
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2 kv for + 2 kV for] Mains

environment

guidance

Floors should be
wood, concrete,
ceramic tile,
and/or antistatic.
If floors are
covered with
synthetic material
(that is not
antistatic), the

relative humidity
should be at least
30% to prevent
electrostatic
discharges greater
than lkVv.
Otherwise, ESD
charges  greater
than 11kV may
occur, which can
lead to damage to
the CereLink®
ICP Monitor.
power
quality should be
that of a typical
commercial or
hospital

input/output environment.

Mains

that of a typical

power
quality should be

McnbiTaHue Ha

MOMEXOYCTOMNYNBO
CTb
nekrTpocTaTuyeckmne
paspsagbl (3CP) no M3K
61000-4-2
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McnbiTaTenbH
blli YPOBEHb
no M3K
60601

+8 kB -
KOHTaKTHbI
paspaq,;
+2,4,8, 15
KB —
BO3A4YLUHBbIN
paspsaq

YpoBeHb
COOTBETCTBUSA

+8 KB -
KOHTaKTHbI
paspaq,;
+2,4,8 11
KB —
BO3AYLLHbII
paspaa

dneKTpomMarHuTHas
06CTaHOBKA —
yKaszaHus

Monbl
ObITb
AepeBAHHbIMU,
GETOHHbIMM,
MOKPbLITbIMM
KepaMunyecKou
NANTKOW w1 (1nn)
aHTUCTATUYECKUM
n. Ecnn  nonbl
MOKPbITbI
CUHTETUYECKUM
(He
aHTUCTaTMYECKNM)
maTepuanomMm,  TO
ans
npeLoTBpaLLeHNs
afleKTpocTaTnyeckK
oro paspsaga 6onee
1 KB
OTHOCUTENbHAsA
BNAXHOCTb
[OMKHA OblTb He
Huke 30 %. B
MPOTMBHOM Cny4ae

AO/MKHbI

MOryT MMETb
MECTO paspsbl
2CP

HanpsXXeHnem

6onee 11 kB, uTO
MOXeT NPUBECTM K



Voltage dips,
short
interruptions
and voltage
variations

on power
supply  input
lines IEC
61000-4-11
Power
frequency
(50/60 Hz)
magnetic field
IEC 61000-4-8

+ 2 kV

line(s) to

earth

0% UT,; 05 0% UT,

cycle at 0° 0,5 cycle

45°, 90°, at0°,

135°, 45°,  90°,

180°, 225°, 135°,

270° and 180°,

315° 225°,
270° and
315°

0% UT; 1

cycle at 0°
0% UT; 1
cycle at 0°

70% uUT;

25/30 cycles 70% UT;

at 0° 25/30
cycles at
0°

30 A/m 30 A/m

commercial or
hospital
environment.
Mains power

quality should be
that of a typical

commercial or
hospital
environment. If
the user ofthe ICP
Monitor requires
continued
operation during
power mains

interruptions, it is
recommended that
the ICP Monitor
be powered from
an uninterruptible
power supply or a

battery.
Power frequency
magnetic fields

should be at levels
characteristic of a
typical location in

a typical
commercial or
hospital

environment.

NOTE: UT is the AC mains voltage prior to application of the

test level.
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HaHocekyHAaHble
UMMY/IbCHbIE MOMEXW MO
M3K 61000-4-4

MwuKpoceKyHaHbIe
NMNYNbCHbIE NOMEXM
60NbLUOK 3HEPrUK No
M3K 61000-4-5

MpoBasnbl HanpsXXeHus.
KpaTKOBPEMEHHbIE
npepbIBaHNA n
N3MEHEHUNS HanpsaXeHus
BO BXO/HbIX IMHUAX
afiekTponutaHmnsa no M3K
61000-4-11
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* 2 KB ans
NVHNR
3NeKTPONUTaH
203

+ 1 kB gna
NUHWNIA
BBOAa/BbIBOMA

+ 1 kB npu
nogauye nomex
no cxeme
«npoBoOfg —
npoBoA»

+ 2 KB npu
nogaye nomex
no cxeme
«npoBog —
3emMna»

0% uT,
pabounin yukn
0.5 npu 0°,
45°,

90°, 135°,
180°, 225°,
270°n 315°

0% nT;

+ 2 kB gn4
NUHWIA
3NeKTPONnUTaH
nd

+ 1kB pgna
NNHWN
BBOJa/BbIBOA

+ 1kB

+2 kB

0% unT,
pabounin Lmkn
0,5 npu 0°,
45°,90°, 135°,
180°, 225°,
270°n 315°

0% uT;
pabounin Lmkn
1 npwn 0°

NoBPEeXAEeHMNIO
MOHUTOpA
CereLink®.

BUA

KauecTBo
3NEKTPUYECKON
3Heprun B ceTu B
COOTBETCTBMM C
TUNNYHBIMU
yCNoBMAMU
KOMMepYecKoi
NI 60N1bHNUYHON
06CTaHOBKM.
KauectBo
3NEeKTPUYECKON
3Hepruu B CeTU B
COOTBETCTBUU C
TUNUYHBIMK
YCNOBUSAMM
KOMMEPYECKO
NN 60/IbHUYHON
06CTaHOBKM.

KauyectBo
3NeKTPUYECKOIA
3Heprun B ceTn B
COOTBETCTBMM C
TUNUYHBIMM
yCNoBUAMU
KOMMEpPYeCKon nam
60NbHNYHOWA
o6cTaHoBKU. Ecnn
NONb30BATENHO



paboynin umMKn

1npu 0° 70% uT,;
25/30

70% nT,; pabounx
25/30 LMKNOB Npu
paboumnx 0°
LUWKIOB Npwu
0°

MarHuTHoe nose 30 A/m 30 A/m

NPOMbILUNIEHHON) YacTOTbI
(50/60 I'y) no M3K
61000-4-8

MOHUTOpa BU/,
HeobXxoaMMo
obecrneynTb
HenpepbIBHYO
paboTy B yCNoBuAX
BO3MOXHbIX
npepbiBaHWI
CeTeBOro
HanpsHXXeHns,
pekomeHayeTcs
nUTaHWe MOHMUTOpPA
BYA
OCYLLeCcTBNATH OT
NCTOYHMKA
6ecnepeboliHoro
NUTaHNSA UNn
baTapen.

YPpOoBHMU
MarHUTHOro Mons
NPOMbILL/IEHHOM
4yacToTbl criefyer
obecrneunTb B
COOTBETCTBUM C
TUMUYHBIMU
yCNOBUAMM
KOMMepYeCKOoW unm
60NbHNYHOIA
06CTaHOBKM.

MPUMEYAHWME, n T — ypoBeHb Hanpsi>XXeHUst 3N1eKTPUYECKON CeTn Ao

MOMEHTa nogayn UCnblTaTe/IbHOr O BO3,L'J,EI7ICTBVIF|.
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The ICP Monitor is intended for use in the electromagnetic
environment specified below. The customer or the user of the
ICP  Monitor should ensure that it is used in such an
environment. Deviations from emission and immunity
environment for this device may affect its life expectancy.
IMMUNITY |EC 60601 Compliance Electromagnetic

test test level  level environment -
guidance

Conducted 3Vrms VI = Portable and mobile

RF IEC 150 kHz to 3Vrms communications

61000-4-6 80 MHz equipment should be

seperated from the
ICP Monitor by no
less than the
distances calculated

/listed below:

. 3V/m El =3V/m D=(3.5/V1)(V P)
Radiated 80 MHz to 150 KHz to 80
RFIEC
N s 2.7 GHz MHz

-4- 80% AM D-(3.5/E1)(V P) 80
at 1kHz to 800 MHz

D=(7/E1)(V P) 800
MHz to 2.5 GHz
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MoHuTop BYJ, npepHaszHayaeTca AN MPUMEHEHUA B 3M1eKTPOMarHUTHOM
06CTaHOBKe, OMpefeneHHo Hwke. TlokynaTento WA NONb30BaTENO
MoHuTOpa BYJ cnegyetr o6ecneynTb ero MpUMeHeHWE B YKa3aHHOM
3/IEKTPOMArHUTHOM 06CcTaHOBKe. OTK/IOHEHUA OT YC/OBUA W3NyYeHUA W
MOMEX0yCTOMYMBOCTM A1 [AHHOr0 W34eNns MOryT MNOBAWUATL Ha ero
0XUAaeMblli CPOK CNYXObI.

McnbiTaHMe Ha McnbiTaTeNbH Y pOoBeHb DNeKTpoMarH1MTHas

NMOMEXOYCTO bl YpPOBEHb MO COOTBETCTB 06CTaHOBKA - YKa3aHus
M- UNBOCTb M3K 60601 ns

KOHYKTUBHbIE 3 B (cp. kB.) VI =3B(cp. PaccTosaHune

rno- mMexu, B Mmonoce oT KB.) mexay

HaBe[leHHbIEe 150 kl'y, go MOGUBHLNNK

pagmoyacToTHeim 80 MIL pagunoTeneOHHbI

7 MU cucTemamm

3N1eKTPOMarHMTH CBA3N U

bl- MU NONAMMU, MOHUTOpom BY/

no M3K 61000-4- NOMKHO ObITb He

6 MeHbLLUE
paccyMTaHHOro un
NMpUBeLEHHOI0
HVKe:

PagnoyactoTHoe 3B/m El =3 B/m DKB.SA'IXV P)(oT

3NeKTpoMarHnuTH B roJjioce OT 150 kl'y, go 80 MTI'u)

oe nose 80 MTl'u o D=(3,5/E1)(V P) (ot

no M3K 61000-4- 2,7 Ty 80 o 800 MTw)

3 80% AM npu 1 D=(7/E1)(VP) (800

Ky, MIy go 2,5 M'u)
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RF
Proximity
Fields

Band
380- 390
MHz

IEC 61000-4-3 430 - 470

Recommended Separation Distances Bet>vecn Portable and

MHz
704 - 787
MHz
800 - 960
MHz
1,700-
1,990
MHz
2,400 -
2,570
MHz
5,100-
5,800
MHz

Immunity
Test Level
27 V/m
28 V/m
9V/m

28 V/m
28 V/m
28 V/m
9V/m

where P is the max
power in watts and D
is the recommended
seperation distance in
meters.

Field strengths
from fixed
transmitters, as
determined by an
electromagnetic
site survey, should
be less than the
compliance levels
(VI and EI)

Interference may
occur in the vicinity
of equipment
containing a
transmitter.

Pagno4yacToTHble
3NEKTPOMarHuTbl
ble Nons B
Hernocpeg-
CTBEHHOW
6nm3ocTun

no M3K 61000-4-
3

[wnana3oH
380-390
Ml
430770
MU
704-787
Ml
800-960
My
1700-1990
Ml
2400-2570
Ml
5100-5800
Ml

McnbiTaTenbHbI

i ypOBEHb
nomexoy-

CTOMYMBOCTH

27BIM
28B/M
9B/m
28B/M
28 B/m
28 B/m
9 B/m

roe P—
MaKcuManbHas
MOLLHOCTb B BaTTax, a
D — peKomeHAayeMmbl i
MPOCTPaHCTBEHHbIN
pasHoc B MeTpax.

HanpsaxeHHOCTb
nons npu
pacnpocTpaHeHun
pafvoBO/H OT
CTaunoHapHbIX
paguonepeaTymMKos
no pesynbtartam
HabnaeHnn 3a
3NeKTPOMarHMUTHOW
06CTaHOBKOWA
[lO/KHa BbITb HUXKeE,
4yeMm YPOBEHb
COOTBETCTBUS B
KaXkaoi nonoce
yacToT (VI n E1).

MomMexu mMoryT UmeTb
MecTo B6M3n
060pyaoBaHus,
cojepxaLliero
nepefaTyuk.

Recommended Separation Distances / PekomeHAayemoe pacCTOSAHUE MeXAay U3LennsmMmu.

Mobile RF Communications Equipment and the ICP

Monitor.

Deviations from emission and immunity environment for
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PekomeHayeMble 3Ha4YeHNS NPOCTPaHCTBEHHOIO pasHoca Mexay
HOPrarHBHbLIMM M MOABWXXHbLIMW PALN0OYACTOTHLIMW CpeacreamMu
CBS3U U MOHMTOpPOM BU/. OTKNOHEHUSA OT YCNOBUIA N3NYUYEHMNA 1
NMOMeX0yCTOWYMBOCTM 418 JaHHOTO HABAENUA MOTYT NOBAUATbL Ha
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this device may affect its life expectancy.

The ICP Monitor is intended for use in an electromagnetic
environment in which radiated RF disturbances are
controlled. The customer or the user ofthe ICP Monitor can

help prevent electromagnetic interference by maintaining a
minimum distance between portable and mobile RP
communications equipment (transmitters) and the ICP
Monitor as recommended below,

according to the maximum output power of the communications

equipment.
Separation distance according to frequency of
transmitter m

Rated 150 kHz to 80 80 MHzto 800 MHz to

maximum MHz 800 MHz 2.5 GHz

:’r‘;tnpsur;ﬁ:’ev;’uo“ D= (3.5/VI)(V D= (3.5/El)(\" D= (T/EI)(V
P) P) P)

0.01 012 012 0.23

0.1 .037 .037 .074

1 1.17 1.17 2.33

10 3.69 3.69 7.38

100 11.67 11.67 23.33

ero 0OXXupgaemMmblii CPOK C>¥0bl.

MoHWUTOpP AN U3MEPEHUs BHYTPUYEPernHoro AeneHns npegHasHavyaercs
ANS NPUMEHEHUs B 3/EKTPOMArHUTHOMW 06CTaHOBKe, MpuM KOTOPOI
OCYLLLECTB/AETCA KOHTPO/Ib YPOBHEW M3Ny4vaeMblX nomex. Mokynartenb
WA nonb3oBatenb MoHMTOpa BYJ[ MOXeT un3bexarb BAMAHUA
3M1eKTPOMArHUTHbBIX nomex, obecneynBas MUHUMaSbHBbIN
MPOCTPAHCTBEHHbIN pPa3sHOC MeXJy MNOPTaTUBHLIMWU W MOABUXHbLIMU
pagmoy4acToTHbIMU CpefCcTBaMK CBA3M (nepefaTymkamu) U MOHUTOPOM
BU/, kak peKoMeHAyeTCs HWXe, C Y4eTOM MakCUManbHOW BbIXOLHOW
MOLLHOCTW CPeACTB CBA3N.

NPOCTPAHCTBEHHbIN pasHoc, M,
3aBMCMMOCTM OT 4aCTOTbl NepeaaTynka
HomuHanbHas OT 150 Kl OT 80 MI'y Ot 800
MaKCuManbHaAd [0 80 My, Jils) 800 MIy fo
BbIX0HaAa D Mly D = 25 Iy
MOLULHOCTb (3,5N/1) (3,5/E1) D
nepefaTyuunka, (VP) (Vp) (7/EQ)
Bt
0.01 0,012 0,012 0,23
0.1 0.037 0,037 0,074
uv 1,17 2,33
10 3,69 3,69 7,38
100 11.67 11,67 23,33

Shelf life/Service life / CpoK rogHocTu/cpok akcnayartaymm

The CereLink® ICP Monitor, battery, power supply, cable, adapter
is reusable, non-sterile devices. Therefore, there is no expiry date
and shelf-life is not applicable for these devices.
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MonuTop CereLink® pana u3mepeHus BHYTpPUYEpenHOro AaBneHus, batapes,
CMEHHbIA  6NOK nuTaHusA, Kabenb, ajanTep ABAAKOTCA HeCTEPUbHbIMU
n3gennaMy MHOrokKpaTHOro npumMmeHeHus. CneposaTenbHO, CPOK FOAHOCTU U
CPOK XpaHeHUs AN AaHHbIX U3LeNNiA He NpefyCMOTPEH.
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Service life for ICP Extension cable minimum 5 years

Cpok akcnayaTaumm yaaMHUTENbHOTO Kabens cocTaBnsieT He MeHee 5 feT.

Manufacturer’'swarranty / FapaHTua npon3BoanTens.

Manufacturer’s warranty for storage and usage is one year

Integra LifeSciences Production Corporation warrants to the
original purchaser only that each new product is free from
manufacturing defects in material and workmanship under normal
use and service for a period of one year (except as otherwise
expressly provided as to accessory items) from the date of delivery
to the first purchaser, but in no event beyond the expiration date
stated on any product labeling.

. Surgical instruments are guaranteed to be free from defects
in material and workmanship when maintained and cleaned
properly and used normally for their intended purpose.

. Any covered product that is placed under a lease, rental or
installment purchase agreement and that requires repair service
during the term of such placement agreement shall be repaired in
accordance with the terms of such agreement.

Ifany covered defect occurs during the warranty period or term of
such placement agreement, the purchaser should communicate
directly with authorized representative. If purchaser seeks to
invoke the terms of this warranty, the product must be returned to
manufacturer at its home office. The defective product should be
returned promptly, properly packaged and postage prepaid.

Loss or damage in return shipment to manufacturer shall be at
CUSTOMER’Srisk. Manufacturer’s sole responsibility under this
warranty shall be repair or replacement, at manufacturer’s sole
discretion at manufacturer's expense, subject to the terms of this
warranty and applicable

agreements.

IN NO EVENT SHALL INTEGRA BE LIABLE FOR ANY
INCIDENTAL, INDIRECT, CONSEQUENTIAL OR PUNITIVE
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apaHTWIAHbIN CPOK XpaHeHMs 1 aKCMayaTauun cocTaBnseT 1rog

WHTerpa NalipCaitHcms
Production Corporation)

MpopakwH KopnopeiwH (Integra LifeSciences
rapaHTUpyeT (UCKNOUYUTENIbHO MepBOHaYa/bHOMY

n0KynaTemo), 4TO Ka)xkgoe HOBOE wu3fgenne He WUMEET NPOU3BOACTBEHHBLIX
,CI,B(*JEKTOB C TOYKM 3peHua KadecTBa MaTepunasia WU WU3FOTOBMEHUA TPU
HOpPpMa/ibHOM ncnonb3oBaHNMN, a TakKXxe npepocTaBndaeT FapaHTMVIHOG

006CNyXXnBaHUe B TeYeHMe OAHOro roga (ecnu gns NPUHaANEXHOCTER ABHO He
YyKa3aHO MHOe) C MOMeHTa J0CTaBKW W3feNns NnepBoHayaibHOMY MOKynaTesto,
HO HW MPWU KakWX YCNOBUAX MO MPOLIECTBUM [aTbl UCTEYEHUS CPOKA FOLHOCTH,
yKa3aHHOW Ha MapKMpPOBKe M3Lenus.

e [lpepocTaBnseTcd rapaHTMa TOro, 4TO MU34enMa AN  UCMOAb30BaHUA
XUPYPruyeckKMmMmn MetogaMum He UMEKT LeeKTOB C TOUKWU 3PEHUA KayecTsa
maTepuana n U3roToB/IEHUS MPU YCNOBUM Hagexalux o6palLeHns n YncTku, a
TakXXe 06bIYHOT0 MCMOJIb30BAHMSA MO HA3HAYEHMIO.

* Jlto60e n3genune, nognajgaroliee noj AencTeMe rapaHTUIAHOIO cornaweHns 06
apeHfe, mnpokate WM YCTaHOBKe W Tpebyioulee yCayr no pPemMoHTY Ha
NPOTSHKEHUW  CPOKa  AeNCTBUSA  TaKOro  cornaweHus, AO/MKHO  ObiTb
OTPEMOHTNPOBAHO B COOTBETCTBUM C YCIOBUAMW TaKOro COr/alleHus.

Mpn o6HapyXXeHUW BO Bpems rapaHTUINHOrO nepuoja AegekTa, noAnagaroLero
noa AencTBMe YCMOBUIA TaKOro cCOrnawleHus, MOKynaTenb AO/HKEH CBS3aTbCH
HenocpefCcTBEHHO C nNpeAcTaBuTenem npoussoauTens. Ecnn  nokynaresnb
HacTamBaeT Ha BbIMOJSIHEHUN YCNIOBUI 3TOW rapaHTUW, usgenue LOMKHO ObiTb
BO3BpALLEHO B rNaBHbIN 0(MC Npon3BoauTens. HekauecTBeHHbIN TOBap AO/MKEH
ObITb BO3BpaLlEH B KpaTyaillive CpOKM B HafAnexallen ynakoBKe MOYTOBbIM
OTMpaBneHMeM ¢ nNpeaonnaToin.

OTBETCTBEHHOCTb 3@ BCE YObITKM W MOBPEXAEHUA, BO3MOXHbIE MPY 06paTHOIA
oTnpaBKe npoussoanTento, nexxut na KNIMEHTE. EANHCTBEHHOI 0653aHHOCTbIO
NMPOU3BOAMTENA MO 3TOW rapaHTUM ABNAETCA PEMOHT WAM 3aMeHa U3fenns Ha
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DAMAGES IN CONNECTION WITH THE ACQUISITION OR
USE OF ANY INTEGRA PRODUCT. Further, this warranty shall
not apply

to, and manufacturer shall not be responsible for, any loss arising
in connection with the purchase or use of any product that has been
repaired by anyone other than an authorized INTEGRA service
representative or altered in any way so as, in INTEGRA’S
judgment, to affect its stability or reliability, or which has been
subject to misuse, negligence or accident, or which has been used
otherwise than in accordance with the instructions furnished by
manufacturer. THIS LIMITED WARRANTY IS EXCLUSIVE
AND IN LIEU OF ALL OTHER WARRANTIES, EXPRESSED
OR IMPLIED, AND OF ALL OTHER OBLIGATIONS OR
LIABILITIES ON INTEGRA’S PART, AND INTEGRA
NEITHER ASSUMES NOR AUTHORIZES ANY
REPRESENTATIVE OR OTHER PERSON TO ASSUME FOR
IT ANY OTHER LIABILITY IN CONNECTION WITH
INTEGRA® PRODUCTS. INTEGRA DISCLAIMS ALL
OTHER WARRANTIES, EXPRESSED OR IMPLIED
INCLUDING ANY IMPLIED WARRANTY OF
MERCHANTABILITY OR OF FITNESS FOR A PARTICULAR
PURPOSE OR APPLICATION OR WARRANTY OF QUALITY
AS WELL AS ANY EXPRESSED OR IMPLIED WARRANTY
TO PATIENTS.

COOCTBEHHOE YCMOTPEHME W TMOJIHOCTLIO 3a CYET MNPOM3BOAMTENS COrNacHo
YCNOBUAM 3TOW rapaHTUM N COOTBETCTBYHOLLUX COrNalleHNiA.

KOMMNAHNA INTEGRA HW MNP KAKWNX OBCTOATEJ/IbLCTBAX HE
HECET OTBETCTBEHHOCTW 3A C/IYUYAWHBLIE, KOCBEHHBIE,
NOCNEAYHOWWNE NN CBA3AHHBIE C MPUMEHEHWVEM WWTPA®HbLIX
CAHKUWWA YEBEbITKM B CBA3W C TMNPUOBPETEHUEM WU
NCMNOJNIb3BOBAHMEM KAKOIO-INBO N3JENNA INTEGRA. Kpowme Toro,
[JlaHHas rapaHTMa He TnokpbiBaeT, a Kopnopauua INTEGRA He Hecer
OTBETCTBEHHOCTW 3a YObITKW, CBfi3aHHbIE C MOKYMKOW WX WUCMONb30BAHWEM
n3genua Mpou3BOAUTENs, €eciu OHO [MOABEPranoCb PEMOHTY /NIMLOM, He
ABNAOLWMMCA YNOSIHOMOYEHHbIM MNPeLCTaBUTENEM, MO0 >Xe W3MEHEHWUIO,
KOTOpoe MOrno 6bl, MO MHEHWIO KOMMaHWW, MNOBAWATL Ha CTabUNLHOCTbL W
HafeXHOCTb ero paboTbl, WX  HenpasWIbHOMY 1M60  HEOGPEeXHOMY
MCMONb30BaAHMIO, HECYACTHOMY C/lyyato, a TaKXe eciiv U3fenne ucnonb3oBanoch
He B COOTBETCTBUM C WHCTPYKUMAMM, NpPefoCTaBisieMbIMU MPOU3BOAUTENEM.
3TA TAPAHTUA OIFrPAHMYEHA  ONMPEAENEHHBIM  CPOKOM,
ABNAETCA UCKAOUYNTENBHON N 3AMEHSAET APYTUVE TAPAHTUN,
ABHO BbIPAXEHHbLIE NTNBO MOAPA3YMEBAEMBbIE, A TAK)XE BCE
OPYTWE OBA3ATENNBCTBA N1 OBA3AHHOCTW CO CTOPOHbI INTEGRA.
INTEGRA HE NMPUHUMAET HA CEBA U HE NMPELOCTABNIAET MNPAB
HUKAKM NPEACTABUTENAM AW APYTUM NNUAM BO3JTATATb
HA HEE OPYIYIO OTBETCTBEHHOCTb B CBA3WM C MPOAYKLMEN
INTEGRA. KOPMOPALUUA INTEGRA HE OAET HUKAKUX APYTUX
OBA3ATE/NILCTB B OTHOLWEHNN KAKNX-NTNBO ABHO

BbIPAYXXEHHbIX IMBEO MOAPA3YMEBAEMbIX TAPAHTUN. BK/IKOUAS
MOAPA3YMEBAEMBbIE FAPAHTUMN TOBAPHOW MPUTOAHOCTU U
COOTBETCTBUA HA3BHAYEHWIO NMNBO MPUMEHEHWIO. A TAKXE
FAPAHTUIA KAYECTBA MPOAYKLWW. PABHO KAK W NHOBEbIX ABHO
BbIPAXEHHbBIX NnnBO NOAPA3YMEBAEMbIX FTAPAHTUIN

MHcTpykyuun no ytunusauum / Disposal instructions.

Medical device consists of electrical components. Consider
recycling at the end of service life. The product can be returned to
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MeaNLMHCKOE U3MeNne COCTOUT U3 3NEKTPUUECKNX KOMMOHEHTOB. PaccMoTpuTe
BO3MOXHOCTb MepepaGoTKM MO OKOHYAHWM CPoKa CNyX6bl. M3aenne MOXHO
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manufacturer for recycling. Dispose of the product in accordance
with local ordinances.

Class of waste:

Directive 2012/19/EU -
Equipment (WEEE directive).
The CereLink® ICP Monitor is considered an EEE and the
requirements outlined in this directive apply. Integra LifeSciences
Production Corporation has suitable processes and means in place
to ensure that medical device is disposed of and treated
appropriately and customer is informed accordingly. To show that
this device is compliant with the directive, the symbol as outlined
in Annex IX of the directive is displayed in its labeling as well as
the indication that the system must be disposed of in accordance
with regional hospital protocols and in accordance with WEEE
regulations.

Waste Electrical and Electronic

BEPHYTb KOMMaHUU - MPOU3BOAUTENIO A8 NepepaboTKU. Y TUAU3auns fo/mKHa
NPOXOA4UThL B COOTBETCTBUM C MECTHbIM 3aKOHOATEe/IbCTBOM.

Knacc oTxofo0B:
CornacHo [AupektuBe 2012/19/EU - oTpaboTaHHOe
3NeKTPOHHOe o6opypfoBaHue (gmpekTnea WEEE).

MoHutop CereLink® pans un3MepeHUs BHYTPUYEPENHOro [aBNeHus 3To
obopypoBaHue knacca EEE, Kk KoTopomy npumeHsoTCs TpeboBaHus,
N3N0XeHHble B HacToflweid aupekTuse. KomnaHus «WHTerpa JladCanHcus
MpopakwH KopnopenwH» Mcnosib3yeT Ha MecTe M3roTOBNEHUA MOAXOAALLMe
TEXHO/MIOTMYECKME TMPOLECChl W CPefcTBa, rapaHTUpPYIOLWMe Haa/exallyro
yTunusaumio U nepepaboTKy  JAHHOTO  MeAWUMHCKOrOo  u3genus  u
npefocTaB/ieHMe MNOKynaTento Haanexaiieid wuHpopmaumn. Ha MapKMpoBKe
n3genusa un3obpaxeH CUMBON, YyKasaHHbIA B [punoxeHnn 1X [OUpeKTuBsl,
KOTOPbI 03Ha4aeT, 4YTo M3[enne COoOTBeTCTBYeT TpeboBaHUAM [MPEKTUBHLI, a
TakKe pasMeleHo HanoMuHaHWe O TOM, 4TO CUCTEMa [AO0/KHA ObiTb
YTUNN3NPOBaHa B COOTBETCTBUY C PETMOHANIbHBIMU 60/IbHUYHBIMU NPOTOKONAMMU
n Hopmamu aupekTmusbl WEEE.

INEKTPNUYECKOE 1

Reclamation / Peknamauuns

information related to the use of the medical
representative of the

For additional
product, please contact an authorized
manufacturer:

"Neuroproject LLC",

127486, Moscow, Korovinskoe shosse, 10, bldg. 2, floor 1, of.101
tel.+7(495) 660 81 73

Revision date and number / NHopmauns
Rev. 1, date of issue 08 of December 2021
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Ana nonyyeHns LONOMHUTENbHOW MH(OPMaLUK, CBA3AHHOW C UCMONb30BAHNEM
MeAULMHCKOrO  uM3genus, npocbba  cBA3aTbCA € YMNOJIHOMOYEHHbIM
npefcTaBuTesieM NpPon3BOAUTENS:

OO0 «HeiponpomKeKT»,

127486, r. Mocksa, KopoBrHCKoe wocce, 4. 10, cTp. 2, at1.1, nomewy.101

Ten. +7(495)660 81 73

O TEKYL|EN BEPCUUN 3KCNyaTalMOHHO AOKYMeHTaunm

Tekywas Bepcusa aKcnayaTaLMoHHON JOKyMeHTauum - Bepcus Nel, fata
BbiMyckKa 8 gekabps 2021 r.
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MepeBof C aHINUIACKOTO A3blKa Ha PYCCKMUiA A3bIK

AMOCTW/1b
(TAATCKAA KOHBEHUMA OT 5 OKTABPA 1961 T'.)

CTPAHA: COEANHEHHbIE LUTATbI AMEPVKI
HACTOSALWWMA OPNLINABbHBIA JOKYMEHT MOAMUCAH:
DKAHWNC M. JTOMNEC
3. ONENCTBYIOLLEN B KAYECTBE:

HOTAPUYCA, LUTAT HbO-IXKEPCU
4. CKPEMNEH NEYATbLIO/LLUTAMIMOM:
IDKAHWNC M. JIOMNEC, HOTAPUYC

N

YAOCTOBEPEHO
5. BT. TPEHTOHE, WUTAT HbIO-IXXEPCIU
6. 30 AEKABPA 2021 T.
7 Anu3abet Maxep Myoiio,
KasHaueli WwTata
8. Ne: A780273

9. MEYATH/LLUTAMIT: 10. MOA4MNnCe:
[T'ep6oBast neyaTb:/ /nopnucaHo/
BOJIbLUAA MEYATDL LUTATA HbHO-I)KEPCU Ann3abetT Maxep Myolio,

KasHauein wrarta
Howmep cepTugumkara: 143553692
MpoBepka NOAMMHHOCTM JaHHOrO cepTumKaTa Ha cainTe:
https://wvAv,njportal.com/DOR/businessrecords/Validate.aspx
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HHTEI'PA
OFPAHHHHTb HEOTIPEABNEHKHOCTI

Coraacosano
Opraunuzaums
Alntpec
HomkHOCTL
Kapun Kowepo
damunug, Unn
08.12,2024
Hara JULMML.ITTT |
/noonucano/ |
Moanuce

Huacrpyxous ne sxenayatanus ua Mouutop CereLink® ans fismepenusn BHYTpHUEPENNOro
AABJIeHNAN

Alimavn./
JODKAHUC M. JTOMNEC
HOTAPUYC LITATA HbIO-UKEPCH
[Monnomounsa Ne 50048048
Cpok aelicrsna MOHX NoNHOMOYHI uetrekaer 19.10.2026
moonucano/
8 oexabps 2021 ».
/Hevamyp:/
JDKAHHUC M. JIOTEC
HOTAPHUYC IUTATA HbIO-IDKEPCHU
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cBOl HAHOM BnagmmuposHOL

A, AkumoB [ne6 bopucosuy, HoTapuyc ropoja YO NOA/IMHHOCTb
nognucu nepesogynka KpnsoHocoBoi AHbl Bnagum!

Mognuce caenaHa B MOEM MPUCYTCTBUMN.

JlnyHoCTb nognucasLlero 4OKYMEHT YCTaHOB/IEHa.

3apeructpupoaHo B peectpe: Ne 77/09-H/77-2022-

YnnayeHo 3a coBepLUeHne HoTapuanbHoro aencteusa: 400 py6. 00

.. AKumosB

lepboBas nevatb
HoTapuyca NMOCKBbI

Akunna b

Bcero npowHypoBaHo, NTHYMepoOBaHO
M CKpenjieHo neyateld /Y  nucta (0B)
HoTapuyc:

Poccuiickas ®efepaumns
Fopog Mocksa

26 08 2022

AkumoB [nee Bopucosuuy, HoTapuyc ropoga Hoc>"»
bCTBYIO BEPHOCTb KOMUW C NPeACTaB/IEHHOTO
pvpoBayo B peectpe: Ns

10 3a coee|Xi>eHv« AW wl/

3/1bHOTO AeicTBUA ,py6. 00 « a

6. Akumos
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