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1.1

1.2

1.3

1.4

BBegeHue

HacTosiee pykoBoacTBo npumensieTcs ans cuctemol ROTEM® delfa ¢ cooTBETCTBYHOLWNM
nporpamMmmHbiM obecneyeHnem ROTEM®. PykoBoacTBO npenctaBnseT cobor 4YacTb
Npo4yKTa M OMUCbIBAeT NpedHasHayeHue K Ge3onacHoe WCNofb3oBaHWE MpodykTa B
TeyeHne BCero npon3BoACTBEHHOIO LiMKNa.

TepmuHbl «KROTEM®» n «cuctema ROTEM®y» B HacToslleM LOKYMEHTE OTHOCATCSA K
ROTEM® delta.

BHeceHne nameHeHMn u 4ENCTBEHHOCTb PYKOBOACTBA

[aHHble, cogepxawmecda B HacCTodwemMm pykoBOoACTBE, COOTBETCTBYHOT TEXHUYECKUM
XapaKTepucTtnukam, yTBepXXOaEeHHbIM Ha MOMEHT ny6n|/||<au,|/||/| pykoBoAcCTBa. OcCHOBHble
ncrnpasreHnd 6y,El,yT Y4UTbIBATbCA NpU MNoarotoBke HOBOro M3gaHWMA pPyKoBOACTBA.
JTtoOble CrleLl,I/I(bI/IKaLI,I/II/I, conposoxXxgawuine gaHHoOe pPykKoBOACTBO, coaepiKaTt HOBeVIUJyIO
I/IHCbOpMaLI,I/I}O O NPOAYKTe. Homep LOOKYMEHTa 1 BEpPCUN yKa3aHbl B KOJTOHTUTYIE.

NMonHoTa pykoBoAcCTBa

[aHHoe PyKOBOACTBO MO 3KCMJyataunn ABndeTCA NoJiHbIM Mpu Halrmmynm CconyTCTBYHOLLNX
OOKYMEHTOB AJ14 COOTBETCTBYHOLLETo NPUMEHEHUA.

XpaHeHue

[aHHoe PYyKOBOACTBO, PaBHO KaK M CONyTCTBYKOLME OOKYMEHTbI A1 COOTBETCTBYHOLLEro
NnpMeHEHNA, OOIMKHbI HaXO0OUTbCA B cBob6oagHOM 00CTyne N XpaHNTbCA BMECTE C cucTemonm
ROTEM®.

ConyTcTBylOWME JOKYMEHTbI

Ona cuctembl Tpomboanactometpum ROTEM® delta npegocTtaensietcss HA6OP CUCTEMHBIX
peareHTOB M pacxofHbix MaTtepuanoB. CriegynTe MHCTPYKUMM Mo npumeHeHuto  (UIM)
0Nl peakTMBOB U KOHTPOSbHbIX HAOOPOB C y4eToM Ocobbix TpeboBaHuM K obpasuam,
NpoBeAEHNIO UCTIbITAHUI, Npefenam MeToda U MHTepnpeTaumm pesynbTaTos.

Kpome aToro, cnenyiite o6LENPUHATLIM NOMOXEHUSIM HOPMAaTUBHO-MPABOBbIX [I0KYMEHTOB
€BPOMecKoro 1 HaLMoHaNbHOro 3aKoHOAAaTEeNbLCTBA, a Takke AeNCTBYIOLLIMM MOMOXKEHUSM
no TexHWke 6e3omnacHOCTVM M 3aluMTe OKpyXKalollen cpedpbl, AeWCTByOLWMX B Balueii
CTpaHe.

© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015 Ctp. 1-1
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BBeneHune

thromboelastometry

The bleeding management system

1.5 BykBeHHble 0603Ha4YeHusA

B naHHOM pasgene nepedncrnieHbl nNpuMeHdeMble B TEKCTE COKpalleHus, CUMBOIbl U
BblAEJIEHHbIE (bpaFMeHTbl TEKCTa.

1.5.1 Ucnonb3yeMblie cokpalleHusi

B tabnuue 1-1 npmeeeHbl BCe COKpaLleHNA, NCMoJib3yeMble B HaCTOALLEM JOKYMEHTE.

CokpallueHue

A(x)
ACF
AIDS
AR(x)
AUC
CFR
CFT
CLR
CT
DB

G
HBsAg
HCV
HIV
1D
IFU
IVD
LAN
LI(x)
LIS
LOT
LT
MA
maxVel
MCE
MCF
ML

N

P
POC
QcC
REF
RO
RwW
SN
TEM
t-MaxVel
TPI
VNC

a

| 3Hauenmne

AmnnuTyaa vepes (X) MUHYT

PakTnyeckas NnoTHOCTb CrycTka

CuHapom nprobpeTeHHOro MMMyHoaedmLmuTa
O6nacTb NoA KpMBOW B NPOMEXYTOK BPEMEHU (X)
O6nacTb noa KpMBOK (MCXOAA U3 NEPBOI NPON3BOAHOMN)
CkopocTb 06pa3oBaHus crycrka

Bpewmsi obpasoBaHus cryctka

CkopocTb nunsuca cryctka

Bpewms cBepTbiBaHMS

Basa gaHHbIX

Mogaynb ynpyroro cpesa (casura)

[ToBepXHOCTHLIN aHTUreH BUpYyca renatuta B

Bupyc renatuta C

Bupyc nmmyHogedumTa Yenoseka

VoeHTudmkaums (Hanpumep, naumeHTa, obpasuau T. a.)
WHCTpyKLMA MO NpUMEHEHUo

[Ownarnos In vitro

JlokanbHasa ceTb

MHpekc nusmca (Yepes (X) MUHYT)

Cuctema nabopaTopHbIX AaHHbIX

Bpewmsi Hayana nu3uca

Mepuopg nusuca

MakcumanbHas amnnutyga

MakcmmanbHas ckopocTb

MakcmmanbHas ynpyroctb Crycrka

MakcmmanbHas NIoTHOCTb CrycTKa

MakcumanbsHbIn nmanc

Hopma (ans koHTpons Ka4ecTBa unv obpasLoB KPOBW)
MaTonorusa (4na KOHTPONs KayecTBa Unv obpasLoB KPOBK)
MecTo HabrntogeHVs 3a NauneHToMm

KoHTponb kayecTBa

PerunctpaunoHHbIi HOMep

[ocTyneH TonbKo Ans YTeHus

JocTyneH ons 4TeHus u 3anucu

CepuiHbIi Homep

TEMorpamma

Bpems oo MakcrmanbHoOM ckopocTu

WHpekc TpomboamHammyeckoro noteHuymana (UTIT)
CucTema yganeHHoro octyna K AaHHbIM

Yron anba

Tabnuua 1-1: Vicnonb3yemble CoKkpalLeHus

Crp.1-2
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LT ————— BBeneHune

1.5.2 TekcTOBble 0003HaYeHUsA

B tabnuue 1-2 NnpnBOAATCA TEKCTOBbIE 0003Ha4eHus, nCnoJib3yemble B JOKYMEHTE

O6o03Ha4yeHune MpumeHeHne Mpumep

<> BBOZ AaHHbIX <Enter>

ManeHbkue nponucHble 6yksbl | 3aknagkm BA3A OAHHbBIX (DATABASE)
XUPHbBIA LWIPpUGT KHonku Exit

Kypcus [None BBOAA AaHHbIX VpoeHTudurkauus naumneHTa

Tabnuua 1-2: YcnoBHble 0003Ha4YeHWs B TEKCTE
153 CucTtema npeaynpexaeHun
MpepynpexaatoLwme coobLLeHNs B AOKYMEHTE BbIMMSAAAT CeayoLwmnm 06pasom:

A CUrHANLHOE CNOBO

OnacHocTb
MocnepcTtBus

» Mepbl NPeaoCTOPOXKHOCTM

CooTBeTcTBYIOLLAs NMUKTOrpaMma MnosiBNsAeTCA B Criydae GMONornyeckon onacHocTu
(tabnuua 1-3).

CumBon MpumeHeHne OnpegeneHue

I'Ipenynpe»q:leHme YKasblBaeT Ha OrnacHOCTb. ypOBeHb onacHoCTU
onpenenaeTcda CUrHalbHbIM CITOBOM

I'Ipenynpe»q:leHme YkasblBaeT Ha 6VIOJ'IOFVILIeCKyK) OnacHOCTb

Tabnuua 1-3: CMBOrbI, NPUMEHSIEMbIE B CUCTEME NPeaYNPeXaeHUA
154 Crtparerus

MocnegoBaTenbHOCTb OnepauMin B HAacTOsILLEM AOKYMEHTE BbICTPOEHa CreaytoLwwmm
obpasom:
Llenb pencraus
v lMpuHATUe aeicTeums (No BelIGopy)
1. [HencTteune coBepLleHO
> [MpoMexXyTOuHbI pe3ynbTart (o BbIGopy)

2. [encTtBue coBepLUEHO ...

PesynbTat gencreus (no Beidopy)

© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015 Ctp.1-3
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BBeneHune A ———

1.6 PYHKLMSA noMoLLHU

BcnomoratenbHbin  dann Haxogutcs B MOOYNE W3MEPEHUWA (MEASUREMENT
MODULE) n B moagynsax BA3A OAHHbIX (DATABASE), CEPBUC (SERVICE) U
JINKBUTPAHC (LIQUITRANS). B gononHeHne K faHHON MHCTPYKUMK halin NosICHAET, Kak
ynpaensATb o6opygoBaHMeM, obpallaTtbcs C peareHTamu U, B 4acTHOCTM, obpabaTbiBaTb
pesynbTaThbl.

1.7 LleneBas rpynna

HacTtoswee pykoBOACTBO nNpeaHas3Ha4dYeHo Aand KBaJ'IVI(bVILI,VIpOBaHHOFO nepcoHana
OonbHULbI, npoBoAsALLEro nccnegosaHna B obnacTu remocTtasa.

* TepaneBTbl (B OCHOBHOM, aHECTE3UOMOr 1 Bpayn, paboTatoLume B nabopatopusix)
» JlabopaHThbl
* [lepdysunonorn n gpyrue

Ctp.1-4 ROTEM® delta PykosogcTso 1.5.3.01 RU 2015 © TEM Innovations GmbH
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TexHuka 6e3onacHOCTH

2 TexHuKa 6e3onacHOCTU

21 O6LwWune MHCTPYKLUM NO TEXHUKE 6e30nacHOCTH

B HacTosiLLLEM PYKOBOACTBE coaepXaTtcs cBeaeHus o 6e3onacHom 1 NpaBuiibHON YCTaHOBKE,
NPUMEHEHMIO, MEPEBO3KE, XPaHEHUIO U TexobcnyxmBaHuio cucteMbl ROTEM®,

* BHumMaTenbHO npounTaiTe MHCTPYKUMM MO IKChnyaTauuu Ofisl O3HAKOMIEHUS C
obopynoBaHuem.

* Yagenute ocoboe BHUMaHME OaHHOMY pa3ferny pykoBoaCcTBa.

° 06paT|/|Te BHMMaHWe Ha MHCTPYKUMN B an/IJ'IO)KEHI/II/I A 0b MCNOJ1b3yeMbIX COKpaLLEHNAX
and OGOpy,D,OBaHI/IFl N peareHToB.

* [lepen BbINONMHEHNEM M3MEPEHUI U KOHTPOIbHBLIX AEUCTBUIA NPOYTUTE MHCTPYKUMK 06
MCMonb3yeMmblX peareHTax ¥ MeTofdax KOHTPOIs KayecTsa.

2.2 LleneBoe Ha3Ha4yeHue

Cuctembl TpomboanactometTpun ROTEM® paspaboTaHbl 4ns guarHocTukmM In vitro kak Ha
mMecTe Habnogenns 3a nauneHToMm (POC), Tak n B nabopatopusix.

Cuctema ROTEM® npegHasHayeHa Ans KONMYeCTBEHHOMO U Ka4eCTBEHHOro NCCreaoBaHus
koarynsuum obpasua Kposu. [Ins 3Toro n3MepsoTCs, aHanuampyTCcs, OTCIEXNBAaTCA U
obpabaTbiBaloTCA pa3nMyHble NapameTpbl koarynsauumn (CTPYKTYpUpoBaHUE CrycTka).

Kpome Toro, cuctema ROTEM® cukcupyeT AOuHaMUKY U3MeEHeHUA obpasua
LUMTPaTHOM LIENbHOM KPOBU MO MEpPe TOro, Kak CryCToK CXUMaeTcsa U/Unm pacTBOpseTCs
(pacnagaetcs).

OwnarHo3 He MOXeT OCHOBbIBaTbLCA €AUHCTBEHHO Ha pe3ynbTatax CUCTEeMbI ROTEM®,
HO OOJIXKEeH y4YMTbIBaTb TaKXe aHaMHe3 nauueHTa, KMMHN4YeCKYH KapTUuHy 6onesHu u,
npu Heob6XxoguMoCTH, pe3ynbTaTbl AONOJTHUTEJIbHbIX uccriegoBaHUM Koarynauumu.

OGopynoBaHve He npegHasHayeHo AONs MCCreqoBaHUs 06pasLoB KPOBU KUBOTHBIX U
APYTX OpraHN3MoB, KpOMe YerioBeka.

Mcnonb3oBaHMe He MO Ha3Ha4YeHWIO O3Ha4aeT NBON MHON CMocob MCMONb30BaHMSA
ROTEM® delta, OTANYHBIN OT YKa3aHHbIX B HACTOSILLLEM PYKOBOACTBE.

© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015 Crtp.2-1
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TexHuka 6e3onacHocTH The Bleeding management system

23 Okpyxarowme ycnosus

Ons Hagnexauen akcnnyaTtaumn obopynosaHns ROTEM® delta Heobxogmmo cobrniogathb
crneayome TpeboBaHMS K OKpyKaroLwmm paboyunm yCroBusiM:

TemnepaTypa B paboyem pexume +15°C po +30 °C
Temnepatypa xpaHeHus +0 °C po +50 °C
OTHOCUTENBHAsA BNaXHOCTb BO3ayxa OT120% po 85%
MakcumansHas BeicoTa Haf, ypOBHEM MOPS 00 2000 m
PaccTosiHve [0 naumeHTa BO BpeMsi 0CMOTPa, feveHust unv Habmogexnus | 1,5m

Tabnuua 2-1: Okpy>atoLume ycnosus

Crtp.2-2 ROTEM® delta PykosogcTso 1.5.3.01 RU 2015 © TEM Innovations GmbH

1 2 Perucrparua MU 8 PocagpaBranzope
www.nevacert.ru | info@nevacert.ru



A TexHuka 6e3onacHOCTH

24 CraHpapTbl N0 TeXHUKe 6e30MacHOCTU

O6opynoBaHne ans nabopatopHor guarHoctukm kateropum ROTEM® unarotoBneHo B
cootBeTcTBUM ¢ Oupektuson EC 98/79/EC o1 27 oktabpsa 1998 r. (Bkntoyas Nonpasky K
Oupektuee 98/79/EC) B 0THOLIEHUN 060PYL0BaHUS 4N QUArHOCTUKK in-vitro (pyKOBOACTBO
no nabopaTopHON ONArHOCTUKE).

O60pyﬂ,OBaHV|e npon3eeaeHo B COOTBETCTBUM CO CrieayrownMn ctaHgapTamu:

EN 60601-1 (VDE 0750) MeduyuHckoe anekmpoobopydosaHue — Yacmb 1. Obwue
mpebosaHus no mexHuke besonacHocmu (IEC 601-1:1988 + A1:1991 + A2:1995), B
Hemeukon pegakumm EN 60601-1:1990 +A1:1993 + A2:1995

EN 60601-1-2 + A1 Sicherheitsbestimmungen flir elektrische Medizingeréte Teil 1-2: Allg.
Sicherheitsanforderungen kollateraler Standard + elektromag. Kompabilitat

EN 61326-1:1997 +A1, A2, A3 3OnekmpoobopydosaHue Osnsi U3MEPeHUU, KOHMPOJS U
ucrnonb3o8aHusi 8 r1abopamopHbix ycrosusix— mpebosaHuss OMC — Yacmpb 1: Obujue
mpebosaHus (IEC 61326-1:2005), B Hemeukon pepakumm EN 61326-1:2006 (cornacHo
Tabnumuam 1 n A1, cogepxut: EN61000-4-2:2001, EN61000-4-3:2003, EN61000-4-4:2005,
EN61000-4-5:2001, EN61000-4-6:2001, EN61000-4-11:2005)

EN 55022 cT1.B:1998 +A1, A2' [T-obopydosaHue - Xapakmepucmuku paduoromex -
lpedenbl u memodsi udmepeHut (IEC/CISPR 22:1997 + A1:2000 +A2:2002), B HEMELKON
penakumm EN 55022:1998 + NMonpaska oT nonsa 2003 r. + A1:2000 +lMNonpaska oT anpens
2003 r.+ A2:2003.

O60pyﬂ,OBaHV|e COOTBETCTBYET BblLLenepeyncrieHHbiIM HOpMaM Ha aaty FlpOI/I3BOD,CTBaZ.

25 MHauBupayanbHasa 3awmTa

251 Buonornyeckas onacHocTb

Bce nccriegyemble TeCTOBbIE 06pa3u,b| ABNSOTCA  WUCTOYHUKOM  MOTEHLMarnbHOM
GMONOrMYecKon OnacHoOCTU, no3ToMy cobniopanTte OCTOPOXHOCTb Nnpun o6pau.|,eva| C
06pa3Ll,aMVI M npn nx ytunnsaumun.

* Vcnonb3ynte cpeactsa MHOUBMAYANbHOM 3alUMThl, TaKMe Kak MeOULUMHCKUIA xanar,
nepyaTky 1 3alMUTHYO Macky npu paboTe ¢ obpasuamu. YeTko cnegynTe NONOXKEHUAM
MECTHOrO 3aKkoHoAaTenbCcTBa MO YTUAM3auMu OTXOAoB (06LiMe pekomMeHZaumu
npegcraeneHsl B Pykosodcmee o buoszawume nabopamopuu  BcemupHol
OpzaHusayuel 30pasooxpaHeHusi, 1984 a.)

1 Bce ctaHaapTbl MeloT aHrmuiickne 0603HaYeHNs, CTaHAaPTbI Ha HALUMOHATBLHOM A3bIKE ONPEAENATCA N0 HOMEPY.
2 Cwm. eknapaumio cooteeTcTus (Mpunoxenune D)

© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015 Ctp.2-3
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TexHuka 6e3onacHocTH fhe bleeding management system

2.5.2 OnacHoCTb NopaXeHus 3NIeKTPUYECKNUM TOKOM

A TNPEAOYNPEXOEHWE

OnacHo ans Xu3Hn

HenpanmbHoe ncnosnb3oBaHue 3neKTpOI1pVI60pOB MOXeT npuBeCTU K MNONy4YeHUK
TPpaBMbl NPU yaape 3J1IeKTPUHYeCKMM TOKOM UITU CMepTeribHOMY ncxoay npu Bo3ropaHun.

» Bcerga yeTko cobntoganTe OCHOBHblE Mepbl NPegoCTOPOXKHOCTU Npu obpalleHun ¢
3MneKTpoobopyaoBaHNEM

» Jliobble AencTBUSA NO perynmpoBaHuio, 06CnyXMBaHUIO UM PEMOHTY 0OOpyaOBaHMs
cuctembl ROTEM®, koTopble [OMKHbI ObiTb BbINOMHEHbI BO Bpems MOA3apsaKu
060pya0OBaHNS, MOMYT BbIMOMHATHCA TOMbKO KBanM@ULUMPOBAHHLIM NEPCOHANoM Mo
CepBUCHOMY 06CNyXMBaHUIO.

» He octaBnanTte o6opynoBaHune 6e3 npucMoTpa, eCnm OHO NOAKIIOYEHO K CETW.

» O6opynoBaHme CHabXXeHO HapY>KHbIM CUNOBLIM Kabernem ¢ 3azemnenveM. Noaknoyarb
obopyaoBaHvWe crniedyeT TOMbKO K po3eTke C 3a3emrnieHveM. Ecnv ucnonbaytotcs
aganTepbl, OHY TakkKe OOIKHbI ObITb 3a3eMneHbI.

» XpaHuTe obopynoBaHue B cyxoMm mecte. [Mpn nonagaHum Bnarm Ha obopyaoBaHune
OTKITHOYMTE €ro OT 3NEKTPOCEeTU.

» Vcnonb3yiiTe ToNbKo opurMHanbHble kKommnnektyowume (MpunoxexHue H)

» He BkntovanTe obopygoBaHme, ecnv OHO NoBpexaeHo. CBAXMTECH C
KBanMduLMpOBaHHbIM NEPCOHarIoM o CePBUCHOMY 06CMYXMBaHUIO.

» B cnyyae noBpexaeHus nnv noTepu afekTpudeckoro kabens (Lwrencens) ero cnegyet
3aMeHUTb APYrMM OpurMHanbHbIM kabenewm (MpunoxeHue H).

2.6 OcTaToO4HbIN pUCK

[ns 6e3onacHoro ucnonb3oBaHuss ROTEM® delta yeTko cobnioganiTe criefyroLme UHCTPYKLWN:

Crp.2-4

He ncnonb3yiite 06opygoBaHve B Criyyae ero noBpexaeHus unv Hemnonagok B paboTe.
He octaBnsnTe o6opyaoBaHve 6€3nprMcMoTpa, ECrM OHO HAXOAUTCS B HENOCPEACTBEHHOM
6GrM3oCcTn OT AeTeNn Nnu ngen ¢ orpaHNYeHHbIMU BO3MOXHOCTSIMMU.

Vicnonb3ynte obopyaoBaHWE TONMbKO B COOTBETCTBMM C MHCTPYKUMSIMU [LaHHOro
pykoBoacTea (lnasa 2.2).

BHyTpeHHMe geTanv obopynoBaHust MOTyT ObITb NOBPEXAEHbI NPU MONagaHun Ha HUX
Xnakoctu. He gonyckarite nonagaHus XXmagkoctu Ha obopygoBaHue cuctemsl ROTEM®,
He norpyxanTte o6opygoBaH/e B BOOY U NHbIE XXULKOCTU.

Hoctyn K BHyTpeHHUM petanam obopynoBaHus cuctembl ROTEM® nmeeT Tonbko
KBannuLMpOBaHHbLIN NepcoHar no CEPBUCHOMY 0OCMYXMBaHWIO.

Ecnun Henb3s rapaHTMpoBatb 6e30MacHOCTL MpY 3KCniyaTaumm obopyLoBaHUS CUCTEMBI
ROTEM®, cnepyeT npekpatiTb ero AasibHelLee UCnonb30BaHME U OrPaHNYnNTb JOCTYM K HEMY.
He ponyckarite KoHTaKTa 060pyL0BaHKS UMM CUITOBOTO Kabessi C ropsiuuMmn NoBEPXHOCTSIMM.
3anpelyaeTcs 3akpblBaTb BO34YLUHbIE OTBEPCTMS UM yCTaHaBNMBaTb 00OpyaoOBaHUe
Ha MSArKy0 MOBEPXHOCTb, KOTOpasi MOXET NepekpbITb UX. He gonyckanTe nonagaHns B
BO3YLLHbIE OTBEPCTUS BOMOKOH TKaHW, BOMOC, Mbinv 1 ap.

3anpeLLeHo ycTaHaBnNMBaTb Ha MOBEPXHOCTb 060PYA0BaHNs 060pYyA0BaHNE, OTIIMYHOE
OT KOMMIIEKTYIOLLNX, PEKOMEHLOBAHHbLIX MPOU3BOAUTENEM.

3anpelyeHo nomellatb 4To-NMBO B OTBEPCTUS, TPYOKM N coeauHeHus obopyaoBaHus,
KpOMe criy4yaeB, OrOBOPEHHbIX B PyKOBOACTBE MO KChfyaTaunm.

3anpelyaetcs vcnonb3oBaHne obopynosaHmsa ROTEM® delta BGnn3m roptoumx m
B3pbIBOOMACHbLIX MaTepuaros.

O6opynoBaHMe JOIMKHO NCMOMNb30BaThLCSA TOMNBKO B MOMELLEHUSIX.

Ons yctaHoBkn Ha obopypoBaHune cucteMbl ROTEM® delta moxeT ucnonb3oBaTbCcs
Tonbko nNporpaMmHoe obecnedeHne doupmbl TEM Innovations GmbH.

O6opynoBaHue crieqyeT 3almiLaTth OT y4apoB.

He npukacanTech K BpaLLaloLLEencst OCU 1 He NblTalTeCb OCTAHOBUTL €€ PYKOWN.

ROTEM® delta PykosoacTtso 1.5.3.01 RU 2015 © TEM Innovations GmbH
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OnucaHue cuctembl

NocTtaBnsemoe o6opyaoBaHue

OnucaHue cuctemsl

O6opynosaHne ROTEM® delta aBnseTca €OMHOM YKOMMMEKTOBAHHOW CUCTEMOWN,
cocTosien n3 annapata ROTEM® delfa n cOOTBETCTBYIOLLLENO CUCTEMHOIO MPOrPaMMHOro
obecneyenus. B Tabnuue 3-1 nepeuncneHbl KOMNOHEHTbI MOCTaBNSEMOro 060pya0BaHUS.

Komnnekt ROTEM® delta KonuyectBo | PernctpaumoHHbIN
(REF 200100-XX*) coneput HoMep
Habop KoMnnAeKTyoLwmx 1 400472
ﬁgra\pl';T:apg% 1p4a g/l LI:/(I))ByCTpOVICTBO npegBapuUTenbHOro 1 400402
LiBeTHon npuHTep, USB (no Beibopy)** 1 400222
CoeanHuTenbHbI kabernb eline 1 400324
S:Igg;;)menwbm kabenb Ans npuHTepa, USB (no 1 400223
[JepxaTtens Ans yallek pro 4 400016
OnekTpoHHas nuneTka elLine 1 700030
MuneTtoyHbIn punbTp eline 1 100048
HakoHeYHWKM 4Nt CUCTEMHOWM NUNETKU 1x96 400041
Knasunatypa 1 400475-EN
3alwmTHas nneHka Ansg KnaBmaTypbl 1 400476
CrepxeHb MC Rod pro 1 400045
Averikn ansa namepennin (Cup&Pin pro) 1x20 200011
PykoBoacTso no akcnnyatauum ROTEM® delta 1 200137-EN
Hanpasnstowuii kabenb nuneTku 1 500220
comonopon A ooon : 200162
[MnacTrkoBbIN 3a>XUM ANs AepXaTens Yallek 8(no4de

(DononHUTENBLHO) aepxarene) 400482
LWraTuB ans peareHtoB ROTEM® delta 1 400484
ROTEM® delta 1 200090
LLHyp nuTaHus ROTEM® delta 1 700048-XX*
MporpammHoe obecneyeHne ROTEM® delta 1 200140
USB ®naw-kapta ROTEM® delta 1 400221
KpaTkoe noco6ue no ROTEM® delta 1 200124-EN
CeHCOpHbI 3KpaH CO LLIHYPOM NUTaHNS 1 400477
KoHTelHep ons 0Txo4oB 5x1 200133

*B 3aBucuMmocTyr oT cTpaHbl; Hanp. —EN (aHrn.), -DE (Hem.)

** Ecnun npuHTep He 6bin nocTaeneH komnaHuet TEM Innovations GmbH, ybeautech, 4to ncnonbayete
npuHTep ctangapta IFC 60950, cootBeTcTBytowwmn DIN EN 61010.

Tabnuua 3-1: Moctaensiemoe o6opyaosaHne ROTEM® delta

© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015 Ctp.3-1
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L ROTEM

OHMcaHMe CUCTEeMbI The bleeding management system
3.2 TexHun4yeckoe obecneyeHue
3.21 KoMnoHeHTbI

Ha pucyHke 3-1 nokasaHbl koMnoHeHTbl cuctembl ROTEM® delta, B Tabnumue 3-2 cogepxumTes
nUX onucaHue.

(14)
“ @ @
(19)
(16)
(17)
PucyHok 3-1: KomnoHeHTbl cuctembl ROTEM® delta
Homep |KomnoHeHT OnucaHune
1 Tepmoperynupyemas | Paboyas 30Ha cryuT B kayecTBe 6roka npegsapuTenbHOro
paboyasi 30Ha HarpeBa gepaTens Yallek 1, KpoMe Toro, B kayecTse 6roka
BblTankmBaTenem npeaBapuTenbLHOro Harpesa obpasua. TemnepaTypa B paboyei

30He NOAAEPXKMBAETCS HA 3apaHee YCTaHOBIIEHHOM YPOBHE
(o6bI4HO 37°C +1,0°C, dmsnonormyeckas TeMneparypa).

[ns ynpolueHus npoLeypbl U3BreYeHus 3anonHeHHbIX
KPOBbIO siYeek Ansi U3MepeHUs (Yallek Co CTEPXHSIMU) B
pabouyto 30HYy BCTPOEH METamnNUYECKUIA CTEPXKEHb, CIyXKaLluii
BbITalnK/BaTeNeM A1 U3MepUTENbHbIX S4eek.

2 Habop Habop komnnekTytowmnx Cups&pins AOMKEH XPaHUTLCH B
KOMMMEKTYOLLMX BbIABWXHOW NaHenu npmbopa. YnakoBka ¢ HaKOHEYHUKaMm
ANs NUNEeTOK MOXeET pa3mMeLLaTbcs Ha npubope.

Tabnuua 3-2: KomnoHeHTbl cucteMbl ROTEM® delta

ROTEM® delta PykosoacTso 1.5.3.01 RU 2015 © TEM Innovations GmbH
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The bleeding management system

OnucaHue cuctemsl

Homep |KomnoHeHT OnucaHue
3 LWraTtne ana YOepxvBaeT peareHTbl BO BPEMS MPOBEAEHUSI U3MEPEHUIA.
peareHTOB
4 Pasbembl Pasbembl Ha 3agHel YacTv npubopa Ans LWHypa NMTaHus,
kabens akpaHa 1 T. 4. Bce onvcaHusi ctaHAapTHbIX pa3beMoB
KOMMbIOTEPHOrO annapaTa pa3MeLLeHbl Ha Apriblkax.
5 M3mepuTenbHbIn B kaxpow cucteme ROTEM® nmetoTcs YeTbipe He3aBUCUMbIX
6nok c gepxatenamu | kaHana. Kananel nmetot Temnepatypy go 37°C + 1,0°C (no
Yaluek ymonyaHuio, ousmonoruyeckasi TemnepaTtypa). [lepxatenu
YalleK N3roTOBMEHbI 13 TAXKENOro HepXaBetoLLero Matepmana
1 UMEIOT ABa MOLLHbIX MarHuTa ans dukcauum.
6 Tunosble SprbIKn Ha apnbikax pa3meLLaeTcsa MHopmMauusa o Mogenu, CepuiHoMm
HOMepe, JaTe U3roToBreHus, COopke, MapK1MpoBKe 1
npoussogutene. CmBoIbl onvcaHbl B MpunoxeHun A.
7 CeHCcopHbIVi 3kpaH YnpaBneHve nporpaMMoii OCYLLIECTBASETCS C MOMOLLbO
CEHCOPHOro 3KpaHa.
8 CucTtemMHas nuneTka | OneKTpoHHas cucTemMHasi muneTka no3BonseT OTMepsiTe
1 CMEeLUMBATh XMOKOCTU B MOlyaBTOMaTU4ECKOM pexuve
C NPOrpaMMHbIM yrpaBneHVeM.
9 Knasuatypa co KnaBnaTtypa co BCTPOEHHbIM CKPOJINIOM NOACOEANHAETCH K
BCTPOEHHbIM ogHoMy U3 YyeTblpex pa3beMoB ans USB Ha 3agHelt yacTtu
CKPOIIoM 1 npubopa.
3alLUUTHOW NIEHKOMN
10 Ocb LleHTpanbHO pacnonoxeHHble, YaCTUYHO CerMeHTUPOBaHHbIE
ocu.
11 Oepxatenb YnepxuBaeT NUNeTKy, HanpaBnsoLLmMi Kabenb 1 KOHTENHEpP
Ans NUNeToK co Ans OTXOJOB.
BCTPOEHHbIM
KOHTENHEPOM
Ansi OTXOA0B 1
HanpasnsoLLMM
kabernem nuNeTkun
12 Boblkntovaternb CuHsst KHOMKa C NpaBo CTOPOHLI Npubopa BkItovaeT
ROTEM® delta (kHomnka NOACBETUTCS CUHUM LiBETOM,
nporpaMmMa HayHeT 3anyck).
13 Pasbem ans nunetku | MNogknioveHre CMCTEMHON NUNETKN
14 Hanpasnstowye HanpaBnstoT gepxaTterb Yallek npu ero pasmeLleHnmn Ha ocu
CTEPXXHW 1 penbChbl 1 o6ecneyrBatoT NpaBuIbHOE PaCcnoONOXeHVe YaLluKu No ocu.
15 maBHbIN BkniouaeT cuctemy ROTEM® delta unu oTknoyaet
BbIKIlOYaTenb o6opyAoBaHNe OT AMEKTPOCETU.
MonoxeHue | —obopyaoBaHWe NOOKIOYEHO K CeTU
MonoxeHune O — ob6opyaoBaHve OTKIOYEHO
16 LUHyp nutaHua Vcnonb3ynTte ToNbKO OpurMHanbHbIi kabenb. OH Takke
BKIOYeH B komnnekTytowume (MpunoxeHve H)
17 LLlecTnontocHas B pesepse ANnst AONOMHUTENBHOrO UCMOMbL30BaHNA
BUIKa

Tabnuua 3-2: KomnoHeHTbl ROTEM® delta
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OnucaHue cuctemsl

The bleeding management system

3.2.2 KomnnekTyrowume

HanmeHoBaHue OnucaHue

PykoBoacTBo no akcnnyataumm | PykoBoACTBO COOEpXXMT McHEPnbIBatOLLYy0 MHAOPMaLMIo No
ynpasneHuto obopyaoBaHMeM.

KpaTkas nHcTpyKums KpaTkas MHCTpyKUMS namuHupoBaHa, 4To obecneyvsaeT
ee JOoMroBeYHOCTb B TabopaTopHbIX YCNoBUsIX. XpaHuTe ee
psiAoM € npubopom.

HakoHeUYHUKM NUneTKn Kaxpas cuctema ROTEM® cHabxeHa ynakoskon ¢ 96
04HOPa30BbIMWN HaKOHeYHUKaMu nuneTky (JloTok Ans
HaKOHEYHWKOB). CMEeHHble NOTKM A5 HAKOHEYHVKOB
npegnaraioTcs B kadectse komnnektyowmx (Mpunoxenve H).

MneToYHbIN PUNBLTP Kaxpas cuctema ROTEM® cHabeHa CMEHHbIMU
NUNETOYHbIMU PUNbLTPaMM, NOAXOAALLMMU 1151 CUCTEMHOMN
nuneTkn. JononHnTenbHble CMeHHbIe hunbTpbl NpegnaratTcs
B kavecTBe komnnekTyowmx (MpunoxeHue H).

Avenku ona namepeHuni Averikn ansa namepennin (Cup&Pin) cocTosiT M3 0gHON YaLlKK
N O[HOrO CTEPXHS, N3rOTOBIIEHHBIX M3 0COBOro NnacTuka,
npegHasHa4veHHoro Ans ucrnonb3osaHus B ROTEM® delta.
Ayelikn nocTaBNSAOTCA B KAYECTBE MHCTPYMEHTOB A1S1
04HOpa30Boro ucnonb3oaHus (MpunoxeHve H).

CrepxxeHb MC Rod pro C nomotypto ctepxkHs MC Rod pro yaluka nomeluaeTtcs B
aepxaTternb U rKcMpyeTcs.

BcTpoeHHbIN MexaHuam HepxaTenu yaku cHabXeHbl BCTPOEHHbIM MEXaHU3MOM Ans

ANs N3BMNEeYeHUsI CTEPXKHEN N3BMEeYeH s CTEPXKHSI.

(MNacTUKOBbLIN 3aXXNM

AepxaTens YaLlku)

LUtatus ons peareHToB ROTEM® delta cHabxeHa NpoYHbIM LWTaTUBOM A1l peareHToB,
roe pasmeLlaloTcs peareHTbl BO BpeMsl UCCrefoBaHun. B
cucteme ROTEM® delta npeaycMoTpeHo onpeaeneHHoe
MecTo And wratuea. LUtatne He npegHa3HaveH Ans xpaHeHus
06pa3LoB KPOBK, KOTOPbIE AOMKHBI pa3mMeLlaTbes B 6rioke
npegBapuTensHOro Harpesa obpasLoB.

Tabnuua 3-3: Komnnektytowme. CmoTpute Takke Mpunoxenve H.
MpuHTep (No BLIGOPY)
B cniyyae nogknoyeHns npuHTepa K cucTeMe MOXHO pacnedaTtbiBaTb YACOBbIE pe3ynbTaThl
n TEMorpammel. [poLiecc ycTaHOBKM NpuHTEpa onucaH B [Naee 6.4.4.
CkaHep wTpux-koaa (no Bbidbopy)
CkaHep wrtpux-koga (PervctpaumoHHbii Ne 400 292) nogknodaeTcs K 3agHen naHenm
npubopa ¢ nomouwblo ogHoro n3 noptoB USB. CkaHep Mo3BonsieT TOMHO nepefaBaTtb
OaHHble 00 MaoeHTUdUKauMM naumeHTa wu/vnm obpasua, ecnu npobupku ¢ obpasuamu
KPOBW UMEIOT HaKMeNKy CO LUTPUX-KOLOM.

Ctp.3-4 ROTEM® delta PykosoacTtso 1.5.3.01 RU 2015 © TEM Innovations GmbH
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T R—— OnucaHue cuctemsl

3.3 NMporpammHoe obecneveHue

Monb3oBaTenbCKUn PexuM UMeeT NpeaBapUTENbHO YCTAHOBIEHHbIE HACTPOMKU Ha
oTOOpaXkeHVe Ha dKpaHe XXypHana y4YeTHbIX 3anucei npu BkoYeHun npubopa. Mocne
3arpysku KypHarna y4YeTHblX 3anuceli NpeaocTaBnseTcs OOCTYN K U3MepUTeribHOMY
moaynto. Mpy Bbixode U3 N3MepPUTENIbHOTO MOYIS CUCTEMA NMOKa3bIBaET MMaBHbIA IKPaH.

jui @

MporpammHoe obGecneyeHne ROTEM® delta nomoraeT nonb3oBaTensm BO BpeMs
BbINOMHEHWUS, NHTeprpeTaumMn U ynpasneHus U3MepeHUsIMN NOCPEACTBOM HarnsaHoro
pykoBoAcTBa. LleHTpanbHbIi 3KpaH nporpammHoro obecneyeHust SBRSIETCS [faBHbIM
akpaHoM. C rmaBHOro dKpaHa MOXHO OTKPbITb 8 MoAynewn, NCnonb3ys CEHCOPHbIN 3KpaH
(pucyHok 3-2). B Tabnuue 3-4 nokasaH BHelwHun BuA Mopynein. B maee 6 ykasaHo
nogpobHoe onvcaHve Bcex Moayren.

ROTEM?® delta

17:14:47

PucyHok 3-2. [naBHbIN 3KpaH nporpammbil

© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015 Ctp.3-5
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OnucaHue cuctemsl

Mopaynb OnucaHue YkasaHue

WameputenbHbit | UBMEPUTENBHBLIA MOAYINb (MEASUREMENT MODULE) | nasa5
moaynb No3BONSIET BbIOpaTh, HA4YaTb U3MEPEHME N obpaboTaTtb
[AaHHble uccrnegoBaHus

Basa pgaHHbIX Mogynb BA3A JAHHBIX (DATABASE) no3sonsieT ynpaenatb | Fmasa 6.3
pesynbTaTamu U3MEPEHUIA U NPOBECTU KX OLIEHKY.

USB cnaw-kapTa | JaHHble B cucteme ROTEM®, kak npaBuno, nepeHocaTcs maBa 6.8
yepe3 USB dnaww-kapTty. O6bI4HO OHa MCMonb3yeTcs ANns
CO3[aHuns pe3epBHbIX KOMWI/BOCCTAHOBMNEHNS alinos 1
akcnopta TEMorpamm 1 YMCnoBbIX AaHHbIX.

daiinosas B moayne ®ANNIOBAA CUCTEMA (FILE SYSTEM), a takke | [nasa6.7
cuctema B nogmoaynsax AOMUHNCTPATOP (ADMIN TOOLS) un
MOJIb3OBATE/Ib (USER), MOxHO ynpaBnsaTe 6a301 AaHHbIX
1 3KCMOPTUPOBAHHBIMU AAHHBIMU.

JInkBuTpaHc Mogaynb JIMKBUTPAHC (LIQUITRANS) obecneunsaeT naBa 6.6
noLlaroBoe pykoBOACTBO NMpv NUNETUPOBAHUN XXUOKOCTEN
o6bemom go 2 000 pn ¢ NOMOLLbIO aBTOMaTUYECKON NMUNETKN.

Cepsuc Mogyns CEPBUC (SERVICE) no3ssonset pabotaTtb maBa 6.5
C NEPBUYHLIMU AAHHBIMU NPU YCIIOBUM HaNM4Ks y
nonb3oBaTens NpaB AOCTYMNa K HEMY.

YcTtaHoBka Mogyne YCTAHOBKA (SETUP) no3sonseTt nameHsaTb naBa 6.4
HaCTPOMKN CUCTEMbI, NPU YCIIOBUM Hanun4yu1si y nonb3oBaTtens
npaB JocTyna K Hemy.

Tabnuua 3-4: Mogynu nporpammHoro obecrnevyeHusi CUcTeMbl

3.31 TexHn4yeckue naHHbIe
Pa3mepbl 1 Bec OnnHa B MM 545
LvpuHa B Mm 335 6e3 gepxatenst NUNeTk1
BeicoTa B MM 205 6e3 ceHCOpHOro akpaHa/MMneTKu

okono 590 BMeCTe C CEHCOPHbIM 3KPaHOM

Bec B kr okorio 15 6e3 ceHCopHOro akpaHa

OKOM0 22 BMecTe C CEHCOPHbIM 3KpaHOM

McTOYHMK NuTaHus Ha Bxope 115/230 B nepemenHoro Toka; 1/2 A; 60/50 'y,
BxoaHas MmowHoCTb makcumym 350 BA
BBoa AaHHbIX USB CM. cooTBeTCTBYHOLLEE PYKOBOACTBO MO
aKcnnyaTauum
BbiBOA OaHHbIX USB, nokanbHas ceTb, CM. cooTBeTCTBYHOLLEE PYKOBOACTBO MO
CEepUHLIA NHTEpPdENC aKennyaraumm
MpuHTEp (No BLIOOPY) CM. pyKOBOACTBO MO 3KCnyaTaumm ans
npuHTEpa

Tabnuua 3-5: TexHnyeckme gaHHble

Ctp.3-6 ROTEM® delta PykosogcTso 1.5.3.01 RU 2015 © TEM Innovations GmbH
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The bleeding management system

OnucaHue cuctemsl

OkpyxatoLime
ycroBusi

Temnepatypa B pabouem [+15°C go +30°C
pexume
Temnepatypa xpaHenus  |[+0°C go +50°C

OTHOocUTENbHAas BNaXKHOCTH
BO3ayXxa

OT120% po 85%

BbicoTa Hag ypoBHEM MOps

2000 m

TemnepaTypHbIn
KOHTPOIb

MamepuTenbHbIn 610K

Ot +30°C £ 1,0°C go +40°C + 1,0°C
3apaHHasi TeMnepaTypa n3aMepeHui
+37°C +1,0°C

Cneuudumkaumm

MameputenbHbIn MeToq

TpomboanactomeTpus

BbisiBneHuve yrnoBsoro
OTKITOHEHUA

OnTuyeckas cuctema ¢ AaT4MKOM Ha OCHOBE
nac

HarpeBatenbHbin npubop

HesaBucymble HarpeBaTernbHbIE YCTPOMCTBA
C HE3aBUCUMMbIMY TEMIEPATYPHBLIMU
Aatyvkamu:

- ANS KaX[0ro nornoXeHust UaMepeHuin
(Bcero 4)

- NSt pErynMpoBaHvsi TemnepaTypbl
paboyer 30HbI

KonnyectBo kaHanos

qupre He3aBUCUMBbIX KaHana

[NoakntoyeHus

MICTOYHMK NnuTaHus

OpuirnHaneHbIi WHyp nutaHns ROTEM®

CeHcopHbIl 3kpaH

Tpw opUrMHanbHbIX COEANHUTENBHBIX kKabens
ROTEM® gnsi o6opyaoBaHus

[NogkntoyeHne NuneTkn

OpurnHaneHas nuneTka cuctembl ROTEM®
€O cnupanbHbIM kabenem n pasbemom RJ12/
Western connector (LuecTVnomtocHbIN)

CosgaHue
pes3epBHOI konum
[aHHbIX

USB dnaw-kapTa
ob6bemom 256 M6 Bepcusi
2.0

MosBonseT nepeHocuTb JaHHbIe Ha apyrue
ycTponcTea

MpuHTep (no
BbIGOpY)

MoppepxunBaembliii
NpuHTEP

MopaepxmBaeTcs Nobon NpUHTEP C NOPTOM
ans USB. Y6eguTtech, 4To B cucteme
MmetoTcs HeobxoaMMble gpanBepbl

(FTnaBa 6.7.1)

MpuHTEp fomkeH oTBeYaTb ctaHaapTam IEC
60950 un cootBeTcTBOBaTH HOpMam DIN EN
61010.

Tabnuua 3-5: TexHuyeckme gaHHble

© TEM Innovations GmbH ROTEM® delta PykosoacTso 1.5.3.01 RU 2015

Perucrparua MU 8 PocagpaBranzope
www.nevacert.ru | info@nevacert.ru

Ctp.3-7

21






22

4.1

4.2

OCHOBHbIE NOJIOXEHUA

OCHOBHbIe NoNnoXeHus

BBepeHue

Cuncrema ROTEM® npencraensieT cobon AanbHenLee COBEPLLIEHCTBOBaAHME KNacCU4eCKon
TpomboanacTorpacum, paspabotaHHon XaptepTtom (Hartert).

TpomboanacTtorpaduyeckas cucteMa ROTEM® delta paspaboTaHa Ons ANArHOCTUKU
In vitro B mecTe HabmogeHusi 3a naupeHtom (POC) mnu B nabopatopusix KIMHUKM.
Cuctema npegHasHadyeHa pnOnsi obecrneyeHns KONMYECTBEHHOr0 U KaydeCTBEHHOrO
n3MepeHust Kkoarynsauum obpasua kposu. Cuctema puKcUpyeT KMHETUYECKNE N3MEHEHNS
B obpasue uMTpaTHONM LiENbHON KPOBM BO BPeMsi 0Opa3oBaHMs CryCTKOB, a Takke npu
cXKaTum CrycTka KpoBu M\ ero pacteopeHun (pacnageHun). C aToN Lenbo 3MEpPEHBI,
nccrneaoBaHbl, MPOKOHTPONMPOBaHbl, 06paboTaHbl U 3aHeceHbl B TabnuLbl pasnuyHblie
napamMeTpbl CBEpTbIBaHMS. [paduryeckoe npeacTaBneHne JaHHbIX OTpaXxaeT pasnuyHble
duU3nonornyeckmne sBMeHnsi, KOTopble ONMUCLIBAOT B3aMMOOENCTBME KOMIMOHEHTOB, TaKMX
Kak hakTopbl KoarynsauumM KpoBu U MHIMBUTOpPbLI, OUOPUHOreH, TpomMBouuTbl U cucTema
punbpuHonusa. Kpome Toro, MoryT 6biTb BbISIBNEHbI pa3nnyHble NpenapaTthl, BAUSOLME
Ha remMocTas, B YaCTHOCTU, aHTUKOarynsiHTbl.

MeTton namepeHns ROTEMe

3anateHToBaHHas TexHonorns ROTEM® ocHoBaHa Ha HenoABWXHOW LIMNMNUHOPUYECKON
Yyalle 1 MOCTOSIHHO KornebntoLerica BepTukanbHon ocn (PyucyHok 4-1).

Ocb 3akpenneHa B BbICOKOTOYHOM LLIAPUKOMOALUMMHUKE W packayMBaeTcs BMEBO WU
BMpaBo C amnnuTyaon B 4,75°. BpalleHne ocu OCyLLECTBIIAETCA C NOMOLLbIO ABUraTens,
COEOMNHEHHOIO C OCbIO 3MTACTUYHHON NPYXMUHOWN.

Ona un3MepeHuss MMEILLMIACA NNacTUKOBbI CTEepXKeHb [OMaMeTpoM 6 MM MPOYHO
3aKpennaeTcs Ha ocu, a obpasel KpoBW NMoMellaeTcsl B Yally OMameTpom 8 MM U
Jariee HanpaBnsieTcs BBEPX K U3MepuTenbHOMY kaHany. [anee nnacTUKOBbLIN CTEPXKEHb
norpy»aetcsi B o6paseL, KpoBu.

BpallueHne geTekTnpyeTcs onTUYECKU NpU NOMOLLM 3epKarna B BEpXHelN YyacTu OCu, ANos
B KayecTBe MCTOYHMKA cBeTa M cBeTodyBCcTBMTENbHOrO anemeHTta (MC Ha M3C). Ecnun
06pa3oBaHNs CrycTka He MPOMCXOAUT, TO ABUXKEHME OCYLLEeCTBAeTCH 6GecnpensaTCTBEHHO.
Ecnn obpasyeTcs Cryctok, KOTOpbI pasMellaeTcss Mexay MOBEpPXHOCTAMU CTEePXHS U
Yaluu, TOo ABUXKEHME 3aTPyaHSETCS.

B pesyrnbTaTte yCTaHaBMMBAETCA paBHOBECUE MEXAY HATAXEHNEM NMPYXNHbI N HANPAXeHNnem
CryctKa. Mo Mepe yrnnoTHeHUA CryCtka, amnnntyaa BpalleHnsa OCU yMeHbLLIaeTCA.

PesynbTaThl M3MepeHus obpabaTbiBalOTCH C MOMOLLBI CreuManbHOro MporpamMmmHoro
obecneveHus (Fnaea 6).

© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015 Ctp.4-1
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thromboelastometry

OCHOBHbIEe NONOXeHus R

PucyHok 4-1: MpuHumn TpomboanactomeTpum ¢ ROTEM® delta

1 Ocb (+/-4,75°) 7 Yawa onsa 3anoniHeHnsi KPOBbIO
2 MpyxwuHa 8 Hutn dmnbpuHa n arperaTtbl TPOMOOLIMTOB
3 WcTouHuk cBeTal/amon 9 HarpeTbin gepxatenb And Yawum
4 3epkano 10 LapukonoALLmMIHUK
S WHgmkaTop (Touka npuéma cBeToBoro Mnynbca) 11 OBpaboTka AaHHbIX
6 CeHcopHbIl CTEpKEHb
CTp. 4-2 ROTEM® delta PykosoacTso 1.5.3.01 RU 2015 © TEM Innovations GmbH
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T ——— OCHOBHbIEe NONOXeHus

4.3 KpuBas peakumu n napameTpbl B TpOMOG03nacTtomeTpum

Kak n B knaccuyeckon Tpomboanactorpacum, cuctema ROTEM® co3gaéTt KpmByto peakumm
N paccyMTbiBaeT pasfimyHble YMCroBble (KUHETMYECKME W MIIOTHOCTU) MapameTpbl npu
MaTeMaTU4YeckoM aHanmMae AaHHOW KPUBOWA.

4.31 KpuBas peakuuu

MporpammHoe obecneveHne ROTEM® npeacraBnsieT yCOBEPLUEHCTBOBAHHLIA anropuTm
CrNaXvBaHUs KPMBOW M OUNbTP 3aLLMThI OT LyMa, MPeaynpexaaroLLmii BO3MOXHbIE OLLUNMOKK
NpPU BO3HUKHOBEHUMN MEXAHWNYECKMX UM 3NEKTPOHHLIX NoMex. NapameTpbl onpenenstoTcs
B pearibHOM BPEMEHW BO BPEMSI TECTOB, pacCyMTaHbl M NpeacTaBfeHbl rpadunyeckn B
TEMorpammax.

AMMNuTyaa BpalleHns CTepXKHs NpeobpasoBaHa B rpadmyeckyto aMnnnTyay, Toraa Kak K
cucteme ROTEM® npumeHsoTca cnegytoLLme onpeaeneHuns:

Ipadcduyeckasn BpalieHue ctepxHs CBépTbiBaHue
amMnnuTyaa B MM

0 cBoboaHoe BpalleHne CTepXKHA OTCyTCTBUE CBéprI BaHWUA

100 OTCYTCTBME BpaLleHNEe CTePXKHA MaKCuMaribHO BO3MOXXHasA
NNMOTHOCTb CryCTKa

Tabnuua 4-1: OnpegeneHne amnNnUTyabl.

Ha pucyHke 4-2 nokasaHbl Hanbornee BaxHble a3bl CBEPTbIBAHUS KPOBU C
COOTBETCTBYIOLWMMN NapameTpamu Ha TEMorpamme.

mm

Oy

80

20

201 e
-40

-60
P e o]
CT CFT

0 15 30 45 60 75 90

PucyHok 4-2: Mpumep kpueoi peakumm (TEMorpammel) ROTEM® delta
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OCHOBHbI€E NOJNIOXEHUA

The bleeding management system

4.3.2 Haunbonee BaxHble cTaHAApPTHbIE NapaMeTpbl

Kak npasurio, pesynbTaTtbl I/I3MepeHVIl7I O6pa6aTbIBa}OTCﬂ cornacHo cCtaHgapTHbIM
napameTpam. Ha PUCyHKe 4-3 nokasaHbl Hanboree BaXHble CTaHOapTHbIE NapaMeTpbl. Ha
Ocu Y nokasaHa amnnntyga B MM, Ha OCH X- BpeMA B MUHYTaX.

mm

1]

20

n

1]

MCF =

:
Maximum Clot Firmness }
g
.
:

Alpha-angle

0

] -1

CT i
CFT

CT =Clotting Time
CFT = Clot Formation Time

PucyHok 4-3: Hanbonee BaxHble CTaHAapTHbIE MApPaMEeTpbI.

CraHgapTHble NapaMeTpbl onucaHbl B Crieqylowwnx pasaenax, B Tabnuue 4-9 npveeneHa
KpaTkasi MHdopmMauus.

Bpems cBepTbiBaHus, CT, [c]

Onpegenexve CT — 9710 BpeMsl C MOMeHTa Havarna TecTta nyteMm gobasneHus
aKkTuBaTopa CBepTbiBaHMS 4O MOMEHTa, Korga AocTuraeTcs
aMnnutyaa 2 M.

Onucaxune CT ykasbiBaeT, HacKonbKo ObICTPO Ha4YMHaeTcs obpasoBaHue

hbmbpuHa. [laHHbI napamMeTp aHanorMyeH BpeMeHU CBepThIBaHuS
B KIaCCM4YECKOM TeCTe Ha CBepTbiBaHUE, NPOBOAVMOM B
nabopaTopuu. TeM He MEHEE, OHU HE UAEHTUYHbI, MOCKOIbKY
OOMKHO ObITb 0Opa3oBaHoO M CTabunmnanmpoBaHo bornbLie rbprHa
ANs JOCTWXEHUS! OnpeenéHHON NIOTHOCTY CrycTKa, JOCTaTOYHOW,
4YTOObI COEAMHUTL [ABE ABMXKYLUMECS YaCTU SiYekv AN U3MEPEHUSI.

OcHOBHbIe hakTopsl

(DaKTOpr CBepPTbiBaHUA KPOBU, aHTUKOATYNAHTbI (‘-IyBCTBVITeJ'IbHOCTb
3aBUCUT OT TeCTa)

KnnHnyeckoe npnMmeHeHune

MapameTp CT ynpoLuaeT NpUHSITUE PELLEHUSI O 3aMELLEHUN
(haKTOpOB CBEPTLIBAHKS KPOBY (HanpUMeEp, CBEXE3aMOPOXEHHAS
nnasma, KOHLEeHTpaTbl (pakTOPOB CBEPTLIBAHKS KPOBY,
aKTVBMPOBAHHbIE KOHLLEHTPATbI (DaKTOPOB CBEPTLIBAHMSI KPOBY UK
MHIMOUTOPbI aHTUKOArynsiHTa (Hanpumep, NPoTaMuH)).

Tabnuua 4-2: CtaHgapTHbiv napameTp — CT (Bpemsi cBepTbiBaHMS)

Cp. 4-4
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The bleeding management system

OCHOBHbIE NOJIOXEHUA

Bpems o6pasoBaHus cryctka, CFT, [c]

Onpegenexve CFT — 310 Bpems Mexay aMnnuTygon 2 MM 1 amnnuTygon 20 Mm
curHana cBepTbIBaHuS.
Onucaxune CFT onucbliBaeT criegytoLlyto dasy CBePTbIBaHUSA: AUHAMUKY

06pa3oBaHusi CTabUIbHOIO CrycTKa Yepes aKTUBUPOBaHHbIE
TpoMGoUUTLI 1 PUBPUH.

OcHOBHbIe hakTopsl

KonnuecTBo TPOMGOLIMTOB M UX y4acTue B YNMOTHEHWUN CryCTKa.
YpoBeHb hrGpUHOreHa 1 ero CrocobHOCTb NONMMEPU3MPOBATHLCS.

KnnHnyeckoe npuMeHeHne

MapameTtp CFT ynpolwiaeT NpUHATUE peLLeHmnsi O 3aMeLLeHNN
KOHUEeHTpaToM TpomboumTa unu udpruHOreHom (Kak
KpUonpeumnmTaT, CBEXE3aMOPOXEHHAs Nna3ma, KOHLEHTpaT
pubpuHoreHa) nnu obonmmn. CokpatiéHHoe CFT oTmedeHo npu
runepkoarynsiuum (Tak xe kak napametp MCF (MakcumarnbHas
NMOTHOCTb CTycTKa) v yron anbga). B obpasuax ¢ o4eHb HU3KUM
obpasoBaHMeM cryctka BpeMsi 06pa3oBaHusi CrycTka MOXeT OblTb
He JOCTUrHYTO U MO 3TON NPUYMHE He onpeaerneHo.

Tabnuua 4-3: CtaHgapTHbIn napameTp — CFT (Bpems obpasoBaHus cryctka)

Yron Anbda (o, [°])

OnpepneneHve Yron anba onpefensieTcs kak yron Mexzay CpefHel ochbio 1
KacaTerbHOW K KpUBOM CBEPTHIBAHMUS B TOUKE aMMnUTYAbl 2 MM.
OnvcbiBaeT AMHaMVKy CBEpPTbIBaHUSI.

OnwcaHve [OuarHoctnyeckas nHdopmMaLys faHHoro napameTpa cxoxa ¢ CFT.

KnnHnyeckoe npuMeHeHne

YMeHbLLUEeHHbI yron anbga ykasbiBaeT Ha COCTOsIHUE
runokoarynauum (cm. CFT).

Tabnuua 4-4: CtaHgapTHbIV napameTp — Yron Anbda

© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015
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OCHOBHbIE MOMOXeHUS

thromboelastometry

The bleeding management system

MakcumanbHas nnoTHocTb cryctka, MCF, [mm]

Onpepnenexuve

MCF — 3To n3mMepeHue NNoTHOCTY CrycTKa U1, CrieloBaTenbHo,
KauyecTBa CrycTka. 9To MaKcumaribHasi amnnuTyaa, kotopast
JocTuraeTcs nepes pacTBOpeHUeM cryctka npu prbpuHonmse v
CHVKEHUEM MIIOTHOCTU CrycTKa.

OcHOBHbIe hakTopsl

TpomMb6ouunTbl, PUBpPUHOreH (KOHLEHTPaUUs 1 CNOCOBHOCTL
nonumepuanposaTtsecs), F Xlll, coctosHme dmnbpuHonusa.

KnnHnyeckoe npuMeHeHne

Huakun MCF ykasbiBaeT Ha HU3KYI MIOTHOCTb CrycTka U,
cnepoBaTenbHO, BO3MOXHbIN pUCK kKpoBoTeuveHus. 3HadeHne MCF
NCMonb3yeTcs Ans yNpOLUEeHUS NPUHATUS PeLUeHNs O 3aMeLLeHNN
Tepanuu KOHLEHTPaToM TPoMBOoLMTOB Mnn prubpruHOreHoM
(KOHLLeHTPaT, KpMonNpeuunuTaT NNy CBeXe3amMopOoXXeHHas nnasma,
€CNY B Hanm4un).

Mepepn NpUMeHeHEM UCTOYHMKA (MBPUHOTrEHa , HeO6XOAUMO
y6eanTbcs B OTCYTCTBUM rnepubpuHonmaa, Tak kak
rMnepUBPUHONN3 MOXET NPUBECTU K BO3HUKHOBEHWIO
HecTaburnbHOro crycTka.

Bbicokoe 3HaveHne MCF moxeT yKa3blBaTb Ha runepkoarynauuio.

Tabnuua 4-5: CtaHgapTHeIn napameTp — MCF (MakcumarnbHas nnoTHOCTb CrycTKa)

AmMnnutyaa Yepes (X) MUHYT-3Ha4YeHuUA ([mm])

Onpepnenexuve

3HauveHus AMNNUTY bl Yepes (X) MUHYT NpeACcTaBnsoT
NNOTHOCTb Cryctka. AMNnuTyAa Yepes (X) MUHyT-3HaYeHne — aTo
amnnuTyda vYepes onpefenéHHoe Bpems x nocne CT (Hanpumep,
A10 nocne 10 MuH).

OcHOBHbIe hakTopsl

TpomMb6ouunTbl, PUBpPUHOreH (KOHLIEHTPaLMS, CIOCOBHOCTL
nonumepuanposaTtbces), F XIII.

KnnHnyeckoe npuMeHeHne

Cwmotpute MCF

Tabnvua 4-6: CtaHaapTHBIN NapameTp — AMNNMTyAa Yepes (X) MUHYT-3Ha4YeHWs

Ctp.4-6
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433

MHupekc nusnca Yepes 30 muH (LI30) n cooTBeTCcTBYOWME NapameTpbl ([%])

Onpegenexve 3HauveHue LI30 npeacTaensiet npouecc dunbpuHonmsa Yyepes 30
MuHYT nocrne CT. OTO OTHOLIEHME amMnnnTyabl K MakcMmarbHOM
NNOTHOCTM crycTtka (% OCTaTo4HOW MIOTHOCTH CrycTka).
MapameTpsbl L145 1 LIGO onnceiBatoT COOTBETCTBUE OCTAaTOYHOM
nnoTHocTu cryctka 45 n 60 muHytam nocne CT.

KnuHunyeckoe npumeHeHne | BcrneacTBue BbICOKOM KOHLEHTPALMM MHTMBMTOpOB hmbprHonmusa
npouecc hnbpuHonmnsa MoXeT NpakTU4eckn He HabmogaTbCs B
o6pa3suax KpoBu 300pOBbIX NoAen. ATUNMYHOE 3HaYeHWe, rMaBHbIM
o6pa3om, ykasbiBaeT Ha runepdundpuHonma. Takum obpasom,
napameTp LI30 ynpoliaeT npoLecc NpUHATUS peLleHns B Norb3y
NNV NPOTUB Tepanuv aHTUMBPUHONUTUYECKMMU NpenapaTamu.

B HekoTOpbIX criyqasix runepnbpuHonu3 MoXeT pa3BMBaTbCs
OTHOCUTENbHO No3aHO. B Taknx cnyyasx LI45 n LI6G0 Takke moryt
MCMONb30BaTbCS B KAYECTBE peLleHust.

Tabnuua 4-7: CtangapTHbIn napameTp — LI (MHaeke nuauca)

MakcumanbHbIv nusuc (ML, [%])

Onpepnenexne MapameTp MakcumarnbsHoro nusuca (ML) ykasbiBaeT ypoBeHb
(hMBpUHONU3a B COOTBETCTBUM C MaKCUMAarbHOM NNOTHOCTbIO
cryctka (MCF), pocturHyTtow B xofe naMmeperusi (% notepsiHHON
NMOTHOCTM CrycTka).

Onucaxune 5% ML o3HadaeT, 4To B nepuog HabnogeHns MCF (MakcumanbHas
MAOTHOCTb CrycTka) NoHu3uncs Ha 5%. MNockonbKy MakCcMMarbHbIn
NIM31C HE PacCYUTLIBAETCS HA ONpeaenéHHbIN MOMEHT BPEMEHH,
HO onpeaenseTcs Kak % nuavca B KOHLe aTana n3MepeHun,
obLee BpeMsi paboyero Lukra v BpeMsi nocrne MakcMmarbHOro
06pa3oBaHus crycTka Bcerga npMHMMaloTCs BO BHYMaHUe.

KnuHnyeckoe npumeHeHune | CmotpuTe LI(x)

Tabnuua 4-8: CtaHgapTHbIn napameTp — ML (MakcumanbHbIN naunc)
I'Iapameprl unccrnieaooBaHuA

BaxHbIl Lwar B paclumpeHun obnactn NpMMEHEHUs Kraccuyeckon TpomboanacTorpacum
6b1n ocywecTBnéH CopeHceHoMm n gpyrmn B 2003 r." [laHHas rpynna ycnewwHo npumMmeHuna
HOBbIN MEeTOA4 uccrefoBaHusa faHHbIX K cucteme ROTEM®, nepBoHayanbHO u3y4as
CKOpPOCTb KoarynsiuMmM ¢ MOMOLLbI0 NMPOM3BOAHLIX KpuBbiX (PucyHok 4-4). NapameTpbl
nccrefgoBaHus, onvcaHHble CopeHceHom m gpyrmmn, (maxVel (MakcumanbsHas cKopocTb),
t-maxVel (Bpemsa go MakcumanbHown ckopoctn) n AUC (ObnacTte nog Kpusow)), Gbinu
yCTaHOBMEHbI B nporpammMHoe obecnedeHne ROTEM® delfa n moryT 6biTb MCNONb30BaHbI
B MccrnegoBaTenbCKkUm Liensix.

MpumeyaHue: apameTpbl MCCEQOBaHWA He MPOLLNW MPOBEPKY AN CTaHO4apTHOro
NMPUMEHEHNS MpU  BbIMOMIHEHNW AMArHOCTMKM MaumeHToB (3a ucknodeHnem MCE
(MakcmanbHoM ynpyrocTu CrycTka)).

MMutepatypa: CopeHceH b., MoxanceH M., Maenos A., Bonbke M., Mnrepcnes W.: Tpom6osnacTtorpaduyeckue npodpunm
KoarynsiLmm uenbHON KPOBM C UCMONb30BaHNEM MUHUMarbHbIX (DaKTOPOB 4151 akTuBMpoBaHus TkaHu. J Thromb Haemost

2003;1:551-8
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The bleeding management system

OCHOBHbIE NOJIOXEHUA

HwxHsas yacTb Tabnuubl 4-9 gaéT obLiee npeacTaBneHne o0 NnapameTpax UCCneaoBaHus.
Ceopgka CTaHOapTHbIX MapameTpoB, onucaHHas B [Naee 4.3.2 , mokasaHa Ha y4vacTke,
OKpaLLEHHOM CepbIM LIBETOM.

CokpalweHue

| Napametp

| Onpegenenue

CTAHOAPTHLIE NAPAMETPGI

MapameTpbl aKTMBAaUMK NPOLECCa KOarynaLuMv M NoNMMepU3aLny crycrtka

CcT

Bpems cBepTLIBAHNA [CUHOHUM T)

Bpems c Havana TecTta go MOMeHTa JAOCTUREHMA
aMnNUTYALl 2 M

CFT

Bpems oBpasosanus crycrea
(cHMHOHMM K)

Bpems Memxay amnonTyoen 2 MM m
amMnonTyaon 20 mm

a-¥ron

VIO MEKIY OCHIBHOW NIMHNEN 1 KACATENBHOR
K KPMBOW CBERTLIBAHUS YEped TOUKY 2 MM

MapaMeTpkl NNOTHOCTW CIYCTKa

MCF

MakcumansHasn nnoTHOCTL
CIYCTHA [CHHOHKM MA)

MaxcymansHan aMnauTyaa, DOCTHIHYTAR B0 BPEMA TecTa | N

Alx)

AMNNHTYAA (TNOTHOGTL) HEPEa X MUH

A5

MNaTHOCTE Hepes 5 MUHYT

A10

MnoTHocTk vepes 10 MuHyT

A15

MnoTHoCTL Yepea 15 MuHyT

MAOTHOCTE CrycTka (B MM amMnnuTyaa)
B COOTBETCTRYIOWWA MOMEHT BPEMEHK NOCNE CT

A20

MNoTHOCTL Yepes 20 MaHyT

A25

MNGTHOCTE Yepes 25 MuHYT

A30

[noTHOCTE Yepes 30 MuHyT

MNapameTphl NW3Kca CrycT)

Ka

ML

Makcumanshelil nHsne

MakcumanbHelid nuane, onpeqenéiHeli B xoge Tecta,
ONUCLIBAETCA Kak paaHkiua Mexay MOF W HikHeR
aMNINTYAoH, B % 01 MCF (% NoTepsHHOR NNoTHOST )

Li(x)

Wkgexc nuauca yepea (x) MUHyT

CooTtHowenure amnnuTyas v MFC B gaHHLIA MOMEHT
Bpemedin nocne CT(% QCTaToqHOR NNOTHOCTH)
Paccuntano: AIMCF*100

NAPAMETPbEI MCCNEOOBAHUA

NapaMeTpel ucenen

Ans np p

(cornacso CopeHceHy U Apyrum, 2003 r.)

maxV

MaKkcHmaneHan CKopocTh

Makcumym 1-01 NpoMaBOAHON KPHBOW

maxV-t

OTHoweHne Bpemern
K Ma AATBHOW CNDF'OC'V‘

Bpemsn ¢ Havana peakuuM 40 MOMEHTa AOCTHXEHNS
MAKCKMYMa 1-00 NPOWIBOAHON KPUBOA

AUC

Q6nacte nog 1-0i NporapogHOM
KPMBROR

OSnacTe nog, 1-0# NPOWIBOAHOA KPMBOW C Havana
A0 MOMEHTA, NoKa He ByaeT AocTurHyTa MCF

Mpoune napameTpLl MCCNEa0BaHUA

CFR

CropocTs obpa3sosaHus crycTsa

YO MERLY DCHOBHOR NMHUER 1 KACATENBHON MK
MAKCMMANLHOM HaKNoHe

ACF

PaKTM4ECKaR NNIOTHOCTE CrYGTKa MK
OHoH4ETENEHER NNOTHOCTL CTYCTEE

MNOTHOCTE CryGTKaE 8 MOMEHT (haKTUYECKOTD
BpemMenn Habnionesns

MCF-t

OtHoweHne MCF ko Bpemern

Bpewma ¢ momenta CT go goctuxerns MCFE

MCE

MakcumansHas ynpyrocTs crycrea
MCE=100"MCF/{(100-MCF)

MCE — =10 napameTp, paccuntadiisin no MCF .
PacnpocTpaHenue (pelieHise) NaHHoro NapaweTpa npu
BLICOKMX BMANUTYAAX Nyywe, No cpasHeduio o MCF

AR(x)

OBnacte Noa KpMBoK
8 NPOMENYTOK BpEMEHM (X)

CBnacte nog kpreoit o1 CT 4o cooTseTcTRYICWErO
MOMEHTA BPEMEHA (MUHYTsI)

LOT

Bpewms Havana nunanca

Bpemennoi ananaion of CT A0 HAYENE 3HAYNTE b=
HOTG NK3UCa. BHaYKUTENLHSIA NMINC ONPEASNARTCA KaK
CHUAEHUE amnNnTyipl Ha 15% no cpastennio ¢ MCF

CLR

CropocTs NH3aKca crycTka

CHNsHEALINA NM3UC ONUCHIBAETCA YINOM MERy ac-
HOBHOR NIAHNER M KECATENLHOW K CRYCKAIBILERCR BHNa
KPMBOW NNOTHOCTH NP MUHAMYRE 1-0i NPOK3BOAHOR

LT

MNepuon nuauca

Mepuos o7 CT A0 MOMEHTA CHHKEHHA NNOTHOCTH
crycTha ao 10% MCF

| Eannuua
[
o
rpaaye (7]
art
MR
%
%
MM/MUH
M x 100
rpapye (°)
MM
C
MM ’
©
rpanyc (°)
C

G = 5000MCF/100 - MCF)
Monyne ynpyroro caewra (cpeaa)

G - paccunT. napameTp. OH BO3PACTaeT B reoMeTpi-
YECKOW NPOTPECCHK N0 CPABHEHWIO C amMnnuTyaoi. On
ofecneunBasT GoNes UYBCTEUTENLKOE PAINELIEHUE
NpK BICOKUX aMNNMTyaax No cpasreHuio ¢ MCF

TPI

Wnaekc TpomBoanHamuieckore
nareduwana [Ty TR = EMX/K
EMX = (100°MCF)/{(100-MCF)

Cornacko Pafin (Raby), 197ar, UTT anucriraeTt
0BWLYI0 KOAMYNALWIO KROBM NaLkeHTa

434

CTaHaapTHble NapaMeTpbl OKpalleHbl CEPbIM LIBETOM
Tabnuua 4-9: CtaHAapTHBIV NapaMeTp 1 napaMmeTp UccrefoBaHns

HopmupoBaHHasa o6nactb 3Ha4YeHUn

KpVIBbIe peakumn n KNHETN4EeCKMne napamMmeTpbl KaxXgoro o6pa3u,a KpOoBU MaumeHTa MoryTt
CpaBHMBATbCA C 3TAJIOHHbIMU pe3ylibTaTaMn 300P0BbIX 3TalIOHHbIX niogen.

OTanoHHble 3HA4YeHUs onucaHbl B MHOFOd)aKTOpHOM ncenenoBaHnnm and BcexX TeCTOB

CncTtemMbl

ROTEM®',

Pe3yanaTb| Ona  KaXgoro peareHta WUCNblTaHUA yKadaHbl

B

COOTBETCTBYHOLUUX WHCTPYKLMSX MO MPUMEHEHUI0. TeM He MeHee, npeaHanutuyeckue
dhakTopbl (0TOOP 06pasLOB, NPOAOIHKUTENBHOCTE XPaHEHNUS U (hU3NYECKoe HanpsKeHue,
TaKoe Kak BCTpsXuBaHue Ty6) MoryT BNUATb Ha pe3ynbTaTbl. [laHHble 3TanoHHble 3Ha4YeHNs
criedyeT paccMaTpuBaTb Kak peKoMeHOOBaHHble HOpMaTuBbl UM MPOBEPSTb B KaxkdoWn
KIMUHMKe Ha 6a3e COOTBETCTBYIOLLEV STanNoHHON rpynnbl fodein.

1 Nureparypa: Naur T, Maenos A., BpayH C.J1., don Mane K.B., Konbae X./ Nakrep M.: MuorodakTopHoe
nccrnegoBaHme HOpMUPOBaHHOM 06nacTy 3HaYeHUn ons ROTEM® TpomboanactomeTpum. PubprMHONK3 KoarynsLmm KpoBm

2005;16:301-310.
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4.4 OudphepeHumnanbHblie aHanmssl ROTEMe

AHanna ROTEM® gBnsieTcsl OnarHOCTUMECKMM MEeToAOoM, MpeaHasHa4yeHHbIM Ons
onpefeneHns BCcexX CyLeCTBEHHbIX U3MEHEHMI B reMocTase, KoTopble MOryT BNuUSATb Ha
Koarynauyuiwo, B  TEYEHWEe  HecKOomnbkMx MUHYT. [lpu  aHanuse npuMeHsieTcs
TpoMOO3NacTOMETPUS UMTPATHOM KPOBM B KOMOMHALMWU C pasHbIMKU Cheumduyeckumm
peareHTamu.

B nHaomBmuayanbHbIX criydasx oopma kpmsor TEMorpaMmmbl nokasbiBaeT XxapakTepucTuki,
obecneuymBaroLme BO3MOXHOCTb HEMOCPEACTBEHHOIO AuarHo3a (Hanpumep, TUMU4YHas
dopma BepeTeHa B crniydae runepdubpuHonmaa). Takke rmnepkoarynsums MoxeT
XapakTepun3oBaTbCA TUMUYHOM (POPMON KPUBOW C ObICTPbIM HavarioM CBEPTbIBAHUS,
«B3pPbIBHbLIM» 00pa3oBaHMEM CrycTKa 1 ObICTPbIM JOCTMKEHUEM MaKCMMarlbHOM NMIIOTHOCTY.

B Clly4ae KOMMJTEKCHbIX HapyLIJeHVIVI reMmocTtasa TOJIbKO CpaBHEHMNE ITAITOHHbIX 3Ha4YeHuin
N pe3ynbTaTtoB, MOJIy4YEeHHbIX MyTeEM NPUMEHEHUA CI'IeLI,VICbVI‘-IeCKVIX peareHToB, MOXeT
npmnBecCTn K nydwemy noHMMaHuro HapyLIJeHVIVI remocTasa. [laHHas uwcbcbepeHuMaanaﬂ
OnarHoctn4eckasa npouenypa, B pesyribrtarte, CI'IOCOGCTByeT Lenesomn Tepanun.

BcnomoratenbHbii  danin  nporpammHoro obecnevenns ROTEM® copepXut 4YETKyH
obyyaroLLyo MHCTPYKUMo anst audbdepeHumnansHon guarHoctukm (Mnaea 1.6).

441 O6paseL LUTPATHON KPOBU

B knaccuyeckonm TpombGoanactorpaduy  ucnosfb3oBanacb  LenbHas  KpoBb  6e3
aHTUKOarynsHToB WnuM UMTpaTHas KpoBb (nocne pekanbuudumkaumm). Tem He MeHee,
KpoBb ©€3 aHTMKOarynsiHToB HecTaburnbHa U MOXET MCMONb30BaThCA TOMbKO B TEYEHME
OrpaHUYeHHOro nepunopa BpemMeHmn nocne otbopa obpasua. Pe3ynbTatbl UaMepeHuii MoryT
ObICTPO U3MEHSATLCS, N BO3HUKaAET puck obpasoBaHust apTedakToB. LiuTpaTtHasa LenbHas
KPOBb MMEET MPeuMyLLecTBO, Tak Kak oHa bonee ctabunbHa, YeMm LenbHasa KpoBb 6e3
aHTUKoarynsaHToB, Tem Oonee, akTMBHOCTb TPOMOOLMTOB C TEYEHWEM BPEMEHU MOXET
ObICTPO n3MeHsTbes. MNoatomy TecTbl ROTEM® BhINONHEHbI HA LMTPATHOW LENbHON KPOBHM
(3,2 nim 3,8% umTpart, TOT Xe TyD, YTO 1 ANs TECTOB Ha CBepTbiBaHME B nabopaTtopun).
Mporpamma nunetnpoBaHus cucteMbl ROTEM® paspabotaHa Ans uMTpaTHOM LenbHON
KpOBM.

CtabunbHoCTb Obpa3ua

CrabunbHocTb 0b6paslia M3MeHsIeTCs B COOTBETCTBUM ¢ TecTamun. OBbIYHO B TeyeHue 4
YyacoB B 0o6pasLax 300poBbIX M0Ae 0TMeYaeTcs OTCYTCTBUE BMUAHUS Ha pesyrnbTarthl
N3MEPEHN aKTUBUPOBAHHLIX TECTOB'. VIHCTPYKUMM MO MPUMEHEHWUIO KaXOoro TecTa
cofiepxat noapobHyo MHOPMALIMIO.

I'Ipwmeqal-me: O6bl4HO, CcTabMNbHOCTb o6pa3u,a CHMXaeTca npu HeaKTVIBVIpOBaHHOVI
TpOM6OSﬂaCTOMeTpMM, FVII'Iep(*)VI6pVIHOJ'IVITVI'~IeCKVIX o6pa3u,ax n o6pa3u,ax OT NauneHTOB,
npoxogdawmx Tepanmio renapnHom.

BnusaHne TemnepaTypbl o6pasua

TemnepaTypa cBexero obpasla KpoBW NpUHMMAET Temnepatypy nomellenus. [lpu
KOoMHaTHOM TemnepaTtype 23°C Temnepartypa NoHWxaeTcs B TedeHne 5 muHyT o 30°Cn B
TeueHue 20 MuHyT - oo 25°C.

OKCnepuMeHTbl Moka3anu, YTO BO3AENCTBMEe TemnepaTypbl Ha pe3ynbTaTbl M3MepeHus
6onbmHcTBa napameTpoB ROTEM®Becbma He3Ha4YMTeNbLHO 40 TEX MOP, MoKa TeMnepaTypa
okpyxatoLien cpebl >20°C . Tem He MeHee, YTOObI NoNy4YNTb BOCNPON3BOANMbBIE Y TOYHbBIE
pe3ynbTaTtbl, ocobeHHo ans CT n CFT, obpasey Bcerga A0MmKeH UMeTb NpeanoYTUTENbHO
oauHakoByto TemnepaTypy (6nmskyto k 37°C) .

Ctp.4-10 ROTEM® delta Pykosoactso 1.5.3.01 RU 2015 © TEM Innovations GmbH
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OCHOBHbIE NOJIOXEHUA

Mostomy ROTEM® delta pacnonaraeT paboyen 30HON C KOHTPONMPYEMOW TEMMEpaTypon
(Bkntovatoen Gnok npeaBapuTenbHOro nogorpesa obpasuos). Ob6pasubl NauneHTOB,
KOTOpble He NoABeprarTCs aHanMay HeMearieHHo nocrne oTéopa, A0MKHbI NpeaBapUTENbHO
noporpeBaTtbcs 5-10 MUHYT B Gnoke npeaBapuTENbHOrO MogorpeBa o6pasLoB nepeq
npoBeAeHMEM aHanmaa.

Takke koHTponbHble 06pasubl (ROTROL N nnn ROTROL P) gomkHbl HaxoauTecst B paboven
30HE C KOHTPONMpPYEMON TeMMNepaTypon B TeHEHNE 5 MUHYT Nepes Havanom N3mMepeHusl.

B Tabnuue 4-10 nokasaHbl pasnuyHble 3Havenns gnsa CT u CFT gns EXTEM, B cnyyae npeHe-
GpexeHns gaHHon pekomeHgaumen. ROTROL N nepewmelleH 13 cocyaa npy ykasaHHON Temne-
paType B yally Ha gepxatene npy 37°C. Miamepenunsa Tecta EXTEM Havanvch HemeaieHHo.

Temnepatypa |(CT CFT
20°C 47 ¢ 42 ¢
25°C 43 ¢c 34c
30°C 37c¢ 29c
37°C 33¢c 28¢c

Tabnuua 4-10: PesynbTathl uameperunin ana CT n CFT npu paznuyHbix TeMnepaTtypax obpasLos.
442 Tectbl ROTEM®
BesepeHue

OcTpoe kpoBOTEYEHME BO BpPEMSI UMK NOCMEe XMPYPruyeckoro Bmellatensctea Tpebyet
ObicTpor  gudpdbepeHLmaumMm Mexagy KpOBOTEYEHMEM, BbI3BaHHbLIM  XUPYPrUYECKUM
BMelLaTenbCTBOM, U remocTtaTndeckumu HapyweHnsmu. KombuHaums ROTEM® delta c
OONONHUTEMNBHLIMU ANArHOCTUYECKMMU METOL4aMU, YYUTbIBaOLWasa AaHHble OrpaHuyeHns
(Hanpumep, ROTEM® He oxBaTbiBaeT obnacTb MEPBUMYHOrO remocTasa), ynpoLiaeT
JanbHenwyo auddepeHumanmio cTtpaTterni nevyeHns.

KnuHuyeckoe KkpoBoTeyeHue

—

: l

Hopma OTKnoHeHWe
Xupypruyeckoe KpoBoTeueHHe lemocTaTuyeckoe HapyleHHe

PucyHok 4-5: QudbdepeHumaumna Xmpypruyeckoro KpoBoTEHEHNS U reMOCTaTUYeCcKoro HapyLleHus
nocpefctsom aHanusa ROTEM®

B otnmume oT knaccuyeckon Tpomboanactorpadun, OcyLlecTBNSeMon 6e3 peareHToB,
remMocTaTU4YecK1in aHanma uenbHol kposu cuctemon ROTEM® ¢ noMoLLbio cneumnduyecknx
CUCTEMHbIX peareHToB 0becrnevmBaeT NpoBeAeHNE PaCLUMPEHHON ONArHOCTUKM Kak OCHOBBI
ONs TepaneBTUYECKNX peLleHnn’.

1 Nuteparypa: Kanatuuc A., Xaac C. n apyrue: MoHUTOpuHr TpombosnacTorpaduieckoil Koarynaumum B cepaeHHoO-CoCyANCTON
XUpypruu ¢ ncnonb3oBaHvem aHanusatopa koarynsuum ROTEG. B: nog pea. MNdapp, P. YnpaBneHve kpoBoTeHeHNEM B
cepageyHo-cocyancton xupyprum, 2000, Hanley Belfus Inc, ®unagensdus.

© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015 Ctp. 4- 11
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thromboelastometry

OCHOBHbIEe NONOXeHus R

AHanunabl ROTEM® noBbIwatoT CTeNEHb ANArHOCTUHECKON Pe3yNbTaTUBHOCTY C MOMOLLIbHO
OOMNONHUTENBHbLIX TECTOB U NapamMeTpoB, KOTOpble

* 3HAYNTEMbHO COKPALLAIT BPEMS peakLum,
* MOBbILIAIOT TOYHOCTb,
*  MHMMBUPYIOT onpefenéHHble pakTopkl (HanpumMep, renapuH),

« obecneunBaoT gnddepeHumaumnio mexay yd4actmem nbpuHOB 1 TPOMOOLUMTOB B
CryCTKe B LLeMOM.

PucyHok 4-6: MpuHumn aHanusos ROTEM®

Tectbl ROTEM®

MoapoGHy MHGOPMaLMIo, Kacalolylocs cneunduyeckux TpebosaHuii k obpasuam,
OrpaHVMYeHunin, TEKYLLUMX XapaKTepuCTUK TEeCTOB, rpaHuL, meToda WM WHTepnpeTauum
pe3ynbTaToB, MOXHO HaMTU B MHCTPYKLUUM MO MPUMEHEHWUIO CUCTEMHbLIX PeareHToB
ROTEM®.

jui @

MpuMeHsTCA cneayoLwmne ycroBHble 0603Ha4YeHUs:
* TecTbl UMetoT Takne Ha3BaHuA kak INTEM,EXTEM, FIBTEM, HEPTEM, n APTEM.

»  COOTBETCTBYHOLUME PEAKTUBLI MMEIOT Takne Ha3BaHus kak in-TEM®, ex-TEM®, fib-TEM®,
hep-TEM® n ap-TEM®.

Ons peareHToB ROTEM® nmetoTcsa ABe HOMEHKaTypbl:

» [INs 4acToro MCnonb30BaHUS: CTOMKUE XWUOKME peareHTbl npubnuamtensHo ¢ 5— 10
TectamMn Ha cocyd. [aHHble peareHTbl nNUNeTupoBaHbl C ucnonb3oBaHnem INTEM,
EXTEM v gpyrux nocnenoBaTernibHOCTEN NUNETUPOBAHNS.

* [Ons nonb3oBatenen POC: oauMHOYHblE peareHTbl (peareHT AN O4HOKPaTHOro
npvMeHenus). [lJaHHble peareHTbl MMNETUPOBaHbI C ncnonb3oBaHnem INTEM S, EXTEM
S 1 gpyrux nocrnieqoBaTenbHOCTEN NMUMETUPOBAHUS.

I'Ipumeqal-wle: Bceraga VICI'IOI'Ib3yl7ITe COOTBETCTBYHLLYHO nocnenoBaTtesibHOCTb

NUNETUPOBaHUSA AN KaX4oro Tuna peareHToB. [locnegoBaTenbHOCTb akTMBUPYETCs B
meHto SETUP (3anyck) onsa obecneyeHns goctyna B cucteme ([nasa 6.4.5).

CTp. 4-12 ROTEM® delta PykosoacTso 1.5.3.01 RU 2015 © TEM Innovations GmbH
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OCHOBHbIE NOJIOXEHUA

Cnepnytolume pasfernbl OnvcbiBaloT obluMe NpUHUMNLI A0CTYMHbIX TecToB B ROTEM®

delta.
INTEM (S)
PeareHtsl ROTEM® AkTnBatop PekanbuunHaTop
YKnpokne peareHTbl in-TEM® star-TEM®
PeareHT onsa ogHo- INTEM S
KPaTHOrO MPUMEHEHUS
MpuHLMN: yMepeHHas BHYTPEHHSSA aKTUBaLMS CBEPTLIBAHUS

O6nacTb NpUMeHeHUs: o0LWMIA aHanNm3 koarynauum B komouHaumm ¢ HEPTEM (cMm. Huke)

quCTBVITeJ'IbHOCTb K

Haunbonee noasepxeHHble BIUSHUIO
napameTtpbl ROTEM®

Oedunumt cdakTopa (BHYTPEHHUI MY Tb)

[lecTBUA aHTUKOArynsaHTOB (Hanpumep, renapux,

WHrMOUTOPbLI TPOMBUHA)

Yyactme TpOM60LI,VITOB B YyNIOTHEHUU CryCTKa

Monumepu3saumst pubpuHa (1 KOHLLeHTpaLms

unbpurHoreHa)
MnepdnbpuHonus
(F-XN-gedpumuuT)

CT
CT

MCF, A(x), (CFT, a)
MCF, A(x), (CFT, a)

ML, LI(x)
MCF, A(x), ML, LI(x)

OrpaHuyeHus: « He oueHb YyBCTBUTENEH K cniabomy AeduumuTy hakTopoB CBEPThIBAHMS

* He YyBCTBUTENIEH K nedektaM nepBMYHOro remocTasa (arperauvm TpOM6OLWITOB)

INTEM 2005-12-07 12:22 | 2: 05010084

ET: 200s CFT: 67s o

AlO: 54mm MCF: 6lmm ML:
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ocHoBHble NMOoJ10XXeHusA The bleeding management system

HEPTEM (S)

PeareHTbl ROTEM® AkTuBatop PekanbuuHatop
YKugkue peareHTbl in-TEM® hep-TEM®
PeareHT ans ogHo-

KpaTHOro NpMMEHeHUs HEPTEM S

MpuHumN: yMepeHHasi BHYTPEHHSIS aKTUBaLUS CBEPTbIBAHKS B MPUCYTCTBUM
renapuvH-mHrbupytoLero coepmeHTa (renapuHasa l)

O6nacTb NpUMeHeHus: ¢ OOLLMIA aHanm3 CBEPTLIBaHUSA NOCIe YCTPaHEHWs] BO3OENCTBUSA renapuHa
* B cpaBHeHu ¢ INTEM: ka4ecTBeHHbIN aHanu3 Ha NpUcyTCTBKE renapuHa

YyBCTBUTENBHOCTb K Hanbonee nogBep>XeHHble BIMSHUIO
napameTpbl ROTEM®

Oedunumt cdakTopa (BHYTPEHHWI MY Tb) CT

WHrmbuTtopbl TpoM6uHa (He renapuH!) CT

YyacTtue TpoMGOLMTOB B YNIOTHEHWUM CTyCTKa MCF, A(x), (CFT, a)

Monumepusaums pubpurHa (M KoHLEeHTpaums MCF, A(x), (CFT, a)

unbpurHoreHa)

MvnepdubpuHonm3 ML, Li(x)

(F-X1lI-neconumt) MCF, A(x), ML, LI(x)

MpumeyaHue: KombuHauwms INTEM n HEPTEM noaTBepxaaeT Hanvune renapuHa

B o6pa3siie. OHa nokasblBaeT Takke U3MEHEHWS B NMOTeHUMarne
CBepTbIBaHUS KPOBU MpU yYCTpaHenn addekTa renapuHa.

OrpaHuyeHus: » He oueHb YyBCTBUTENEH K cnaboMy AedulnTy hakTOpoB CBEPTHIBAHMS
* He uyBcTBUTENEH K AedhekTam NepBMYHOTO reMocTasa (arperauusi TPOMGOLUTOB)

INTEM 2005-12-07 15:48

HEPTEM 2005-12-07 14:37 | 2: 05010082 2: 05010081

CT: 183s CFT: 83s o: 732 CT: 676s CFT: 228s ' 50°
A20: 55mm MCF:  56mm ML: - % A20: 44mm MCF:* 48mm ML: - %

MponoHruposaHHoe CT Tecta INTEM 3HauutensHo cokpalleHo B Tecte HEPTEM (go
HopManbHOro 3HaveHust). Takke napameTpbl CFT, A(x) 1 MCF Bo3BpaLLatoTcsi K HOpMarbHbIM
3HaveHuAM. CnegoBaTenbHo, 0bpasel, COQePXKUT renapuH.

Tabnvua 4-12: HEPTEM (S)

Crtp.4-14 ROTEM® delta PykosogcTso 1.5.3.01 RU 2015 © TEM Innovations GmbH
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OCHOBHbIE NOJIOXEHUA

EXTEM (S)

Pearentsl ROTEM® AkTnBatop PekanbuunHaTop
YKnpokne peareHTbl ex-TEM® star-TEM®
PeareHT ans ogHo- EXTEM S

KPaTHOro npuMmeHeHus

MpuHUmn:

YMepeHHaa BHELWHAA akTuBauuna CBEpPTLIBAHMUS

O6nactb NPUMEHEHUS:

* MOYTM COBEPLUEHHO HE YYBCTBUTENbHbIN K renapuHy obLuuii aHanms
CBEpPTbIBaHUS (He npumeHsieTcs K EXTEM S!)
* B coeamHeHunn ¢ FIBTEM n APTEM (cmoTpuTe Huxke)

quCTBVITeJ'IbHOCTb K

Hanbonee noaBepxeHHbIe BIMSHUIO
napameTtpbl ROTEM®

Oedunumt dakTopa (BHELLHWIA NYTb) CT

YyacTtue TpoMGOLMTOB B YNOTHEHWUM CTyCTKa MCF, A(x), (CFT, a)
Monumepusaums pubpurHa (M KoHLEeHTpaUms MCF, A(x), (CFT, a)
punbpurHoreHa)

rMnepdubprHonus ML, LI(x)

(F-XN-gedpumuuT)

MCF, A(x), ML, LI(x)

OrpaHunyeHus:

* He o4eHb yyBCTBUTENEH K craboMy aeduumTy hakTopoB CBEPTLIBAHNUS

* He yyBCTBUTENEH K AlehekTam NepBUYHOIO reMocTasa (arperauusi TpoMOoLUTOB)

* MoxeT no-npexxHeMy octaBaTbcs B HopMe, koraa INR (MexayHapoaHbIi HOpMUPOBaHHbIN
K03acpbmLmeHT) noBbileH B pagy INR <3—4.

* MoxeT nokasaTb NaTornornyeckme 3Ha4yeHus BCNeacTBUE O4EHb BbICOKMX YPOBHEN renapuHa.

EXTEM

2005-12-07 12:23

2: 05010084

e 67s CFT: 87s a: 73°
AlOD: 54mm MCF:  57mm ML: - %

Tabnuua 4-13: EXTEM (S)
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ocHoBHble MnoNoXxeHusA The bleeding management system

FIBTEM (S)

Pearentsl ROTEM® AkTnBatop VHrmbuTop TpomboumToB 1 PekanbumHaTop
YKnpokne peareHTbl ex-TEM® fib-TEM®

PeareHT ans ogHo-

KPaTHOro NPYMEHEHUS FIBTEM S

MpuHUmn: yMepeHHasi BHELLHSIS akTMBaLWs CBEPTLIBAHMS B MPUCYTCTBUM
MHrMbuTopa TpombouuTa (LmToxanasvH D). TEMorpamma
npeacTaBnsieT Tonbko Aornto mbpuHa B crycrke

O6nacTb NpuMeHeHus:  * BoisieneHue geduumta dubprHa U HapyLleHWi nonumepuaaumm gubpuHa
* B cpaBHeHun ¢ EXTEM: kocBeHHasi oLieHKa KOMMOHeHTa TpomboumTa
B Koarynsaumu

YyBCTBUTENBHOCTb K Haunbonee noaBepXeHHbIE BIMSIHWIO
napameTtpbl ROTEM®

Monumepunsaums pubpurHa (M KoHLEeHTpaums MCF, A(x), (CFT, a)

ubpurHoreHa)

MnephuGprHONM3 ML, LI(x)

(F-XIll-gecuumT) MCF, A(x), ML, LI(x)

OrpaHunyeHus: * MoxeT ObITb NOABEPXKEH BIUSHMIO OYEHb BbICOKMX YPOBHEN renapuHa.

* FIBTEM npegcTaBnsieT TOMNbKO KOMMOHEHT hubpurHa crycTka.

MpumeyvaHue:

Mo cpaBHEHUIO C UBMEPEHMEM TOJBKO YMcna TPOMOOLIMTOB UK KOHLIEHTpauumM dombprHoreHa,
cuctema ROTEM® BbisiBnsiet/onpeaensieT cnocobHOCTb KOMMOHEHTOB (PUGPUHA U KNETOYHbIX
KOMMOHEHTOB 06pa3oBbIBaTb CTAabUIbHEIN crycTok. MnoTHocTe cryctka FIBTEM, kak npasuno,
CBsi3aHa C KOHLEeHTpaumnen gmbpuHoreHa. Tem He MeHee, HapyLLeHVe NonuMepu3auum
pubpurHa MmoxeT ObiTb 06Hapy>XeHO 1 AaTb NATONOMMYECKNIA pe3ynbTaT, HECMOTPS Ha JOBOMNbHO
BbICOKYHO KOHLEHTpaumto mbpurHoreHa B obpaste.!

EXTEM 2005-12-07 12:23

2: 05010084

FIBTEM 2005-12-07 12:24 | 2: 05010084

CT: 66s CFT: = = a: 57° €T: 67s EFT: 87s o: 73"
AlO0: 9mm MCF:  10mm ML: - % AlO:  54mm MCF: 57mm ML: - %

Tabnvua 4-14: FIBTEM (S)

1 Nutepatypa:VHHepxodep M., dpaiic O., Maprpeiitep W. Knuurnep A., Kyx6axep I'., Boutep b., OcBanba
E., CanHep E., ®puxyT b., LLobepcbeprep B.:encTBusi nepmonepaTtMBHO ynpaBnsieMblX KONMIoMaoB u
KpUCTannonaoB npu nepBUYHOM ONocpefoBaHHOM TpombounuTamu remocTase 1 obpasoBaHum cryctka. Anesth
Analg 2002;95(4):858-65.
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OCHOBHbIEe NONOXeHus

APTEM (S)

PeareHTbl ROTEM® AkTuBatop WHrnbutop cmbprHonmaa n PekanbumHaTop
YKugkue peareHTbl ex-TEM® ap-TEM®

PeareHT ans ogHo-

KpaTHOFOﬂI:II_IpVIM%HeHVIﬂ APTEM 8

MpuHumN: yMepEeHHasi BHELLHSIS aKTUBaLWsl CBEPTbIBAHUS B MPUCYTCTBUM
MHrMbuTopa hnbprHoNU3a (anpPoTUHMH)

O6nacTb npumeHeHusi: < MoaTBepxaeHune runepdmdbprHonmsa B cpaBHeHun ¢ EXTEM
* [porHo3umpytoLLas oueHKa CUTyauum CBEPTbIBAHUS NOCHe NeYeHns
aHTUOUBPUHONUTUYECKMMI NpenapaTamm

YUyBCTBUTENBHOCTb K Hanbonee I'IO%BGE)KGHHI:IG BIUSIHUIO
napameTpbl ROTEM®

OedunumT dakTopa (BHELUHWIA NMYTb) CT

YyacTtue TpoM6OLMTOB B YNOTHEHWUM CTyCTKa MCF, A(x), (CFT, a)

Monumepusaumsa pubpurHa (1 KoHLEeHTpaums MCF, A(x), (CFT, a)

unbpurHoreHa)

(F-XIlI-necpmuuT) MCF, A(x), ML, LI(x)

MpumeyaHue:

Ecnu B APTEM otcytctByeT TvnuyHasa ansa EXTEM (kak n ans INTEM) mogensb
runepcdubpuHonmaa (BepeteHoobpasHasa hopma, MOMHBIN IM3UC NAIOTHOCTU CTyCTKa),
3HaYMT, rMNepdUOPUHONN3 NOATBEPXKOEH.

Pesynetat APTEM npenctaBnseT /n vitro cuTyaumio Koarynsumm KpoBu naumeHTa nocrne
BO3MOXHOTO Nle4eHnst aHTUnbprHonMTuieckumm npenapatamu. [1o nsBecTHon cTeneHu
APTEM cnocobeH onpenensTs In vitro, BOCCTAHOBUT N Tepanusi aHTUUOpUHONUTUYECKMMMU
npenapaTamu CUCTEMY Koarynsiuuv KpoBum nauuneHTa, unv tpedyeTtcs AanbHelLllee nevyeHme.

OrpaHuyeHus: cmoTpute EXTEM

| 2005-12-07 17:28 | 2: 05010080 EXTEM 2005-12-07 17:26 | 2: 05010080

CFT: 132s a: 64° CT: 59s CFT: 130s o 65°

A20: 52mm MCF:  55mm ML: - % A20: 47mm MCF: 48mm ML: 100%

Tabnuua 4-15: APTEM (S)

© TEM Innovations GmbH ROTEM® delta PykosoacTso 1.5.3.01 RU 2015 Crtp. 4-17
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OCHOBHbI€E NOJNIOXEHUA

ADP-TEM
Pearentsl ROTEM® | Aktuatop peareHT ADP-TEM copepxut AQd
Xuakvie peareHTbl ADP-TEM® CaCI2®

PeareHT ans oaHo-
KpaTHOro NMpUMeHeHUs

MpuHUmn: ADP-peareHT akTvBMpyeT TpomOOoLMTbl NMyTEM BO3OEWCTBUS Ha
AP peuenTopbl TPOMOOLUTOB

O6nacTtb NnpuMeHeHus: PeuenTtop P2Y12 cunTtaetcs Hanbornee BaXkHbIM peLenTopoM
ALD, nHrMbumpyeTcs KnonuaorpenemM 1 TUEHONUPUANHAMMU, a TaKXKe
npssMbIMW aHTaroHnctTamu peuentopos AP

YUyBCTBUTENBHOCTL K Haunbonee I'IO%BGE)KGHHI:IG BNUSTHUIO
napameTtpbl ROTEM®

MpucyTcTtBue aHTaroHuctos Gp lIb/llla B obpasue CreneHb arperauum (Aggregation)
MOXeT NMpuBecTU k criabown arperaumm ADP-TEM.
Mprem knonugorpenst U UHbIX TUEHONUPUAMHOB,
a TaKkke Hanum4me nNpsiMbIX aHTaroHUCTOB K
peuenTtopam ALlP B obpasue npuBoauT k 6onee
cnabow peakuuu arperaumm.

VIHTerpaneHbIN nokasaTtenb
arperauyoHHOl crnocobHOCTU
(AUC)

MpumeyvaHue:

Pesynbtat ADP-TEM npeactasnsieT In vitro cutyauuio koarynsuum Kposu nauueHTa nocre
BO3MOXHOMO NEYEHNs aHTUarperaHTHeIMU NpenapaTamu.

[o n3secTHol cteneHn ADP-TEM cnocobeH onpeaenste In vitro, CHA3WUT N Tepanus
aHTVarperaHTHbIMU NpenapaTamm arperauuoHHy CnocobHOCTb TPOMOOLIMTOB NaLMeHTa,
UIN UMEETCS YCTOMYMBOCTb K COOTBETCTBYHOLLMM MpenapaTtam.

OrpaHunyeHus:
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Tabnuua 4-16: ADP-TEM
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The blesding management system OCHOBHbIEe NONOXeHus

TRAP-TEM
PeareHTbl ROTEM® AkTuBatop nenTua, aKTMBMPYIOLLMIA peLienTop TpoMobuHaj
Xuakue peareHTbl TRAP-TEM® CaCI2®

PeareHT ans oaHo-
KpaTHOro NpuUMeHeHus

MpuHUmn: nenTua, akTUBUPYIOLLMIA peLenTop TpOMOUMHA, ABNSETCSH CUMbHBIM
aKTMBaTOPOM TPOMGOLIMTOB U CTUMYMNUPYET arperaumio TpoMOoLmMToB

O6nacTb npumeHeHus: Aktneauusa TRAP-6 peuenTopa NpyBOAWT K CUITbHOW akTUBaLUm
TpomMboumnToB, KOTOpasi, B OOblMHOM Criyvae, He WHrMbupyeTcs
NpveMoM acnupuHa Wnu Krnomuaorperns v CXOXUX npenapaTtos.

YyBCTBUTENBHOCTb K Haunbonee I'IO%BGE)KGHHI:IG BIVSIHUIO
napameTpbl ROTEM®

Mpuem acnupuHa, knonuaorpens unu in-vitro
nHKy6auua obpasua ¢ acnMpyHOM NPUBOAUT K
OTCYTCTBUIO UMM HANWUYMIO HE3HAYNTENBHON
MHrMbuumm arperauumn B TRAP-TEM.
MpucyTcTBue aHTaroHmctos Gp lb/llla B obpasue
MOXeT NpuBecTu K cnabon arperaumm.

CreneHb arperauum (Aggregation)

VHTerpanbHbIvi nokasaTernb
arperaumoHHO CrnocobHOCTU
(AUC)

MpumeyaHue:

Pesynbtat TRAP-TEM npeactasnseT In vitro cuTyaumio Koarynsiuum KpoBu naumneHTa nocne
BO3MOXHOrO NleYeHNs aHTuarperaHTHeIMU NpenapaTamu.

o n3sectHon cteneHn TRAP-TEM cnocobeH onpenensits In vitro, CHA3UT nu Tepanusi
aHTMarperaHTHbIMM NpenapaTaMmu arperauyoHHy CnocobHOCTb TPOMOOLMTOB NaLmeHTa,
NNV UMeeTCs YCTOMYMBOCTb K COOTBETCTBYIOLLMM Mpenapartam.

OrpaHuyeHus: cmoTpute EXTEM
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H ' f - i i = 4 ' Eo# i £
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:'":'_T_'E_':' :---E--:'-——E—-E g e e s i g T o g
Amrdem s mfFue {EEEE T LR T :___:__:._.:__:._.l:__:.-.:__:.-_:--:
- [} [] L - n - - H S = ' i = k] L ] L] i ¥
2 P B Tgr R R R e
:‘ :'--:--}--:-_:_-:__: :‘-J-EJJ;--;ELE-LJ:&J;J-EJ-E-LJ:ELE
- i ¥ L] i [ L i B = ' 1 " " ¥ = a 1 ¥
: lr-':":":":'_—:": CRE R TR EERSENFERTRENNENESTEFERLTLTREN
3 R EESET TE-CE bedeebe s denbo gt
H TCF 8 1 k@ 1 B R T ™
b g e o o R o R R [ P e —
A EE Sk Pl W e S ———— R I
Tabnuua 4-17: TRAP-TEM
© TEM Innovations GmbH ROTEM® delta PykosoacTso 1.5.3.01 RU 2015 Crtp.4-19
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| : thromboelastometry

The bleeding management system U3mepeHue

5 NU3mepeHue

OnacHocTb MHGEKLMK

He cooTBeTCcTBYlOLLEE HOPMaM ObpaLleHue C 3apakEHHbIMU 06pa3uamMm MoXeT
cTaTb NPUYMHON MHEKLUUNA.

» Bcerga vcnonb3yiite cpeacTBa NMMYHON 3aLUMThbl, Takue kak nabopaTopHbIi xanar,
nepyaTky 1 3alMTHbIE 04KM Npy paboTte ¢ obpasuamu.

» Bcerpa cnegynTe MHCTPYKUMSIM A515 MHPMLIMPOBaHHbLIX Matepuanos!’.

1 PykoBogcTeo BecemmpHoi opraHusaummn aapaBooxpaHeHns no nabopartopHoi Guonorudeckoi 6esonacHocTt , 1984 r.

OwmnBKM n3mepeHns

HeCOOTBeTCTBYIOLIJ,ee XpaHeHne maTtepunanoB MOXeT NPUBeCTU K owunbkam B
n3mMmepeHuun.

» Bcerga XpaHUTE N3MepUTESibHbIE SAYENKM, HAKOHEYHMKA MUNETOK, peareHThbl n 06p83Ll,bI B
COOTBETCTBUU C OKpYyXXakoLWnMn yCrioBuaMmn N pekoMmeHgaunamMmm Ha yrnakoBKe.

MoBpexaeHe CEHCOPHOTO aKpaHa

He COoOTBeTCTBYyHOLlee HOpMmaM 06pau.|.eHMe C CEHCOPHbIM 3KPpaHOM MOXeT
NPMBEeCTU K NOBpPEXOeHUI0.

» He HaxvmaiTe Ha CeHCOpHbIE MOMS 3KpaHa OCTPbIMU MW KOMIOLLMMU NpeaMeTamm
(Hanpumep, kapaHgawamm).

© TEM Innovations GmbH ROTEM® delta PykosoacTso 1.5.3.01 RU 2015 Ctp.5-1
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The bleeding management system

U3mepeHue

5-1 BBepeHue

MporpammHoe obecnevenne cuctemsl ROTEM® delta nomoraet Bam Bo BpeMs M3aMepeHun
C MOMOLLbI0 NO3TANHOro MeH. [ononHUTenNbHble WHCTPYKUUKU, KakK UHTepnpeTupoBaTb
pe3ynbTaTbl U3AMEPEHWUI, HAXOAATCS BO BCTIOMOraTesnibHOM haire, KOTOpbI MOXHO OTKPbITb
C NomoLLbo knasuwm Help Ha akpaHe.

[aHHas rnaBa onpefensieT, Kak OCYLLEeCTBMASETCS ynpaBreHue pasnuyHbIMKU TecTamu
ROTEM®, Tem He MeHee, BaXXHO MOJSIHOCTLIO MPOYECTb ApYyrMe rnaBbl AaHHOMO
pYyKOBOACTBA.

jui 0

511 Ucnonb3oBaHue NuneTku

Ha pucyHke 5-1 nokasaHa cucTemHas nuneTtka, B Tabnvue 5-1 nepeyncneHbl KHOMKK
yrnpaBneHus.

I'Ipumeqal-me: KHOMKM akTUBHbI TOMBKO B pexnme NnneTkn N3aMepuTeribHOro Moayr4.

3

PucyHok 5-1: CuctemHas nuneTka

KHonka PyHKUUA

SELECT HeT
ENTER HeT

<> HeT
Q BbIBPOC HaKOHEeYHMKa
START [aHHas LieHTpanbHasa CUHSASA KHOMKa 3anyckaeT cneayoLwmm Wwar nuneTMpoBaHus

Tabnuua 5-1: KHonku cucTtemMHom NMneTku

Ctp. 5- ROTEM® delta PykosogcTso 1.5.3.01 RU 2015 © TEM Innovations GmbH
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The blesding management system U3mepeHue

Mpu paboTe ¢ nuneTkoi o6paTNTe BHUMaHUE Ha crieqyoLlee:
» Bo Bpemsi 3a60pa peareHToB AepX1Te NUNeTKy BepTUKANbHO.
* [lorpyxaiiTe HaKOHEYHUK B XNOKOCTb NKLLb Ha HECKONBbKO MUMITMMETPOB.

* YbBegutech, 4TO BO BpeMA nnneTtnpoBaHNA KPOBM HE BCaCbiBae€TCA BO34YX, norpy>Ka|7|Te
HaKOHEYHUK Flpl/l6]'||/|3I/ITej'IbHO Ha 10 MMm.

° |/|CI'IOJ'Ib3yI7ITe BCTpOSHHbIVI aepxartersnb NMneTkn and yCraHOBKA 3arnofIHEHHOW NUNETKN,
YTOOBbI npenoTBpaTuUTb 3arpA3HeHne MEXaHNYEeCKON YacTu NMUNETKN.

5.1.2 PaboTa c o6pasuamu
OT160p OOpasuoB

TwartenbHO ocyLlecTBnANTe OTOOP 00pasuoB KPOBM B COOTBETCTBUM C [aHHLIMU
CCblnkamu:

NCCLS [HokymeHm H3-A4 [lpoyedypbi ombopa obpa3yos OuacHOCMUYeCKOU Kposu
rniocpedcmeom 8eHoryHKyuU, Yemeépmoe uzdaHue; Ymeepx0EHHbIlU cmaHOapm (1998)

NCCLS HokymeHm H21-A2. Ombop, mpaHcriopmuposka u obpabomka obpa3yo8 Kposu
0ns1 uccnedosaHusi Koacynsyuu u Orisi 8bIMOSIHEHUST OUEHKU Koaaynsuyuu, 3-e uzdaHue
Ymeep:xx0éHHoe pykosodcmeo, 1998

TpaHcnopTupoBKa o6pasLoB

A BHWUMAHME

Owmnbkn Npu namepeHnn

HeHnapnexauwas TPAHCMNOPTUPOBKaA 06pa3L|OB MOXEeT NpuBeCcTU K owunbkam B
n3mMmepeHuun.

» ObpasLpbl He AOMKHbI NOABEPraTbCs TPSICKE.

» He nepekaTbiBanTe KOHTENHEP C obpa3suamu.

» CcteMbl NHEBMOTPAHCNOPTA AOMKHbI ObITh YTBEPXKAEHbI Nepes UCNOoNb30BaHNEM.
» He nopBepraiite obpasLbl KPOBU BO3AENCTBUIO HU3KMX TeMMepaTyp.

» Hu B koem cny4dae He xpaHuTe obpasLbl BO Nbay!

© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015 Ctp.5-1
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U3mepeHue S —————

5.2 NMoaroroBKa K U3MepeHUAM

MoxanyiicTta, obpaTUTe BHUMaAHWE Ha CNeaytoLLlee BO BPEMS MOATOTOBKM K U3MEPEHUSIM:
* [MopgrotaBnueaiTe TECTbI COrMACHO crieunanbHbIM UHCTPYKUUSM A4St TECTOB.
* OTtbupaiite n obpabaTbiBariTe 06pasLbl B COOTBETCTBUM C MHCTPYKLMAMMU.

5.21 BkntoyeHue cuctembl ROTEM®

v Hus O4HOM M3 ‘-IeTpréX N3MEPUTETIbHbIX KaHaroB HET /J,epx(aTeneVl Yalun.

1. AktnBupyiTte cuctemy ROTEM® ¢ nomoLLbto raBHOrO BbIKIOYATENs Ha 3a4HEN NaHenm
npubopa (ycTtaHoBKa BbikntovaTens ,I“).

2. BkntounTe npuHTep (no BbiGopy).
3. HaxxmuTe cunioto knaeuwwy on/off (Bkm./BbIKM.) C MpaBOn CTOPOHbI Npubopa.

blporpammHoe obecneveHne cuctembl ROTEM® 3anyckaeTcs aBToMaTtuyecku u
KOHTPOSMPYET CUCTEMY.

b YcTpoincTBO ynpaBneHnst MHALNanm3npoBaHo.

S CoenunHeHne mexay cuctemon ROTEM®, nogcoegMHEHHOM NMMNETKOW U OMUMOHHBIM
NPUHTEPOM YCTaHOBMEHO.

'—v)KypHan BeOEeHUs 3anmcen Ha SKpaHe UIin 3KpaH N3SMEPUTESTbHOIo MOAYIA 3arpyxeH
(B 3aBNCUMOCTU OT npaB I'IOJ'Ib3OBaTeJ'IF|).

4. Bongute B cuctemy.
- MpuKOCHUTECH K 3KpaHy, ECINN CKPUHCENBEP aKTUBUPOBAH.
- BbibepuTe nonb3oBartens.
- BeeauTte napornb.
LllosiBnAeTca akpaH namepuTenbHoOro Mmogyns (PucyHok 5-2).

> Harpente npubop o pabodyeri temnepatypbl. aHHas npouenypa MOXeET 3aHATb
HECKOIbKO MUHYT. LIBeT 5 TemnepaTypHbIX MHAMKATOPOB BHM3Y CpaBa Ha akpaHe (1)
N3MEHSIETCH OT TEMHO-CUHETO (O4YEHb XONMOAHBIN) K CBETNO-CUHEMY (MEHEE XONOOHbIN)
0o 6enoro (Tpebyemas Temneparypa).

EXTEM FIBTEM

8§88
ss8 3
g8 8

888
g
58
§ 8

ST - o= ST, - W = ST, = HE = ST - R —

cr = cr = T = cr =

CFT: - CFT: = CFT: - CFT. =

o = o = o =

A30 - A30: A30: -
—8 | - ‘.

2008-07-29T14:58:35_| User: admin| Channel status: ok Temperature: 37.0°C 53§ Jere |

PucyHok 5-2: [leTanu nameputensHoro akpaHa

Ctp.5-4 ROTEM® delta PykosogcTso 1.5.3.01 RU 2015 © TEM Innovations GmbH
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The bleeding management system

5.2.2

© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015

LiBeT cTpoku cocTosiHMSA (2) coobLyaeT 0 COCTOSIHUM U3MEPEHUS OIS KaXO40ro kaHana.

U3mepeHue

LiBeT CocTosiHue

Cepbiii KaHan roToB k ncnonb3oBaHuto

CuHun KaHan He rotoB, MOXeT ObITb aKTUBMpPOBaHa MHMLMaNU3aums
3enéHbin VAT npouecc namepeHusi

YKénTbin MpenynpexaatoLlee coobLieHMe BO BPEMS N3MEPEHUS

Tabnuua 5-2: LigeTa CTPOKM COCTOSIHUSA
MogroToBKa peareHTa

hep-TEMe

Mepen BeinonHeHnem Tecta HEPTEM pactBopuTe NMounmanpoBaHHbI peareHT (0anH

cocy[ COOEPXKUT peareHT ansi CEMU TECTOB).

Mpumeyanue: [laHHas npoueaypa OTHOCUTCS Tonbko K Tecty HEPTEM.

1. BbIHyTb 13 ynakoBku oguH Hebonbluon cocyn hep-TEM® Lyo n GonbLuon cocy
pacTteoputens hep-TEM® Dil.

. OTkponTe oba cocyna.
. Beintu (Quit) 13 mogyns nsamepeHns u nogTBEPANTL BbIXO C MOMOLLbIO Yes.
. Beibpatb moaynb JIMKBUTPAHC (LIQUITRANS).
. BBectn 200 M1MKponuTpoB B Nnone BBoAaA.
. MNoaTtBepanTe c nomolubio Start.
. Bo3bMu1TE HOBBIN HAKOHEYHWK NUMETKN.
. MorpysuTte nunetky B cocyn ¢ hep-TEM® Dil.
. HaxxmuTe cuHioo KrnaBuLLy 3anycka NUneTku.
SHabupaetcsa 200 MKNUTPOB XUAKOCTU.
10. YoepxviBanTe HakOHeYHWK nuneTkn Hag Tpebyembim cocynom (hep-TEM® Lyo). 11.

© 00 N O O b WD

HaxkmuTe CuHIo KnasuLly 3anycka nUneTku .
=200 MKIMTPOB XMAKOCTU BHOBb pacnpenereHsbl.

12. Bbibpatb Done (CgenaHo).

13. C nomoupbto Quit BbInTr 13 moaynsa LIQUITRANS.

14. 3akpownTe oba cocyaa KpbiLLKaMu.

15. NMomecTtute hep-TEM® Dil B ynakoBke B XONOAUMBHUK.

16. OCTOpOXXHO NepemMeLlanTe pacTBOPEHHLIN hep-TEM® Lyo.

17. BnuwmTe gaTy pacTBOpPEeHUs B COOTBETCTBYIOLLIEE NOfe Ha HOBOM cocye.
—PeareHT rotoB K UCNOMNb30BaHMIO U MOXET NPUMEHATLCA B TedeHne 30 aAHeN.

18.MomecTuTe ero Ha CTOMKY OS5 peareHToB.

19. YcTaHoBUTE CTONKY ANsi peareHTOB Ha CoOTBETCTBYHLee MecTo neped ROTEM® delta.
20.MNepen nepBbiM ncnonb3oBaHnem peareHta hep-TEM® nante emy noctosats 10 MUHYT.

Bce apyrue peareHTbl

Bce gpyrvne peareHTbl, 3a uckntoyeHnem hep-TEM®, nogrotasnueatoTcs crieqyoLwmm
obpasom:

Perucrparua MU 8 PocagpaBranzope
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U3mepeHue

1. Bo3abMUTE U3 XOrnoaunbHUKa CTOMKY AMS peareHTOB C YXKe MUCMOoNb3yeMbIMi
peareHTamu.

2. BbIHbTE 13 yNakoBKM B XONOAUMBHIKE AOMNONHUTENbHbIE CBEXMUE peareHTbl Ans paboyero
OHS.

. Bnuwmte gaTy B COOTBETCTBYHOLLEM MOME KaXa0ro HOBOro cocyaa.

. [ononHuTe CTONKY ANS peareHToB.

. YCTaHOBMWTE CTOWNKY 41151 peareHTOB Ha COOTBETCTBYoLLee MecTo nepes ROTEM® delta.
. BbixamTe okono 5 MuHyT, YTOObI peareHTbl LOCTUIIY KOMHATHOW TEMNepaTypbl.

(926 B - ¢V)

5.2.3 MoBTOPHO 3anosIHUTE Yaluu N HAKOHeYHUKU

[MOBTOPHO 3aMONTHUTE HAKOHEYHWKM N UBMEPUTENBHbIE SSYENKN B HAOOPE KOMMMEKTYOLUX,
ecnn Heobxoanmo.

5.24 MoaroToBKa 3mepuUTeNibHON A4YENKN

A BHUMAHUE

Owmnbkn n3amepeHns

HenpaBunbHoe o6palueHne ¢ U3MepUTesIbHOM AYENKOW MOXET NPUBECTU K
owmnbKam namMmepeH1sa u coobLueHusim o6 oLunoKe.

» HanpaBbTe oCcb B BEpXHEE OTBEPCTUE CTEPIKHSI.
» MpoYHO 3aKpenuTe CTepKeHb MOMHOCTLI0 HA OCK.

» Haxxumante Ha vawly, ncnonb3sys ctepxeHb MC Rod, onyckas eé BHW3, Moka Yalla He
CPaBHSIETCSA C MOBEPXHOCTbIO AepxaTtens yawm. VHaye yawa 6yaet pacnonaratbes
CIULLIKOM BbICOKO, U CTEPXXEHb OyaeT kacaTbCs AHa Yallv BO BPEMS U3MEPEHNA.

» MNpukacanTecb K M3MepUTENbHbIM SiMYEenKaM BCerga TOMNbKO C BHELLUHEN CTOPOHbI Yaluu,
HWM B KOEM CIy4yae He TporamnTe CTEPXKEHb.

OTanblNoAroTOBKA M3MEPUTENBHOM SHENKM M3MNoXeHbl BnogmeHto lNMoarotoska (Preparation)
3KpaHa Moayns namepenus. lNoxanyrcra, cnegynte MHCTpykunam (PucyHok 5-3).

Preparation 4-TEM screenshot daesrd s Help Quit
overlay overlay
J J ] P e
SN y
! S’ S S N Nt
1 MOUNTING PINS 2 PLACING CUPS 3 FIXING CUPS 4 PREPARING REAGENTS
Take the cup with its pin inside Put the cup into the respective cup Fix the cup in the cup holder by pushing  Shake well liquid-reagent vials.
out of the box. Push the pin all the holder directly after pin mounting. the blue MC rod perpendicularly down.  Open required vials and place back
way up the axis. Never touch the pin Leave the cup holders always in the The cup must fit tightly! into the reagent rack. Close vials
(not even with gloves)! temperature controlled area! again immediately after pipetting!
PucyHok 5-3: IHCTpyKLMK A1 NOArOTOBKU 3MEPUTENbHbLIX AYeeK
Ctp.5-6 ROTEM® delta PykosoacTtso 1.5.3.01 RU 2015 © TEM Innovations GmbH
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U3mepeHue

1. BbIHbTE 13 KOHTENHEpa Yally CO CTPEXHEM B HEN.
2. 3akpenuTe CTEPXXEHb B Yalle Ha OCu, BbIDpaHHOW 418 U3MepeHust.

ﬂpwmeqal-lwe: CTpOKa COCTOAHUA NMOA4 KaHaloM MMEET cepb||7| UuBeT no ymosn4daHuio.
B Tom cny4ae, eCiim OCb CIIMLWKOM CUIlbHO ABuranacb npu nogcoeuHeHnn CTepXKHA,
KaHarn CTaHOBUTCA MacCUBHbIM, U CTPOKa COCTOAHUA r|p|/|06peTaeT CUHUI UBET B
npouecce nHmumnanmsaunn.

3. NomecTuTe Yallly oTBepCTMEM BBEPX B COOTBETCTBYHOLLMIA MNOAOIPEThIA AepKaTenb YaLlun.
4. BHOBb NMOMECTUTE AepaTenb Yalum B paboyyto 30HY C KOHTPOSIMPYEMOIN TEMMNEPaTYpPON.
5. NMomecTuTe 1 3aKkpennTe Yally B AepXKaTerne yawu, ncnonbdys crepxeHs MC Rod.
M3ameputenbHas s4eika noarotoBneHa.

5.25 MoagroTtoBka obpasuoB
A BHWMAHUE
Owmnbkn n3amepenHns

TeMnepaTypa 06pa3LIOB MOXeT BITIUATb Ha pe3ylibTaTbl UI3MEepPeHUs.

» OcyLuecTBnsnTe n3amepeHns 0bpasLioB KpoBM HEMOCPEACTBEHHO nocre otbopa obpasuos. P Ecrnm ato

HEBO3MOXXHO, MogorpeBaniTe obpaseL, KpoBu B TedeHne 5-10 MuHyT nepeq
n3mepeHnem B Oroke npeaBapuTenbHOro Harpesa obpasuos ROTEM® delta.

5.2.6 PerynupoBaHue Temnepartypbl uamepeHms Ha ROTEMe

O6bl4HO M3MepeHus obpasuoB npoBoaAaTcs npu TemnepaTtype 37°C. B HekoTopbIx
obcTosATeNnbCTBAX, BO3MOXHO, OyAeT HeoGXOAMMO OTperynMpoBaTb WU3MEPUTENbHYHO
Temnepatypy B mogyne SETUP (HACTPOWKA), Hanpumep, B criyyae nepeoxnaxaeHus
nauueHTa.

Mpumevanue: 3gecb notpebyetcsa npodunbs "Expert" (nonb3oBaTenb-aKenepT).
1. OcywlecTBnTe BO3BpaT U3 MOAYNSA U3MepeHns ¢ nomoLbio Quit.

2. NoaTteepauTe ¢ nomoLLbo Yes.

3. Buibepute Moayns SETUP (HACTPOWKA).

4

. Beeaute Tpebyemyio TemnepaTypy B Momyne USER SETUP (HACTPOVIKA
MOJIb3OBATEJIEM) (FmaBa 6.4.1).

. BeimguTe 13 mogyns ¢ nomoybio Quit.
. MoaTteepaunTe c nomowbo Yes.
7. Bbibepute MEASUREMENT MODULE (MSMEPUTEJNbHLIN MOAYIb).

S Tenepb CTpoka COCTOSIHMSA MOKa3biBAeT HOBYIO TemnepaTtypy (BblAeneHa KpacHbIM
LiBETOM)

SWHaonkaTop 5 TemnepaTyp crpaBa BHU3Y 3KpaHa GbICTPO MEHSIET LBET Ha KpacHbIii
WM CUHWIA, NOKa He ByaeT 4OCTUrHyTa HoBasl Temneparypa.
MpumeuaHue: MNocne nsmepeHnsi BHOBb YCTaHOBUTE TemnepaTtypy Ha 37°C.

D O,

5.2.7 BBog AaHHbLIX NnauuMeHTa

[aHHble naumeHTa 3agaHbl ONsl KaXaoro kaHana W, Takum obpasom, Ons Kaxaoro
namvepeHus. anHble naumeHTa cogepxar ID (ngeHTndukaums) naumeHTa, nMsi NaumeHTa,
KOMMeHTapuii, gaty poxgeHus un non. B mogyne SETUP (HACTPOWKA) onpeaeneHo,

© TEM Innovations GmbH ROTEM® delta PykosoacTso 1.5.3.01 RU 2015 Ctp.5-7

Perucrparua MU 8 PocagpaBranzope
www.nevacert.ru | info@nevacert.ru

47



U3mepeHue S —————

1. INMprKOCHUTECH K OOHOMY U3 YETLIPEX KAHAMNOB.
B BepxHeln YacTu aKpaHa nokasaHbl Nons BBOAA AaHHbIX naumeHTa (PucyHok 5-4).

Test [ExTEM =

Patient ID [12345

Patient name |John Doe
| |
Birth date [o720605 2 | d Q

Reset data Copy | Paste |

PucyHok 5-4: lMonsa BBoga AaHHbIX NauneHTa

2. MpuKocHUTECH K COOTBETCTBYIOLLIEMY MOS0 BBOAA.
3. BBeaguTte gaHHble naumeHTa.

I'Ipwmeqal-wle: B kavecTtBe anbTepHaTMBbl AaHHble NauneHTa MoryTt ObITb CUMTaHbI C
NMOMOLLIbIO CHUTbIBATENA LUTPUX-KOOA.

CornaweHus gnsa BeBoaa

OcyLIJ,eCTBJ'IFlFl BBOA AaHHbIX NauuneHTa, y‘-II/ITbIBaIZTe cnegywuie cormalleHud, 4YTOObI
JTOrnM4eckn ynopaaoynTb namepeHuns B 0ase AaHHbIX 1 n3bexaTb OLIMBOK.

* Begute uman CbaMI/IJ'II/I}O. HaGOpr OaHHbIX MOIyT ObITb pacnpeneneHbl B COOTBETCTBUU
C UMEeHaMu.

* HewncnonbaynTe Takmne cneymansHble cumBonsbl, kak/,\, #,*,,,, ?, <.[lpnakcnopTmpoBaHnm
OaHHbIX, CoAepXaLLmx NogobHbIe CUMBOSbI, MOTYT BO3HMKHYTL OLLMOKA.

Yn polweHune BBoaa AaHHbIX

Cuctema nomoxeT Bam Bo BpeMA BBOAA AAHHbIX NauueHTa.

» Ecnu ID naumeHTa, yrke cogepalymincs B 6ase faHHbIX, BHOBb BBEA,EH UM CYMTaAH, NOMs,
cogepxawume Umsa nayueHma, [Jamy poxoeHus v [Non 3anonHATCS aBTOMaTUYeCcku
COOTBETCTBYIOLUMMU COXPaHEHHbIMA B MaMsaTU AaHHbIMW MpW BO3BpaTe C Mons c
nomMoLubto knaeuwmn <Tab> . [lons, cogepxawme aBTOMaTUYECKU 3anosiHsLWmnecd
OaHHble, He MOTyT ObITb N3MEHEHBI.

Mpumeyvanue: JaHHble nauneHTa nepenaroTcs B 6asy AaHHbIX, KOrga COOTBETCTBYHOLLMIA
KaHan bygeT ocTaHoBIEH 1 ocBoboxaeH. (Mnaea 5.4.3).

+ [aHHble nauneHTa MoryT ObITb CKOMMPOBAaHbI U3 OAHOIO KaHana B ApYror ¢ NOMOLLbHO
Copy u Paste.

» Bce gaHHble nauueHTa B kaHane MoryT ObiTb yaaneHbl C NOMOLL b0 KnaBuwin <Esc> nnu
knaBuwun Reset data.

5.2.8 Bbi6op TecTa

[nsa kaxgoro kaHana TecT 3apaHee yCTaHOBMNEH B MeHto Settings. 3Tn npeasaputensHble

YCTaHOBKM MOryT ObITb Nepe3anucaHbl, 1 MOXeT ObiTb BblOpaH Apyron TecT.

Mpumeyanue: [JaHHbI BbIGOP HE MOXET OblTb M3MEHEH BO BPEMS NMPOBEAEHUS N3MEPEHNS.

1. MpukocHuTECH K OkHy cnucka TEST (TECT) unm Boibepute ero ¢ nomoLLbio knasuwm <Tab>.

2. BbibepuTe HeoOXoOWMMbIA TECT, MCMOMb3ysl KHOMKX NepemeLleHnst Kypcopa Bnpaso/
BMEBO WM Ha [Opyrylw CTPOKy, U noaTeepauTe ¢ nomowpio <Enter> wnn Bbibepute,
MPUKOCHYBLUMCb K TpebyeMomy TecTy.
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bHaseaHne Tecta Hag TEMorpammoli BbigeneHo LBETOM LBETOBOMO Koda cocyga C
peareHToM ROTEM®,

3. BepHuTeCh U3 OKHa cnucka, UCrorb3ys krnasuwy <Tab> .

Mpn HeobxoauMMOCTM MOXHO OTperynupoBaTtb nopsigok TectoB B meHio SETTINGS
(YCTAHOBKW). YacTto ucnonb3yemble TECTbl MEPEYUCTIEHbI B BEPXHEN YacTu crmcka
(CmaBa 6.4.5).

jui @

5.3 BbinonHeHue namepesnn BHUMAHUE

HenpaBunbHoe o6palueHne ¢ NMNeTKoM MOXeT NPUBECTU K oluMbKkam B
U3MepPeHUsIX.

4 Cne,qyﬁTe WMHCTPYKUMAM MO ONepnpoBaHNO N OHUCTKE NUMETKU.

OwmnBKM n3mepeHns

Ownbkn nonb3oBaTens, Takne Kak c6poc peareHTa unu ucnosib3oBaHune
HenpaBuUIiIbHOro peareHTa MoryT npuBecTu K owunbkam B U3mMepeHunax.

» B aTOM cnyyae yaanute usmepeHue.
» [poYTUTE MHCTPYKLIMM MO NCTNONB30BaHMIO peareHToB.

© TEM Innovations GmbH ROTEM® delta PykosoacTso 1.5.3.01 RU 2015 Ctp.5-9
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5.31 Hauvano namepeHus

1. ToMoreHn3nMpoBaTh peareHT.

2. OTKpbITb COCYZ C peareHToM.

3. MNepemeluanTe obpaseL, KPOBM, OCTOPOXKHO HECKOMNbLKO pa3 HakMoHsisi obpasel.
4.

HauunHaliTe nocnegoBaTtenbHOE NUNETUPOBaHME A5 BbIGpaHHOro kaHana, Ucnonb3ys
knaeuwy Start.

SCrieayrowmia Wwar, KOTopbii HE0HXOANMO BbINOMHUTL, OTOBPaXXaeTcs B LieHTPe 3KpaHa
KpacHbIM LWpnUdTOM. (PUCyHOK 5-5).

—>Confirm each step by pressing the pipette's ENTER button

—>Always press the button briefly

Take the tip out of the reagent and PRESS (for air cushion)

Put the tip into the ex-TEM reagent (red) and PRESS

Hold the tip over the cup and PRESS

Put a NEW tip into the gently mixed citrated blood sample and PRESS

Hold the tip ower the cup and PRESS

Abort Press

PucyHok 5-5: MNMocnegoBaTtensHOCTL MUNETUPOBaHNA

5. CneayinTe ykasaHMsIM MeHIO NMporpaMMbl NMUMNETUPOBaHMSA U NMoaTBepXKaanTe Kaxabiii
Luar HaXkaTUeM CUHEN CTapTOBOW KNaBuLLIM MUMETKM.

I'Ipumeqal-wle: Ecnn nocnepoBaTenbHOCTb nmneTnpoBaHnAa onpegendaeT Bbl60p
HakKOHEYHMKa MNMUNeTKn, CUHAA CTapToBadA KraBulla OCTaéTCcsa naccMBHOW, MOKa
HaKOHEYHUK NMMNEeTKN HE N3BJ1e4eH C NMOMOLLIbO KHOMKU Bb|6poca.

6.B Clny4yae cbos nmneTnpoBaHNA Warv nMneTmpoBaHNA MOryT ObITb NOBTOPEHbI.

MpumeyaHue: Bcerga gepxute HaKOHEYHWMK MUMNETKM Hapg KOHTEMHepoM Ansi cbopa
oTxo0B nepep Boibopom Step back (war Hasan).

MneTka aBTOMaTUYECKN OCBODOXOAET OT XKMAKOCTM HAKOHEYHUK NMUMETKM, BO3BpaLladAChb
K BbINOJIHEHNIO OaHHOIO Liara.

- Haxxmute knasuwy Step back.
S[Iporpamma NMNETUPOBaHNS yaanseT XUAKOCTb N3 HaKOHEYHMKa NUNETKM
SlokasbliBaeTCa NpeablayLLUniA War MMNeTMpoBaHnS.

- BHOBb BbINONHANTE NOCNe40BaTENbHOCTb NMMNETUPOBAHNS.

L lMNocne 3aBepliauliero wara nocriegoBaTtesyibHOCTU NMUMNEeTUpPOBaHUA peakund
3arnyckKaeTcC4.

7. Nomectute epxartenb 4Yawu B MNMO3UUMKO U3MEPEHUA, UCNONb3yA Harpasndloume
CTEepPXHW.

HpumeanMe: ,D,ep>|<aTenb Hawn yaoepxmpaeTcda B no3nunm mn3mepeHumd C nomMoLlbo
MarHnToB. B TOom cnyyae, ecnu pgepxartesib 4Yalln He YyCTaHOBJ1IeH CBOEBPEMEHHO,
npouecc n3aMepeHnd npepbiBaeTcA.
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5.3.2 Mpacmku pesaynbLTaTOB U3MEpeHUn

Bo Bpemsi uamepeHuii B neBoi Yactu akpaHa nosensaetcs 6onbwas TEMorpamma. B npason
BEPXHEN 4YacTW 3KpaHa nokasaHbl Tekyliue pesynbTaTbl U3MEpPEHUs napameTpoB TecTa
(Tnaea 4). HekoTopble U3 napaMeTpoB CBEPTbIBAHMS yKa3aHbl Kak «npeaBapuTernbHble
3HaYeHVa» Ha gucrnnee BO Bpemsi 06pa3oBaHust cryctka. [JaHHble 3Ha4eHUsi OCHOBbIBAIOTCS
Ha OrpaHMYeHHOM KOJTMYECTBE AaHHbIX U 3aMEHSIIOTCA OKOHYAaTENbHbIMU 3HAYEHUSIMMU,
KakK TOIbKO COOTBETCTBYHOLLEE KOMMYECTBO MYHKTOB [aHHbIX CTAHOBATCHA AOCTYMHbLIM.
lMpenBapuTenbHble pe3ynbTaTbl OTMEYaTCA 3BE3A0YKON (*).

ROTEME Measurement module =1 =l
===
Standard Patient
Preparation 4-TEM screenshot overlay overlay Help Quit
1:]ane Doe EXTEM
5T: 15:06:55 RT. 00:23:04
TPL - =l
I 74 s [0038 — 0079] J =
CFT. [0034 — 0159]
o [0063 — 0083]
A0 [0043 — 00865]
120 (0050 - 0071] i
MCF: * [0050 — 0072] |
Patient data | Print Stop channel 1 | |
FIBTEM I

1: Jane Doe 1:Jane Doe 1: Jane Doe 1: Jane Doe

ST: 15:0655 RT:  00:23:04 | ST 15:07:48 RT: 002212 | ST: 15:08:42 RT: 0021118 | ST 15:09:34 RT:  00:20:26
ET: 745 [0038 - 0079] | cT: 156 5 [0100-0240] | cT: 76 s cT: 67 s

CFT. 125 s [0034 — 0159] CFT: 86 s [0030 —0110] | cFT — CFT: 109 s

o 66 ° [0063 —0083] | a3 [0070-0083] | o = o 68 °

A30: = A30 = A30: — A30 =

—_——I
2008-07-29T15:30:00 | User: admml Channel status: ok | Temperature: 37.0°C Llililil Frel

PucyHok 5-6: Mofynb namepeHus co cTaHAapTHLIM HarnoXeHnem

C nomowbto Standard overlay (ctaHgapTHoe HanoxeHue) nosiensietcss TEMorpamma
TOr0 Xe TecTa CTaHAapTHOro naumeHTa ¢ HanoxeHnem TEMorpammebl, namepsiemon
B Tekywun momeHT. C mcnonb3oBaHMem knasuwm Patient overlay (HanoxeHue gaHHbIX
naumeHTa) nokasbiBatoTcs 4 nocnegHve TEMorpammel TOro e TecTa TOro e nauueHTta
13 6a3bl JaHHbIX. Bpemsi 3anycka cOOTBETCTBYOLLErO n3mepeHus kaxgon TEMorpammel
C HanoxeHWeM nokasbiBaeTcs B uBeTe. Mcnonb3ysa knasuwy Patient data (maHHble
nauueHTa), MoxHo nepekntovaTbes ¢ 063opa TEM Ha aaHHble naumeHTa (PyucyHok 5-6).

© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015 Ctp. 5- 11
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C nomowblo knasvwm 4-TEM obecneunBaetcs
(PwvcyHok 5-7).

thromboelastometry

The bleeding management system

NPOCMOTP BCEX ‘-IeTpréX KaHalnoB

ROTEM® Measurement module ==
standard =
screenshot overlay Help Quit
1 |1:Jane Doe EXTEM | 2 ||:]ane Doe INTEM
ST 113414 o ST 113517
RT: 00:26:48 RT 00:25:46
TPI: iz TPI: =
-- 65 £ 148 5
[0038 — 0079] [0100 — 0240]
CFT: 113 s CFT: 6 s
[0034 — 0159] [0030 = 0110]
o 67 ® o Fr
[0063 — 0083] * [0070 — 0083]
ALD: 50 mm .. al0 55 mm
[0043 — D065] [0044 — 0066]
A20: 57 mm A20 &1 mm
[0050 — 0071] [0050 — 0071]
MCF * 5B mm MCF * 61 mm
0 20 = a i [0050 — 0072] o o = w0 = i [0050 — 0072]
- 5T: 11:36:05 o ST 113652
RT: 002458 RT 002412
TRI: — TPL: —
o)
a0l -6 64 s -5F 50 s
i CFT: = CFT: 100 s
< } _ . N
)
1 - AlD 9 mm .- AlD 50 mm
[0007 — 0023]
i A20: 9 mm A20 57 mm
[0008 — 0024]
MCF: 5 mm [ 58 mm
10 20 = wa mn [0009 — 0025] 0 o = w0 = i
2008-07-31T12:01.04 | User: admin| Channel status: ok Temperature: 37.0°C | 1] 2] 3] 4] Pre

PucyHok 5-7: 4 TEMorpammbl B UaMeputensHOM Moayne

5.3.3

Mpeaynpexaarowme coodLEeHUs1 BO BpeMsi USMepeHUn

O6bIvHO knaeuwa Warning ckpbita. OHa NosABMSETCS TOMNbKO B Cry4yae BO3HWKHOBEHMS
ownbkm cuctembl. COCTOSIHME KaHamna B HWKHEW 4acTtu akpaHa mameHsietca ¢ OK Ha
CHANNEL STATUS: CHECK! (COCTOAHME KAHAJA: NMPOBEPUTb!) n 3aropaetcs
KpacHbIM LiBeTOM. CTpoKa COCTOSIHMSI HEMOCPEACTBEHHO MOA COOTBETCTBYHOLLUM KaHanom
CTaHoBUTCA XEénTon, knasua Warning 3aropaetcs KpacHbIM LIBETOM.

1. HaxmuTte Ha knasuwy Warning.
S KaHan ¢ ownbKom 0OTMEYEH KpacHbIM.

2. ObpaTuTe BHUMaHME Ha NnepeyeHb BO3MOXHbIX 3arofIOBKOB COOBLLEHWA OT CEPBUCHON
cnyxo6bl (Hanpumep, He paboTtaeT MN3C).

3. I"IphoMTe ONMnUCaHn4A N MHCTPYKUKK No4 3aroJioOBKOM.

MpumeuaHue: CooOLLUEHNS MOKa3bIBAOTCA C  COKPALLEHHO  3aKoAUPOBaHHbLIM
coobLLeHreM 06 OLINBKe 1 pasBEPHYTLIM OMUCAHWEM MPUYMHBI, MOUCKA U YCTPaHEHUS]
Henonaaki. CoolLueHVss B OKHax npegynpexaeHuin cogepxkaT obbsicHeHus. [Ons
[OTOSTHMUTENBHOV MOMOLLYM B MOWCKE M YCTPaHEeHUM Henonaaku cMotpute Tabnuuy 5-5.

4. NpoBepbTe, focToBepHa N TEMorpamma, v npyumnte pelleHne, cnegyet nm npogonkatb
namepeHue (Ignore) (MrHopmpoBaTb) UM OTMEHUTL (Stop).

MpumeyaHue: B cnyyae comHeHU Npon3BeamTe OCTAHOBKY 1 NOBTOPUTE N3MepeHue. 5.

MoxanyncTta, CBSXXUTECH CO CEPBUCHON Cry>0oW, ecnv owmnbka NpovsoLuria BHOBb B
XO[e CNeayLLero n3amepeHus.
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5.4

5.41

5.4.2

5.4.3

O6paboTka pe3ynbTaToB U3MEpPEHUs

MporpammHoe obecneyeHne cucTteMbl NOMoraeT B 06paboTKe pe3ynbTaToB N3MEPEHUIA.
1. Boibepute knasuwy Help (MomoLub).

2. Boibepurte knasumwy Result Interpretation (O6paboTka pe3ynbTaTos).
MpumeyaHue: BepHntechb K MOAYMIO N3MEPEHNS, NCnonb3ys knasuwn <Ctrl> + <Q> vnu
NYHKT MeHto Location - Quit.

OKoHYaHue usmepeHumn

VamepeHuns 3akaH4MBalOTCA B HECKOSbKO 3TanoB, ONUcaHHbIX B pa3genax ¢ nasbl 5.4.1
po Mnaebl 5.4.7.

OcTaHOBKa U3MepeHUn

I/Ismepeva MOryT ObITb OCTAHOBIEHbI aBTOMaTUYECKM UK BPY4HYHO.

* M3mepeHue ocTaHaBnNMBaeTCH aBTOMaTUYECKM, €CIN OCTUTHYTO MakCMMarbHOE BPEMS,
onpenenéxHoe B moayne SETUP (HACTPOUKA).

» KHonka Stop channel (ocTaHOBUTb KaHan) ocTaHaBNMBAET U3MEPEHNE BPYUHYIO.
PacneyaTtka pe3ynbTaToB U3MepeHun

v KaHan eLé He OTKpbIT.
1. Boibepute knasuwy Print (MeyvaTatb).
2. BbibepuTte Homep TEMorpammbl (M3MepeHWin) NOCTPAHNYHO

- 1 TEM (1 TEmorpamma yepe3 60 M1H 1 JononHUTenbHO Ta ke TEMoramma vepes 8
Yyacos)

- 4 TEM (4 pasHble TEMorammbl no 60 MUHYT kaxkaast)
Ecnu Gbinn BBEAEHbI CTaHAAPTHbIE 3HAYEHWS, OHW TakkKe pacrneyaTbiBalTCS.
MpumeyvaHue: Ecnu B npouecce paboTkl O6bino noka3aHo npeaynpexgatollee coobLleHue,

COOTBETCTBYHOLUUA BbIBO4 Ha Mevatawliee yCTPOMCTBO OyoeT OTMEeYeH KpacHbiM “?”.
MpOKOHTPONMPYNTE AOCTOBEPHOCTL M NOMHOTY AAHHbIX.

Kanan nepegavyun AaHHbIX

MpumevaHune: Korga kaHan OTKpPbIT, AaHHbIe NepefatTcst B 6a3y AaHHbIX, r4e UX MOXHO
pacnevaTtats (Tnaea 6.3.5.). Ocobo npoeepbTe ID nauneHTa n ID obpasLua nepen nepenaden
n3mMepeHuii B 6a3y aaHHbIX. [nst 6e30nacHOCTU AaHHbIe He MOTYT ObITb M3MEHEHBI Nocne
3aBepLUEHUSI U3MEPEHUIA U Nepeaayn B 6a3y AaHHbIX.

1. BoibepuTte Clear channel (ouncTuTb KaHan).

S 3mepeHmns yoanstoTcs ¢ 3KpaHa.
S /3mepeHus coxpaHsatoTcsa B 6ase AaHHbIX.

© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015 Ctp.5-13
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544 CHATHME AYeeK uamepeHus

A BHUMAHUE
HeBeprle pac4yeTbl NnapamMmeTpoB

CHATHe gepXaTens yawu o 3aBepLUeHUs U3MEePEeHUst MOXeT NPUBECTYU K
HeBepHbLIM pacyéTam, 0co6eHHO napameTpoB nNuanca

» CHumarTe Aepxaternb Yalln TONbKO Nnocre 3aBepLlUeHnA N3MepeHus.

,D,epx(aTenb Yaiin O60pyﬂ,OBaH BCTPOEHHbIM CUHUM CbEMHUKOM CTEepPXHA. Yawan CTepXXeHb
CHMMaKTCA BMECTE C aAepxXaTternem 4alum € no3anunm naMmepeHus.

1. YoepxuBanTe gepXaTerb Yallin 04HON pyKor, 6oMbLUMM NanbLem OPYron pyku Haxnmas
CVIHUI CbEMHUK CTEPXXHSI B HANpaBrneHun npotme npmbopa (PyucyHok 5-8).

> CTep)keHb BXOAMT B Yallly.
2. CHUMUTe aepxaTenb Yallu.

'—',El,ep>|<aTenb Yalluun, CTepXeHb 1 4Yalla CHAMaKTCA BMeCTeE.

PucyHok 5-8: CHaTve aepxaTtens yaium

CHATMe Yyawmn m CTepPXHA

1. BcTaBbTEe MeTanIMyeckmmn CTepXXeHb C NnpaBoro Kpad pa60qel7| 30HbI B HAXHIOKO 4acCTb
aepxxarenda 4yawin.

2. Haxnmarite Ha gepxaTernb Yally B HarnpasreHnM MeTaniM4eckoro CTEPXKHSI.
bYawa cHumaeTcsa (PucyHok 5-9).

3. MNomectute Yauwly n CTepXeHb B COOTBETCTBUN C ﬂeVICTByIOU.lVIMVI HOpMaMun Ond
OuronorMyeckn onacHbIX mMaTtepunanos.

PucyHok 5-9: CHsiTWe Yalum ¢ gepxaTtens Yaium
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5.4.5

5.4.6

Bbixoa U3 cuctemsl

1. BepHyTbCS M3 MOAYNSA M3MEPEHMS C NOMOLLbIO Knasuwm Quit .
2. NoaTteepanTb Yes.
3. BbibpaTb Logout (Bbixog 13 cucTeMmbl).

BoasBpaT oTobpaxkaeTcs Ha aKpaHe.

ExegHeBHOe TeXHMU4YeCcKoe 06CJ1Y)KVI BaHue

jui 0

MopgpobHoe onucaHve Mep No 06sA3aTeNbHOMY TEXHUYECKOMY ODCIYXXMBAHUIO MOXHO
HanTtu B [NaBe 8.

5.4.7

ExxeqHeBHO NpoBoauTe creaytolee TexHuyeckoe obcnyxmnsanHne ROTEM® delta.
1. OunwanTe n 4e3NHPULNPYATE AepKaTenb Yallu.

2. Ouunwante n Ae3NHPULMPYATE HUKHIOID NMOBEPXHOCTb U3MepuTenbHoro 6oka (BoKpyr
ocwn).

3. NpoBepsriTe GUNLTP MNUMNETKN HA HanMyMe OCTaTKOB KPOBM W, MpU HeEOBXOOAMMOCTH,
npousBoamnTe 3ameHy. (PucyHok 8-5).

BbiknroyeHue

OObIvHO yCTpOVICTBO OCTaEéTCs roTOBbIM K MCNOSb30BaHUIO.

MpumeyaHue: 3aBepLUnTe NPOroH NporpaMMbl Nepes BbIKIOYEHNEM YCTPOWCTBA BO
n3bexaHue noBpexaeHnst 6asbl AaHHbIX

1. BoibepuTe knasuwy Quit B Mogyne namepeHus.
BllosBnsaeTcs rnaBHOE MEHHO.

2. Haxxmute cuHioto knaeuwwy on/off (Bkm./Bbik.) ¢ NpaBor CTOPOHbI Npubopa -
[MporpammHoe obecneveHne oTkNOYaeTCs.

[ononHuTtensHo, ecnu yCTpOVICTBO 6yp,eT TPaHCNOPTUPOBATbCA, rmaBHbIN nepeKkrn4yarTerb
MOLLHOCTW NoA Kabenem nuTaHnsa AormKeH ObiTb OTKITHOYEH.
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5.5

The bleeding management system

KoHTponb kayectsa NMPEAYNPEXOEHUE

A OnacHOCTb NHMEKLMK

Cbipbé ansa kaxgon naptum ROTROL 6b1510 NpoTecTMpOBaHO C UCTMOJIb30BaHUEM
COOTBETCTBYIOLMX METOLOB U ObINO onpeaerieHo Kak He BCTynatrollee B peakuuio
HBsAg v oTpuuarenbHoe no aHtutenam gns HIV 1, HIV 2, HCV n Treponema
pallidum (6negHas cnupoxeTa).

He cyuwecTByeT Takoro metoaa UCnbITaHUM, KOTOPbINA MOr 6bl 06ecneyYnTb
MHdopMauumio ¢ yBepeHHOCTbIO B 100%, 4TO NpPOoAYKTbl, NONy4YeHHbIe

M3 KPOBM YerioBeka, He 3apaXeHbl renatutamu, Bupycom ClMa vnu gpyrumm
MH(EKUMOHHbIMU 3ab6oneBaHnaAMU. [laHHbIe NPOAYKTbI JOIDKHbI
paccMaTpuBaTbCA Kak NOTeHUManbHO MH(EKLUMOHHbIe, KaK U BCce maTepuansbl,
MCTOYHMKOM KOTOPbIX SIBNSIETCS OpraHU3Mm 4enoBeka.

» Mpu paboTe c obpasuamMu Bceraa UCnonb3yiiTe NePCoHanbHble CPEACTBA 3aLUMTI,
Takue kak nabopaTopHbI xanar, nepyaTku U 3alMTHBIE OYKM.

» Bcerna crneqyiite MHCTPYKUMSIM MO paboTe ¢ MHAEKUMOHHBIMU MaTepuanamm.

Ctp.5- 16
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COOTBGTCTBy}OLIJ,ee (byHKLI,I/IOHI/IpOBaHVIe N3MEPUTESTbHOIO MeEXaHu3mMa W IJNEKTPOHUKN
ynpaenAaeTcAa nocpeacTtsoM CamoperynmpoBaHuA O60pyﬂ,OBaHI/IF|.

Owun6KKN Oucnnen B cTpoke | Cnegcrteue
COCTOSAHUSA
KaHanbl He roToBbl K CUHUIA Knasuwa Start naccusHa. NamepeHnst He moryT
MCMONb30BaHUO Nepes ObITb Ha4aThbI.
n3MepeHnem
Henonagka kaHana Bo | XénTbli lMokasbiBaeTcs npegynpexaeHue.
BpEMS U3MepPEeHni
MamepeHne oTMeYEHO KpacHbIM «?» Ha BbiIBOAE
OaHHbIX U C KOAOM OLWNOKM B 6ase AaHHbIX.
MpooomKMTb NN OCTAHOBUTL U3MEPEHNE.

Tabnuua 5-3: MNpoBepka kaHanoB N3MePEHUSI.

Kak n gpyras amarHoctmnyeckas cuctema In vitro, cuctema ROTEM® TpebyeT KOHTpors
KayecTBa MNOCPeACTBOM BbINOMHEHUS TECTOB C MNOMOLLbI0 CTaHAAPTUM3MPOBaHHbIX
mMaTepuanoB KoHTpons kadectBa (QC). CraHOapTM3MpOBaHHbIE KOHTPOMW CUCTEMBI
ROTEM® ROTROL N 1 ROTROL P ocHoBaHbl Ha nna3me yenoseka 1 6yayT nokasbiBaTb
KpuBble peakuum (4actuyHo) cxogHble ¢ Hopmon (N) wnu Matonorven (P) obpasuos
KpoBW.

OnemeHTbl ynpaeneHus kadectsom cuctembl ROTEM® ROTROL N n ROTROL P
pa3paboTaHbl 45 KOHTPONSA

® peareHToB
* pacxogHbIX MaTtepunanoB (HaKOHe‘-IHVIKVI, qaum)
* HaBbIKOB MOJ1b30BaTENA

Matepuanbl koHTponsa kadectBa (QC) cuctembl ROTEM® pgorkHbl Npov3BoanTb
pe3yrnbTaThbl C BbICOKOM MOBTOPSIEMOCTLIO B COOTBETCTBMM C CEPTUDUKATOM MaTepunarnos
KOHTPOIsi Ka4ecTBa B TEYEHME BCErO NpoLecca KOHTPOrsi KadecTBa.

ROTEM® delta Pykosoactso 1.5.3.01 RU 2015 © TEM Innovations GmbH



U3mepeHue

5.5.1 UHTepBanbl KOHTpOss

MHTepBanbl KOHTpOINA B naﬁopaTopvwl

YactoTa KOHTpONs KayecTBa [OIkHA OblTb BblOpaHa B COOTBETCTBUM C MECTHbIMU
MHCTPYKUMSMU. Xopollasi nabopaTopHasi npakTvka TpebyeT npoBedeHus npolenyp
KOHTPOIS KayecTBa Kaxablii AeHb, Koraa NpoBoaAaTCs U3MepPeHus], 1, Mo HeoBXoaMMOCTH,
[OMOSTHUTENBHO.

MHtepBanbl koHTponsa B POC (mecTo HabniogeHus 3a nauueHTom)
Bbnarogaps HenpepbiBHOMY  perynmpoBaHuio  (PYHKLUMOHMPOBAHUS  U3MEPUTENBHON

MEXaHUKn wun VI3MepVITeJ'IbHOl7I QNMEKTPOHUNKMN HEenocpeacTtBeHHO Ha 060py/:|,OBava|,
OOCTaTO4YHO eXeHeOeribHOro KOHTpPoiA Ka4ecTtBa B MeCTe HabnogeHns 3a NauMeHTOM.

5.5.2 MoaroTtoBKa KOHTpOS
KOHTpOJ‘IbeIe MaTtepuarnbl  UCNOMb3yKOTCA CXOAHbIM O6p830M C o6pa3u,aMV|
nauneHTa. KOHTpOﬂbeIe mMaTtepuanbl HECITOXXHO MnoAaroToBuUTb, HE Tpe6yeTc;| TOYHOIo
nMNeTnpoBaHnA.

1. MNoarotoBbte ROTROL N (nnn P), nobasue cogepxmnmoe cocyga ¢ pacTBOpUTENEM B
cocyg ¢ nnodunmnsatom (PucyHok 5-10).

Mpumeyvanue: Cocyn He JOMmKeH BbiTb OMYCTOLEH NOMHOCTBIO C MOMOLLIBIO MUMETKN.
2. TwartenbHO 3aKponTe cocyn Pe3NHOBON MPOOKON 1 3aBEPHUTE KPbILLIKY.
3. OCTOpOXHO NepemeLLanTe NMogunmMaaT, YTobbl pacTBOPUTE ErO.

MpumeyvaHue: YOeomTech, 4TO NMOUNN3aT pacTBOPUIICS NOSTHOCTbLIO.

4. Nlante nna3me obpasoBaTbCs B 3akpbiTom cocyae B TeveHne 15 muHyt (ROTROL N)
unun 30 muHyT (ROTROL P).

5. OcTopoxHo B36oTanTe cocya Ans TWaTeNbHOro nepemMeLlnBaHusl.
6. KoHTponupyinTe TemnepaTypy M3MepeHust B CTpoke cocTosiHus (37°C).

7. OTperynupyiite TemnepaTtypy no Setup - User Setup, ecnu oHa He yCTaHOBEHA,
COOTBETCTBEHHO.

8. MNMpepBaputenbHO HarpenTe B TedeHue 5 MuHyT o 37°C B paboden 30He C
KOHTpOSMpyemon TemnepaTypoun.

9. BHOBb TLLaTENbHO NepeMeLLanTe, OCTOPOXHO B30anTbiBas.
KOHTpOsb roToB K MCMOMb30BaHNIO.

[ /
cr

N

_
& \N"\

< & G
e k

=

Pmcy:|0|< 5-10: Mogrotoska ROTROL N (vnn P)
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U3mepeHue

5.5.3. OcyuwecTBneHne KOHTpons
A BHWUMAHME
Owmnbkn BO BpeMA KOHTPOJIA Ka4yeCTBa

CucrtemaTmnueckme owMbKm MOoryT ObITb He pacno3HaHbl HEONbITHbIMU
nonb3oBaTensaMu.

KoHTporb ka4yecTsa [OMKeH OCYLLECTBNATLCA PErynspHO KaxabiM nosib3osartesiem
ROTEM®

KoHTporb ocyuiecTBnsieTcsd Ha Bcex 4 kaHanax (Hanpumep, 2 kaHana INTEM n 2 EXTEM).
INTEM

n EXTEM npeactaenstoT cobor Hanboree 4acTo BbIMNOMHSAEMbIE TECTbI U SABMAOTCS
ocHoBoun ans FIBTEM, APTEM n HEPTEM.

1. BbibepurTe COOTBETCTBYHOLLMIA TECT KOHTPOISA KadecTBa (QC-Test) (Tabnuua 5-4).
2. CobntofanTe NocnenoBaTenbHOCTb NMUNETUPOBAHMS.

EanHcTBEHHOE pasnndne wmexay nocnenoBaTtesibHOCTAMU  NUneTunpoBaHUA  Ond
CTaHOapPTHbLIX TECTOB K NOCNeaoBaTENIbHOCTAMU NMNMNETUPOBAHNA OJ1A TECTOB KOHTPOJ1A
3aKrto4aeTCcA BTOM, HTOBMECTO 06pa3LJ,OB KPOBUMUNETUPYHKTCA KOHTPOJIbHbIE MaTtepuarnbl.
Tak kak N3MEepPEeHna COXpaHeHbl B 0ase AgaHHbIX Mod Ha3BaHUSIMU COOTBETCTBEHHbIX
TEeCTOB, OHU MOryT ObITb NTErKO HaMAEeHbI Nocne Haanexalero HasHa4deH s TecTa.

jui 0

KoHTponbHbIN [Ownana3oH KOHTpoOns Tect OKBMBaNeHTHbIN

mMaTepuan CcTaHOapTHbLIU TEeCT C
o6pasuamu KpoBu

ROTROL-N B Npegenax Hopmbl QCinN INTEM

ROTROL-N B Npegenax Hopmbl QCexN EXTEM

ROTROL-P 3a npegenamm Hopmbl QCinP INTEM

ROTROL-P 3a npegenamuy Hopmbl QCexP EXTEM

Tabnuua 5-4: Beibop Tecta QC (KOHTpOns KavecTBa)
5.5.4. PesynbTaTbl NpoBEpPKU

BeeauTte LeneBble 3Ha4YeHNs COOTBETCTBYIOLWMX TecToB (Hanpumep, QCIinN) ansa kaxaown
HoBon naptunm ROTROL no Setup (YcTtaHoBka) -Test Setup (YctaHoBka Tecta) - Normal
values (CtaHaapTHble 3Ha4YeHus).

> OTKMOHEeHnEe pe3ynbTaTtoB KOHTPOJIA Ka4eCTBa (QC) OT LefeBbIX 3HAa4YEeHWI BblaenseTcs
KpacCHbIM LIBETOM.

Ecnn ueneBble 3HayeHWst He ObiNM BBeOEeHbI, pe3ynbTaTbl KOHTpons kadectea (QC)
[OIMKHbI CPAaBHUBATLCA C CePTUdMKATOM KayecTBa Ha BKIadbllle B YNaKoBKE.

jui 0

5.5.5. PekomeHayeMble oecTBUA ANsa KOHTpons kayecTBa (QC) BHe AMana3oHa

Ecnu pesynbtaT KOoHTpons kadectsa (QC) BHe npegnonaraemMoro AvanasoHa, BbiACHUTE
BO3MOXHbIE MPUYMHBI.

Ctp.5-18 ROTEM® delta PykosoacTso 1.5.3.01 RU 2015 © TEM Innovations GmbH
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The blesding management system U3mepeHue

. nOBTOpVITe M3MepPEeHne Ha TOM Xe KaHallie 1 Ha BTOPOM KaHare.

2. CpaBHuTe namepeHus. PucyHok 5-11 nokasbiBaeT BO3MOXHbIA NMOPSIAOK aHanuaa

MPUYUH.
MpumeuaHue: B cnyyae owmbok 06opyaoBaHNS CBSXKUTECH C CEPBUCHON CIyK00iA.

3. YcTpaHuTe NpuynHy owmoku.
4. TpoBepbTe PYHKLMOHANBbHOCTb CUCTEMbI MPOrOHOM KOHTPOSTbHOIO U3MEPEHUS.

v LleﬂeBbIe 3Ha4YeHNA JOCTUTHYTbI.

O6pa3supbl naumeHTa MoryT ObITb MPOTECTUPOBAHbLI BHOBb, Y MOXHO OXMAaTb 4OCTOBEPHbIX
pesynbTaTos’.

06a NoBTOPSEMbIX U3MEPEHMS
HaX04sATCS B AnanasoHe?

aa
HEeT

TecT co CBeXUMM peareHTamu
3aBEPLIEH YCNELHO?

CnyyaitHas owwubka

na
HET

TecT co CBEXMMM KOHTPOIbHbIMKN

HeneicTBuTENbHEIA peareHT MaTepuanamiu 3aBepLUeH YCrelwHo?

na
HeT
TecT 3aBepLUeH yCneLwHo Nocne npoYTeHns
HenencTBUTENbHLIN WUHCTPYKUMIA N0 UCNOMb30BaHUIO
KOHTPONbHbIN MaTepuan PEAareHTOoB W KOHTPOMNbHBIX MaTeEpPManoB?
Ja
HeT

Owwbka nons3osaTtens HewucnpaBHocTs npubopa

PucyHok 5-11: Bo3MOXHbIe MPUYUHbBI 451 HECXOAHbIX N3MepeHuii KoHTpons kadectsa (QC)

jui 0

Ecnn pesynbTaT NnoATBEPXKOEH B UCXOOQHOM KaHare, HO pesynbTaT BTOPOro kaHana He
COAEPXKNUT OLINOKM, BO3MOXHO, MMeeTcs cneunduryeckas npobnema B kaHane unm B ero
KanmbpoBke. He ncnonb3ynTe AaHHbIN KaHan A4ns AarnbHENLWMX U3MepPEHUI 1 06paTuTech
B TEXHUYECKYIO CEPBUCHYIO CIYXOYy.

1 Nuteparypa: NCCLS. CTaTuCTU4ECKMit KOHTPOSb KauecTsa [ KONMMYECTBEHHBLIX N3MEPEHMIA: MPUHLMMLI 1 ONpeaeneHus.
YT1BepxaéHHble PekomeHgaunm — BTopoe nsganHne. NCCLS, 940 West Valley Road, 3gaHue 1400, YaiiHe, PA, 1999.
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U3mepeHue

5.6 YnpaBneHue pe3ynbTataMmm uamepeHumn B 6ase AaHHbIX

B cnepyrowimx pasgenax npegcraBneHbl Hambornee BaxHbIe Warn, Heobxoaumble Ans Toro,
4YTOObI HalTK, pacnedataTb U SKCMOPTUPOBATL pe3yrbTaTbl U3MepPeHni B 6ase LaHHbIX.
maBa 6.3 cogepXvT NogpobHY MHOPMAaLMIO MO AAHHBIM TEMaM.

5.6.1 Hawntn namepeHue

1. Quit (BbIxoa) MOAy b U3MEPEHNS.
2. MNMoateepaunTb € NoMoLLbio Yes.
3. OTkpbiTe MOgynb DATABASE (BA3A JAHHbIX).

4, Bbl6epVITe Heobxoaumoe n3mepeHune, OoCylleCcTtBMB BBOL [MOUCKOBOINoO Kputepusa B

MOUCKOBYIO (DOPMY MIN «KIMKHYB» HOMEp CTPOKWU B CMUCKE CIEBa B BEPXHEW Yactu
(PucyHok 5-12).

ROTEM® Database module

]

X

Help Quit

|

Starttime | Runumel Patient name Patient 1D sample ID |;| mm
368 |2005-12-07T15:48:26 00:47:39 Dupont, Catherine ZZZ Demo 17 05010081
368 [2005-12-07T14:38:31 00:47.05 Perez Gonzales, JuanZZZ Demo 16 05010082
370 |2005-12-07T14:37:42 00:47.51 Perez Gonzales, JuanZZZ Demo 15 05010082 @
371 [2005-12-07T14:3643 004841 Perez Gonzales, JuanZZZ Demo 14 05010082 an
372 [2005-12-07T14:3545 00:49:40 Perez Gonzales, JuanZZZ Demo 13 05010082
373 [2005-12-07713:33:33 00:42:14 Westerland, Heidi  ZZ Demo 11 05010083 2
374 [2005-12-07T13:30:39 004506 Westerland, Heidi ZZZ Demo 12 05010083
375 [2005-12-07T13:30:00 00:4550 Westerland, Heidi ZZZ Demo 10 05010083
376 |2005-12-07T13:29:21 004631 Westerland, Heidi  ZZZ Demo 09 05010083 2

P05 oc, ooz bemo 0z pavioos: NN
B oo e oo e[
0051207712220 0513 o, o 22 Demo 05 070087
381 [2005-12-07T11:23:51 00:45:01 ROTROL N, lot 4079(ZZZ Demo 04 day control
382 [2005-12-07T11:23:08 00:4546 ROTROL N, lot 4079(ZZZ Demo 03 day control 0 2 0 " o0 min
383 [2005-12-07T11:22:19 004637 ROTROL N, lot 4079(ZZZ Demo 02 day control simple search Add
384 [2005-12-07T11:21:27 00:47:30 ROTROL N, lot 4079(2ZZ Demo 01 day contrel 5| patient 1D [
« | » Remove
Patient name [poe|
Starttme | Runhm:l Patient name Patient I Sample ID | Com Reset
1 [2005-12:07T12:28551 004316 Doe, John ZZZ Demo 08 05010082 norrr Sample 1D |
2 |2005-12-07T12:24:08 00:50:01 Doe, John ZZ Demo 07 05010084 norm Comment I
3 |2005-12-07T12:23:21 00:50:50 Doe, John ZZZ Demo 06 05010084 norm ote range |nnnn-nn-nn§] _ |nnnn-nn-nn§]
4 |2005-12-07T12:22:40 00:51:33 Doe, John ZZZ Demo 05 05010084 norm
Test Print
HIFIBTEM =
HINATEM &I
ECATEM
HIEXTEM
HIAPTEM
APTEM S
QCinN 5
QCinP 5 Clear Search
FIBTEM 5
il | 3 INTEM S = Start Search | Accept

PucyHok 5-12: Beibop namepeHus

5. Ecnv Bbl ocyLecTBnsieTe Nonck M3aMepeHnsi C MOMOLLLbIO NMOVMCKOBOW OOPMBbI, BbibepuTe
Start search (Ha4aTb No1CK).

—Jlokann3oBaHHbIE N3MepeHUs BblAeneHbl B CrIUCKE.
S CootBeTcTBYOWME TEMOrpammMbl UMEIOT HanoxeHue B okHe TEMorpamm.

6. [JobaBbTe NoKanNM3oBaHHbIE N3MEPEHMS C MOMOLLbIO knaBuwin Add (8o6aBnTb) Kk pamke
BbiOOpa hparMeHTa crieBa BHU3Y.

7. [Ins noncka ganbHeNLLNX N3MePEHNN OTKPOMTE MOMCKOBLIN KpUTEPUIA C MOMOLLIbIO Clear
search (O4MCTUTb MOUCK), OCYLLECTBUTE MOUCK M Jo0baBbTE AanbHENLINE N3MEPEHNS.

8. UTtobbl yOpaTb eAMHUYHBIE U3MEPEHUS], BbIAENUTE U3MEPEHUS B OKHE BbibOpa U
BbibepuTe Remove (Yaganuts).

9. YUTtobbl ouncTUTL BCE N3MEpPEHNs B OKHE Bbibopa, BbibepuTe Reset (cbpoc).

Ctp. 5-20 ROTEM® delta PykosogcTso 1.5.3.01 RU 2015 © TEM Innovations GmbH

Perucrparua MU 8 PocagpaBranzope
www.nevacert.ru | info@nevacert.ru



The bleeding management system

5.6.2

5.6.3

PacnevyaTtatb n3mMepeHue

U3mepeHue

O6bl4HO pes3ynbTaTtbl U3MEePEHNA pacne4vyaTbliBaloTCA Cpasdy Xe nocrne VI3MepeHVIl7I. K TOMY
Xe, nMeeTcA BO3MOXHOCTb pacrnedyartatb AaHHble HeNnocpeacTBEeHHO N3 0asbl JaHHbIX.

1. BeibepuTe 1 gobaBbTe U3MEPEHUSI.

2. BbibepuTte Print (nevatatb).
3. Onpegennte Homep TEMorpammbl NOCTpaHUYHO.
- BbiBog gaHHbix 1 (1 pesynbtaT nameperun: TEMorpamma B 60 MuHyT u TEMorpamma

B 8 yacos).

- BbiBOg AaHHbIX 4 (4 pe3ynbTaTa namepeHuii: 4 pasnuyHbix TEMorpammbl B 60 MUHYT

Kaxxgas)

AkcnopTupoBaTtb nsmepeHus Ha USB cnew-kapTty

1. BbibepuTe namepeHus.
2. BoibepuTe knasuwy Accept (MpuHaTb).
> 3kpaH oueHkn oTKpbIT (PrcyHok 5-13).

ROTEM® Database module

extem 40961901 RT
@ Rotrol N 407901
2006-09-29T15:00

B xterm 40961901 RT :
Rotrol N 407901
2006-09-29T14:59

Print overlay

. =1 1. derivative

Export overlay

mm

=%

Help

Quit

Export 4 TEM

Print 4 TEM

10 20 04

20

a0

50__min

B 341 5UFH

extem 40961901 RT

2006-09-29T13:18

extem 40961901 RT
B 341 5UFH
2006-09-29T13:17

10 20 -]

50 min

20

a0

50 min

TEM' ivalue x025 [1/minl)
TEM" (value x 1.0 [I/min*21)

10 0

extemn 40961901 RT 22°

CFT

CFR
MCF
MCF-t

&l [LoT
158 |CLR
60 [LI30
63 |LIa5
52 |LI60
1584 |ML
108 (LT
31 |AcF
43 (A20
48 (A25
52 |G

Colour.

PucyHok 5-13: OkpaH oueHku

3. BbibepuTe kacaHnem makcumym 4 TEMorammbl 4nist 3KCNopTUPOBaHUS.

>4 TEMorammbl n306paxkeHbl C HaroXXeHNEM B MPaBOWN YacTu.

4. Beibepute Export 4 TEM.

STEMorpamMMbl COXpPaHATCSA Ha 300paXKeHU B HAKOMUTENE XECTKMX ANCKOB B
dannoBon cucteme.

5. BBeguTe 3aronoBokK, ecrnv HeobxoauMo.
6. MoaTteepauTe ¢ nomoulbio OK.

© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015
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7. o BbIGOPY: NEPEMMEHYINTE IKCMOPTUPOBAHHLIN ddan.
8. MoaTteepauTe ¢ nomoulbio OK.

9. MNoBTOpPANTE AENCTBME 4O TEX NOP, NoKa Bce Tpebyemble TEMorpammbl He ByayT
3KCNOPTUPOBAHLI.

10. Quit (Bbixog) mogyns DATABASE (BA3A JAHHbIX).
11.MNogTBepanTe ¢ nomoLublo Yes.

12. OtkponTe FILE SYSTEM (PANNIOBASA CUCTEMA).

13. Beibepute USER (MOJIb3OBATE/b).

14. Boibepute GRAPH EXPORT (QKCIOPT NPA®KVKA).

SOT06paxaeTcs NpeaBapuTENbHbBIA MPOCMOTP COXPaHEHHbBIX U 3KCMOPTUPOBaHHbIX
TEMorpamm (Makcumym 4 Ha 3KpaH).

15.BctaBbTe USB dhneww-kapty B nopt USB ¢ npaBoi CTOpoHbI Npubopa.
16. OTtkporite mogyne USB STICK (USB ®JIELL-KAPTA).

17.TlepemecTnTe AN NPOCMOTPA IKCMOPTUPOBAHHLIE N300PaXXeHNS B NEBYHO YacTb OKHA
USB hnelu-kapTbl ¢ NOMOLLbIO NanbLa unm ckponna.

18. Copy (konupoBaTtb) unu Move (nepemecTnTb) N306paxxeHus.

19. 3akponte cpannoByo cuctemy (cnpaea) u USB crnew-kapTy (crneea) ¢ NOMOLLbO
Location 1 Quit unu <Ctrl Q>.

b Tenepb n3obpaxkeHns coxpaHeHbl Ha USB dnelu-kapry.
20. CHnminte USB dnew-kapTy.

B HacTosiwmii momeHT TEMorpammbl JOCTYMNHbI AnS AanbHenwen obpaboTkn Ha
komnbtoTepe Windows.

Crtp.5-22 ROTEM® delta PykosogcTso 1.5.3.01 RU 2015 © TEM Innovations GmbH
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The bleeding management system U3mepeHue

5.6.4 Co3paHue pe3epBHOM KONUm

BbinonHsiiTe co3gaHne pesepBHOM Konum 6a3bl AaHHbIX M YCTAHOBOYHbLIX MapameTpoB, No
MeHbLLEN Mepe, pa3 B Hederto.

1. Quit mogynb nsmepeHus.

2. MNMoaTteepaute ¢ nomMmoLLblo Yes.

3. OtkpoirTte FILE SYSTEM (PAVNNTOBAS CUCTEMA).
4.

Beibepute ADMIN_TOOLS (MHCTPYMEHTAJIbHBIE NMPOTPAMMHBIE CPEACTBA
AOMNHNCTPUPOBAHNA)

. Boibepute DB BACKUP (B CO30ATb PESEPBHYHO KOIMUIO)

. BctaBbTe USB chnew-kapty B nopT USB B npaBor Yact yCTponcTaa.

7. Beeaute START BACKUP (HAYATb CO3AHVE PE3EPBHOW KOMAI).

b MNosiBnsieTcs coobLleHne: Pe3epBHas konus co3gaeTcs, NoXxanyncTa, NogoXanTe.

[© 2NN ]

LllosensieTca coobueHne: PesepBHasi konusi Gbina ycnewwHo co3gaHa Ha USB cnelw-
kapte!

8. MoaTteepaute ¢ nomoLubto OK.
9. CHumunTe USB chnew-kapTy.

B MaBe 6.7.1 onucbiBaeTCcA NPOLECC BOCCTAHOBIEHUS AAHHXE PE3EpPBHOM KOMuM B
cny4yae notepu AaHHbIX.

jui @
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The bleeding management system

U3mepeHue

Mounck HeucnpaBHOCTEN

5.7

B Crny4vae perynapHbIX owmnbok O6paTVITer B CEPBUCHYIO CJ'Iy)K6y.

MpeaynpexneHusi 06 owMGKax 3KpaHa

5.71

|

npexgaulee cooblueHne n kog

BoamoxHas npuyrHa owntkm

N3c_Lym 1023

POS_B NPOCTOE 1013

HOCUTENL_BLIEPOC 3003

HOCUTENb MNOTEPA 3013

=]
HOCWUTENDb HE PABOTAET_ 3023 8

HOCWTENbL_B MNPOCTOE 3033

]
=1

\NBAKEHWE_WCHESHOBEHWE 40:

COBWI 4013

NBVMEHWUE

INBVPKEHWE B NMPOCTOE 4033

03

50

CKAUCK BICOKMA

ENb

pronaT

CRAYOK HI3KAK 5013

[YCUNATEND

0. QE®EKT_OMMO, HU3KAM 5

[e]
&
=]

e
[

ECEKT _OMML BLIGOKMA 5033

O

Y CAI

_IEGEKT _OBPA3EL 5043

YCANATEN

[TGM_CNNANH 6003

TGM_BA30BAA NIMHNA 6013

TGM_HOCOBAA YACTb 8023

TGM_BbICBbIXAHWE 6033

TGM_CYXOW_PARA 10003

CMelEHHas oNTUYeckan crcTema obHapyKeHus

XINBMKEHWE [JEGEKT 4023

MNoBouHoe CBEYEHME BHYTPK YCTPOWCTRA

Cooi B onTuyeckam obHapyxeHun (ceetoguos, 3epkano, N3C)

x| X

BpemerHas HencnpasHas pabota ocu

Bricoxwwii obpasey He ybpaH U3 aepxartens

[Tomexa B CBETO BOOE

<P 3c_TEMHBIM 1003

)< hsc_apkin 1013

XY [Z R[> N3Cc_HE PABOTAET 1033

x| X

[OTOK AaHHbIX NpEpBaH (KOMNBITER/NaHEerNb)

Cepbeanblit OO YCTPOACTBA (2NNAPATHLIE YaCkl, NDOIPAMMHD-aNNAPaTHBIE CPEACTBE C8A3K)

3HaYNTENbHBIA MEXaHW4ecknid yaap unv snbpauws

CBol npuBoda (ABWratenbs, No4a4a HanpssreHus)

KioBeTa nnu CTePXEHb HENPaBWUITBEHO 3aKpenneHbl

M3HoWeHHbIe LUIZPUKONOLWUINMHWKW Ha OCKH

Ocb 3abnokupoBaHa

Mpofnemsl MEXaHWYECKO YacTh (NoTeps 3KCLEHTPWKA, M3HOC NON3YHa )

X[ X[ XXX | X<

MNOTHOGTb He MOMET BEITh ONPEARINEHa No NpuuMHe cG0A B MeXaHWECKDR YacTh

O6pasel bbina ybpaH Bo Bpems W3MepeHus

CrycTok OTOLEN OT NOBEPXHOCTU KIOBEThI

ev._IxESmUISﬁommISm OCKU HapPYWeHO BO BReMA YCTAHOBKW CTEDMHA

CBOoll Bo Bpemsi crnaxneanns kpueon TEMarpammes

Omm,w.ﬁju_mmI_\_m Ha4vanochb mE.m.u 00 YCTaHOBKKW AepXaTens KBeTbl

Ha npoyecc WaMepeHWA BNHUAET BbICbIXaHWE O@Umem

Tabnuua 5-5: Kogbl oimbok

ROTEM® delta Pykosoactso 1.5.3.01 RU 2015 © TEM Innovations GmbH
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The bleeding management system

5.7.2

5.7.3

Owwunbkn B npouecce nuneTnpoBaHusa

Owunoku

Knasuwa Start naccusHa

Ctpoka
TeKylLlero
COCTOSIHUA

CUHUI

Kanan

NHNUnanm3aumna

U3mepeHue

BoccTtaHoBneHue

Mopoxaute 30 cekyHA, noka
CTPOKa COCTOSIHUSI HE OKpacuTCs
cepbiM LIBETOM.

HeucnpasHbIN

Mo3BOHUTE B TEXHUYECKYIO
CEpBUCHYIO CNyXOy

OKHO cOoO0OLLIEHNIA:
"Mpousowna

owmbka NnporpaMmbl
NUNeTMPOBaHKSA, NUNeTka
OOrmkHa ObITb MpOBEpEHa.
Moxanyncra, oTMeHuTe
TecT. [NoxanyicTa,
HaxmMuTe Reset (cbpoc)
Ha 3aHen YacTu NUMNETKN.

HaxmuTte ManeHbkyto

CUHIO KHOMKY Ha 3aJHen
CTOpOHe nuneTku. MuneTka
VHULManu3npyeTcs Ha kpaTkoe
Bpems (OBuKeHue Bbibpoca).

nOBTOpVITe nocneaoBaTerilbHOCTb
nMneTupoBaHUA.

Mporpamma
nuneTMpoBaHus He
OOCTyMHa rnocre 3anycka

Beibepute Cancel (0TMeHNTD).
MopoxauTe, Noka cTpoka
COCTOSIHUSI HE OKPaCUTCS CEPbIM
LBETOM.

MosTopuTe Start.

Tabnuua 5-6: Owmnbku B npouecce NUNETUPOBaHUS

HeBepHble TEMorpammbi

Owunoku

TEMorpamma
npepBaHa (Hynesas
NHUSA) 1 oTOOpaxeHa
BHOBb 4epe3
HECKOMbKO MUHYT.

BoccraHoBneHune
HeT npenynpexaatoLLero curHana.

Bbibepute Temnepatypy B mogyne SERVICE (CEPBUC). Ecnn
Temneparypa OTM4aeTcsl OT OTPEryn1poBaHHOM LieNeBor TeMnepaTypsl
(rmaBHbIM 06pa3om 37°C) 6onee 4yem Ha 3°C, AaHHbIe N3MEPEHNIA He
3anucbiBaloTCs.

O0paTtuTech B TEXHUHECKYH CEPBUCHYHO CIYXOYy.

Opyrue TEMorpammebl
BHE NpeaerioB HOpPMbI

[lnsi HeucnpaBHOIO kaHarna nokasaHo NpeaynpexaatoLlee coobLLeHue.
CrnepnyiTe UHCTPYKLMSIM MEHIO NPeaynpexaeHus.

Tabnuua 5-7: HeBepHble TEMorpammbl

© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015
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fhe bleeding management system CuctemMHoe nporpamMmmMmHoe obecnevyeHue

6 CuctemHoe nporpammHoe obecne4vyeHue
CuctemHoe nporpammHoe obecnedeHne ROTEM® delta npenctaBnsieT HarnsigHoe pykoBOd-
CTBO MONb30BaTEeNs MNPU BbIMOMHEHWUN OLIEHOK M KOOpAMHaLUMKM namepeHuii. Oblume paboune
3NeMeHTbl U MOAYNN ONucaHbl B JaHHOW rnase. [NaBHbIn 3kpaH onuncaH B [nase 6.3.1.
6.1 Paboune anemeHTbI Ckponn
Monb3oBaTenbCcknii MHTEPdENC ONTUMU3MPOBAH AN paboTbl CEHCOPHOro 3KpaHa B
COeIMHEHNN CO CKPOMSOM B MPaBon YacTu KnaBmaTypbl U COOTBETCTBYHOLLMMUY KNaBuLlamMu
B NeBOWN YacTu KnasuaTypbl.
KnaBuaTtypa
JononHnTenbHO HeKoTOpble COKpalléHHble KrnaBuaTypHble KOMaHAbl —obneryalT
nepenBwxeHne no nporpamme (Tabnuua 6-1).
CokpalléHHas KnaBuaTtypHas PyHKLMUSA
KomMaHga
<Tab> unu <Enter> MepenswxeHuve Bnepén Mexay NogMeHo, Knasuamm
n nondamMmum Beoaa
<Shift> + <Tab> MepenBuxeHne B 06paTHOM HanpaBneHn Mexay
noamMeH, Krnasuwamm n nondMum BBoga
<left arrow>, <right arrow> (<neBas MepenswxeHve B npegenax noner BBoAa gaHHbIX
CTpernka=>, <npaBasi CTpeJ'IKa>)
Tabnuua 6-1: CokpalléHHble KnaBnaTypHble KOMaHAbl ANsi NepeaBKeHUst NO MporpaMme
Ha akpaHe nokasaHbl OKHa crnvcka Anst Bbloopa aremMeHToB, Takme Kak okHo cnvcka TEST
(TECT), rae MOXHO BbibpaTb COOTBETCTBYHOLLUIA TECT.
Tabnuua 6-2 paét obliee NpefcTaBrneHMe O COKPALLEHHBLIX KaBuMaTypHbIX KOMaHOax,
KoTopble obneryarT paboTy ¢ nonsmu BBOAaA.
Cokpall€HHas KnaBuaTypHas DYHKL M
KomMaHga
<Shift> + <Space> OTKpbITb BbIAENEHHOE NOSE BBOAA M NOKa3aTh BBOAbI
<Enter> BbibpaTb BblAeneHHbIN areMeHT
<arrow down>, <arrow up> Mepemelatbes B nonsgx BBoAa
(<cTpernka BHWU3>, < CTpernka BBEPX>)
<Esc> 3akpbITb None BBOAA
Tabnuua 6-2: CokpallEHHbIe KraBuaTypHble KOMaHAbl 41 NepeABUKEHUS B NONsSX BBOAA
KnaBuwn
KnaBuwmn MoryT ynpaBnsiTbCA MPUKOCHOBEHMEM K 3KpaHy, C MOMOLLbI CKposnna u
COOTBETCTBYIOLUMX KHOMOK, a Takke C nomolwibio <Enter> (<Beog>) wunu <Space>
(<Mpoben>). C nomowbio knaeuwm <Tab> Bbl nepemellaeTecb K COOTBETCTBYHOLLEN
KnasuLue.
© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015 Ctp.6-1
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thromboelastometry

CucrtemMHoe nporpamMmmMmHoe obecnevyeHue The blecding management sysiem

6.2 Moaynb nsmepeHus

Mofynb nsmepeHusi COCToUT U3 TPEX MOA30H: NOArOTOBKA, M3MEpeHne U rpaduyeckoe
npeactaBneHne pesynbTatoB u3aMmepeHui. B cnegywolwmx pasgenax onucbiBaeTcst
Nnonb3oBaTeNbCKUN MHTEPXENC AaHHbIX TPEX NOA30H.

[aHHas rnaBa OTHOCMTCS UCKIIOYMUTENBHO K MOMb30BaTeNbCKOMY MHTepdency. B rnase 5
naétcsa noapobHoe onncaHne N3MepeHui.

jui @

6.2.1 MoarotoBka

Mpu OTKPBITUM MOZYNS U3MEPEHUSI OTKPbIBAETCS 3kpaH 3anycka (PucyHok 6-1). KacaHvnem

KriaBniin preparation (I'IOﬂ,FOTOBKa) OCyLLeCTBINAETCA BO3BpPAT M3 OKOH MOAYI1A USMEePEHUA
B OKHO NOArOTOBKW.

ROTEM® Measurement module

|
Standard Patient
Preparation Screenshot overlay overlay Help Quit
! l :
/h P
— +
C o € ety
L St S S’ N

1 MOUNTING PINS 2 PLACING CUPS 3 FIXING CUPS 4 PREPARING REAGENTS

Take the cup with its pin inside Put the cup into the respective cup Fix the cup in the cup holder by pushing  Shake well liquid-reagent vials.

out of the box. Push the pin all the holder directly after pin mounting. the blue MC rod perpendicularly down.  Open required vials and place back

way up the axis. Never touch the pin Leave the cup holders always in the The cup must fit tightly! into the reagent rack. Close vials

(not even with gloves)! temperature controlled area! again immediately after pipetting!

e
o ol o ol
0 | 0 0|
) 0| 0 0]
w | w0 |
0 20 0 a0 bl mn 10 20 £ 40 0 mn 0 20 n a0 0 mn 10 20 e 40 0 mn

ST = RT. ST RT. = 5T, = RT. = ST: =5 RT.
cT — cT: — T — T —
o — o — o - o —
A20 — A20 A20 — A20 —
MCF: = MCF: = MCF: = MCF: —

| ___ |
| 2008-08-07T10:22:30 | User: admin| Channel status: ok Temperature: 37.0°C nﬂﬂnml

PucyHok 6-1: Mogynb namepeHus — nogrotoska

OKHO NOAroTOBKM MOKa3blBaeT B BerHeVI 30HE LWarun, KoTopble HeobxoaMMO BbINOMHUTb
nepen 3arnyCckom namepeHuA. B HMXXHen 30He NokasaHbl YeTblpe KaHana.

Crtp.6-2 ROTEM® delta PykosogcTso 1.5.3.01 RU 2015 © TEM Innovations GmbH
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thromboelastometry

The blecding management sysiem CuctemMHoe nporpamMmmMmHoe obecnevyeHue

6.2.2 U3mepeHune

KacaHvem ogHOro 13 nomnei kaHamna OTKPbIBAeTCSl OKHO W3MEpEeHUsl C NSTbio 30Hamu
(PucyHok 6-2), (Tabnuua 6-3):

ROTEM® Measurement module i R = x|

Standard Patient -
Preparation 4-TEM Screenshot overlay overlay o Help Quit

1: Jane Doe
—————————————— T 15:0655 RT: 002304
T 74 s [0038 — 0079] J -
CFT: 125 s [0034 — 0159]
= 6 ° [0063 — 0083]
: i [0043 — 0065]
! o mm L B
________________ MGE o+ amm [os0-o0072 ]
i Stop channel 1 | |

1:Jane Doe l1:lane Doe |1:Jane Doe 1:Jane Doe

ST 15:06:55 RT:  00:23.04 | ST: 150748 RT:  00:22:12 | ST 15:08:42 RT:  00:21:18 | ST:  15:09:34 RT:  00:20:26
T 74 s [0038-0079] | cT: 156 s [0100 - 0240] | cT: 76 s T 67 s

CFT: 125 s [0034-0159] | cFT: 86 s [0030 - 0110] | cFT: - CFT: 109 s

o« 66 ° [0063 — 0083] | o TAL [0070 - 0083] | o — o 68 °

A30: - A30: - A30: - A30: -

—_
2008-07-29T15:30:00_| User: admin| Channel status: ok Temperature: 37.0°C ILILIL[LI Pre I

PucyHok 6-2: Mogynb nsaMepeHust — usmepeHune

3oHa CopepxaHue

1 | KnaBum Mons BBOAA AaHHbIX MaLMeHTa 1 BbIbopa TecTa, Tak e Kak knasuwu Reset
(Cbpoc), Copy (Konuposartb) 1 Paste (BctaBuTb).

B npouecce namepeHusi: otobpaxeHue Tekylen TEMorpammbl.

2 | asHoe Knasuwwm Preparation (Mogrotoska), 4-TEM, Screenshot (MomeHTanbHbI
MeHI0 CHUMOK 3KpaHa), Standard overlay (CtaHgapTHoe HanoxeHue), Patient
overlay (HanoxeHwue gaHHbix nauueHTa), Help (Momoup) u Quit

(Bbixog). Knasuwa Warning (MpeaynpexaeHne) BuaHa, TONbKO B Cryyae
BO3HVKHOBEHMW OLLNGKMN.

3 | MogmeHio PyHKLMOHAMNbHbIE KIaBULLIM B 3aBUCMMOCTU OT COCTOSIHUSI U3MEPEHUS:

Bo Bpems 3anycka Tecta: MIHCTpyKLUS NNeTUpOBaHuS.

B npouecce namepeHus: Yncnosble 3HaveHyst napameTpoB. Mopsigok
napameTpoB onpegenéH B meHto SETUP - PARAMETER SETUP
(YCTAHOBKA — YCTAHOBKA NMAPAMETPOB) (InaBa 6.5.2). C noMmoLLbto
KHOMOK NepeMeLLEeHsi Kypcopa € NpaBoi CTOPOHbI BO3MOXHO NepeMeLLeHme

B CMNUCKe.
4 CTpOKa HOatawun BpeMA, Nonb3oBaTeNlb, COCTOAHUE KaHana, uenesad teMmnepartypa,
COCTOAHUA TaK XXe KaK HOUKaTopbl TeMnepaTypbl A4nA pa6oqel7| 30HbI X KaHalloB.

LiBeT nHOMKaTOpPOB TECTA CUHWIA (CITULLKOM XOMOAHbIN), 6enbin (roToB K
MCMOMb30BaHUIKO) UIMN KPACHbIN (CIMLLKOM TENMbIN).

5 | OtobpaxeHnne | Kananbl ¢ 1 no 4 cnesa Hanpaso. BeibpaHHbIN 1, criegoBaTenbHO, akTUBHbBIN
TEMorpammbl | KaHarn BblAeneH CUHUM LIBETOM, COOTBETCTBYIOLLME 3HAYEHUS NapaMeTpoB
nokasaHbl nog crneunduyeckMm kaHanom.

Tabnuua 6-3: Mogynb namepeHusi — N0430HbI OKHa 3MEpPEHUst

© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015 Ctp.6-3
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CucrtemMHoe nporpamMmmMmHoe obecnevyeHue The blecding management sysiem

6.2.3 4-TEM

Knaeuwa 4-TEM OTKpbiBaeT yBenMYEHHOE M300pakeHne 4eTblpéX kaHarnos. [daHHoe
oTobpaxeHne nHpopmaumm ocobeHHO yooOHO Ans yaanéHHoW nepefadv pesyrnbTaToB
(MpunoxeHne E).

Kacannem TEMorpammbl Ha 3KkpaHe BHOBb OCYLLECTBMSIETCA OTOOpaeHuMe OKHa
N3MepPEHNIA.

6.2.4 MomeHTanbHble CHUMKU 3KpaHa

Moaynb M3mMepeHusi U CEPBUCHBLIM MOAyNb obecrneynBaldT BO3MOXHOCTb COXPaHWUTb
TeKkyllee cofepXaHue aKpaHa Kak rpaduyeckuin gann B dopmate .jpg . [daHHble
MOMEHTarnbHbIE CHMMKU 3KpaHa MoOryT ObiTb OTOOpaxeHbl M 06paboTaHbl B HOOOM
rpadon4eckom nNporpaMMHOM obecrneyeHnmn, CnocobHOM YnTaTtb annsl .jpg.

* Bbibepute Screenshot (MOMeHTanbHbIN CHAMOK 3KpaHa).
5 AKYCTMYECKUI CUrHaN 03Ha4YaeT OKOHYaHUe NpoLiecca CoOXpaHeHNS.

L dann coxpaHsetcs B nanke FILESYSTEM - USER — SCREENSHOTS (®ANNOBASA
CNCTEMA-MNOJIb3OBATE/Ib—MOMEHTAJIbHbIE CHYMKW BKPAHA) nog umeHem
Screenshot_yyyymmttThhmmss.jpg (Hanpumep, screenshot_20070413T174652.
jpg). OaHHble harnbl aBToMaTMyeckn ygansawoTtcs yepes 60 gHeln nocne cosgaHus.
B MMaBe 6.7.2 cogepxutcs ganbHenwas nHpopmaums, oTHoCALWaAcs K dpannoBon
cucTeme.

6.3 Bas3a gaHHbIX

Bce nsmepeHns coxpaHsitotca B 6a3e gaHHbIX. B 6a3e gaHHbIX M3aMepeHus OCTYMNHbI Kak
CCbINKM ANS AarnbHenLero nccrnefoBaHns M SKCNopTUPOBaHWUS B Apyrye nporpaMmel.
M3mepeHus MoryT ObiTb BbiGpaHbl BPYYHYIO UK C UCMONb3oBaHeM novcka (masa 6.3.2),
(Tnasa 6.3.3).

MpuMeyvaHue: Bo nsbexaHne HexxenaTtenbHbIX MaHUMyNMPOBaHWIA C AaHHBIMU HEBO3MOXXHO
yAanuTb, U3MEHUTb UMK 006aBUTb P AaHHbIX B 6a3y AaHHbIX.

6.3.1 Monb3oBaTenbCckun HTepdenc 6asbl AaHHbIX

Mopaynb nonb3oBaTenbCKoro MHTepdenca 6asbl JaHHbIX COCTOMT U3 YeTbIPEX 30H (PucyHOoK
6-3), (Tabnuua 6-4):

Ctp.6-4 ROTEM® delta PykosogcTso 1.5.3.01 RU 2015 © TEM Innovations GmbH
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thromboelastometry

The bleeding management system

ROTEM® Database module

=] X]
Help Quit
Starttime / | Runh’mel Patient name |PatientID |Sampl: D l_ﬂ mm
368 [2005-12-07T15:48:26 00:47:39 Dupont, Catherine ZZZ Demo 17 05010081
369 [2005-12-07T14:38:31 00:47:05 Perez Gonzales, JuanZZZ Demo 16 05010082
370 [2005-12-07T14:37:42 00:47:51 Perez Gonzales, JuanZZZ Demo 15 05010082 =
371 [2005-12-07T14:36:49 00:48:41 Per les, JuanZZZ Demo 14 05010082 a
372 [2005-12-07T14:35:45 00:49:40 P . JuanZZ Demo 13 05010082 m
373 [2005-12-07T13:33:33 00:42:14 leidi  ZZZ Demo 11 05010083 » 2
374 [2005-12-07T13:30:39 00:45.06 Wi ZHeidi  ZZZ Demo 12 05010083 \/
375 [2005-12-07T13:30:00 00:45:50 Westerland, Heidi ZZZ Demo 10 05010083
376 [2005-12-07T13:29:21 00:46:31 Westerland, Heidi ZZZ Demo 09 05010083 o
- poe John {7 bemo o7 fpsoTone: |
poe.Join 7 bemo us oo
poe. John——{zzemo 05 sovuue: |
381 [2005-12-07T1 1 00:45:01 ROTROL N, lot 4079(ZZZ Demo 04 day control
382 |2005-12-07T11:23:08 00:45:46 ROTROL N, lot 4079(ZZZ Demo 03 day control I 2 3 m 0 —
383 [2005-12-07T11:22:19 00:46:37 ROTROL N, lot 4079(ZZZ Demo 02 day control simple search Add
384 [2005-12-07T11:21:27 00:47:30 ROTROL N, lot 4079(Z2Z Demo 01 day control 5| patient ID I
] | 3 : Remove
- - Patient name |Doe|
Starttime IRunhmeIPatrent name IPaucnt ID lSamplc D ICorr Reset
1 [2005-12-07T12:2451 00:49:16 Doe, John 77Z Demo 05 05010084 norm Sample ID I
2 [2005-12-07T12:24:08 00:50:01 Doe, John ZZZ Demo 07 05010084 norm Comment I
3 [2005-12-07712:23:21 00:50:50 Doe, John ZZZ Demo 06 05010084 norm o e range IOUOO-OU-UOﬂ _ IOUOU-UD-DOﬁ
4 |2005-12-07T12:22:40 00:51:33 Doe, John ZZZ Demo 05 05010084 norm
Test Print
HIFIBTEM
HINATEM &I
ECATEM
HIEXTEM
HIAPTEM
APTEM S
QCinN S
QCinP § Clear Search |
FIBTEM S
Al | | INTEM S =l Start Search | Accept

CuctemMHoe nporpamMmmMmHoe obecnevyeHue

PucyHok 6-3: Mogynb 6a3bl AaHHbIX

3oHa CopepxaHue
1 | OkHo 6a3bl Cnncok BbINOMHEHHbIX U3MEPEHMN
JaHHbIX
2 | OkHo B cooTtBeTCTBUM C BEIGOPOM B OKHE 6a3bl AaHHbIX TMGO TOMbKO OAMHOYHAS

0o mogenu 60 MUHYT.

TEMorpammbl | TEMorpamma, nn6o TEMorpammel ¢ HanoxeHveM. Mogens BpeMeHn MoxXeT
ObITb BKMIOYEHA C NOMOLLLIO NPaBOW KHOMKM ckporna oT mogenu 10 MuHyT

3 | Popma Monsa BBOAa ANA hunbTpaummn pesynsTaToB U3MepeHuit
nomcka
Knasuium
4 | OkpaH Cnucok BblIOpaHHbIX U3MepeHni
BblbOpa

Tabnuua 6-4: Moagynb 6a3bl AaHHbIX

B npaBoM nosrne UMMerTCA OONONHUTENbHbIE KnaBulUKX OnA pa6OTbI C Moaynem 0asbl
AaHHbIX. OHM onucaHbl B crieumarnbHbIX pasgenax.

I'IpumeanMe: Heckonbko pa6oqwx SNeMeHToOB MoAaynsA 0asbl OaHHbIX, TakMe Kak
NUHerka MNPOKPYTKN, HE NOAXOAAT ONA paGOTbI C CEHCOpPHbIM 3KpaHOM. B naHHoMm moayne
pekoMeHOyeTCAd UCnofb3oBaHUe CKpoJiia n ero COOTBETCTBYHOLLNX KHOMMOK.

Perucrparua MU 8 PocagpaBranzope
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CucrtemMHoe nporpamMmmMmHoe obecnevyeHue The blecding management sysiem

6.3.2 Bbi60p pe3ynbTaTtoB U3MEpPEHUIN BPYUHHYIO
CopTupoBKa nsmepeHumn

Mo YMOIM4aHNK N3MepeHna COpTUPYHOTCA MO BpeMeH Hadvarna M3MepeHl/Il7I; npexane Bcero
0T06pa>|<aeTc;| pes3ynbTat nocrnegHero NaMepeHun4.

KpuTepuini COpTUPOBKMA YCTaHaBMNMBAETCS LUEMYKOM MbIWbIO MO 3arofioBKy cTonbua;
Npy ABOMHOM LLUEMYKE MbILILIO MO TOMY e CTONOLY MopsaoK COPTUPOBKM MEHSIETCS Ha
obpaTHbIN.

Pexum npocMoTpa MOXHO BbiGpaTh Npy NMOMOLLM FOPU30OHTArNbHOM 1 BEPTUKaNbHON NoMoc
MPOKPYTKM.

BblaeneHune namepeHun

BbioeneHne ogMHOYHbIX U3MEpPEHUIA:

1. B okHe 6a3sbl AaHHbIX MOMECTUTE KYPCOP MbIM HA HOMEP U3MEPEHUS] N HAXXMUTE Ha
NEBYIO KHOMKY CKponna.
> AKTMBUPYETCS BblAereHne CTPOKMU.
> BblgeneHHbI pe3ynbTaT u3MepeHnin otobpaxaetcs B okHe TEMogram.

BblaoeneHne psifa nocrieqoBaTenbHbIX NU3MEPEHNIA:

1. B okHe 6asbl 4aHHbIX MOMECTUTE KYypCOp MbILLUM Ha HOMEP U3MEPEHUSA U HaXKMUTE Ha
NeBYIO KHOMKY CKponna.
—AKTUBUPYETCS BblOeNEeHNE CTPOKN.

2. Haxxmnte n yaepxxvsanTe NeBYo KHOMKY CKPOMma 1 BblAenuTe CKpornnoM Heobxoanmvble
3MNEeMEHTbI USMEPEHUS.
> AKTMBMPYeETCS BblaeneHne CTPOKMK.
> BbibpaHHbIe pe3ynbTaTbl u3MepeHnsoTobpaxaeTcs nyTeM COBMELLLEHNA N306paXeHnIn

B okHe TEMogram.

BblaeneHue psiga uamepeHui, BolopaHHbIX CryvanHbiM 00pa3oMm:

1. B okHe 6a3bl JaHHbLIX MOMECTUTE KypPCOP MbIlM HA HOMEP M3MEPEHUS U HAXMUTE Ha
NEBYIO KHOMKY CKponna.
S AKTUBMPYETCS BblAENEHNE CTPOKU.

2. Haxmute n yoepxumBante kHornky <Ctrl> n HaBegnte Kypcop MbIWN HA HEOOXoOMMbIN
3NEMEHT U3MEpPEHUS.

3. HaxxmnTe Ha neByto KHOMKY ckponna.
S AKTUBUPYETCS BbiAEMNEHNE 3NIEMEHTA N3MEPEHUS.

4. MNoBTOpANTE OaHHbIE AENCTBUS 4O TEX NOp, NoKa He ByayT BbiAeneHbl Bce HE0OXoaumble
3NIEMEHTbI NU3MEPEHUS.
b BbIOpaHHbIe pe3ynbTaThl U3MepeHuin oTobpaxatoTcsa B okHe TEMogram.

5. Ona nocnegytoLlen o6paboTky BbiIbpaHHbIX pe3ybTaToB BbIMOMTHATE LWarn, ON1MCcaHHbIe
B [naBe 6.3.4.

6.3.3 CopTupoBKa pe3ynbTaToB uamepeHun B nosne «fomck»

OkHO 0asbl gaHHbIX NO3BONSAET YCTaHOBUTb CbI/I.I'IprbI npn COPTUPOBKE pPe3yribTaToB
I/I3MepeHI/IIZ M NOBTOPHO BBOAUTL NocriegHne B norne «[lMouck».

B none «lMonck» 6a3bl 4aHHLIX NPpeaycMOTpeHa BO3MOXHOCTb BBOAA YHMBEPCArbHbIX
CMMBOIIOB «?» AN 3aMeHbl OTAENbHbIX 3HAKOB M «*» — psiaa 3HakoB. Hanpumep, nomck
«M??er» paet pesynbtathbl «Meiery, «Meyery», «Maier» u T.n. B pedynbTtate noncka «*er»
oTobpaxatoTcst Bce (hammnmm naumeHToB, 3akaHUYMBaIOLLMECS Ha Kery.

jui 0
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fhe bleeding management system CuctemMHoe nporpamMmmMmHoe obecnevyeHue

6.3.4

6.3.5

1. Bapavite B none «[louck» (SIMPLE SEARCH) kak MUHUMYM OAMH KPUTEPWUIA Nnoucka
— UNdenmucpukayus nayueHma (Patient ID), MOeHmucbukayusi obpasuya (Sample ID),
Qamunus, ums, omyecmeo nauueHma (Patient name), Kommermaputi (Comment),
Huana3oH daHHbIX (Data range), Bug nccnegosanus (TEST).

2. AkTnBMpynTe KoMaHay «Havano novickay (Start search).

B 6a3e gaHHbIX aKTUBMPYETCS MONCK HEOOXOAUMBIX 3N1IEMEHTOB U3MEPEHMS.
& B okHe 6asbl AaHHbIX BbIAENAOTCA pesynbTaTbl, COOTBETCTBYIOLLUME 3a4aHHBIM KPUTEPUSIM.
> BbiGpaHHble pe3ynbTaThl M3MepeHun oTobpaxatoTcst B okHe TEMogram.

MpumeyaHue: Ecnv nouck He gan oxxngaemblx pe3ynbTaToB, yaanuTe 3agaHHble Kputepum

COPTUPOBKM, HaXMMasi Ha kHomnky «OuncTutb none «lMovck» (Clear search).

3. Ons 06paboTKkm pe3ynbTaToB BbIMOMHUTE LUAru, onvcaHHble B [Naee 6.3.4.

MoaroTtoBKa pe3ynbTaToB U3MEpPEeHUn K obpadboTke

1. AkTnBMpynTe KOMaHay «[dobaBuTby» (Add).

S BblbpaHHble pe3ynbTaTbl U3MEPEHU KOMMPYIOTCA Ha 3KpaH BblGopa, v roToBbl AN
nedatn n akcnopta (lnaea 6.3.5), (Tnaea 6.3.6).

0O630p kOMaHfa, oTobOpaXkaeMblX Ha 9KpaHe BblOoOpa, NokasaH B Tabnuue 6-5.

KomaHga PyHKUUA
Remove (Yganutb) YpansieT ¢ akpaHa BbI6opa BbiAeNeHHbIE pe3yrnbTaTbl noucka
Reset (C6poc) YnansieT ¢ akpaHa Bblibopa BCce pe3ynbTaTbl noncka

Tabnuua 6-5: KomaHapl Ha akpaHe Bbibopa

MeyaTb pe3ynbLTaToOB U3MEpPeHUi

jui 0

HacTpovikn npvHTepa ycTaHaBnmBarTcs B MeHo «Hactponkm» (SETUP) — «HacTpoiku
npuHTepa» (PRINTER SETUP).

Mogaynb 6a3bl faHHbIX NO3BOMSET pacneyartaTb pe3yrbTaThl U3MEPEHUIA.
v K cucteMe noakntoyaeTcs NpuHTep.
v PesynbTaTbl UBMEPEHWIA, KOTOPblE HEOOXOANMO pacrevaTaTb, KONMPYTCS Ha 3KpaH
BblOOpa.
1. AktuBmpynTe komaHgy «lMedatb» (Print).
S OTKpoeTcs okHOo «Bbibop dhopmata nevatny (SELECT PRINT FORM).
2. Bbibepute konmyectBo TEMorpamm, KoTopble crnefyeT pacnedatatb Ha OOHON
CcTpaHuLe.
3. NMoaTteepanTte, HaxxaB OK.

6.3.6 AKCnopT pe3ynbTaToOB U3MEpPeHUn

v PesynbTaTthl M3MEPEHUn, KOTopble HeobXO0OMMO SKCMOPTMPOBAaTb, KOMUPYHTCS Ha
3KpaH BblOopa.

1. AkTnBMpynTe KoMmaHgy «3kcnopTt» (Export).

—OTobpakaeTca OKHO KoHdurypaumm (PucyHok 6-4).

2. BbibepuTe NpreMHuK aKkcnopTa:

- nocneposatenbHbI nHTepdenc (Pasgen «llocrnedosameribHbil uHMepghelcy):

MMpn OTCYTCTBMM BO3MOXHOCTU MepefaTb OaHHble B peanbHOM MacwTabe BpemeHu
rpynnbl  pe3ynbTaToB M3MEPEHUI MepefarTcs Mpu NMOMOLWM OaHHOW  (OYHKLMK
aKcnopTa B nabopaTopHyt nHdopmaumoHHyto cuctemy (JIUC).
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CucrtemMHoe nporpamMmmMmHoe obecnevyeHue The blecding management sysiem

- Xectknn guck (Pasgen «XKecmkuli Ouck»):
PesynbTaTbl U3MEPEHUIN MOXXHO 9KCMOPTUPOBATb B CUCTEMY (DAWIIOB Ha KECTKOM JMCKE.
C ecTKOro amcka pesynbTaTbl MOXHO 3anucatb Ha USB-Hakonutenb 1 NogrotoBuTb Ans

npocmMoTpa B ApYyrux nporpammax — Hanpumep, Excel® — n pesepBrnpoBaHMs OaHHbIX
(Tnaea 6.7.1), (Tnasa 6.8.2).

FrontEnd.database

Export data to:

¢ Serial Interface RS-232 (LIMS)

¥ export with TEMogram

¢~ BMP-Format (Windows 3 .x PC bitmap data)

* |PG-Format (JPEG image data)

Cancel |

PuicyHok 6-4: BapuaHTbl aKcrnopTa AaHHbIX

MocnepoBaTenbHbIN NHTepdenc

MoppobHoe onucaHne NpoTokona nepeaayy JaHHbIX 1 BO3MOXHbBIX MCTOYHMKOB OLLUMGOK
npuseaeHo B lNMpunoxeHuu F.

jui @

v’ B ka4yecTBe NpreMH1Ka aKkcrnopTa BblbepuTe nocnegoBaTenbHbln nHTepdelic (SERIAL
INTERFACE).

1. MoaTteepaunte, Haxxas OK.
S[1pon3BognTCca coXxpaHeHUe HacTPOEK.
—OKHO 3aKpbIBaEeTCA.

2. AkTnBMpynTe KoMmaHay «3kcnopt» (Export).

SMoxHO nepefaBaTh pesynbTaTbl UIBMEPEHUIN C NOCriefoBaTeNbHOro NHTepdenca B
JinC.
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XecTknn guck

v’ B kayecTBe npueMHuKka akcriopTa BblbepuTe xecTkuin auck (HARD DRIVE).

1. AkTnBupynte napametp «3kcnopt ¢ TEMorpammony (EXPORT WITH TEMOGRAM),
npu BblIOOpe KOTOPOro 3KCMOPTUPYIOTCA HE TOMbKO KOJNMMYECTBEHHbIE pe3ynbTaThl
n3mMepeHunin, Ho 1 cooteeTcTByoMe TEMorpammel.

SAKTUBMPYIOTCS 4Ba BapuaHTa Beibopa rpadgmyeckoro chopmara (PucyHok 6-5).

FrontEnd.database

Export data to:

¢ Serial Interface RS-232 (LIMS)

 [Hard disk]

Cancel |

PucyHok 6-5: BapunaHTbl akcnopTa gaHHbix Anga TEMorpamm
2. BbibepuTe Heobxoammein rpadunydeckuin oopmart:
- .bmp, ecnun HeobxoaMMo Nony4nMTb MakcMmarbHoe paspeluerue (450 kbart/darin)

- .jpg, ecnn HeobxooMMO 3KcnopTUpoBaThb Heckonbko TEMorpamm (70 kbawnt/darin)
S OTKpoeTCs OKHO ANs BBEAEHWSI MMeHM channa.
3. MNpn HeObXOQMMOCTI BBEOUTE HOBOE MMS SKCMOPTUPYEMOTO dharina.
4. MopaTBepaunTe, Haxan OK.
b OKkcnopTupyoTcst pesyrnbTaTbl U3MEPEHNN.
S BcennbiBaroLLas nogckaska NoATBEPXKAAET YCNELLHYIO0 ONepaLuuio 3KcrnopTa.

YcnoBHble 0603Ha4YeHUs1 UMeH hanrioB NpU 3KCMopTe pe3ynbTaToB U3MEPEHUN B
cuctemy cannos

KonuyecTBeHHbIe pe3ynbTaTbl UBMEPEHNI COXpaHSTCs B BUAe danna .txt, TEMorpammebl
COXPaHSAITCS B OTAEMbHbIX (parnax B narke ¢ UMeHeM, aHarnorMyHbIM MeHu daina .ixt.

Mo ymonyaHuio cuctema npucsaveaeT cpannam .txt MMeHa B COOTBETCTBUU CO CrEeAYOLLMMUA
yCnoBHbIMM 0603HaveHnsmu: [ata akcnopta TEMorpamm (B dhopmate rog (4 3Haka) —
mecsiy — AeHb) Bpemsa akcnopTa (B dpopmate yac — MuHyTa — cekyHaa).txt

(Hanpumep: TEM-2008-06-18 _13-44-53.txt).

Vims dhaina MOXXHO M3MEHUTb, HO Anst umnopTa B Excel® oHO A0MKHO MMETb paclunpeHne
«.txt».

B nmeHna dannos gnsa otaensHbix TEMorpamm BxogaT:

damunusa, nvs, otdecTBo naumeHTta (15 cumsonos) HassaHnue vccneposanusa_[lata (B
copmaTe rog (2 3Haka) — MecsiL, — ieHb)BpeMs (B hopmMaTe yac — MUHyTa — CEeKyHAa).jpg Unm
damunusa, nmsa, otyectso naumeHta (15 cumeonoB) HaseaHue nccnenoBanus [ata (B
dopmate rof (2 3Haka) — Mecsl — AeHb) Bpemsi (B hopmaTe vac — MuHyTa — cekyHaa).bmp.
Hanpumep: Miller-dohn_INTEM_080618134453.jpg.
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CucrtemMHoe nporpamMmmMmHoe obecnevyeHue

3KCI'I0pTVIpyeMbII7I napamMeTp KOJin4eCTBeHHbIX pe3yfibTaToB I/I3Mep9HI/II7I

Mpn aKkcnopTe KONMMYECTBEHHbIX pe3yribTaToB U3MepeHuin akcnoptTupyetcsa 41 napameTp
(Tabnuua 6-6). B cnyvae gononHuTensHoro akcnopta TEMorpamm akcnopTupyeTcs 42-i
napameTp — UMsi narnku, B KOTOPOW coxpaHeHbl AaHHble TEMorpammbl.

Ne | CopepxaHue Ne | CopnepxxaHue | Ne | CopepxaHue | Ne [ CogepkaHue

1 WpeHTudmkaums 11 | A5 21 | LI30 31 | AR20
nauveHTa

2 WaeHTudumkauus 12 | A10 22 | LI45 32 | AR25
obpasua

3 | Pamunus, ums, 13 [ A15 23 | LI6O 33 | AR30
OTYeCTBO NauueHTa

4 | Tlon 14 | A20 24 | MI 34 | MCE

5 | JaTa poxaeHus 15 | A25 25 | CFR 35 | ACF

6 | KommeHTapui 16 | A30 26 | LOT 36 |G

7 | Haseanuve 17 | CFT 27 | CLR 37 | TPI
nccrnefoBaHus

8 | Bpewmsa Havana 18 | MCF 28 | AR5 38 | MAXV
nccrnefoBaHus

9 | MpogormkutensHocte | 19 | MCF-t 29 | AR10 39 [ MAXV-t
nccnefoBaHus

10 | CT 20 | alpha 30 | AR15 40 | AUC

41 | LT

Tabnuua 6-5: SkcnopTupyemMble napameTpbl
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The blecding management sysiem CuctemMHoe nporpamMmmMmHoe obecnevyeHue

6.3.7 OueHka pe3ynbTaToB U3MEpPeHUn

MOﬂ,yﬂb 0asbl JaHHbIX NO3BONSAET npocMaTpmBaTb U CpaBHMBATb COXpPaHEHHbIE B base
OaHHbIX pe3ynbTaThbl M3MepeHVIl7I.

v'Heobxogunmble pe3ynbTaTbl U3BMEPEHUIA KOMMPYOTCSA Ha 3KpaH Bblibopa.
1. AkTnBupynte komaHgy «MpuHaTb» (Accept).
> PesynbTaTbl U3MepPEHUI rOTOBbI 1151 OLLEHKN.

B xone nepegayn gaHHbIX O COCTOSIHUM npoLiecca coobLaeT BCnnblBaloLas Nogckaska.
I'Iepep,aqy OaHHbIX MOXXHO OCTaHOBUTbL MNMpn NMOMOLLIK KOMaHObl «OTMEHUTLY (Cancel).

jui @

SMOoxHO aHanManpoBaTh pe3yrnbTaTbl U3MEPEHUI B HOBOM OKHe (PucyHok 6-6).

ROTEM® Database module E =1 x|
o
Help Quit

mm . mm [} 1 1.derivative Print overlay Print 4 TEM
Export overlay Export 4 TEM

@
0
20

mm

extemn 40961901 RT 2
Rotrol N 407901 @
2006-09-29T15:00

extem 40961901 RT
Rotrol N 407901 @
2006-09-29T14:59

285

10 20 ) 50 min 10 20 30 o 50 min

= H[ o

extem 40961901 RT
B 341 SUFH
2006-09-29T13:18

extem 40961901 RT
B 341 SUFH
2006-09-29T13:17

10 20 30 40 50 min 10 20 30 a0 50 min
TEM' (value x 025 [1/min])
TEM™ (valuex 10 [1/min"2])
10 20 30 20
e 0561301 °T 22 |
cr 81 |LoT —
CFT 159 |CLR -
o 60 (L130 —
CFR 63 |Lus 9%
52 |L160 =
1584 (ML *9
108 LT —
31 |ACF 47
43 |A20 51
48 |A25 52
526 5391
_I [ I Colour... I Back

PuricyHok 6-6: QKkpaH oLeHKM pe3ynbTaToB U3MepeHni
UHTepcpenc nonb3oBaTessi 3KpaHa OLEeHKN

OKpaH OLEHKM COCTOUT U3 Tpex obnacTen:

* O6nacTb 1: YMeHbLUeHHble n306paxeHus TEMorpamm
» OO6nacTb 2: YBenu4yeHHble n3obpaxeHuss TEMorpamm
» O6nactb 3: KonmyecTBeHHbIE pe3ynbTaThl USMEPEHUN

Mpu akTMBaummn komaHabl «BosBpaT» (Back) akpaH oLEeHKM 3aKkpbiBaeTcsl M oTobpakaeTcs
nepBbiit 3kpaH 6a3bl aHHbIX.
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CucremHoe nporpamMmmMmHoe obecneyeHue The bleeding management system

Bbi6op TEMorpamm

B obnactu 1 Beibnpatotca TEMorpammel 4ns oueHku:

* Lenykom MbIwm BbiIGepuTe Heobxogmmeble TEMorpammebl B obnactu 1:
S ®OH N3MEHUTCS C Ceporo Ha Oernbli.
— TEMorpammMbl oToOpaxatoTcs LBETaMW, 3a4aHHbIMU SBHbIM 06pasom.

Mpn BbiIGope Oonee 4 TEMorpamm Bce pgpyrme TEMorpammbl no  yMomnyaHuio
oTobpaxatTcsa YepHbIM LBeToM. [py akTMBaumm koManabl «LiBeT» (Colour) B HYXHEN
4yacTu 3KpaHa MOXHO onpeaenvTb U NpUcBouTb Apyrve ueeTa (Pasgen «OnpedeneHue u
rpUCBOEHUE UBEMOo8»).

jui 0

5B obnactv 2 TEMorpammbl oTo6paxatoTcs Npy NOMOLLM AaHHbIX LIBETOB.

> KonnyecTBeHHbIE pesyrnbTaTtbl M3MepeHVIl7I 0T06pa>|<a}0Tc;| B obnactu 3 1 BbliaensaTcs
LUBETHbIMW Nof1oCaMn OaHHOro LBeTa.

Onpe.qenel-me n npuceBoeHue uBeToB

[ononHnTensHO K aBTOMaTU4eCKOMY MPUCBOEHUIO LBETOB CYLLECTBYET MHOXECTBO
cnocoboB npuceoeHus ueeTa TEMorpammam:

1. Beibepute Ty TEMorpammy, KOTOpoi HEO6XOAMMO NPUCBOUTL LIBET.
2. Aktusupywte komaHgy «LiBet» (Colour).
SOTKpbIBAETCS OKHO BbIOOpa LBETA.
3. BbibepuTe 0OuH U3 OCHOBHbIX LIBETOB
nnm
[obaBbTe LBET, 334aHHbIN Nonb3oBaTenem
4. MopaTBepaunTe, Haxas OK.
> TEMorpamme OyaeT NPUCBOEH LBET.

OueHKa KONMYeCTBEHHbIX Pe3yribTaTOB U3MEPEHUN

B cooTtBeTCTBUM C HacTporkamm B MeHto « HacTpownkuny (SETUP)— «HacTporikn napameTpoB»
(PARAMETER SETUP) — «YBenuyeHHoe usobpaxeHne TEMorpammbl» (LARGE TEM),
Konu4ecTBeHHble pe3yrbTaTbl U3MepeHui oTobpaxatoTes B obnactu 3 (Mnaea 6.4.6).

B 3aronoBke OTo6pa>|<aeTc;| (baMVIJ'II/IH naumeHTa n Bua npoBegeHHOro nccrnenoBaHn4.

Ecnu napameTpbl 3a4aHbl C MOMOLLIbIO HOPMaribHbIX 3Ha4YeHWUIA, BCe 3Ha4YeHus1, Bbixoasiiye
3a HopMarbHyl0 0611acTb 3HaYeHWU, BbiAENsTCA KpacHbIM (OOHOM.

Mpu BbIGOPE psiga TEMorpaMm BO3MOXEH NMPOCMOTP PasniunyHbIX pe3ynbTaToB N3MepeHnii
NPy NOMOLLM KNaBULL CO CTPENKOM, PacnonoXeHHbIX B HUKHER YacTuh aKpaHa.
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OueHka TEMorpamm

Mpy npoBeAEHNN HAaYYHbIX UCCIEA0BaHNA MOXET NOSABUTLCS HEOBX0ANMOCTb B COBMELLEHUM
N306paxxeHnin He TonbKo Heckonbknx TEMorpamm, HO 1 (Mpy NOMOLLIM COOTBETCTBYHOLLMX
KOMaHZ) X NEPBOI UM BTOPOW NPOU3BOAHbIX.

B Tabnuue 6-7 nokasaHbl BO3MOXHbIE COYETaHUS COBMELLIEHHbBIX M306PaKeHNUI KPUBBIX.

KonunuecTtBo BblibpaHHbix TEMorpamm TEMorpamma 1 npou3BoAHas | 2 npon3BogHas
1 X X X
> 1 X

Tabnuua 6-7: CoyeTaHnss COBMELLEHHbIX N300paXKeHUN

MacwTab nepson M BTOPOW MPOU3BOAHLIX U3MEHSIETCA MPOMOPLUMOHANbHO MacluTaby
Wwkan ynpyroctu (ocb «y»). LleHa genennst obenx wkan nokasaHa B NIEBON HMXXHEN YacTu
TEMorpamm.

Pacneuyatka TEMorpamm u coBMeLLeHHbIX U306paxeHnn

C nomolLblo 3KpaHa OLEHKM MOXHO pacnedyataTb TEMorpammbl ¥ COBMELLEHHbIE
n3o0paxeHus.

jui 0

Ons OonbLUEN YETKOCTU MaKCUMarbHOE KONNYECTBO KpuBbIX AnA ne4vyatn — 4YeTbipe.

v' Heobxoanmo BbIAeNUTb OT OA4HOW A0 YeTbipex kpuBbix (TEMorpamm u/unu
NMPON3BOAHbIX).

* Bbibepute komaHay «lMeyaTb coBMeLeHHbIX n3obpaxeHun» (Print overlay).
nnm
* Bbibepute komaHay «IMe4vatb 4 TEM» (Print 4 TEM) 1 BBeanTe Ha3BaHue.

MpuMep pacneyaTkn 4 CoBMELLEHHbIX M300paxkeHnn TEMorpamm noka3aH Ha PucyHke 6-7.
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CucrtemMHoe nporpamMmmMmHoe obecnevyeHue

The bleeding management system

Institute ROTEM Analyser, Péntapharm
Location Device Name
L]
60 = s
40
20 ‘/F.J

e - :

o+

o

i — _ -
20 \.

\'\

40 =
50 - — =

TEM® (value x 0.5 [Ll/min])

TEH'" (value x 1.0 [1
10

fmin®2]}
20

30 40

50 min

| INTEM

EXTEM

HEPTEM

FIBTEM

PatientiD: 2IZ Demo 17
SamplelD: 05 Q07908
Mame: Catherine Dupent

sample highly heparinized

PatientID: XII Gemo 18
SamplelD: 05 007908
Mame: Catherine Cupant

sanple highly heparinized

PatientID: ZIZ Demo 19
SamplelD: 0% DOTS0B
Name: Catherine Dupoent

sample highly heparinized

FatientID: ZIZ Demo 10
SamplelD: 05 007908

Name: Catherine Dupont

sample highly heparinized

cT ;710 s [CT 4 58 s |cT 197 s |CT : 69 s
CFT i 342 s |CFT i 134 5 |CFT . 92 s (CFT > 5
a L 39 * e + 65 S |- } 72 f ! .
AS ¥ 17 mm |AS ¥ 35 mm |AS ¥ 39 mm |AS 7 mm
A0 : 33 mnm A0 : 47 mm |Al0 : 4B nm |ALO 7 mm
A20 - 45  mm |AZ0 55 mm |A20 55 mm |A20 g mm
Al 49 mm [A30D 59 mm [A30 57 om [A30 8 mm
MCF  : * SO mm [MCF 59 mm [MCF 57 mm |MCF 8 mm
IMCE 2 MCE H 143 MCE . 134 MCE : 9

6 . G ;7159 G 1 6687 G ;454

LI30 % |LI3O0 : % |LI30 % |LI30 100 %
LIGO % [LIsO % |LIGO % [LIeD : - . %
Lot H |LuT s [LOT s |LOT 5
ML - % ML . % |HML % % |HML i %
iM.IC © *4960 ALC : 5877 AUC : 5715 AUC . 2842

MAXY  : 5 HAXV 10 HAXV  : 13 HAXYV  : 6

MAXV-t: 950 s |HAXV-t: 137 5 [HAXV-t: 228 5 MXV-I.; 7 5

2005-07-05T11:49:29 ) ) tra

PucyHok 6-7: PacnevaTtka 4 coBmeLLeHHbIX n306paxkeHnin TEMorpamm
AkcnopTt TEMorpamMmm U coBMeLLEeHHbIX N300pakeHnn

Mpu BbIGOPE KOMaHOb!l «DKCMOPT COBMeELLEHHbIX n3oobpaxeHumn» (Export overlay) kpusbie
KonupytoTcsa B cuctemy annos B Buae annos .jpg. [lanee nx MoxHO KonmposaTb 13
cuctemsbl cbarinoB Ha USB-HakonuTenb.
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The pleeding management sysiem CuctemMHoe nporpamMmmMmHoe obecnevyeHue

6.4 HacTtpownku

HenocpepncteeHHO nocne yctaHoBku cuctema «KROTEM®y roToBa Npon3BoanTb U3MEPEHMS
B COOTBETCTBMM C 3aBOACKMMM HacTporkamu. HekoTtopble HacTporkn cuctemol «KROTEM®
delta» MOXXHO U3MEHUTb B COOTBETCTBUU C BalLUIMMU CTaHAApPTaMMU.

PaspeLueHMe Ha BHECEHMWE M3MEHEHWN BblaaeTcs npn Hann4nm COOTBETCTBYHOLWMKX MNMpaB
nonb3oBaTens. I'IpM OTCYTCTBUM LaHHbIX MpaB Nnosfib3oBaTesia pa3peLleH JNnlb NpoCcMoTp

HaCTPOEK.

jui @

1. 3anamTe B NyHKT rmaBHOro MeHo «Hactponkn» (Setup).

SOTkpoeTca moaynb HacTpoek ROTEM® (PucyHok 6-8).
2. OTperynupyiTe HacTponku. [NapameTpbl HACTPOEK ONMCaHbI B CNEAYIOLLMX pasgenax.
3. CoxpaHuTe n3MeHeHnsi Npu NoMoLLy KoMaHabl «Beiitn» (Quit).

ROTEM® Setup module =] x]
User setup | Online setup | Remote access | Printer setup | Test setup | Parameter setup | Comment setup Help Quit
Device name IDewce Mame Location IPentapharm Muenchen QK-Labor
institute ~ [Dettat3 | 2006-07-25 A 1s0320 2 setdock
Temperature [370°C 4 Max measurement time 15 hrs |

Pipette Additional settings | Additional settings Il
Available Necessary

¥ Automatic pipette  Patient ID =

¥ Manual pipette F r
¥ Patient name "
F Comment I
™ Birth date I
I™ sex T

2006-07-25T18.03:37 I
PucyHok 6-8: HacTtpoliku — MNonb3oBaTtensckne napaMmeTpbl HAaCTPOMKN
© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015 Ctp.6-15
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CucrtemMHoe nporpamMmmMmHoe obecnevyeHue fhe bleeding management system

6.4.1 O6Lwwme HacTponku

B BepxHeli obnacTtv akpaHa oTobpaxkaloTcs crieytoLLme Nons BBoAa U CUCKU AaHHbIX:

Mone

Homep ycmpolicmea

CopepxaHue

NaeHTndrKaunoHHbIN HOMEP B CrydYae NPUMEHEHUST HECKOMbKNX
YCTPOWCTB

Adpec, yupexoeHue

WHdopmaLmsa anst oTobpaxkeHnst Ha pacrnedaTkax

Hama, epemsi

CucTeMHble gaTta 1 Bpemsi, COXpaHeHHbIe NPy NOMOLL
«YcTaHOBKM YacoB» (Set clock)

Temnepamypa

TemnepaTypa 6roka npeasapuTenbHOro Harpeea obpasua u
TemnepaTtypa pabo4dero mecTa (B HoOpMasbHbIX ycroBusix — 37°C,
Jonyctumbin ananasoH — ot 30 go 40°C).

MpumeuaHue: YcTaHoBMEHHas 34eck TeMnepaTypa JoMmkHa
ObITb MUHUMYM Ha 5°C BbilLe TeMnepaTypbl OKpyxatoLLei
cpepbl; B MPOTUBHOM Clly4ae CUCTEMa He CMOXET NOAAEPKUBATH
HeoGXoAMMbIN paboumii pexumM TemnepaTypbl.

MakcumarnbHasi
podomKUMesIbHOCMb
usmepeHul

[MpooomKUTENBHOCTL NOMHOrO [UKMKnal namepeHust. Mo nucteyeHum
[OaHHOro Cpoka n3MepeHue npekpaTuTcs (B HOpMaribHbIX YCIOBUSAX
< 2 yacoB, Npu NPOBEAEHUN HAaY4HbIX NCCMeaoBaHWN — A0 8 YacoB)

Tabnuua 6-8: O6LLme HaCTPOWKK

B HWxHen YacTtun pacnonoXxeHbl cneaywme BapnaHTbl HaCTpOVIKVIZ

« B obnactm «[wunetka» (PIPETTE) Bbl MoxeTe BbiOpatb nnbo pyuyHyo, nmbo
aBTomatuyeckyto nuneTky. OBbIMHO MCNOMb3yeTcs aBToMaTu4eckass nuneTka; pydHas
nMneTKa NCcnonb3yeTcs NvLb Npy NPOBeAEeHUN HayYHbIX NCCIIea0BaHUN.

« B obnactu «[ononHutenbHble Hactpouikn I» (ADDITIONAL SETTINGS 1) Bbl
yCTaHaBnvBaeTe, Kakve AaHHble 0 nauneHTe He obs3aTensHbl Ans seoga (QOCTYIHbIE
CBE[LEHWA), a kakvne — obsa3atensHbl (OBASATENIbHBIE CBEOEHNA).

Mpumeyanue: [Ons uwoeHTUdUKAUMU pe3ynbTaToB U3MepeHuii B Gase OaHHbIX
HeobxoauMO BblOpaTb MUHMMYM OAHO Mone (npeanodtutensHo «MoeHmughukayus
nayueHma» vnn «®amunusi, ums, omyecmeo nayueHma). MNonsi, He BbIGpaHHbIE B
MoAyre U3MepeHnin, HEQOCTYMHbI.

Ctp.6-16
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The blecding management sysiem CuctemMHoe nporpamMmmMmHoe obecnevyeHue

6.4.2 HacTtpowka B amanoroBom pexume

B meHio «HacTtporka B ananorosom pexume» (ONLINE SETUP) cogepxaTtcsi HaCTpOWKn
ONsl yCTaHOBMeHUss coeauHeHus mexay cuctemon «ROTEM® delta» n nabopaTopHon
nHopmaumoHHomn cuctemon (JTINC).

OkHo cocTouT n3 Tpex obnacten (PucyHok 6-9):

Transfer Protocol

IV Real time XML
¢ DOS compatible

& XML + TEM-Graphs

Serial interface

Serial interface | com |
Character set [ANsI Code |
Baud rate | 115200 =l
Parity [none

Data bits (8

Stop bits [1

PucyHok 6-9: Hactponku — HacTporika B AnanoroBoM pexume

Mepepnayva pe3ynbTaToOB U3MEpPEHUI B pearibHOM macwTabe BpemeHu (o6nactb 1)

B obnactn 1 Bbl MOXeTe yCTaHOBUTb aBTOMATUYECKUN PEXUM nepefadv pesyrbTaToB
namepeHu B JIMC nocne coxpaHeHusi pesynbtaToB namepeHun (Faea 5.4.3).

Bbi60op npoToKona nepenayun gaHHbIX (o6nacTb 2)

B o6nactu 2 Bbl BbIGMpaeTe NpoTOKON Nnepeaayn AaHHbIX. B HacTosilLee Bpemsl AeiCTBYIOT
crenyolLmMe NpoToKorbl nepeaadn aaHHbIX (MpunoxeHue F):

- XML: c nomoLLbto gaHHOro NPOTOKOJ1a NepenarTca BCe p,emorpacbvlqecme OaHHble N
BCE€ KOJINYECTBEHHbIE 3HA4YEHNA I/I3Mep6HI/II7I.

- CoBmectumble ¢ DOS: TouHas konust npotokona B Bepcun «ROTEG® 05 Software
Version 2.98»

- XML+TEM-Graph: ¢ nomMoLLblo AaHHOro NpoToKora, MOMUMO AeMorpadnyeckmx
OaHHbIX 1 YMCNOBbIX 3Ha4YeHun, nepegatotca TEMorpammel.

PaspabaTbiBaeTcst NPOTOKOM, COBMECTUMbIN cO cTaHaapToM ASTM.

© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015 Ctp.6-17
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CucrtemMHoe nporpamMmmMmHoe obecnevyeHue fhe bleeding management system

YcTtaHoBKa napamMeTpoB nepeAayvu AaHHbIX Ans nocnefoBaTenibHOro MHTepdeica
(o6nactb 3)

B obnactu 3 Bbl MOXeTe 3aaTb NapamMeTpbl Nepeaaqn AaHHbIX AN nocrenoBaTernbHbIX
nHTepdericos. CTaHgapTHbIe NapameTpbl:

MapameTp Mo ymonyaHuro
MNMOCNENOBATENbHbIV MHTEP®ENC COM

HABOP C/IMBOJIOB ANSI

CKOPOCTb MNEPEJAYM OAHHBIX B BOOAX 115200
YETHOCTb He 3agaHa

BUTBI JAHHbIX 8

CTOM-BUTHI 1

Tabnuvua 6-9: MapameTpbl Nnepeaayy AaHHbIX
6.4.3 YpaneHHbIn focTtyn

MporpammHoe obecnedeHme cuctemol «KROTEM® delfa» no3BonseT nepegaBatb TEKYLUMNA
BWA, 3KpaHa no BupTyanbHon koMmnbioTepHon ceTu (VNC) Ha gpyroi KomnbloTep B npegenax
ogHou nokanbHon cetn (LAN).

OGpaTntecb kK agMUHUCTpaTopy ceTu Ao nepedayn gaHHbix no VNC B nepBbii pas.
MoppobHble nHCTpykumm no yctaHoBke cepeepa VNC cogepxaTtca B MNpunoxennn E.

jui 0

B meHto «YpaneHHbin goctyn» (REMOTE ACCESS) (PucyHok 6-10) HaxoaaTcst napameTpbl
[ANs YCTAHOBIEHNSI COEAMHEHNS MO BUPTYarbHOW KOMMbIOTEPHOW CETU.

1. Ecnn cepeep BKkoYeH, akTuBmpyiniTe KomaHgy «OcTtaHoBUTbL paboTy cepepa» (Stop
server) ons UaMeHeHus napameTpoB.

2. 3anyck nporpaMmmMbl Ans YCTaHOBIEHUS COEAUHEHUS MO BUMPTYarlbHOWM KOMMbIOTEPHOM
CeTu Npou3BOOUTCS B COOTBETCTBUM C OTOGPaXKaeMbIMi HACTPOMKaMM MO YMOYaHMIO.
Ecnn paspelueHne Ha OOCTYN K BUPTYarnbHON KOMMbIOTEPHONW CeTU NpedocTaBreHo
NWLWb ogHOMY KOMMbloTepy, To BBeanuTe |P-agpec gaHHOro KoMnbloTepa B Nnore BBoda
AaHHbIX «Macka nogcetu» (Netmask) u BbiGepuTe BapnaHT «EQUHUYHBIA gocTyn»
(SINGLE ACCESS).

3. B cnyyae aBTOMaTUYECKOrO YCTaHOBIEHUSI COEAMHEHMNS Npu 3anycke cucteMbl K ROTEM®
delta» npoBepbTe BbIGOP COOTBETCTBYIOLLLENO BapnaHTa HaCTPOKK.

The Remot Access Server is currently running! The current
settings are shown below

If you want to change the settings please stop the server
first.

Stop server I

¥ wHC: Automatically start server at ROTEM start-up.

PucyHok 6-10: HacTponku — YganeHHbIn 4ocTyn
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The bleeding management system

6.4.4

6.4.5

HacTpoWkn npuHTepa

CuctemMHoe nporpamMmmMmHoe obecnevyeHue

lMpenycmoTpeHa BO3MOXHOCTb BbIBOAA PE3YrbTaToB M aHann3a naMepeHuin Ha nevatb unm
nx coxpaHeHus B cpanne. B nyHkte meHio «Hactpowku npuHtepa» (PRINTER SETUP)

OTKpbIBAETCS COOTBETCTBYIOLLIEE OKHO HAcCTporkn (PncyHok 6-11).

& Choose printer

EP_Stylus_C86_[USB][A4]
EP_Stylus_C86_[USB][LETTER]
HP_B_Inklet_1100_[PARI[A4]
HP_B_Inklet_1100_[PAR][LETTER]
HP_Deskjet_3650_[USB][A4]
HP_Deskjet_3650_[USB][LETTER]
HP_Deskjet_5652_[USB][A4]

= " [USB][LETTER]
HP_Deskjet_5740_[USB][A4]
HP_Deskjet_5740_[USB][LETTER]
HP_Deskjet_610C_[PAR][A4]
HP_Deskjet_610C_[PAR][LETTER]
HP_Deskjet_640C_[PAR][A4]

¢ Print to file
& Colour  Gray scale

I Include normal values

PucyHok 6-11: HacTporiku — HacTpowiku npuHTepa

MevaTtb

v K cucteme noacoeamHsaeTcs NpuHTep.

v Pexxnm «[MeyvaTsb B dpanin» (PRINT TO FILE) He aktuBupyeTcs.
1. AkTnBupynTe pexmm «Bbibop npuHTepa» (CHOOSE PRINTER).

2. BbibepuTe NpUHTEp M3 Cnncka.

3. Boibepute BapuaHT nevatu B usete (COLOUR) (pekomeHOyeMbl BapnaHT) unu

HenTpanbHo-cepon wkane (GREY SCALE).

0T06pa)KeHVIe HOpManbHbIX 3Ha4YeHU uccrnegoBaHUM npv ne4vyaTtu

v B napameTtpax nccrnegoBaHumn YKa3aHbl HOpMalibHbl€ 3Ha4Y€eHUA.

1. AKTMBMpYITE pexnm «Bknountb HopmanbHble 3HaveHusi» (INCLUDE NORMAL

VALUES).

'—'Hopmaanble pes3ynbTaTthbl nccregoBaHuin 0T06pa>|<ar0Tc;| BMeECTE C pesylnbTatamMmu

N3MepPEHNIA.

HacTtpoiika BuaoB uccregoBaHum

B wmeHw «HacTtponku BugoB wuccnepgoBaHun» (Test setup) MOXHO yCTaHOBUTb
KOH(UrypaLmio CrnMcKoB MMEIOLLMXCH BUOOB WCCrENOBaHUA W BBECTU HOPMasbHble

3Ha4YeHun4.

Bbl60p BUAOB BbINOJIHAEMbIX UCCrie4oBaHUN

B napameTpax namepeHuin onpenensitoTcs xenaemble BuObl TECTOB AN KAXKAOro N3MEPEHUSI.
B meHo «Bbibop BnaoB nccnegosanuny (TEST SETUP) MoxHO onpegennTb, kakue Buabl
nccnegoBaHUin BXOOAT B A@HHbIA CMIMCOK U B KAKOM NMOPSiAKE OHW NOSIBMASOTCH B CIINCKE.

1

[aHHas HaCTpOVIKa BIMUAET NULWb Ha MOAYIb I/I3Mep6HI/II7I, a He Ha 683y OaHHbIX.

© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015
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thromboelastometry

CucrtemMHoe nporpamMmmMmHoe obecnevyeHue fhe bleeding management system

1. AkTuBmpywTte pexum «Bbibop Buaa nccnegosaHus» (Test selection).
—>OTKpoeTCs OKHO Bbibopa Buaa nccnenosaHus (PrcyHok 6-12).

2. OTmeTbTe HeobXxoaMMbIM BUA McCCreoBaHus B cnncke «Buabl nccnemoBaHMn»
(TESTPOOL).
> AKTUBMpPYeTCSA BbiAeneHne BoIbpaHHOro BUaa CCNefoBaHus.

3. MNepemecTuTe faHHbIV BUA UCCNEN0BaHMS B CNNCOK « BbIGBpaHHbIN BUA uccrnegoBaHUs»
(TEST CHOSEN) npu nomowum komaHgbl «CTpenka BnpaBo» (<Arrow right>).

4. MNoBTOpSAIniTE Warn 2 n 3 oo Tex Nop, Noka B CNUCOK «BblGpaHHbIN BUA UCCrnegoBaHUS»
(TEST CHOSEN) He 6ygyT BKIHOYEHbI BCE HEOOXOANMBIE 3NTEMEHTHI.

I—’,D,aHHbIe BMAbl NccriegoBaHnAa MOXHO 3aaTb B MEHHKO «I'Iapameprl M3MepeHMﬁl».

5. na TOro 4ToGbI NEPEMECTUTbL INEMEHT MO CNWCKY, BbIAENUTE OAHHBLIA SNEMEHT ”
nepemectute ero B Tpebyemoe nomnoxeHue npy noMoLLm komaHg «CTpenka BnpaBo»
(<Arrow right>) nnn «Ctpenka BHu3» (<Arrow down>).

MpumeyaHue: lNepBbii aNEeMEHT cnucka NosiBUTCA B MoAyrne UsMepeHun B kaHane 1,
BTOpOM — B KaHane 2 u 1.4. [Npn BbIbOope MeHee YeTblpex BUOOB UCCIEAOBAHUS OHU
MOBTOPSAIOTCA B MOCNef0BaTENbHO MAYLLMX KaHanax B 3a4aHHOM MOpsiaKe.

Mpu nomowwm komaHabl «OuncTutb Bece» (Clear all) yganseTtcsi cnncok BblIGpaHHbIX
BMAOB uccrnenoBaHun. Npy nomowm komanabl «CTtpenka BneBo» (<Arrow left>) u3
crnvcka yaansitoTcs BblAENEHHbIE BUAbI UCCNEA0BAHNN.

jui 0

ROTEM® Setup module =1
{User setup || Online setup | Remote access | Printer setup | Test setup  Parameter setup | Comment setup Help Quit
Normal values § Test selection
Test pool Test chosen |
HIEXTEM 1 |
HINATEM EXTEN
HIAPTEM INTEM
HIFIETEM FIBTEM
ECATEM APTEM
:g:;‘*‘ HEPTEM
exROTROL-N
IROTROL P —I mIROTROL-N
exROTROL-P ] | MATEM
! I
2006-07-25T18:06:18 |
PucyHok 6-12: HacTtpowiku — HacTpoika BMAOB UccneaoBaHum
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The pleeding management sysiem CuctemMHoe nporpamMmmMmHoe obecnevyeHue

Onpe.qenel-wle HOpManbHbIX 3Ha4YeHUM

[Onsa oueHkn pesynbTaToB M3MEPEHUIN MOXET ObiTb LlernecoobpasHbiM CpPaBHUTL KX
C HopMmanbHOM OOnacTblo 3HaYeHUW uccriegoBaHui. Mo ymonuyaHuio 34ecb 3adaHbl
HOopMarbHble 3HayeHust napameTpoB cucteMmbl «ROTEM®y». Ecnu B MHCTPyKUMSX MO
NMPYMEHEHNIO peareHTOB CoAepXuTcs OOHOBMNEHHas MHgopMaumsa No HopMasnbHbIM
3HaYeHVAAM NapameTPOB, AaHHbIE 3HAaYEHNA HEOOXOOUMO HAaCTPOUTL B MEHIO «HopmaribHble
3HayeHnsa» (NORMAL VALUES).

1. BonanTe B MeHo «HopManbHble 3HaueHus» (Normal values).
—>OTKpoeTCs OKHO Ans Bbibopa B1AoB uccregosaHuin (PucyHok 6-13).

2. BblbepuTe HeobxoavMbIN BUA UCCNIE[0BaHNS B cnnucke «HopManbHble 3HavYeHns Ans:»
(NORMAL VALUES FOR:)

3. BBeanTe KOHTPOSbHbIE 3HaYeHMs NS KaXaoro napameTtpa B ctonbuax « HuxHun
npegen» (LOWER LIMIT) n «BepxHun npegeny» (UPPER LIMIT).

4. lNoaTBepAnTe KaxabI 3NEMEHT CNM1cKa Npyu NOMOLLK KomaHabl «BBoa» (<Enter>)
(cnepytowasn ctpoka) unu « Tabynsauma» (<Tab>) (cnegytowuin ctonbew).

Mpu akTMBaummn koMaHabl «OunctnTby» (Clear) yoanstoTcs Bce HOpMaribHble 3HaYeHUs
0N BbIOPaHHOro Crnncka.

jui 0

ROTEME Setup moduls =] %]
User setup | Online setup | Remote access | Printer setup | Test setup  Parameter setup | Comment setup Help Quit
I Mormal values Test selection
Normal values for EXTEM =l
INROTROL-P -
- exROTROL-P i
parameter  [Lowerlimt  [ugd . o) |
L fer 8
|2 JOFT 34 |FIBTEM
13 e 63 |APTEM
4 |cre HEPTEM
5 [as ©XROTROL-N
I laio 4 [iInROTROL-N ||
E e an | NATEM >
8 a2 50 7
3 |axs 50 72
I A30 |
11 |mcF 50 72
12 |acF
13 |mcre
14 |mce
15 |c
AR AR
i ARID
18 |aris
T |
Clear |
2006-07-25T18:0730 |
PucyHok 6-13: HacTtponku — Beibop BUAoB MccnegoBaHuia
© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015 Ctp. 6 - 21
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CucrtemMHoe nporpamMmmMmHoe obecnevyeHue fhe bleeding management system

6.4.6 HacTtpoiika napameTpoB

Mpn oTobpakeHnn TEMorpamm cCooTBETCTBYHOLLME NapaMeTpbl OTOOpaKalTCs B MOPSIAKE,
yCTaHOBfIEHHOM B MeHIo «HacTpowikn napametpos» (PARMETER SETUP).
1. Bongute B MmeHo «HacTpownkn napameTtpoB» (Parameter setup).

—>OTkpoeTcst OKHO Ans BblOOpa nopsiaka crnefoBaHns napaMeTpoB Afs YyMEHbLUEHHOrO
n3obpaxeHus TEMorpamm (SMALL TEM), yBenuueHHoro naobpaxenns TEMorpamm
(LARGE TEM) 1 ne4yatn TEMorpamm (PRINT TEM) (PucyHok 6-14).

2. MNpwn nomoLum komaHg «Ctpenka BnpaBo» (<Arrow right>) n «Ctpenka BHU3» (<Arrow
down>) BblAENMTE NapaMeTpbl 1 NepeMeLLanTeCh B COOTBETCTBYIOLLEM HaNPaBMNeHUN.

ﬂpumeanMe: BCKO6KaxyKa3aHO MaKCMalibHOEKOMIN4YeCTBO NapamMeTpoB, 0T06pa>|<aeMb|x
Ha 3KpaHe Ui B pacrie4yarTKe.

X!

ROTEM® Setup module

{User setup | Online setup | Remote access | Printer setup [ Test setup | Parameter setup Comment setup Help Quit

small TEM (9 Large TEM (all) Printer TEM (7 / 14)

i 1 1

cT = cT = cT =
CFT CFT CFT

o o o

AlD AlD AlD

A20 AZ20 AZ20

MCF MCF MCF

ML ML ML

LI30 LI30 LI30

Li45 LI45 LI45

Lis0 LI60 LI60

MAXY MAXY MAXY

MAXV-E fo MAXY-t fo MAXY-t fon
AUC AUC AUC

MCE MCE MCE

MCFt MCF-t MCF-t

CFR CFR CFR

LoT LoT LoT

CLR CLR CLR

LT ;I LT ;I LT LI

2007-08-21T12:25:.07
PucyHok 6-14: HacTtpoikun — HacTponku napameTpoB
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The blecding management sysiem CuctemMHoe nporpamMmmMmHoe obecnevyeHue

6.4.7

HacTtpoiika kommeHTapueB

B nyHkte MmeHw «HacTtponka kommeHTapues» (COMMENT SETUP) mMoxHO BBOAWTH
AOMNOMHMTENbHYO MHPOPMaLMIO 41151 NOBTOPHOIO NCMOMb30BaHUS — HAaNpuMep, pe3ynbTaThl
KMMHUYECKNX MccneaoBaHuin U anarHosbl. B ganbHenwem gaHHble TeKCTOBble Mo3vLmum
AOCTYNHbI B MOAYre naMepeHnii B none cnucka «KommeHtapuiny (COMMENT).

1. AkTnBupynTe pexnm «Hactponka kommeHTapueB» (Comment setup).
OTKpoeTcs OKHO Ansi BBO4A KOMMEHTapUEB.

2. BBeoute TekcrT.

3. MNMoaTeepanTe NpaBUbHOCTL BBOAA NPW NOMOLLM komaHabl «BBog» (<Enter>).
TeKCcT BBOOUTCS B CMMCOK.

4. MNpunomowm komaHa « CTpernka BBepx» (SArrowup>)n «CtpenkaBHU3» (<Arrow down>)
BblENUTE KOMMEHTaPUM U NepeEMeLLIaNTECH B COOTBETCTBYHOLLEM HarpaBreHun.

jui 0

Mpy akTnMBaummn koMaHabl «OUncTUTL» (Clear) BbiaeneHHble KOMMEHTapUM yaansoTCs
13 crucka.

6.5

O6cnyxuBaHue

jui 0

PaspellieHne Ha BHECEHNE 3MEHEHUI BbIOAeTCs Npy HanM4numM COOTBETCTBYIOLLNX NpaB
nonb3osaTens. Mpu OTCYTCTBUM AaHHbIX NPaB Mofb30BaTens paspeLleH Mullb NPOCMOoTP
HaCTpPOEK.

6.5.1 MyHKT MeHo «MHDOpMaumua»
B nyHkTe meHto «MHdopmaumay (INFORMATION) cogepXuMTcs CNMCOK YCTaHOBIEHHbIX
KOMMOHEHTOB MporpaMmmMHoOro obecneyeHus.
ROTEM® Service module
nformation Settings Screenshot
2: Library version: LibROTEM: 20070213-rawlog [default - 1000]
4: Protocol version: 0
6: Backend version:
8: Frontend version: FrontEndService: 1.5.3
10: Database version: 1.20
12: Language version: 109
PucyHok 6-15: O6cnyxumBaHune — MiHdopmaums
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The bleeding management system

CucrtemMHoe nporpamMmmMmHoe obecnevyeHue

6.5.2 HacTtpownknu

B meHwo «Hactporikuy (SETTINGS) rpaduveckoe nszobpakeHue 3anncaHHOro noToka
OaHHbIX NO3BOMSAET OLEHUTb NpoLecc (hopMUPOBaHNS NEPBUYHBLIX AaHHbIX. Ecnn kpuBas
oTObpaXxaeTcs KpacHbIM LiIBETOM (MOBEPX YEPHOI0), TO MOTOK AaHHbIX 3anucaH BepHo. Ecniu
KpacHble N YepHble NMHUM NONHOCTBLI0 HEe COBMNaAaroT, 3TO NPU3HAK TEXHUYECKoro cbosi.

KOHTpOnbHble 3Ha4YeHWsi KaHanoB (MPUPOCT) U BENWYMHbLI MOMPaBKM Ha TemnepaTypy
(cmeweHune) ycTtaHoBneHbl Npu usrotosneHnn. Casur no dase, amnnurtyga konebaHus,
LleHTparnbHasi ToYka U OTKIIOHEHWE — MapameTpbl, Aalolye CBEAEHUSI O MEXaHWYeCKMX
n ontnyecknx yHkuMax cuctembl. OHM Heobxoaumbl Ans Toro, 4ToObl cneunanucTbl
OLIEHNNMN HeobXO0OMMOCTb 3aMeHbl LIapoBbIX OMNOP WMNU APYrMX KOMMOHEHTOB CUCTEMbI
(Cmaea 8.2.3).

[NeyaTtb oT4yeTa npon3BognTCAa npun akTtnBaunm KOMaHObl «lMevatb oT4eTa» (Print
report). I'IpM HalnM4ynn TexXHN4YeCcKnx HeMCHpaBHOCTeVI OT4YEeT MOXHO HanpaBUTb B CJ'Iy)K6y
TEXHUYECKoMn nogaepXxku.

X

ROTEM® Service module

Help Quit

Settings Screenshot

Phase shift: -149951

Print report |

Gain channel 1
Amplitude: 4446

1 Temp. offset 1:
Center: 284

Variance: 5565

Lt Gain channel 2 Phase shift: -149884

VL AAAN
f L ‘I ; \,T:mp.oﬁsetz:
j J \

|

i |
Lt ] U U TS 2:

o

LM Hﬂ

Amplitude: 4469

Center: -138

Variance: 5577

Phase shift: -149942 Temp. pre-warm

2008-08-07T10:3251 | Temp

erature: 37.0°C |

Line 2 7 —
rx‘ & ‘,—\ ﬂ i Gain channel 3 391 = ﬂ
i ! & P ‘\ Amplitude; 4458
; L i Y 1Y Temp. offset 3: - :
L,J \_‘i‘ \_}! i | I p ~|  Center:-305 TR
' ‘ Uy
J J L‘ Taa: Variance: 6379
Period: 4783
e S0 =le s &|  Phaseshit 150158
H 1 F‘ [.‘\ Amplitude: 4372 Phase: 173857
1 ! ! g 1 !} Temp. offset & r
| [ ! ,J Fa > Center: 251
! |
| \_’ U Variance: 7302

10 2] 5 af e

PucyHok 6-16: O6cnyxuBaHne — HacTponku

(TmaBa 6.2.4).

jui 0

CHUMKM 3KpaHa MOXXHO AenaThb Npu akT1Baummn koMaHabl « CHUMOK akpaHay (Screenshot)
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The blecding management sysiem CuctemMHoe nporpamMmmMmHoe obecnevyeHue

6.6

PyHKuuna «Liquitrans»

®yHkums  «LIQUITRANS» nossonseTr MOMOMHWTL 3anac peareHToB  (CMoTpuTe
COOTBETCTBYIOLUME MHCTPYKUMM MO 3kcniyaTtaumm). OHa nossonsieT HabpaTb B NMNeTKy

n

1.

w

060l 0OBEM XNOKOCTN NPU NMOMOLLY aBTOMATUYECKOW MUMNETKN.
AkTuBupymnTe pyHkUMio «Liquitransy».

> OTKpoeTCA OKHO ANs BBOAA Benu4YMHbl obbema XMUOKOCTU AN NUneTMpoBaHus
(PucyHok 6-17).

. BBeanTte BennunHy obbema xmakoct Ans nuneTupoBaHnst B MUKPOSIUTPAX.
. MopTBepauTe npy nomowm komanabl «Havatb» (Start).

. Habupaite B nMneTky HeOOX0AMMbI 0O BEM XUOKOCTU B COOTBETCTBUMN C UHCTPYKLMAMN
Ha 3KpaHe [0 TeX Mop, Noka He nosiButcsi coobuieHne «fotoBoy» (READY).

Mpumeyvanue: Xungkoctb o6bemom o 300 MK MOXHO HabupaTtb B NUNETKYy 3a OAMH
pas; 66nblMe 06BbEMbI HEOOX0AMMO pa3nensiTb Ha MeHblune nopunn. MUuHMManbHbIA
obbem ang nuneTnpoBaHusa — 10 Mk.

. 3aBepLunTe onepaumio Npu nomoLLm kKomaHabl «CaenaHo» (Done).

Erster tha wnlume b5 b trasslened and peesi START

M e ™ O |

PucyHok 6-17: ®yHkums «Liquitrans» — 06bem xnakocTv 4nst TMNeETUPOBaHUSA

wehies rarviferved S0l of 300

LT T LT TR LRI

pieer fom peec |

PucyHok 6-18: ®yHkumsa «Liquitrans» — npouecc
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CucremHoe nporpamMmmMmHoe obecneyeHue The bleeding management system

6.7 Cucrema channos

Bce cucteMHble AaHHble, AaHHblE O MauMeHTax 1 pesynbTatax MU3MepPeHUn, B TOM Yncne
WHCTPYMEHTanbHble CPeACTBA aAMUHUCTPUPOBAHUS, XPaHATCS HaKECTKOM ANCKE B CUCTEME
dhavinos, koTopas nogpasfenseTcs Ha MHCTPYMEHTanbHbIE CPEACTBA aAMUHUCTPUPOBaHUS
(ADMIN TOOLS) n cpeactsa B3anmogencTans nons3osarens ¢ 3BM (USER).

PaspelueHne Ha paboTy ¢ UHCTPYMEHTamnbHbIMU CPpeAcTBaMU agMUHUCTPUPOBAHUS
BblAaeTCs NpU HaNM4YnM COOTBETCTBYIOLLIMX NPaB Nofb3oBaTers.

jui 0

6.7.1 UHcTpyMeHTanbHbIEe cpeacTBa aAMUHUCTPUPOBaHUS

B cucteme «ROTEM® deltay npegycMOTpEHO HanMyMe BOCbMU MHCTPYMEHTamNbHbIX
CpeacTB aAMUHUCTPUPOBAHUSA CUCTEMDI.

» Pe3epBHoe KonnpoBaHune 6a3bl JaHHbIX
» BoccTaHoBneHue 6a3bl aHHbIX

» Hactpoiikn cuctembl «KROTEM® Deltay
* HacTpowiku npuHTepa

* CEeHCOpHbIN 3KpaH

» OTOBpakeHme XXypHarnoB permcrpauum
* Beoa napong

* [lncneTtyep nonb3oBatenen

Pe3epBHOe konupoBaHue 6a3bl JaHHbIX

Cnep,yeT peryndapHo npon3so4nTb pe3epBHOE KonmnpoBaHMe 0asbl JaHHbIX.

I'Ip00b6a cobntogaTb NnokanbHble npasuna nepnoanyHoOCTn pe3epBHOIo KonmpoBaHUA
0asbl gaHHbIX. B uensx 6e3onacHocT He0bxoaMmo B obsi3aTerlbHOM nopAaake XpaHnUTb
OBe rnocrnenoBatesibHble pe3epBHbIE KOMUN.

jui 0

. AkTnBnpynTe komaHay «PesepBHOe konupoBaHue 6a3bi gaHHbIX» (DB-Backup).
. BctaBbTe USB-HakonuTens.

. BorianTe B nyHKT MeHo «Havamb pesepsHoe kornuposaHue» (START BACKUP).

. MopTBepamnTe Nnpy nomoLm koMmanabl «BeBog» (<Enter>) nnm OK.

b MponsBoauTCcs pe3epBHOE KOMUPOBaHMe 6asbl AaHHbIX W BCEX HACTpPOek
yCTpOMNCTBA.

MpumeyaHue: MNapameTpbl HACTPOEK MPUHTEPA HE COXPaHSIIOTCS.

B okHe oToGpakaeTcs MHopMauus 06 ycrelHOM 3aBepLUEeHUN Pe3epBHOro
KOMMPOBaHMSI.

S PesepBHas konusi coxpaHsieTcss Ha USB-HakonuTene nog umeHem «Backup
Serialnumber.tgz».

5. 3aBepwnTe gencteus, Haxas «BBog» (<Enter>) nnm OK.
6. Mi3Bneknte USB-HakonuTens.

A WN =

MpumeyaHue: Pe3epBHble KOMUM C WOEHTUYHBIMW WMMEHaMK Mepe3anuchbiBaloTCs.
MepenuwmnTe ckonnpoBaHHble hannbl ¢ USB-HakonuTenst Ha KOMMbIOTEP U NEPENMEHYITE
nx, Hanpumep: «Backup Date_Serialnumber.tgz».
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The pleeding management sysiem CuctemMHoe nporpamMmmMmHoe obecnevyeHue

BoccTtaHoBneHue 6a3bl AaHHbIX

®yHKUMS BoccTaHoBMNeHNs 6a3sbl AaHHbIX (DB-RESTORE) no3sonsieT BOCCTaHOBUTL
coxpaHeHHyto 6a3y AaHHbIX.

jui 0

BoccraHoBnenne 6a3sbl gaHHbix (DB-RESTORE) Bcerga cBsi3aHO C NOTepen AaHHbIX,
chopMMpPOBaHHbIX CMOMEHTaMNoCNeAHerope3epBHONOKONMPOBaHMS 10 BOCCTAHOBNEHUS -
crnefoBaTernbHO, ero creayeTt Npon3BoaUTL NWLLb B Clyvae KpaHen HeobxoaMmMocCTy.

jui 0

Ba3sbl AaHHbIX MOXHO BOCCTaHaBNMBaTb NULLbL B TOM clyyae, ecrniv panny ¢ pesepBHOn
Konuewm npucBoeHo ncxopgHoe mmsi «Backup_Serialnumber.tgz». Mpn HeobxogumocTn
nepevMmeHymnTe cann.

. HaxxmuTe Ha kHonky «BoccTtaHoBneHne 6asbl AaHHbIx» (DB-Restore).

. BctaBbTe USB-HakonuTens.

. Beeante START RESTORE.

. MoaTtBepauTe npu nomowwm kKomaHael «BeBog» (<Enter>) unu OK. “lNpounssogutcs
BOCCTaHOBIeHMe 0a3bl AaHHbIX.
B okHe oTobpaxaeTcs nHpopMauus 06 yCrnewHOM COXpaHEHUN.

5. 3aBepwnTe genicteus, Haxas «BBog» (<Enter>) nnmn OK.

6. N3eneknte USB-Hakonutens.

7. NepesarpysnTe cucTemy.

A WON =

HacTtpoikn cuctembl «kROTEM® Delta»

B f@aHHOM NMyHKTE MEHI0 Bbl MOXETE N3MEHUTb HEKOTOPbLIE NapaMeTpbl HACTPONKN CUCTEMBI
«ROTEM® Delta» (npu HanuyMm COOTBETCTBYIOLLMX MpaB Nofib30BaTens).

I'Ipwmeqal-wle: [ns akTnBaummn Bcex N3MEHEHNIN Tpe6yeTc;| nepesarpyska CUCTEMbI.

jui 0

I'Iapameprl HaCTpOVIKVI MOTYT USMEHATDb JNLLb OMNbITHbIE MOJ1Ib30BaTESN.

HacTtpoliku npuHTepa: ycTaHOBKa HOBOro ApanBepa NpuHTepa

[ns npuHTEepoB, nocTaenseMbix komnanunen « TEM Innovations GmbH», Heobxoanmblii
OpanBep npuHTEpa HaxXoanUTCA B rpynne ApanBepoB, YCTAHOBIIEHHbIX N0 YMOMYaHUO
(Tnasa 6.4.4).

jui 0

Mpw oTcyTCTBMM B cnncke Heobxoammoro apariBepa npockba 0bpaTnTbCs 3a CBeAEHMSAMN
O pe3epBHbIX gpariBepax K Npou3BOAUTEMN MPUHTEpA, HaWTU UHopmaumio B Gase
OaHHbIX No agpecy B cet WHTepHeT http://www.linuxprinting.org/ nnn obpatntbcsa k
MEeCTHOMY npoBanaepy.

[nsi ycTaHOBKM HOBOIO ApaviBepa NpuMHTepa BbIMOMHUTE CriegytoLme waru.

1. 3arianTe B NyHKT MmeHo «HacTponkn npuHTepa» (Printer Setup).
SBbynet npounsseeH 3anyck moayns ynpasnernus KDE.

2. Haxmute «Job6aButb» (Add).

3. BbibepuTe nyHKT MeHto «[Jo6aBnTb npuHTep/knaccy» (ADD PRINTER/CLASS).
SBynet npousseaieH 3anyck Moayns onepaTMBHON MOMOLLM MO YCTaHOBKE.
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CucrtemMHoe nporpamMmmMmHoe obecnevyeHue fhe bleeding management system

4. Haxmute «danee» (Next).
. BbibepuTte nHTepdenc B COOTBETCTBUM C KOHPUTYpaLMEN NMPUHTEPA.
6. Haxmute «danee» (Next).

v' [pon3BoaunTCst BbIGOP NOKaNbLHOrO NpUHTEPA.

7. Bbibepute BapnaHT «USB-npuHTep» (USB PRINTER) unu «[MopT napannensHoro
nHtepdenca» (PARALLEL PORT).

MpumeyaHne: BHEKOTOPLIXNPUHTEPaXyCTaHOBNEHbI0banHTepdelica. EcnnyctaHoBneH
USB-npuHTEpP, TO MOXHO YCTaHOBUTL Nuiib USB-coeguHeHne (1 HaoboporT).

8. Haxmunte «[danee» (Next).
9. BblbepuTe npon3BoanTENs U TUMN NPUHTEpA.
10. Haxxmute «danee» (Next).

bYcTaHoBKa ApaniBepa NpuUHTEpa 3aBepLueHa.

(83}

11. 3angnte B NyHKT MeHo «HacTpounku» (Settings) n nponssegnte COOTBETCTBYHOLLME
N3MEHEHMS.

12.MopgTtBepauTe BBOA, HaxkaB OK, n HaxmnTe «[anee» (Next) B cneayoLwmx OkHax.
13. Mpucsonite npuHTEPY MMs B OkHe «O6Lwwme ceegeHnsa» (GENERAL INFORMATION).
14. Haxxmute «Oanee» (Next).

15.MNpoBepbTe BBeAeHHbIE AaHHble B okHe «[loaTteepxaeHne» (CONFIRMATION).

MpumeyaHume: [Npy HEOOXOANMMOCTN BHECTU AaNbHENLUNE U3MEHEHMS HaxxMmuTe «Hasag»
(Back).

16. 3aBepwumTe gencrtausa (Finish).
17. 0603Ha4bTE NPUHTEP Kak CTaHO4APTHbIN:
- HaxmuTe npaBon KHOMKOW LLApOBOro MaHumnynsatopa Ha umMs npuHTepa.

- BblbepuTte komaHay «YCTaHOBKa MOCTOSAHHbIX HacTpoek nornb3oBartens» (SET AS
USER DEFAULT).

- HaxmuTe npaBon KHOMKOW LLApOBOro MaHUnynsatopa Ha uMs npuHTepa.

- BblbepuTe komMaHay «YCTaHOBKa foKanbHbIX HAacTpoek nonb3osatens» (SET AS
LOCAL DEFAULT).

18. NoaTtBepanTte, Haxas OK.
CeHCOpHbIN 3KpaH

B Cly4ae HapyLeHua aktmesauunn nonewu BBoAa Ha CEHCOPHOM 3KpaHe 3KpaH Heobxoanmo
nepeHacTponTb.

1. CnepywnTe NHCTPYKUMAM Ha 3KpaHe.
OToGpaxkeHue XXypHanoB perucTpaumm

B perucrpauMoHHOM crincke codepkaTcsl CBeAeHMs O Nnuuax, KoTopble UCMonb3oBanu
060pyaoBaHMe B KOHKPETHBI MOMEHT BPEMEHM.

BBopg napons

B oaHHOM MeHI0 KaxabIi NoNb3oBaTeNb MOXET BBECTU CBOW NapOrib.

1. BBeguTte TekyLmii naponb 1 noateepanTe ero, Haxxas OK.

2. BBeguTe HOBbIN Naponb 1 NoaTeepanTe ero, Haxxas OK.

3. BHOBb BBEAMTE HOBLIN Naposib U noaTBepanTe ero, Haxas OK.
>Coo0LLeHMEe 0 COCTOSHMN MOATBEPXKAAET YCNELHOCTb U3MEHEHNS Mapons.
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fhe bleeding management system CuctemMHoe nporpamMmmMmHoe obecnevyeHue

B cny4ae ecnu napornb 6bin 3abbIT, Npocb6a 06paTUTLCS K CUCTEMHOMY aAMUHUCTPATOPY.
HasHadaTb HOBble Napofv MOXET MLLb CUCTEMHbIA aAMUHUCTPATOP.

jui 0

.El,ucnequp nonb3oBaTernen

C nomowbl MHCTPYMEHTamnbHbIX cpenctB  «Oucnetdyep nonb3oBatenen» (USER
MANAGEMENT) MOXHO BBOAWTb B CUCTEMY HOBbIX NOMb30BaTenemn n nx naponu. MoxHo
BOCCT@HOBUTb Maponun AencTByoWwmnx nonb3osartenen. B Tabnuue 6-10 npueBeaeH o63op
nepapxumu nNpae Nonb3oBaTenen 1 ynpasneHns Naponsamu.

n
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S |8 |og| okl S| S8<|SE || w]|o|lS|eC|sg|0|T|oc|alalsSalss|ca
o | © tug T 5 log ol [>|o]|lo|le|sr|oc|P]|alld| | gm og|o®
S | |[ZE|IZO|OL|OoZ|00o |e|a|m|C|I ¥ |2T|D|wu|OalC|C Cl|lcc|CcC
Cepgep 2 x| x X x [ x| x| x| x| x x | x| x x| x X X
Cepsep 1 x| x X x x| x| x| x| x x | x| x| x X X X
AamuHucTpatop x| x X X x| x| x| x] x x | x| x| x X X
MpuBMNernpoBaHHbIn
x| x X X x| x| x x | x| x| x
nonb3oBaTtenb
Monb3oBarens x| x| x X x| x x | x| x| x

Tabnuua 6-10: Mepapxusi npaB nonb3oBaTtenei

ALI,MI/IHI/ICTpaTOpr MOoryT [006aBnNATb HOBbIX MOMb30BaTENEN, npucBanBaTb HOBbIE NMaponn
nynandatb nonb3oBaTenen.

6.7.2 Monb3oBaTenb

B obnactn «lMonb3oBatenb» (User) cogepxaTcd nognanku «3KCMOPT AaHHbIX»
(DataExport), «dkcnopT rpacmkoB» (GraphExport) n «CHUMKM akpaHa» (Screenshots).

OKCNopT AaHHbIX

B oaHHOM nanke coxpaHsaloTCs BCe aKcnopTupyeMble AaHHble ([nasa 6.3.6). MNonHoe nvs
darina otobpaxaeTcs Npy NOMELLEHUN Kypcopa MbILLUN HA CUMBOJ AaHHbIX.

AkcnopT rpacukos

B gaHHOWM namnke COXPaHSAIOTCS BCE BbIYMCIEHWS, CO34aHHble M 3KCMOPTUPOBaHHbIE U3
3KpaHa oueHkn 6a3bl AaHHbIX (Tnaea 6.3.7).

CHUMOK 3KpaHa

B paHHoOM nanke coxpaHsatoTCs BCe CHUMKM 3kpaHa (InaBa 6.2.4).

MpumeyaHue: BoigeneHHble dannbl U nankm MOXHO yaanuTb U3 CUCTEMbI haninoB
codeTaHneM krnasuw beicTporo goctyna <Shift>+<Del> nnu npu BbI3oBE KOMaHAbI MEHIO
«PepaktupoBanue» (EDIT) — «<YOAJNIUTb» (DELETE).
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CucrtemMHoe nporpamMmmMmHoe obecnevyeHue The blecding management sysiem

6.8 USB-HakonuTenb

MyHKT MeHto «USB-HakonuTenb» (USB-stick) no3sonsieT 3anvcbiBaTh AaHHbIE U3 CUCTEMBbI
dannos Ha USB-HakonuTenb.

1. Mopcoepunnnte USB-Hakonutenb K 04HOMY M3 MOPTOB YCTPOWCTBA.
2. Bbibepute nyHKT MeHo « USB-Hakonutenb» (USB-STICK).
SOTkpbIBaeTcst USB-KOHHEKTOP.

3. Bbibepute nyHKT MeHo «Cuctema dannosy (FILE SYSTEM) — «[lMonb3oBaTtenb»
(USER).

4. Mpr NoMoLLM NEBON KHOMKU LLIAPOBOIro MaHUNynsaTopa BblaenuTe danns! unu nanky ons
nepeaayv 13 cuctemMsl oannos, yaepXmBanTe ux 1 nepemMectuTe nx metoaom drag-anddrop
npv NOMOLLM LLApOBOro MaHunynsatopa Ha USB-HakonuTens.

OTKpoeTcH OKHO, B KOTOPOM Bam ByaeT npeasioKeHo KOnnMpoBaTth, MEPEMECTUTL UM
npucoeauHUTb hann.

5. BbibepuTe 0anH N3 BapnaHTOB.
ST1ponsBoguTcsa nepegada AaHHbIX U3 channa.

B cnyuae ecnv 06beM chaiinos, KOTOpbIe Bbl KeNaeTe aKCNopTUPOoBaTh, MPEBLILLAET 00beM
namati ogHoro USB-HakonuTens, nossnsaeTcs cooblieHne o Heo6XxogMMOCTU BCTaBUTb
HoBbI USB-HakonuTenb. Ecnu konupoBaHue HeobXxoaumo npepBath, NOSBUTCSA CMIMCOK
co Bcemu painamm, KoTopble He Bbinn ckonupoBaHbl. [Jo Hayana crneaytoLLen onepawuum
nepegaqu AaHHbIX BaMm OyaeT 3agaH BONpoc o Heo6xoanMOoCTV NepeHoca U yaaneHust
OaHHbIX, KOTopble elle He Bbinu ckonupoBaHbl. OgHako npockba 0bpaTUTb BHUMaHWE
Ha TO, YTO Mo UcTedeHun 60 AHel AaHHbIe, KOTOPbIE ellle He Obiny CKoNMpoBaHbI, ByayT
aBTOMaTUYeCKU yaarneHbl 6e3 npeaynpexaeHus.

jui 0

6.8.1 O6HoBnNeHue nporpaMmmHoro obecneyeHusi

USB-HakonuTenb Takke npumMmeHAeTCa and yCtaHOBKM HOBOIo nporpamMmHoOro obecneyeHus
cuctembl. OBHOBIEHHbIE AaHHblE 0ObIYHO KOMUNPYKTCA Ha USB-HakonuTtens.

v/ OBHOBrneHHasi Bepcusi MporpaMMHoro obecrniedeHuss konupyeTcs Ha USB-
HaKonuTerb.

1. NogcoegnHuTe USB-HakonuTenb kK ogHoMy 13 USB-nHTepdencos.
2. Bbibepute nyHKT MeHo « USB-Hakonutene» (USB-STICK).
S OTkpbiBaeTca USB-koHHEKTOP.
3. Bbibepute nyHKT meHto «O6HoBMTL kaTanor» (UPDATE DIRECTORY).

4. [IBOVHbIM LLENYKOM MbIlN aKTUBUPYNTE MyHKT KomaHgy «O6HoBuTh chann» (Update
file).
ST 1ponssoamTcs 3anyck OOHOBEHMS.

5. MNMpocbba BbINOMHNUTL BCE KOMaHAbl, KOTOPbIE NOSABASOTCA Ha SKPaHe.

6.8.2 MUmnopT gaHHbIx ¢ USB-HakonuTens B nporpammy Excel®

I'Ipumeqal-wle: PerynﬂpHo npon3BoanTe pe3epBHOE KOMnpoBaHMe. U3 QKCMOPTUPOBAHHbBLIX
OaHHbIX MOXHO BOCCTaHOBUTb HE BCE CUCTEMHbIE JaHHbIE.

i Monpo6Hble cBeaeHNs NO IKCMOPTY AaHHbIX CM. B [NaBe 6.3.6.
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nagement system CuctemMHoe nporpamMmmMmHoe obecnevyeHue

Haunbonee pacnpocTpaHeHHbI cnocob nmnopTa anioB BO BHELLHIOK MporpaMmmy —
Hanpumep, Excel® — npyu nomoLLm Mogyns onepaTtMBHOM NoMoLLm 06paboTkM TekcTa.

1. OTKpoOWTE Ha CBOEM KOMMbLIOTEPE BHELLHIOK MporpaMmmMy — Hanpumep, Excel® 2000.

2. OTkponTe MeHio «daHHble» (Data) — «MMnopT BHewWHUX AaHHbIX» (Import external
data) — «MmnopT gaHHbIX» (Import data).

3. Bolaenute Heobxoaumbin dann .txt Ha USB-HakonuTene.
4. AktnBupynTe KomaHgy «OTkpbITb» (Open).
SOTKpOETCA MOAYIb OnepaTMBHON NOMOLLM 06paboTkM TekcTa.

5. OTperynupynte HacTpoWku B COOTBETCTBUM C PucyHkammn 6-19 — 6-21 n HaxmuTe
«Oanee» (Next) unn «3aBepwuntby (Finish).

Text Import Wizard - Step 1 of 3 b 2 xl

The Text Wizard has determined that wour data is Delimited.
If this is correck, choose Mext, or choose the data type that best describes vour data,

riginal data kype
Choose the file type that best describes wour data:

........................

{* Dclimited? - iCharackers such as commas or tabs separate each field.

" Fived width - Fields are aligned in columns with spaces between each field.

Start import at pow: I 1 E‘ File arigin: IWindDws {AMSI) _j

Prewview of File CiDocuments and Settingstanneket. . \ATL deltald.bxt,

11 Patienten-IDProben-IDPatientemnamneFeschleacht GeburtsdatumFom il
|z p-27-07patdba————-—-— ZOED-0&6-1EFS Lot #lhatemZ007-09-Z7T1E5:

|13 P-27-07patdSfa———-—-— Z050-05-15F5 Lot flnatewmz007-03-Z7TLE:

|4 P-27-07patdfa———--- EOEO-06-1E5FS8 Lot flnatewz007-03-Z7TL13:

|t p-2?-07patdba—————- ZOE0-0&6-1EFS Lot #lhnatemZO007-09-Z7T13: i
* o]

Cancel <« Back | Mext = I Einish I

PucyHok 6-19: War 1 gns umnopTta darna .txt B nporpammy Excel®
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CucrtemMHoe nporpamMmmMmHoe obecnevyeHue

Text Import Wizard - Step Z of 3 i 21xl

This screen lets wou set the delimiters wour data contains. You can see
howa wour kext is affected in the preview below,

Eemio [" Treat consecutive delimiters as one
¥ Tab [ Semicalon [ Comma
[T Space ¥ Cther: I". Text gualifier: =

~Daka preview

FPatienten—II' Proben—-IDI [Patientenname [Feschlecht Geburtsdatum Fomm il
p-Z7-07 patdba = = FOEO-0&-15 5L
p-E7-07 pat4ba e == FOEO-0&6-15 5L
p-z7-07 pat4ba = = FOEO-0&6-15 =L
p-Z7-07 patdba == == FOS0-0&6-15 5L LI

< | i
Cancel < Back | Mext = I Einish |

PucyHok 6-20: War 2 gns umnopTa darina .txt B nporpammy Excel®

Text Import Wizard - Skep 3 of 3 = =] x|
This screen lets wou select each column and set olurnn data Format
the Data Farmat, i

‘General’ converks numeric values to numbers, date " Text
walues to dates, and all remaining values to kext,  Date:  |DMY =

advanced. .. |

I~ Da not impork calumn {skip)

—Daka preview

Cencral Cencral Copncral oper=1
Fatientennams |[Feschlecht [Feburtsdatum E{Dm.mil
F-- F-- FOS0-0&-185 2L
—- F—- FOSO-06-15 3L
-—- —-- FOS0-0&-1K5 2L
-- F-- FOEO-0&-15 2L ,,I
i

Zancel | = Back

PucyHok 6-21: War 3 gns umnopTa darina .txt B nporpammy Excel®

[anee moxHO 0bpaboTaTb 3KCMOPTMPOBaHHbIE hannbl B nporpamme Excel®.
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The bleeding management system MopakntoyeHue U ycTaHOBKa

1.1

Moakno4yeHue U ycTaHOBKA

MoaknoyeHne

jui 0

Jo Hayana npumeHeHus cuctembl «KROTEM® delfa» ybeauTtech, U4TO NMoHMMaeTe Bce
pasgenbl MHCTPYKUMKM Mo 3akcrnnyaTtauun. Cnegyet obpaTtuTb ocoboe BHUMMaHME Ha
naBy 2, roe cogepxarcs BaxkHble cBeeHNsi 06 ypoBHE ONacHOCTU, NpaBmnnax TeXHUKN
6e30MacHOCTM, PeXMMHbIX napamMeTpax M obpalleHun C¢ peareHTamu, obpasuamu u
KOHTPOIbHbIMU O6pasLamm.

711

BCKprTVIe ynakKoBKHU

Ecnn nocraBlmkom Balwmx nNpubOpoB M UX YCTaHOBKOW 3aHUMAaeTCs aBTOPM3OBaHHbIN
AncTprnbbioTop kKomnaHum « TEM Innovations GmbH», Bbl MOXeTe NponyCTUTb AaHHYO rnaBy
n nepentun k Maese 7.1.3. Cuctema «KROTEM® delta» noctaBnsaeTcs B ABYX ynaKkoOBKaXx.
BcnomoraTtenbHoe 060pyaoBaH/e NOCTaBASETCS B AONOSHUTENbHbIX YNaKOBKaXx.

jui 0

rlpOCbGa HemMeaJ1IeHHO CoobLLUNTb NOCTaBLUUKY UITK TPYy300TNPaBUTESTHO o0 06Hapy>|<eH|/||/|
nospex(,quVM BCneacTteBne HeHagnexatwlero 06pau.|,eHV|;| npwn nepeBo3Ke.

7.1.2

o YCTaHOBKM CUCTEMDI HeobxoaMmMo OTKPbITb YNMaKOBKY U NMPOBEPUTL MOJTHOTY
KOMnnekraumn.

1. OTKpOIZTe BEPX yNakOBKU B YCIOBUAX, NPUTOOHbIX 4114 BbINOJTHEHUA OaHHOon onepauun.
I'Ipwmeqal-wle: Ber YNakoBKM OTMEYEH CriegyrLnm 3HaKOMZTT

2. 0ns OocTynak O60pyﬂ,OBaHVIIO N3BIEKNTE KapTOH CO BCNoMoraTesibHbIM O60pyﬂ,OBaHVIeM
M NPOKNnagkn n3 neHonmnacrta.

3. Bo3bmuTe NpoknaaKky n3 neHonnacta 3a KOHTYyp 1 nssnekute cuctemy «KROTEM® deltax
N3 ynakoBKW, MPUNOOHSB ee.

4. NiaBneknte O60pyﬂ,OBaHVIe n ocymalou.wm peareHT n3 NoNMaTUIIEHOBOM YNaKoBKU.
. NomecTtute OGOpyﬂ,OBaHVIe Ha POBHYHO U YMNCTYHO NMOBEPXHOCTb.

6. N3BneknTe 13 ynakoBKW LUHYP MUTaHUS, MHCTPYKLUMIO MO SKCnryatauuu, Knasuatypy,
USB-dnew-kapty, USB-kabenb, NnpoBoa ANSA NMUNETKW, YallKoAepKaTenb U WTATUMB C
€MKOCTSIMU AJ1151 U3MEPEHUI (EMKOCTBIO U CTEPXKHEM).

(83}

7. N3Bneknute u3 ynakoBKuM Oenoro uBeTa NMNeTKy (B T.4. CepTVI(*)VIKaT Ka4dyectBa WU
BCnomMorarteribHoe O60pyﬂ,OBaHMe).

8. CBepbTe NOMHOTY KOMMEKTALMM C BEOOMOCTBI0 TEXHUYECKOTO KOHTPOIS, NpUBEEeHHON
B [naBse 3.1.

MoaroTtoBKa CEHCOPHOro 3KpaHa

CeHCOprIVI 9KpaH n ero kabenu nocTaBnaTCsA B OpVIFVIHaﬂbHOVI ynakoBKe Npon3BoOUTENA,
N nx HeobxoaMMo NoAroToBUTb K YCTaHOBKE B CUCTEMY.

1. ViaBneknte n3 KapTOHa CeHCOprIVI 9KpaH BMeCTe C OCHOBaHUEM.
2. CoeanH1TE 4YacTh B COOTBETCTBUM C BITOXXEHHBIMU MHCTPYKUMNAMWN.
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nO,D,Kﬂ mquMe n YCTaHOBKa The bleeding management system

713 TpeboBaHuMA K ycTaHOBKe 060pyA0OBaHUA Ha O0bLeKTe

Ona Hagnexawiero ¢yHKuMoHnpoBaHus cuctembl «ROTEM® deltay oObekT [ormkeH
YOOBIETBOPATL CNeayoLwmmMm TpeboBaHmAM:

* YbeauTech, YTO BbIKMoYaTENb NUTAHMUS HAXoOUTCS B npeagenax gocaraemMocTn, 1 41o B
cny4ae aBapu MOXHO BblHYTb LUHYP NUTaHUA N3 LTencensHon PO3ETKN.

* YcraHosuTte cuctemy «ROTEM® delfa» Ha pOBHOW, YACTOW N YCTONYMBOWN NMOBEPXHOCTH.
BosmoxHa ycTaHoBKa 060py0BaHNs Ha yCTONUYNBOM TEMEXKE, HO HA BPEMS MPOBEAEHMS
n3mepeHun cnegyet nsberatb CUIbHbIX TOMYKOB.

* Y6eamTech B TOM, YTO NMOBEPXHOCTb, HA KOTOPOW YCTAaHOBNEHO 000pyA0BaHNE, BbIAEPXKAT
BEC CUCTEMbI (22 Kr), N B HANNYUN MUHUMYM TPEX 3a3eMITEHHbIX MCTOYHMKOB MUTaHUSA
(ana cuctembl «KROTEM® deltay, ceHCOpHOro akpaHa, JOMONTHUTENBHOO MPUHTEPA).

* He pasmelsante obopygoBaHne BONM3M OT OTKPbITbIX OKOH, pagvMaTopoB WUIN ApPYrMX
NprbopOB, KOTOpLIE BbIAENSOT TEMNMO UMK NPOU3BOAAT CUIbHYIO BUGpaLmio.

* YbeanTtecb B AocTaToyHOM BeHTUNSAUMKM cucTembl «ROTEM® delta», nomecTuB ee Ha
paccTostHUM MUHUMYM 20 CM OT ApYyrMx NprGopPoB 1 CTEH.

* Y6eanTecb B TOM, YTO BEHTUISILNOHHbIE OTBEPCTUA Ha TbifIbHOMN CTOpOHE O60pyﬂ,OBaHMﬂ
OTKPbITbI.

Mpocbba AOMONHUTENBHO U3y4nTb TPeboBaHMS K YCINOBMSM OKpYXalollen cpenpbl,
nepeyuncneHHble B [MaBe 2.3.

jui 0
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The bleeding management system nOAK,n n4yeHune n yCTaHOBKa

7.2 YcTaHOBKa

OwmnbkM Npu n3amepeHnm

Mocne ycTtaHOBKM Hagnexauee yHKLMOHMPOBaHNe 060pyAOBaHUA He
rapaHTupoBaHo. MoryT BO3HUKHYTb OLUMOGKMW NpU U3MEpPEeHUMN.

» [ocne Kaxaol ycTaHOBKM 060pYyA0BaHNSA NPOBEAMTE KOHTPONbHOE 3MEPEHUNE
(Cnaea 5.5)

MoBpexaeHre 060pya0BaHNSA UMK NOTEPS AaHHbIX

HeHagnexawas yctaHoBKa 1 akcnnyatauus cuctembl KROTEM® delta» moxeT
NPUBECTU K NOBPEXAEHNIO 060PYAOBaHUA UMK NOTEPE AaHHbIX.

» He nopkniovanTe NpoBoA Ang NUNeTkn B po3eTkn Ans [NK aHanornyHon
KOHCTPYKLMU Ha ThINIbHOW CTOPOHE YCTPONCTBA.

» He oTkntouarnite kabenb NpuHTEPA NPY BKIKOYEHHON CUCTEME.

» He BbIkntoYaiTe rMaBHbI NepeknoYaTerib Npu BKIIOYEHHOM 3I1EKTPOHHOM
obopynoBaHuu.

YcTtaHoBka cuctembl « ROTEM® deltax:

1. C npaBon CTOPOHbI CUCTEMbI MOACOEANHUTE NUNETKY CUCTEMBI K MPOBOAY A5 MUNETKN
«ROTEM® deltax:

- HaxmMuTe Ha nnacTMaccoBblii AepaTenb AN NPOBOAA.
- BcTaBbTe BUIKy NpoBOAa B PO3ETKY.

2. YcTaHOBUTE M 3aKpenuTe C NpaBoi CTOPOHbI YCTPONCTBA AepXaTerb MUNeTKM
NBCTPOEHHbIN MycopocOopHuK (PucyHok 7-1).

PucyHok 7-1: PerynunpoBka nonoxeHusl AepxxaTtens NUneTku 1 MycopocGopHuka

3. BctaBbTe HanpaenAwLYy nposoaa Alnd NMNeTkKn B COOTBETCTBYHOLLEE BblICBEPIIEHHOE
oTBepcTne HebonbLIOoro anameTpa.

4. YcTaHoBUTE CeHCOpHbIN akpaH cuctembl «ROTEM® delfa» n nogknoumTe kabenb ot
3KpaHa K TbIfTbHOW CTOPOHE YCTPOMCTBA K po3eTke ANd Buaeorpadmyeckoro agantepa.

5. BknounTe WHYp NUTaHNsi CEHCOPHOIo 3KpaHa B LUTEMNCENbHYIO PO3ETKY.
Sl1pounssognTca aBToMaTu4ecknin Bbloop HanpsixxeHus — 110 B nnn 220 B.
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6. MogkntounTte USB-nHTEPMENC Ha ThINTbHOW CTOPOHE CEHCOPHOro akpaHa k USB-kabento
k ogHomy u3 USB-nopTtoB cuctembl «ROTEM® deltay.

7. MopgkniounTte k ogHomy u3 USB-nopToB knaBuaTypy W pacnofioxute ee CBepxy
YCTPOWCTBA criepeam OT CEHCOPHOro 3KpaHa.

8. NoacoeanHUTE WHYP NUTaHWUS, UCNOSb3yeMbl B JaHHOW CTpaHe, K ThifIbHOW CTOPOHe
cuctembl «ROTEM® delta» n Bkmtounte cuctemy «ROTEM® delfa» B uTencenbHyto
pO3eTKy.

bl ponssoanTcs aBTomaTuyecknin Boibop HanpsbxkeHust — 110 B unn 220 B.

9. MNoakntounTe AononHUTENbHLIN NpuHTep kK USB-nopTy cnctembl «ROTEM® delta», a
3aTeM BKIIOYMTE NPUHTEP B LUTENCENbHY0 po3eTKy (MogpobHyo nHdopmaLmuio cMmopuTe
B PYKOBOACTBE MO 3KCMnyaTauum npuHTepa).

10. Bkntounte cuctemy «ROTEM® delta», (OONONMHUTENBLHLIN) NPUHTEP U CEHCOPHbIN
3KpaH.

11. Mpn HEO6GXOOMMOCTU HACTPOMNTE CEHCOPHBLIN 3KpaH (Mnasa 6.7.1).

12.Mpun He06GXOAUMOCTN YCTaHOBUTE KOHUIypaLmio nporpammMHoro obecrneveHus (Maea
6.4).
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8 TexHnyeckoe obcnyxuBaHue, YMCTKa, Ae3nHdeKUma

8.1 BBepeHue

Mpun ncnonb3oBaHUKM No HasHa4veHuto cuctema «ROTEM®y» HyxagaeTca nuwb B
MUHUMarNbHOM TEXHUYECKOM 0BCNYXNBaHNN:

+ OuMCTKE NOBEPXHOCTENA.

 OuuncTKe YalukodepxKaTernsi.

* 3ameHe punbTpa NUNETKU.

* B cnyyae HeOGXOAMMOCTU — OUYMUCTKE NMUMETKM.

» QunCTKe UNM 3aMeHe NpUCNocoBreHns ans yaaneHnst CTep>kHen N3 eMKOCTEN.

[nsa obecnevyeHns NpUrogHOCTL K akcrnyaTtaumm komnanms « TEM Innovations GmbH»
PEKOMEHAYET NPUOEPKMBATLCA MiTaHa TEXHUYECKOro 00CNyXMBaHMSA, onucaHHoro B (Mnase
8.2).

A NMPEAYNPEXOEHUE
OnacHoCTb 3apaxeHus

HeHaanexallee o6palleHne ¢ 3apakeHHbIMU 0Opa3uamMmm MOXeT cTaTb NPUYNHOMN
3apaxxeHus.

» [lpu oumcTke 06opyaOBaHMSA HAgeBaNTe NepyaTku.
» CobnioganTe NHCTPYKLMM NO 0OpaLLEHMIO C UHULMPOBAHHBIM MaTepranom.

» Ocobo TwaTtenbHO Ae3NHDULMPYIATE MOBEPXHOCTU KOHTaKTa C NoTeHUMarnsHO
NHUUMPOBAHHBLIM MaTepUarnom.

» CobntoganTte MeCTHble npaswumna rno O4YncCTKe NoaobHbIX HOBerHOCTeVI.

8.2 MNnaH TexHUnYeckoro o6CnNyXMBaHuA

[naH TexHu4eckoro O6CJ'Iy)KI/IBaHI/IF| BKIlOYaeT B cebsl exxeqHEBHbIN, eXXeHeaerbHbIN,
e)KeKBapTaﬂbelVl N eXEroaHbli NiaH TEXHUYECKOro O6Cﬂy)KVIBaHVIF| N peMOHTa.

A BHAMAHUE
MoBpexaeHne obopyaoBaHNs

HeHagnexallee TexHMYecKoe 06CnyKMBaHMe MOXET MPUBECTU K NOBPEXOECHUIO
ob6opyaoBaHus Npuy NonagaHuM BHYTPb XXUOKOCTEMN.

» [o npoBeaeHUst TEXHUYECKOro OGCNYKMBaHMS OTKIIOYanTe YCTPOMCTBO.
» YBeouTechb B TOM, YTO B 0GOpyAOBaHMNE UM KraBnaTypy He NPOHMKAET XKUOKOCTb.
» TMpoTupalite 0GopyaoBaHNe TOMbKO BIaXKHON HEBOTIOKHUCTONM TKaHbIO.

» 3awmuianite oceBble 1 LLIapoBbIe Onopbl OT nonagaHua KUOKOCTEN UK Oe3nHCpencTB.
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The bleeding management system

B Tabnuue 8-1 ykasaHbl pasHble BMObl OYMLLAKLWNX UMK AE3NHPULMPYIOLLNX CPELCTB,
NPOBEPEHHbIX N PEKOMEHAOBaHHbIX KoMnaHunen « TEM Innovations » aAns o4ncTkn pasnmnyHbIX

NOBEPXHOCTEN.

A

[o npumeHeHus [pyrMx Ae3nHPULMPYIOLWMX CPEeACTB pekoMeHayeTcs obpaTuTbes
B komnaHuto «TEM Innovations GmbH» nnbo npoBecT COOTBETCTBYIOLLME UCTIbITAHNSA Ha

COBMECTUMOCTb.

MpousBoguTenb

Schilke&Mayr

HasBaHue

«Mwuikposna-Tioxep»
(Mikrozid-Tuicher)

CTpaHbl

AscTtpanus, Kutan,
ODanwuna, Atanusa

CocTtaB (aKTUBHbIe
KOMMOHEHTbI)

35% 1-nponaHon

25% aTaHon

Schilke&Mayr

«Mwuikposug Jlnksna»
(Mikrozid Liquid)

AscTtpanus, Kutan,
Kunp, Oanus, DK,
OcTtoHus, MNpeuws,
Utanus, Mpnangus,
L, NateBuga, Jlntea,
Monbla, Poccua, TR

35% 1-nponaHon

25% aTaHon

Schilke&Mayr «TeppanuH Nukeugy | OaHus 35% 1-nponaHon
(Terralin Liquid)
25% ataHon
Schilke&Mayr «CEMNTUNHOI CA» DuHNsHaNA 35% 1-nponaHon

(SEPTINOL SA)

25% aTaHon

Bode Chemie «Baunnnon® nntoc» | Bee cTpaHbl EBponebl, |40 r 1-nponaHon
Hamburg (Bacillol® plus) B TOM YMCrie CTPaHbl
Bantun 20 r 1-nponaHon
0,1 rryTapanbaerva
Bode Chemie «Baunnnon® Ad» Bce ctpaHbl EBponebl, | 451 1-nponaHon
Hamburg (Bacillol® AF) B TOM YMCrie CTPaHbl
Bantun 25 r 1-nponaHon
4,7 r aTaHon
Bode Chemie «CT-TULWWbIO3 Bce ctpaHbl EBponebl, | 451 1-nponaHon
Hamburg Crepunnuym Tioxep» | B TOM 4mcne cTpaHbl

Bantun

30 r 1-nponaHon

Sullivan-Schein «KasuYanncy CLIA 14,3% vn3onponunosbi cnpT
Dental (CaviWipes)

2,49% atunosbIvi achup
Sullivan-Schein «Kasucang» CLIA 17,2% v3onponunosbivi cnnpT
Dental (Cavicide)

3% atunosbIv achup
Clorox Company «Knopokc Perbtonap | CLLUA 5,25% xnopHas n3secTb

HE
NCIOJIb30OBATb
ANnA O4YNCTKN
CEHCOPHOIO
OKPAHA

Brnnuy (Clorox
Regular Bleach)

[nsa o4ncTkm noBepxHocTen
ncnonb3ayite 10% BOAHbLIN

pacTBOp rmnoxmnopwTa unm

candeTtkn «Knopoke»

Tabnuua 8-1: PekomeHaoBaHHbIE OYMLLAKOLLNE MK Ae3nHMUMPYOLLNE cpeacTBa
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8.21

8.2.2

8.2.3

ExegHeBHOe TeXHMU4YeCcKoe 06CJ1Y)KVI BaHue

B Tabnuue 8-2 nokasaHbl onepauun, BXoasmMe B 0ObeM eXeqHEBHOIO TEXHWUYECKOro
obcnyxmBaHns

YcTponcTBO, Hyxpawuweecsa B | [lencreus
TEXHUYECKOM 06 CcnyXuBaHUN

BHeLUHAst NTOBEPXHOCTb CUCTEMDI Co6pbi3rmBaiite A4e3MHOUUMPYIOWMMN CpeacTBamu,
«ROTEM® delta» npoTupanTe n 4e3nHPULNPYNTE HEBONOKHUCTOM TKaHbIO.
YawkonepxaTtenb MpoTtuparite U Ae3VHPULNPYATE HEBONTOKHUCTON TKaHbIO,

CMOYEHHOW B pacTBOpe Ae3UHULMPYIOLLETo CpeacTBa.
MpoMbiBKa B NOCYJOMOEYHOWN MallVHE UM CTepunusaums
B aBTOKIaBe MOryT paspyLUnUTb CTPYKTYPY NMOBEPXHOCTY.

MuneTka MpoTupaiTe BNa)HoOWM HEBOMOKHUCTON TkaHbto (InaBa 8.3.2).

dunbTp Cnepgwte 3a cocTosiHMeM unbTpa U 3aMeHsInTe ero B
cnyyae nonagaHus Ha Hero kposu (ITmasa 8.3.1).

Tabnuua 8-2: ExxeqHeBHOE TeXHUYEcKoe 0bcnyXnBaHue
E)KeHe.qeanoe TexXHUn4yeckKkoe OGCHY)KVIBaHVIe

B pononHeHne kK exxeqHEBHOMY TEXHUYECKOMY 0BCINYXMBAHMIO, BULLI KOTOPOrO OMNMCaHbl B
Tabnuue 8-2, HeobX0aAMMO MEHATL OUNBTP SMEKTPOHHONM NUMNETKN, MO MEHBbLLEN Mepe, pa3s
B Hegento (Tnaea 8.3).

ExxekBapTanbHoe o6¢cnyxuBaHue

Kpome exxelHEBHOIO 1 eXXeHeenbHOro 00CnyXMBaHNS, TeMnepaTypa CUCTEMbI Y 3HAYEHUSA
BEMWYMH Ha WHTerpanbHo/ cxemMe Ha [13C [OomkHbl MPOBEPSATLCA EXeKBapTarbHO.
MHdopmMurpyiiTe TEXHUYECKNA OBCTYKMBAIOLLMIA NEPCOHaN B CrlyYae OTKIMOHEHWS BENUYMH
OT YKa3aHHbIX B crieLdunkaLmm.

KoHTponb TeMnepaTypbl CUCTEMbI

1. Bkntounte cuctemy ROTEM

2. CHMMUTE CTEPXKHM M YaLLKWN/KIOBETbI C OCEWN

3. MNogoxaunTe, NoKa cuctema JOCTUrHET paboden TemnepaTypbl (OKONO 5 MUHYT)
4. OTkpounTe MeHto Service -- Settings

5. CHUMMTE nokasaHWsi TeMnepaTypbl YeTbIPEX KaHAMoB W 3anuwuTe ee. Temnepatypa
[OImKHa HaxoauTbes B npeaenax 36°C - 38°C.

KoHTponb 3HaYeHnA BeNUYMH UHTerpanbHomn cxemol N3C

3HayeHns BENMYMH UHTerpanbHom cxembl [13C oTobpaxkatoT cTeneHb kavyecTBa CUCTEMbI
aHanu3a. OTKNOHEeHWs BbI3bIBAOT BO3HNKHOBEHNE NPOBem.

1. OTkporiTe MeHto Service — Settings.

2. 3aperucTpupynTte 3HadeHmsa Amplitude, Centre n Variance (Amnnutyga, LieHTpansHoe
3Ha4yeHne n OTKNOHEHME)

i

Ecnu k cucteme nogknioyeH NpUHTEP, MOXHO pacrevyataTb 3HAYeHUsl BENUYMH, HaXaB
kHonky Print Report. PekoMmeHayeTcs perynsipHo pacrneyaTtbiBaTb OTYET M XpaHWUTb ero B
narike.

© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015 Ctp.8-3
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The bleeding management system

3HauyeHns BENNYMH OOMKHbI HAXOOUTLCH B cneagywuwemM ananasoHe:

MapameTtp HwxHun npegen BepxHun npeaen
AmnnuTyga 4500 5100

LleHTpanbHoe 3HavyeHune -832 708

OTKknoHeHne 1 12000

Tabnuvua 6-3: JonycTumbin AnanasoH 3Ha4YeH BENUYMNH MHTerpanbHon cxembl MN3C

8.24 MonyronoBoe obcnyxusaHue
Kpome exeOHEeBHOro, €XeHefenbHOr0 N eXeKBapTanbHOro OOCNYyXMBaHUS, Kaxable
nonroga unu 250 namepeHuin HeobXoaMMO 3aMeHsATb BCTPOEHHOE YCTPONCTBO yaaneHus
WTUATOB Ha AepxaTensax 4vallek, Tak Kak MpPYXWHbl YCTPOWCTBa yAaneHus WTudToB
N3HaLLNBaKTCA.
3amMeHa aOns ycTpowcTBa yAdaneHus LTUTOB MNpuraraeTcs B KayecTBe akceccyapa
(MpunoxeHne H)
A NPEOYNPEXOEHUE
Owmnbkn n3amepenHns
MNoBpexaeHne NONMPOBaHHON NOBEPXHOCTU MOXET NPMBECTU K OLLIMGKaM N3MepPEeHUs.
» [nsa cHATWUS yCTPOMCTBA yaaneHus LuiTndToB Bcerga nonb3ynTech ctepkHem MC
» He paboTtanTte MeTaNINYECKMM UHCTPYMEHTOM Ha NOIMPOBAHHOM MOBEPXHOCTU
aepxatens yaLlku.
3amMeHa yCTponcTBa yoaneHust CTEPXKHEN
1. MpoTONKHMTE NMOCKYI YacTb cTepkHst MC B OTBEPCTME HA HUXKHEN CTOPOHE AepXKaTens
yawku (PucyHok 8-1)
PucyHok 8-1 CHsiTWe ycTponCcTBa yaaneHust CTpexXHeN
Ctp.8-4 ROTEM® delta Pykosoactso 1.5.3.01 RU 2015 © TEM Innovations GmbH
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OwmnBKM n3mepeHns

MoBpexaeHne hMKCUPYIOLLEro A3biYKa MOXET NPUBECTU K OLLMBKaM M3MepeHUi
B pe3ynbTaTe UcnapeHus.

» He HaxumanTe v He LapananTe MUKCUPYHIOLLIMIN A3bIYOK.
» He npoTtankuavite OUKCUPYIOLLMIA S3bIYOK HA MECTO rpy6o.

» Bcerga nogHuManTe UKCUMPYIOLWLMIA A3bIMOK HaZl NPOPe3bio

2. BcTaBbTe OUKCUPYIOLLIMI S3bIYOK IITyOO0KO B LIEHTparnibHoe OTBEPCTHE AepXKaTens YaLlku
(PwvcyHok 8-2).

PucyHok 8-2 BcTaBka HOBOro yCTpOMCTBa yAaneHus WTUTOB: BCTaBbTe (OUKCUPYIOLLNIA S3bIYOK

3. HaxxmuTe npyxuHbl, Haxoadwmecs cnpasa v crieBa YCTPONCTBA yAaneHus CTPeXHeEN,
no nx Hanpasnsawwmnm (PucyHok 8-3)

PucyHok 8-3 BcTaBka HOBOro yCTPOMCTBA YAareHus CTEPXKHEN:
BCTaBbTe MNPYXWHbI B UX HanpasrsoLwme.

© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015 Ctp.8-5
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4. HaxumanTe yCTPOMCTBO yAaneHus CTepXHen 40 TeX Mop, Noka OHO He LUENKHET, a
NPY>XWHbI HE BCTAHYT B CBOE KOHEYHOEe nonoxeHune (PucyHok 8-4)

PucyHok 8-4: BctaBka HOBOro YCTPOMCTBA YAaneHus CTPEXHEN:
3alLenknBaHue ycTporcTBa yaaneHus WwindgTos.

8.25 FopoBoe o6enyxuBaHue

O6paTVITer K CBOeMy MeCTHOMY npencrtaBuUTento, YTOObl BBLIMOMHUTL FOOBOE
O6Cﬂy)KVIBaHVIe nnn no Bonpocy aorosopa Ha O6Cﬂy)KVIBaHVIe.

8.3 TexHuuyeckoe obcnyxmBaHue aneKTpoHHON nuneTkn eLine cuctembl ROTEM

CM. nnaH TeXHM4ecKoro obCcnyXmMBaHns Ans nonyyvyeHus nHopmaumm o0 NepPUoaNYECKOM
obcnyxunBaHum cuctembl nuneTkn (Masa 8.2)

[Mocne OGCﬂy)KVIBaHVIFl CNCTEMbI NMUNEeTKN HeO6XOﬂ,VIMO NPOBEPUTb €€ TOYHOCTb. (FnaBa
8.3.5)

Ecnn nocne obcnyxvBaHMS NUMNETKM HEBO3MOXHO BbIMOSHUTL KOHTPOMb TOYHOCTW,
HeobX0oaMMO, N0 MeHbLUEeN Mepe, BbINOMHUTb ABa KOHTPOSbHbLIX U3MEPEHNST C MOMOLLIbIO
ROTROL N (in-TEM un ex-TEM). Pe3ynbTaTbl U3aMepeHuin OMKHbI NexaTb B Anana3oHe
napameTpoB ROTROL N.

8.3.1 3ameHa chunbTpa NUNETKU

e YaanuTe counbTp C NOMOLLbIO NpUnararLL,erocs MUKpoONUHLUETa Ans yaaneHus punstpa
(PwncyHok 8-5)

e BcTraBbTe HOBbIV (PUMbTP.

Ctp.8-6 ROTEM® delta PykosogcTso 1.5.3.01 RU 2015 © TEM Innovations GmbH
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PucyHok 8-5: Yaanute ounbTp nuneTku

DunbTpbI NMMNETKM NpuUnaraTcs B kKadecTBe akceccyapos (Mpunoxexue H).
8.3.2 OuuncTKka NOBEPXHOCTU NUNETKN

OuncTnTe NOBEPXHOCTbL MUMETKM TKaHbO 6Ee3 BOMOKOH C OOHUM U3 MEPEYMCIEHHbIX B
Tabnuue 8-1 ges3vHpMUMpPYOLWKMX CcpeacTB. B kayecTBe BapMaHTa MOXHO UCNOMNb30BaTh
atunosbin cnupT (70%), nonponunosbir cnvpT (60%) unu cnabble XMMUYECKME YACTSLLME

cpeacTia.
c [MpombIBOYHAA XUAKOCTb HE AOMKHAa NPOHMKaTb B 3a30pbl PYyYKU NUNETKM!
© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015 CTp.8-7
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8.3.3 OuucTKa n ae3mHdeKumns oTaesNbHbIX YacTen

Pa36opka nMneTkn Ha 4acTm

1 WTok

2. TpyxuHa

3. Tonoeka nuneTku c
Kabenem

4. KoHyc Bepxa

5. Brtynka cbpoca

HaKOHEYHMKa NMneTkn

PucyHok 8-6 Yactu nuneTku

Pa3bepute nuNeTKky Ha OTAEMNbHbIE YACTX OIS MOMTHOW OYUCTKU U Ae3nHdekumm (PucyHok
8-6):
1. OtcoegunHute cuctemy ROTEM delta oT ceTn nuTaHums.
2. CHUMUTE Kabernb NUNeTKu:
- HaxmuTte Ha 3amku (Kpyrnble KHOMKN C ABYX CTOPOH)
- CHumMUTE Komnnak
- CHuMUTE pasbem
- BHoBb ycTaHoOBUTE KOMNak
. OTBEPHUTE U CHUMUTE BTYIIKY
. OTBEpHUTE KOHYC BEpxa
. CHMMUTE KOHYC Bepxa, BTYsIKy cOpoca HaKOHeYHUKa MUMETKN U NPY>KUHY
. CHUMUTE DUNBTP NUNETKM
S O0HaxaeTcs LWTOoK
7. OTBEPHUTE U CHUMUTE CTEPXKEHD
MnuneTka rotToBa ANnst OYUCTKU U Ae3MHDEKLMM

o O bW
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OuuncTtka

1. Mpounctte OTAENbHbIE YacTW COOTBETCTBYIOLWEN AE3VHDULMPYIOLLEN
KNOKOCTBIO UMK cnabblM XMMUYECKMM ouncTUTENEM. [MpoTpuTe BHYTPEHHIOI 4YacTb
BTYNKM cOpocaHakoHeYHVKa NUNETKU U AepXKaTens XMOMNKOBOWN TKaHbIO.

2. TwarenbHO NpoMonTe ANCTUNNNPOBAHHON BOAOM
3. Mpocywmnte Yactu
4. CMaxbTe CTepXeHb O4EHb TOHKMM CITOEM UMEILLENCS CMa3KM

Oe3unHdekuus

1. lMomMecTuTe YacTu (3a UCKIMOYEHMEM TOMNOBKM MUMNETKN) B cTakaH Ha 30 MUHYT C
0E3NHPULINPYIOLLIMM PaCTBOPOM.

2. TwarenbHO NpoMOoNTe ANCTUNNNPOBAHHON BOAOM

3. Mpocywmnte Yactu

4. CMaxbTe CTepXeHb O4EHb TOHKMM CITOEM UMEILLENCS CMa3KM

PucyHok 8-7 [le3anHdekuns oTaenbHbIX YacTen
O6paboTka B aBTOKIIaBe

OTpenbHble YacTy NuneTkn eLine (3a UckNtoYeHNEM roNoBKM NMUNETKN) oOpabaTbiBatoTCA B
aBTOKNaBe oTAenbHO unn B cbope (121°C, gaBneHune He meHee 1 6ap, B TeveHne 20 MUH.).

Heobxogumble ge3vHpUUMpYOLLIME BelLecTBa MOXHO Npuobpectu B koMmnaHuy Biohit (Hanp.
Biocontrol Biohit REF 724004, 5 nuTpos). Ons nony4eHust bonee nogpobHon nHdopmaumm
0 NOCTaBLUMKaXx B KOHKPETHON CTpaHe obpallantech No agpecy: www.biohit.fi

Mepen 06paboTkol B aBTOKIIABE OMONTIOCHATE HAKOHEYHUK BCACbIBAHUS U3HYTPU U NPOTpUTE
€ro XronkoBon MaTtepuen.

anIMeHFlVITe O4YEeHb Masioe KOnmm4yecTBo CMas3Kn.

jui @

VlCFIOJ'Ib3yIZTe TOJ1bKO CMa3Ky, NoCTaBlIAeMYy0 BMECTE C NUNETKON.

© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015 Ctp.8-9
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MoBTOpHasA c6opka NUNeTKu

A TNPEOYNPEXOEHUE
lNoBpexaeHue
HenpaBunbHasa c6opka MOXeT NPUBECTU K MOBPEXAEHUI0 MUNETKMU.
» Tepepn cbopkon yaanuTe nbifb U YacTULbl C MOBEPXHOCTU CTEPXKHSI.

4 I'IpM c6op|<e He 3aTarmBanTe YacTu CINLLKOM CUITBHO.

C6hopka nuneTku
v Bce yacTu JomkHbI 6bITb CyXumu
v CTepXeHb [0MkKeH ObITb CMa3aH 04eHb TOHKUM CITOEM CMa3KU.
. BBepHute CtepxeHb (1)
. HapeHbTe npyxwuHy (2) Ha cTepXkeHb.
. YcTaHOBUTE gepxartefb HakoHeYHuKa (6) B NpaBuIibHOE MONOXeHne
. 3aBepHuTE KOHYC Bepxa (4) B €ero nonoxeHune
LllepxaTenb HaKOHEeYHMKa 3adMKCMPOBaH.
. BctaBbTe HOBbIVM OWABLTP MUAETKU NPU NOMOLLM MUHLIETa
. 3acbukcupynte BTYnKy (5)
. OTKpoWTE KpPbILLKY Ha rofioBke NuneTku (3)
. MoacoeauHuTe kKabenb NMNeTkn
9. 3akponTe KpbILLKY
10. NoacoeauHnTe Kabenb NMNETKN K pO3eTke CO CTOPOHbI Npubopa.
11. 3anyctute cuctemy ROTEM
12. OTkponTe MeHto Liquitrans.
13. NpoBepbTe paboToCNOCOBHOCTL NMMNETKM, 3axBaTbiBasd 6onbLUNE U Marible 00 bEMbI.
14. MpoBepbTe PYHKUMIO COpacbiBaHWSA HAKOHEYHMKA.

A WN =

0 N O O
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8.34

8.3.5

8.3.6

MpoBepka n kannépoBka nuneTku eLine ROTEM

Cnctema ROTEM MOXeT MCrnonb3oBaTbCHA TOMbKO C KanvbpoBaHHOM nuneTkon eline.
OnekTpoHHas nuneTka OTKanMbpoBaHa Ha 3aBofde M cepTudmumpoBaHa npu 22°C no
ONCTUNNMPOBaHHOM Boae (cTeneHb 3), B cooTBeTCTBUM C ISO 8655.

TexHndeckne XapakTepUCTUKU MUMNETKM rapaHTUPYHTCS TOMbKO MNpW UCMNOSb30BaHUK
opurnHarnbHbIx HakoHeyHukoB TEM Innovations 320 un.

dPyHKUMOHanbHasa npoBepka nuneTku eLine ROTEM

Mpoeepsnte nuneTky eLine ROTEM kaxgble 6-12 mecsiLeB Ha TOMHOCTb PErynisipHoO U B
COOTBETCTBUM C BHYTPEHHUMMW Npasunamu (yaosnetsopstowymmn 1ISO8655).

YuutbiBaiTe TpeboOBaHWA Ha TOYHOCTb TecTOB, paboyer 4acToTbl, KONMUYECTBO
nonb3oBaTenen, XapakTepuUCTKA BCacbiBaeMbIX XUOKOCTEA M MaKCUMarbHYK 4acToTy
AonyctmMbix owmbok (ISO8655).

Ecnu nunetka ynana, umnu nony4dyuna 3Ha4dynTesllbHOoe MeXaHU4YeCKoe BO3JENCTBME, YTO
BnocnencTteun npueerio K COMHUTENIbHbIM pe3ynbTartam, TO HeobxoaMmMo NpoOBEPUTb
(byHKLI,I/IOHVIpOBaHVIe NMUNETKA.

[nsa npoBepkn NUNETKY MOXXHO HaNpPaBUTb B CEPBUCHYIO CMy0y. CBSXKUTECH C MECTHBIM
nocrtasmkom ROTEM no Bonpocy NpoBEPKM MUMNETKN.

Komnanust TEM Innovations npegnaraetonvcanme (BcootBeTcTBum clSO8655)nokoTopomy
Bbl MOXXETEe NPOBepPUTb NUNETKyY. Ecnn nuneTka He yaoBneTBoOpsieT Tpe6OBaHMSAM TOYHOCTH,
ee HeobxoaMmo KanmbpoearTb..

HoBas kann6poBka

[nsa HoBOM KanmbpoBKM NUNETKY HEOOXOOAMMO OTOCNaTk B aBTOPU30BAHHbIA CEPBUCHbIN
LEHTP.
Mo Bonpocy kanubpoBKM NUMETKM CBSPKUTECH C MECTHbLIM nocTaswmnkoMm ROTEM.

Komnanusa TEM Innovations npegnaraet gBa Buaa CBUAETENLCTB O KanMbpoBKe. ®

CBMOETENBCTBO KOHTPOSS KayecTBa
e AkKpeauTOBaHHasi criyoba kanubposku (Hanp. FINAS)
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8.3.7.

Ctp. 8- 12

YCTpaHeHVIe HeMCﬂpaBHOCTeﬁ

thromboelastometry

The bleeding management system

Tabnuua 8-4 NepeyeHb BO3MOXHbLIX HEMCMPABHOCTEN Npu paboTe C NUNETKOM 1 UX

yCTpaHeHue
MposiBneHue
HEeUcnpaBHOCTHU

B HakoHe4yHuWKe NuneTkn
OCTaKTCA KanesnbKn XnaKocTn

Bo3moxHas npunyYnHa

HecooTBeTCcTBYIOLMIA
HaKOHEeYHUK

MeTtop ycTpaHeHus

MpuMeHsanTe opuUrnHanbHbIn
HaKOHEeYHUK

YTeuka unm BcacbiBaeMblii
obbeM o4veHb man

HepaBHomepHoe cMavumBaHune
HaKOHEe4YHMKa nNMneTku

[NocTaBbTe HOBbIN HAKOHEYHUK

HakoHeu4Huk ocnab

Ob6ecneybTe NNoTHOE
coeanHeHune

Henoaxoaawmm HaKOHEYHNK

MpuMeHsanTe opuUrnHanbHbIn
HaKOHEeYHUK

MHopoaHble YacTuLbl Mexay
HaKOHEYHWKOM U fiepxaTenem

MpouncTuTe AepxaTenb
HaKOHEeYHVKa U NOACOEAUHUTE
HOBBbI i HAKOHEYHVIK

HepocTtaToyHOE KONMYECTBO
CMa3KM Ha LUTOKe

Cmaska gormkHa
COOTBETCTBOBATbL MHCTPYKLIMM MO
o6cnyXMBaHMio

MuneTka 3abupaeT 06bEM,
BbIXOASALLMIA 38 pamKK
TEXHUYECKMX XapaKTEPUCTUK

I'IOBpe»q:leHme NUNeTKn

OTownute nuneTky Ans
TEXHNYECKOro 00CnyXnBaHus B
cnyx06y komnaHum TEM

MuneTtka 3acopunachb,
BCacblBaeMbIil 06beM
CINLLKOM Man

KupkocTb (kpoBb) nonana B
[AepxaTenb HakOHEYHMKa U
3acoxna

ITINOVAatioris
npO‘-WICTVITe N CMaXbTe LUTOK U

nepxxatesnb HakoOHEeYHUKa

I'IOBpe>|<,qu HaKOHEeYHUK
BCacbIBaHUA 1 pa60TaeT
HenpaBUIbHO

33Fpﬂ3HeH nnun noBpexaeH
nepxartesnb HakOHEeYHUKa Unm
HaKOHEeYHUK BCacCbIBaHUA

CHumMmunTE 1 npovncTunTe
nepxatesnb HakoOHEeYHUKa U
HaKOHEeYHUK BCacCbIBaHUA

Tabnuvua 8-4 YcTpaHeHue HencnpaBHOCTEN
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9. BbIBO,D, N3 aKcnnyataunun, TpaHCNOPTUPOBKa N yTuUnn3auuns
9.1 BbiBoa 13 akcnnyaTtauum
Mpun BbIBOAE 13 akcnnyatauum cuctembl ROTEM delta npogeavHdpuumpyinte ee (Mnaea
8.2) n 3awnTnTE OT NonagaH1s MNbin 40 MOMEHTa yTUNM3aumn.
9.2 TpaHcnopTupoBKa
A nNPEQYNPEXOEHMUE
MoBpexaeHne cuctemsbl
HenpaBunbHas TpaHCMOPTUPOBKA MOXET NMPUBECTU K NOBPEXOEHUIO CUCTEMBI.
» He nogHumanTe cuctemy 3a gepxartenb NMNeTKU, OCK N1 HanpasnsLwme Barsbl.
» TlogHumanTe cucTemy, TONMbKO NoaaepK1uBasi ee CHU3Yy
» TpancnopTupyite cuctemy ROTEM delfa Tonbko B COOTBETCTBYHOLLEN TPAHCMOPTHON Tape.
» CeHCOpHbIV 3KpaH TPaHCMOPTUPYNTE OTAENBHO.
9.3 YTunusaumsa
Oupextuea: Jupekmusga no omxodam 351eKmpuU4ecKo20 U 3/1eKMPOHHO20 0bopydosaHusi
(WEEE) oTHOCUTCS K SrEKTPUYECKOMY M 3neKTpoHHOMY obopyaoBaHutio. O6opyanoBaHue,
KOTOpOE MOXHO YTUIIM3NPOBAaTh COrNAacHO 3TON AUPEKTUBE, MapkupyeTcs cumsoriom WEEE
N MOXET YTUNN3NPOBATLCA B COOTBETCTBUU C MECTHBLIMU ANPEKTUBAMN.
PucyHok 9-1 cumson ytunusauumn WEEE
[nsi 06opynoBaHnst, UMEBLLETOKOHTAKT CKPOBBIOUIN OPYTMIMUM BELLLECTBAMMN OMONOrMYeCcKoro
NMPOUCXOXAEHUS, 4O OKOHYaHWsI CPoKa CNyXObl MPUMEHSIOTCA OTAENbHbIE AMPEKTUBHI.
Takoe obopygoBaHME MapKMpyeTCsl Ha NIMLEBON CTOPOHE W OOIMKHO YTUITM3MPOBATLCS B
COOTBETCTBMM C AUPEKTUBAMU AN BUOMNOrMyYeckn onacHoro obopyaoBaHus.
PucyHok 9-2: O603HauveHne 61MONorM4eckomn onacHoCTu
MoppobHas MHpopMaLusa No yTunu3aumm nepndepuinHoro obopyaoBaHUA HaXoaUTCs B
COOTBETCTBYIOLLLEM PYKOBOLCTBE MO 3KCMNnyaTauun.
© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015 Ctp.9-1
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The bleeding management system

10 MpunoxeHue

MpunoxeHne A:

MpunoxeHue

MapkupoBKa, spnbikKu, 0603Ha4YeHUS

O6o3HavyeHne

OnucaHue

q

MapkupoBka no pykoscactesy EC

Tonbko AN1A OAHOKPATHOIoO MCNOJib30BaHNA

OuarHoctuuecknii aredT 8 in-vitro

[aTta narotoenenns, Hanp. 2008 r.

OKoH4aHWe CpOKa OenCTBUA: rog-Mec

E 2010-10
~

Haﬂpﬂ}KeHVIe nepemMeHHOro Toka

Homep napTtum (Hanp. xxx)

CepuiHbIA HoMep (Hanp. Xxxx)

Howmep 3akasa, Homep apTuKyna (Hanp. XXxXxXxxx)

1. CM. pyKOBOOCTBO NO 3KcnnyaTaunm
2. CM. nHthopmaumnio B naparpadax v rnasax pykoBOACTB NOML30BaTenNs,
OTMEYEHHbBIX CUMBOMOM

KomnnekT, gocratouHblid 4ns (n) ucnelTaHui

O6o3HayeHus, NPUMeHseMble NPW XPaHeHWW B yKka3aHHOM AnanaloHe
TemnepaTyp (Hanp. ot +2 go +8°C)

Mpenynpexaerne, He GpocaTb!

YnakoBaHHasa xpynkas npoaykuus

Bepeyk 0T chipocTh

i

MonoxeHne Npu TPaHCNOPTUPOBKE U OTKPLITUN

N

KacaTbcs WTbIps pykamu 3anpeLueHo

I

115V/T3,15AH
230V/T1,60AH

MpepoxpaHuTens (TexHudeckue napametpbl Ha 115 B unun 230 B)

Buonornyeckan onacHocTb

&= p>

MpurBopbl, MapkUpoBaHHbIE YkasaHHbIM 0BPAa3oM, He OOMYCKATCA K yTU-
nU3auMK B MPOCTBIX TOPOACKMX 0TXoAax. [laHHble Npubopkl HyXHO cobupaTb
OTAOENIBHO B COOTBETCTBMK C MECTHLIMIK NpaBuIamu no nepepaGOTKe.

Tabnuua 10 -1 MapkvpoBka, Aprbik1, 0603Ha4YeHust

© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015 Ctp. 10- 1
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np“no)KeHMe The bleeding management system

MpunoxeHue B: MNapaHTUA

KomnaHust TEM Innovations GmbH 3aBepsieT nokynatensi B ToM, YTO HacTosiLLas cuctema,
npogaHHasa komnannen TEM Innovations GmbH vnn aBTOpr3oBaHHBIM AUCTPUOBIOTOPOM
komnaHum TEM Innovations GmbH, He nMeeT nedeKkToB MaTepmana u N3roToBIEHUS.

Ecnu He YKa3aHO MHOro, FapaHTMVIHbIVI nepuon Ana HOBOro NpoAykrTa, a TakkKe NpoAYyKTa,
HaxoamBLLEroca s yn0Tpe6neva|, YMeEHbLUaeTCA 40 rapaHTI/IIZHOFO nepuoaano TDEGOBaHI/IPO
MECTHbIX OCbI/ILI,I/IaJ'IbeIX OopraHoB COOTBSTCTByPOLLI,GVI CTpaHbI.

Ecnu nokynatens aBnsieTcs nogpsgymMkoM, oH 0653aH NpoBEPUTE MOMYYEHHbIV MPOAYKT Ha
npegmeT Hannuansa gedekToB, rapaHTUPOBAHHOIO KadecTBa, HEAOCTATKOB M COOTBETCTBUS
N NPOMHOPMNPOBATL HAC He No3aHee OOQHOWN Hedenu, B McbMeHHon doopMe. O CKpbITbIX
nedekrtax HeobxoaMMo NPeaocTaBnsATb MHPOPMALMIO HEMEONEHHO MO UX BbISIBIIEHMIO.
B cnyyae HecoOnogeHnss HaCTOALWMNX YCIOBUA BCE MPETEH3MM MO rapaHTuM NpekpaLlarT
BOE JencTBue.

Ecnu nokynartenb He siBNsieTcA NogpsifyYMkoM, OH 06513aH NponHopMMpoBaTh KOMMaHUI0

TEM Innovations GmbH B ABYyXMecs4HbIN nepuog nocrne obHapyXeHUsi HECOOTBETCTBUS
NPOAYKTa C KOHTPAKTOM O MPUCYTCTBYHOLLEM AedekTe B NMCbMEHHON OpMe; B Cryvae
nporycka gaHHOW WHGOpMaLMn NpeTeH3uu Mo rapaHTumM npekpawlaT Boe OeNcTBue.
OTO He OTHOCUTCHA K Cry4Yald YMBIWEHHOM nopyu npogaBuoM. [lokynatenb HeceT
OTBETCTBEHHOCTL 3a JOKa3aTenbCTBa B MOMEHT OOHapyXeHUs Ae(EKTOB.

Ecnun nokynatenb siBnsietcs nogpsigymkom, komnannss TEM Innovations GmbH, B cnyyae
onpasAaHHbIX NPETEH3UN, N0 CBOEMY YCMOTPEHNIO OTPEMOHTUPYET UNKU NOCTaBUT HOBLIN
NPOAYKT UK MOKPOET HepocTatku. [okynaTenb NpeaocTaBnsAeT LOCTATOYHbIN nepuog
BPEMEHM Ha PEMOHT NPOoAyKTa UM NOCTaBKy HOBOrO. [lonyckaeTcsl MOBTOPHbIV NOAXOA Ha
paboTy No yCTpaHEHUIO HELOCTATKOB B pa3yMHbIX Npeaenax. Ecnv nokynarenbs He NpuHK-
MaeT yCTpaHEeHNEe He4OCTATKOB, 3TO CHUMAET C KOMMaHUW rapaHTUiiHbIe 00si3aTenbCTBa.

Ecnun nokynatenb He SBnsSieTCst NOAPSAYMKOM, OH MMEET MpPaBO B MEPBLIA pa3 BbIOpaTh,
OyayT N BbINOSHEHbI AOMNOMHUTENBHbIE PaboThl B KAYECTBE YCTPAHEHNS] HEMCNPABHOCTU
nnn ocyLecterneHa 3ameHa. Ho komnanus TEM Innovations GmbH nmeeT npaBo oTkasaTb B
[OMNONMHUTENbHbIX paboTax, ECINN OHN OKa3bIBAKOTCS CIINLLIKOM 3aTpaTHbLIMUW, UNPeaoCcTaBnseT
MoKynaTernto Apyrme BapuaHTbl PEMOHTA, HE HAHOCALLKMX yuiepba nokynaTento.

[nsi BbINOMHEHWSA [OMNONTHUTENbHBLIX PEMOHTHbLIX PaboT MM 3aMeHbI NPOAYKUMA AOMKHA ObITb
BO3BpalLLieHa B rmasHbIn ocurc komnaHum TEM Innovations GmbH. B cnyyae nogTeepxaeHus
aedexta, komnanus TEM Innovations GmbH obecneunBaeT 6ecnnaTHyto 4OCTaBKy U3Aenust
nocne BbIMOJSIHEHUSI PEMOHTHBIX paboT. B npoTMBHOM crnyvae nokynartenb HECET pacxoabl
Nno JOCTaBKe 3a CBOW CYET.

Ecnu BbinonHeHne KomnaHnen PEMOHTHbIX pa60T Mnn 3aMeHbl He NPUBOANT K AOJI)KHOMY
pe3ynbTaty B Hagnexawmmn NPOMEXYTOK BPpEMEHMU, NMOKyNnaTeslib UMEET NPpaBOo Ha CHMXXeHne
onnartbl NN pacTopXeHune cornalleHnA. OgpHako, B Crny4vyae He3Ha4YnTellbHOro HapyLieHua
KOHTpPaKkTa, 0cobeHHOo B Cny4ae He3HauYnTellbHbIX D,e(beKTOB, nokynarterib He MMeeT MNnpaBa
Ha pacTopXeHune cornateHns.

FapaHTvm HE TMOKpbIBAET HOpMaﬂbeIVI M3HOC CUCTEMbI, NnoBpexaeHud, noly4YeHHble
B pe3ynbTarte HeaKKypaTHOro o6pau.|,eHV|;|, Ype3MEPHbIX yCVIJ'IVIVI, ncrnofb3oBaHne
HE OpUrMHalrbHbIX pPacCxXxodHbIX MartepuanoB W aKkcecCyapoB, HECOOTBETCTBYHLUEro
O60pyﬂ,OBaHl/I$|, XUMUNYECKOIO, 3ITEKTPUYECKOTIO, 3IEKTPO-XNMNYECKOIo BO34ENCTBUS, BCE
BblLLenepevyncrieHHoe He BXOAUT B paMKn CcornalieHuA.

Crtp. 10-2 ROTEM® delta PykosogcTso 1.5.3.01 RU 2015 © TEM Innovations GmbH
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The bleeding management system np“no)KeHMe

B cnyyae He3Ha4MTENbBHOrO OTKIMOHEHUSI OT 00A3aTenbCTB, OTBETCTBEHHOCTb KOMMAHUM
TEM Innovations GmbH orpaHuumMBaeTca ycpeOHEHHON NpenckasdyeMon, TUMUYHOW OISt
KOHTpaKTa 1 HENOCPEACTBEHHbIMU NOBPEXAEHUSIMU Takoro Buaa npoaykumm. Hacrosiwee
cornalleHmne Takke NPUMEHSIETCS B CINyvae HE3HAYNTENBbHOMO OTKITOHEHMS OT 00A3aTenLCTB
OEVCTBYIOLLUMMM NPEACTaBUTENSAMU KOMMaHWM U 3aMeLlallwumMmn apyr apyra areHtamu.
Ecnn nokynatenb siBNseTcd nogpsavvMkoM, KOMMaHUA HeceT OTBETCTBEHHOCTb TOMbKO
B CNny4ae He3Ha4MTENbHOrO OTKIOHEHMSI OT 00SA3aTenbCTB B 3aBUCUMOCTU OT CTEMEHU
HapyLUEHWs1 OCHOBHbIX MOMOXEHUA KOHTPaKTa.

YKasaHHble Bbllle orpaHn4yeHna OTBETCTBEHHOCTU HE TMPUMEHAKTCA B OTHOLUEHUU
ﬂp8T8H3VIl7I, npeabAaBIIeHHbIX 3aKa34YMKOM MO OTBETCTBEHHOCTU 3a MPOAYKT. bonee Toro,
YKa3aHHble OrpaHn4eHuna OTBETCTBEHHOCTU HEe NPUMEHAKTCA B OTHOLUEHUU yu.l,ep6a
OpraHnamy mn 3gopoBbio UM CMEPTU MOKynaTena B I'IpI/II'II/ICbIBaeMOI7I KOMNaHun CTeneHn.

M3HalumBaroLmecs 4act Takme Kak:
* NOALLUNNHUKA

jui @

* ocu B cbope
* TedonioHoBagd osnbra

* OKCLIEHTPUK
UMEIOT YMEHbLLEHHbI rapaHTUNHBIN Nepuop, paBHbIN 6 MecsaLaMm.

© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015 Ctp. 10-3
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MpunoxeHune Tiia Blesding mansgament/syssa

MpunoxeHune C: JInueH3sna Ha nporpamMmmbl

Cucrema ROTEM BrtoHaeT COOCTBEHHbIE NPOrpaMMHble Moaynv komMnaHim TEM Innovations GmbH
(n3mepuTenbHble Mogynu, Mogynu 06a3  AaHHbIX, Moaynu 0b6paboTKM, YCTaHOBKM,
CEpPBUCHbIE MOAYNN, MHTEpPdENChI MPOrPaMMHOro obecnevyeHunss 1 annapaTHbIX CPeacTs,
mMogynu nopcyeta). bonee Toro, cuctema BknyaeT GecnnatHble nNporpaMmbl U
nporpamMMbl C OTKPbITbIM MCXOAHbLIM KOAOM. Tornbko 6ecnnaTtHble NporpaMmbl 1 NPOrpaMmbl
C OTKPbITBIM UCXOAHBIM KOAOM MOAMEXaT NIMLEH3NPOBaHNMIO. VIcXoaHbIN Kof, BCEX Mogynew,
NULLEH3NPOBAaHHbIX B pamkax 6ecnnaTHbIX TIMLEH3MOHHBIX NMPOrpamMm 1 COOTBETCTBYHOLLMX
TekcToB nuueHann Haxoautca Ha CD-ROMe, noctaBnsgsemMoM BMECTE€ C CUCTEMOM
ROTEM.

Mpu ycnosuu ncnonb3oBaHus Nporpammbl Kak BHEAPEHHONW B NporpamMmmHoe obecrieveHne
cuctembl ROTEM, TpeboBaHus no cOGMIOOEHVIO LOMOMHUTENbHBLIX YCIOBUW  He
NPeabsABISITCS, Kak U3MTOXEHO B NULEH3MM Ha DecnnatHoe nporpaMMHoe obecneyeHune.
Ona nonydeHns OOMNOMHMTENbHbLIX MpaB, MOMb30BaTeNb MOXET MO CBOEMy BbIOOpPY,
COrnacuTbCs C  YKasaHHbIMW  FMLEH3VOHHBIMM  COrMallEeHUsaMA, MpeacTaBneHHbIMM
obrnagaTtenem nMLUEH3MM COOTBETCTBYHOLLMX MPOrpaMMHbIX MOZYIEN.

Cornacue ¢ ycnoBusiMm nuueH3nM OecnnaTHbIX NporpaMm LaeT MpaBo Mofb30BaTeNto
ucnone3oBaTe OecnnaTtHble MporpaMMbl COMMACHO MOSIOKEHNAM COOTBETCTBYHOLLIEN
nuueHsnn. JTiobble nameHeHnss 6ecnnaTtHOro NporpaMMHOro obecrneyYeHmsi, BKIOYEHHOTO
B cuctemy ROTEM, Bepet k notepe rapaHtum cuctembl ROTEM, n nomnb3oBaTtenb
CTaHOBUTCS OTBETCTBEHHbLIM 3a NMOBPEXAEHUS, BO3HMKAOLLME B CBSA3M C UCMOSIb30BAHNEM
cuctembl ROTEM. Cuctema ROTEM He npegHasHadeHa AN M3MEHEHMUN, BHOCUMbIX
nonb3oBaTenemM, BKMYas, HO He OrpaHN4YMBasiCb, U3MEHEHUS BHEOPEHHbIX Mporpamm.
Bce nybnuuHble paspelleHnsi aBTOMATUYECKM MPeKpaLalTcs Npyv BMeLlaTensCcTBe B
LenocTHocTb cucteMbl ROTEM.

Crtp.10-4 ROTEM® delta PykosogcTso 1.5.3.01 RU 2015 © TEM Innovations GmbH
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MpunoxeHue

MpunoxeHune D [leknapauusa o COOTBETCTBUU

CE Konformitatserklarung

Declaration of conformity
Déclaration de conformite

Der Hersteller erklirt, dass die betroffenen Produkte den einschldgigen Bestimmungen der aufgefiihrten
Richtlinien entsprechen. (98/79/EG (In-vitro-Diagnostika — Anhang Ill) und
89/336/EWG (elektromagnetische Vertréaglichkeit))
The manufacturer declares that the corresponding products are in conformity with directives mentioned
below. (directive 98/79/EC (on in vitro diagnostic medical devices — Annex lll) and

directive 89/336/EEC (electromagnetic compatibility))
Le fabricant déclare que les produits concernés sont conformes aux directives cor ( directiv
98/79/EC (relative aux disp mfs édi de diag ic in v:tro annexe lil) et dlrectwe 89/336/CEE
( patibilité électr g! jue)
Anbi /Supplier/Fourni ar: Pentapharm GmbH
Anschrift/Address/Adresse: Stahlgruberring 12, D-81829 Miinchen
Produkt/Product/Produit: ROTEM® Vollblutgerinnungssystem Typ delta

ROTEM Whole Blood Haemostasis System Type delta
ROTEM® Analysateur de coagulation sanguine Type delta

Serial number:

IVD-Zubehor / A y /A ire: star-TEM® , in-TEM® , ex-TEM® , ap-TEM® , fib-TEM® , hep-TEM®,
ROTROL N, ROTROL P, cup & pin pro

Das oben beschriebene Produkt/Zubehor ist konform mit folgenden Standards:
The product/accessory described above is in conformity with the standards:

Le produit/: e décrit ci-d est me aux normes:
Produkt/Product/Produit:
Dokument-Nr. Ausgabe /Ausgabedatum
Document No. Titel / Title / Titre Edition / Date of issue
Document No. Edition / Date de publication
EN55022 der o und 1998
class B (98) Information Radio di Limits and methods of measurement
+A1LA2 Appereils de tatement de fir C des Limites et mesure 4200042002
DIN EN 61326 Ekktrische Betriebsmittel fur Leittechnik und Lz il - EMV 1997
+A1,A2,A3 | Ebotical equipment for measurement, control and laboratory use - ENIC requirements +1998, 42001, 42003
Appareils ékclriques de mesure. de controk et de bboratoire—Exigences CEM
EN1658 an die von In-vitro-Di tika-Geraten: Deutsche Fassung 1997
Requirements for marking of in vitro diagnostic instruments
Exigences de marquage des instruments de diagnostic in vitro
ENG1010-2-101 | Sicherheitsbestimmungen fir ekkirische Mess-. Steuer-, Regel und Laborgerate; Teil2-101- Besondere Anforderungen an In-Vitro-Diagnostik-(IVD)- 2003
Iedizingerate
afety for ipment for control, and y use - Part 2-101: Particuler for in itro diagnostic (VD)
medical equipment
Régks de sécurité pour appareils électriques de mesurage, de régulation et de laboratoire — Partie 2-101 : Prescriptions particuiéres pour les appareils
médicaux de disgnostic in vitro (DIV)
ENG0601-1 + | Sicherheitsbestimmungen for ebktrische Hedizngerate 95
A1+A2 Teil 1: Allgemeine Sk Abschitt 48 und +1993, +1995
 Part 1 i for saf lause 48 and software test
; Partie 1: exigences générakes pour o sbourté (4 fexclusion de la clause |Ssl du test du bgiciel)
EN60601-1-2 + fr ekktrische 2006
Al Teil 1-2: Algemeine Sichelhellsmlotderungen Kollateraker Standard: Ekktromagnetische Kompabiktat +2006
 Part 12 for safety, pabilty
médical élctrique; Pertio 1-2. exigences générales pour ka sécurité, standard collatéral, compatbilté Slectromagnétique
IVD-Zubehor / Accessory / Accessoire
DIN EN 980 rephische Symbole zur ]
Graphicalsymbols for use i the Ebeling of medicaldevios
Symboles graphiques utiisés pour fétiquetage des dispositfs médicaux
DINEN 375 Bereitstelling von Informationen durch den Hersteller von for in-vit [ Zum Gebrauch durch Fachpersonal 2001
Information supplied by the with in vitro diagnostic reagents for
f e fiabricant avec les réaxifs de diagnostic in vitro pour usage
DIN EN 13612 | Leistungsbewertung von In-vitro-Diagnostka 2002
Pedormm evaluation of In Vitro Diagnostic medical devices
ances des disposiifs médicaux pour diagnostic in vitro
(Nur fur Reagenzien — nicht far wp&pm pro— leagenls ‘only — ot for cup&pin pro — appicable pour réactifs seukment - pas applicable pour cup&pin pro)
DIN EN 13640 von 20
Stabilty testing of in vitro diagnostic rssgen(s
Essais de stabilté fs de diagnostic in vitro

Dr Volker-Joachim Friemert
Manager Quality Assurance and Regulatory Affairs

Munchen/Munich, 01. August/ August / August 2008

© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015 Ctp.10-5

119




MpunoxeHune Tiia Blesding mansgament/syssa

MpunoxeHue E: YaaneHHbIM gocTtyn

Mpumeyanue: Komnannst TEM Innovations GmbH He nogpasymeBaeT OTBETCTBEHHOCTU 3a
HapyLleHne 00A3aTenbCTB 3a CObNtogeHMe TanHbl, eCnmn BoNbHUYHAA CETb YCTaHOBIEHA
HenpaBUITbHO UMK €CN OTKNIOYEHbI onpeaeneHHble (PYHKLMM CeTEBbLIX 3KPaHOB.

MporpammHoe obecneveHne cuctembl ROTEM obecneunBaeT yaaneHHyto nepegadvy Ha
akpaH cuctembl ROTEM. OaHHasa dyHKkuma no3sonset nepegady TEMorpammebl, T.e. C
MecTa NpoBeAeHNs aHanm3a B nabopaTtopmio Ui HEMOCPEACTBEHHO B ONepaLMOHHY!HO.

Byayuu akTvBMpOBaH, yaaneHHbIn OCTyn nepegaeT nwoboe AeNcTBMe 3KpaHa CUCTeMb
ROTEM Ha yaaneHHbi IMK.

Cnepytouwias Hwxe rnaea npegHasHaveHa Ansd agMMHUCTPaTopoB, obecrneynBaroLLmx
poctyn VNC.

WHCTpyKUMM Ans ceTeBoro agMmH1UcTpartopa

e [lnHammnuyeckne IP agpeca: Ecnmn IP agpeca Bawen 6GonbHUUbI AMHaMUYeECKUE,
Heobxoamm mapwpyTtusaTop. I[P agpec gomkeH BHocuTbes B Setup — Remote Access
(Tnasa 6.4.3).

e Macka ceTu: B CETEBOM Macke MOryT ObiTb onpegeneHsl BHewHne PC vnm rpynnel PC,
BKItoYeHHble B cBs3b VNC. Hanpumep, “192.168.4.” onpegenseT, uto Bce PC, Hanpumep
192.168.4.30, c IP agpecamu 192.168.4.Xx MMeOT aBTOPM30BaHHbIA AOCTyN. YTOOHI
onpenenutb Tonbko ogHy PC, Hanpumep 192.168.4.30, IP agpec aton PC gomnxkeH 6bITb
BBefeH B none Net mask (ceteBas macka). "255.255.255.0" onpenenset Bce IP agpeca
"M1 M2.M3.X" kaKk nokanbHble KnueHTbl, rae M1, M2, M3 aBnsaTcs NOCTOAHHLIMM.
YcTaHoBKa rno ymonyaHuio - "255.255.255.0".

e Llnto3: Ecnn ROTEM® delta n PC yganeHHoro goctyna He HaxogsdTcs B OOQHOW ceTu
(LAN), TpebyeTca wnto3.

Tpe6oBaHusi N0 ycTaHOBKe

ROTEM® delta
e cuctema ROTEM nogkntoyeHa k 6onbHn4Hom cetn (LAN)/ e Bl 3HaeTe IP agpec
cuctembl ROTEM® delta.

BonbHn4Has ceTb 1 BHeELHU yaaneHHbln goctyn MK

e KoHdurypaums akpaHa paspelsaet coegmHeHnne cetn ROTEM®TCP- Port 5900 n
BHeLwHu MK

Bbl 3HaeTe ycTaHOBKM Macku cetu

Bbl 3HaeTe ycTaHOBKM LUM03a

BHewwHun MK nogkrnoyeH K ceTn U YCTaHOBIEH KaK KMUEHT
Bkl 3HaeTe IP agpec BHellHero MK

YcTaHoBKa cpeactBa npocmoTtpa VNC Ha yaaneHHoro MK

1. CkonupynTte canmn vnc-03/03/07-x86_win32_viewer.exe (TEM Innovations
CD-Rom) Ha xecTkuin guck yaaneHHom [K.
2. Ha paboyem cTorne co3ganTe MKOHKY

Ctp.10-6 ROTEM® delta PykosogcTso 1.5.3.01 RU 2015 © TEM Innovations GmbH
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thromboelastometry

The bleeding management system np“no)KeHMe

KoHdpmrypaumsa cuctembl ROTEM

. 3anauTe Kak aaMMHUCTpaTop
. OtkponTe File System
. Beibepute Admin_Tools — Delta Settings
. Beegute IP agpec, ceTeByo Macky M L3, eCrin HeobXoanmo
. Ecnn TpebyeTcs, namennte naponb VNC (MpunoxeHne G)
. Beimgute n3 Admin_Tools un File System
. BbibepuTte Setup-Remote Access
. HaxxmuTe kHonky Start Server
B AkTnBMpyeTca coeguHerHne VNC

0 NO OO WON =

S[porpamma VNC MoxeT ObiTh 3anyLieHa ¢ npeasapuTeribHbIMU YyCTaHOBKaMU
b KHonka nomevaeTcs kak Stop server

9. B cnyyae HeobxoOMMOCTM aKkTMBMPYWTE aBToMaTtumyeckun 3anyck cepsepa VNC
nocpeacTBOM COOTBETCTBYHOLLEN ONUUN.

10. B cnyyae HeobxogumocTv BBeamuTe |IP agpec B none Net Mask (ceTeBas macka).
11. BbibepuTe pekomeHaoBaHHbIN pexum Single Access.

I'IpumeanMe: Ecnn aKTnBMpoBaH MHOXXECTBEHHbIN OOCTyn, TO peKkoMeHOyeTCA
OrpaHN4YnTb YUCIO KIMEeHTOB A0 3 Y4aCTHUKOB, UMEKLLNX OE,HOBpeMeHHbIVI O0CTyn K
KOMMYHUKaLnn c VNC no NMPU4YNHE Npon3BOONTEITbHOCTHN.

12. Boiignte n3 meHio Setup
Cuncrema ROTEM roTtoBa k yaaneHHoOMy JOCTYyny.

KoHdmrypupoBaHue cpeactsa npocmoTtpa Ha yaaneHHou PC (Windows TM)

1. Banyctute VNC-VIEWER.exe, oBaXObl Ha>aB MKOHKY Ha paboyem cTone.
2. Beegute napornb

3. Beegute IP agpec cuctembl ROTEM, yBenuueHHbI Ha OguH paspsg (Hanp.
"192.168.1.33:0").

Connection details x|

Ve WHNC server; I ﬂ Ok, |
Ize host:display Cancel |
&0, shoopy2 =
[Display defaults to Df not given]

PucyHok 10-1 MNone anst BBoga IP agpeca VNC

4. NoaTteepante, Haxas <Enter>.

Tenepb Bbl BUANTE yaaneHHyto nepegady cuctemol ROTEM

ROTEM VNC nmeeT Bepcuto "view only" (Tonbko npocMoTp). YaaneHHon PC ynpaBnsite
HeBo3MOoxHO. [locTtyn VNC MoXeT ObITb OrpaHnyeH aBTopM30BaHHbIMU NOSb30BaTENSMU
nocpeacTBoM npuceoeHus napons (Mpunoxexue G).

jui @

© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015 Ctp.10-7
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Ctp.10-8

MpunoxeHune F: OnucaHne untepcpenca

Komnanust TEM Innovations GmbH ocTtaBnsieTaacobonnpaBoHaTEXHUYECKMENCIPABIEHNS,
€CI OHM HeoOXoaMMbI 411 JaNbHENLIEro Pa3BUTUS N TEXHNYECKOTO COBEPLLEHCTBOBAHMS.
3anpocuTe TekyLLYy BEPCUIO ONMUCAHNS MHTepdelica Nepes Havanom NnporpaMmMmupoBaHns
O0CTyna K nabopaTopHOM CUCTEME MO CrieayoLLLEMY adpecy:

E-Mail: rotemsupport@rotem.de

Mporpamma cuctembl ROTEM moxeT nepepaBaTb YacTb MEAMLMHCKMX NMapaMeTpoB Ha
xocT (LIS) B cOOTBETCTBMU C MPOTOKOSIOM, OMUCAHHBLIM HUXKE.

Mogrpynna napamMeTpoB Takas e, kak umetoLascsa B ctapon Bepcum DOS nporpammel.
MpoTokon nepenaumn (DOS coBMeCTUMbINA) Takom xe, kak B Bepcum 2.98 nporpammbl.

Kanan cBasu
CB#3b ocyLecTBnsaeTcs Yepes nHTepgernic RS-232 cuctemol ROTEM.
Pabouui pexxum nHtepcenca RS-232

MapameTp nHTepdenca: 1200/9600/19200/57600 nnn 115200 604, 8-6MTHbIE AaHHbLIE, 1
OuUT ocTaHoBa, 6&3 KOHTPONS YETHOCTU

KoHTponb notoka: Mporpammubii (nuHum RTS/CTS He nopgaepxusatoTcs)
Ha6op cumBonoe ans DOS coBMecTMMOro npoTtokosna

CvmBoOnbl, NpefHasHayveHHble Ans nepegayu, kogmpytotes no 1ISO-8859-1 (Latin 1) nnm
kopoBor cTpaHuubl Ne437 IBM (pacumpeHHbin Habop cumBornios PC), kak TpebyeTcs.

Ha6op cumBonoB ana XML coBmecTMMOro npoTtokona

XML npoTtokon koampyetca kak UTF-8.

YcTtaHoBKM B nporpamme cuctembl ROTEM

Mepenayy AaHHbIX HEOOXOOUMO aKTUBMPOBATb M CKOHUrypupoBaTe B MeH Setup—

Online. Ha Tekywmii MOMeHT peanus3oBaH pexum “DOS coBmectumbin® n “XML”. Ons

nonyyYyeHns SONONHNTENBHON MHOPMaLMK O KOHdUrypauum cMm. [nasy 6.4.2.

AkTuBauusa nepegavv gaHHbIX

Mepenaya [OaHHbIX aKTUBUPYETCS WCKMOUMTENbHO Ha 6noke ynpaeneHuss ROTEM.

Mepenaya AaHHbIX MOXET OCYLLECTBNATLCH B PEXMME pearibHOro BpeMeHU U B peXnme

nakeTHOWM nepegayn.

Pexum peanbHOro BpeMeHu: Korgoa namepenus 3akanumatotcs 1 TEMorpamma
yOansieTcs ¢ aKpaHa, OHM aBTOMaTUYECKU
nepegarnTcs Ha KOMMLIOTEP XOCT.

Pexxum nakeTHon nepenayn aaHHbIX: B 6a3e aaHHbIx TEMorpamm BbibupatoTcs

pes3ynbTaTbl NAUueHTa, KOTopble MOryT
nepepaBaTbcs Ha LIS ¢ nomolubto kHomkn Export.

ROTEM® delta PykosoacTtso 1.5.3.01 RU 2015 © TEM Innovations GmbH
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The bleeding management system

OnucaHue ApnblKOB

MpunoxeHue

Apnbik DdecaTuyHoe 3Ha4YeHue Apnbik [decaTnyHoe 3Ha4YeHue
<STX> 2 <CR> 13
<ETX> 3 <NACK> 21
<ENQ> 5 <GS> 29
<ACK> 6 <RS> 30
<LF> 10 <LF> 10
Tabnuua 10-2 KoHTposbHble CUMBOSbI
Apnbik HecAaTn4yHoe 3Ha4YeHne
<or>

Jlornyeckoe “nnn’: onH 3HaK or, ApYyrow 3HaK nocbinaeTcst

Tabnuua 10-3: Nlornyeckas komouHaums

MpoTokon cBA3Mn

ODencrteue

3anpoc ot cuctembl ROTEM

<ENQ>

ROTEM otcbinaer

OTcbinaer xoct PC

MoaTeepxkaeHUe Unu He
rnoaTBepXXaeHne oT XocTa

<ACK> <or> <NACK>

Tabnuua 10-4 MNpoTtokon cesA3m (1)

B 3aBucmmocTn ot otBeTa PC xocTa NpoTOKON NpogosrkaeT.
e PC xoct oTkasbiBaeT no <NACK>
- NpoTokon npepkiBaeTcs
- CooOLeHne nHdopmmnpyeT 06 oTkade npuema namepeHnii PC xoctom
MpumeyaHue: Bbl BCe paBHO MOXETe NepeaaBaTb N3MEPEHUS N3 0a3bl AaHHbIX.
- Pexum nepegaum ocrtaetcs aktmBHbIM. Cuctema ROTEM nbiTaetca

nepenarb crnenyruiee BbiNoJIHEHHOE N3MEpPEHMe.

e PC xoct nogteepxagaeT no <ACK>
- NpoTokon npogomkaeTt paboTy kak onvcaHo B Tabnuue 10-5.

© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015
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MpunoxeHune Tiia Blesding mansgament/syssa

ODencrteue ROTEM oTtchbinaer Orcbinaet xoct PC

3. OaHHble ¢ cucteMbl ROTEM | <STX> <CR> <LF> <RS> <data
record> <GS> <check sum> <ETX>
<CR> <LF>

4.CTaTyC KOHTPOIbHOW CyMMbI <ACK> <or> <NACK>
XOCTOM

Tabnuua 10-5 MNpoTokon cBsA3n (2)

B 3aBucumocTn ot noateepXxaeHmnsa KOHTpOﬂbHOVI CYMMBbI PC xocTtom, NPOTOKON
npoaornkaer:

e V nepenaet <NACK>.
- Cuctema ROTEM noBTopsieT 3TOT NpoLecc ABaxabl 1 oxuaaeT noatesepxaenns PC
xocTa.
- Tpetun otBeT <NACK> PC xocTa Np1BOAMT K OKOHYaTENbHOMY 3aBEPLUEHMIO
NpOTOKONa N perncTpaLmmn owmnbKM KOHTPOMBHOM CYMMbI.
e PC xocT noaTBepXaaeT KOHTPOmbHY cyMmmy no <ACK>.
- [MpoTokon 3aBepLUEH KOPPEKTHO.

CtpykTypa 3anucu gaHHbix DOSCOMPAT

3anncb AaHHbIX UMEET CreayHoLLyo CTPYKTYpY:

roTEG | <device name> | <patient name> | <test> | <date> | <start time> |
<running time> | <Par_CT> | <Par_CFT> | <Par_MCF> | <Par_CFR> | <Par_ANG> |
<Par_ML> | <Par_ITP> | <Par_RTT> | <Par_MCE> | <Par_A5> | <Par_A10> | <Par_A15>
| <Par_A20> | <Par_A25> | <Par_A30> | <Par_CLI30> | <Par_CLI45> | <Par_CLI60> |
<Par_F> | <error code> | <CR><LF>

OTu nons AaHHbIX pasnuuHon anuHbl. OHM oTaeneHbl Apyr oT gpyra cumsoriom |
(oecatnyHoe 3HadveHne 124). MNepeomy nonto He npepllecTsyeT cumBon, a <CR><LF>
cToUT B nocneaHeM none. B tabnuue 10-6 onucaHbl oTaeNbHbIE NOAS.

Apnbik nons | OnucaHue dopmart EavHuua Makc.
n3MepeHuss | AnuvHa

<Device name> | MoeHTn4Ho nonto Device name B | CumBonbHas 39
Setup, User Setup CTpoka

<Patient name> | CogepxxaHue nons Patient name | CumBonbHas 40
(vms1 naymeHTa) CTpoka

<Test> CopepxaHue nons Test CumBonbHas 6

cTpoka

<Date> HavanbHas gata usmepeHun
[eHb.mec.rog

®opmat 10 (domkc)

<Start time> HavarnbHoe Bpems namepeHui
Yac.mMuH.cek

dopmat 8 (cbukc)

<Run time> Bpems TecTa Llenoe MUHYTbI 4

Tabnuua 10-6 OnucaHwne otaenbHbix nonen DOSCOMPAT

ROTEM® delta PykosoacTtso 1.5.3.01 RU 2015 © TEM Innovations GmbH

Perucrparua MU 8 PocagpaBranzope
www.nevacert.ru | info@nevacert.ru



The bleeding ma

nagement system

MpunoxeHue

Apnbik nona | OnucaHune dopmart EovHuua Makc.
n3MepeHus | anuHa

<Par_CT> Bpewmsi cBepTbIBaHUA (Bpems Llernoe CekyHapl 6
C Hayana u3MepeHun oo
OOCTVKEHUSt aMNAnTyabl 2 MM)

<Par_CFT> Bpems 06pa3oBaHus CrycTkoB uenoe CekyHapl 6
(Bpewmsi ot CT (Bp. CBEPTLIBAHMUS) 4O
npeBbieHns amnnutyasl 20 Mm)

<Par_MCF> MakcvmarnbsHas nnoTHOCTb CrycTkoB | Lienoe Mm 6
(MakcvmarnbHas NoTHOCTb CryCT-
KOB 1 MaKkcvmarsbHas aMnnunTyaa)

<Par_CFR> CkopocTb 0b6pa3oBaHus cryctkos | Lienoe Het 6

<Par_ANG> Yron anba Llenoe pag 6

<Par_ML> MakcumanbsHbIn nmanc ueroe % 6
(npoueHTHas gons, BHocMMmast
B CHV)XXEHWe aMnnuTydbl OT
MaKCUManbHOM amMnnuTyApl)

<Par_TPI> UTI Llenoe Het 6

<Par_RTT> He peanusoBaHo Llernoe % 6

<Par_MCE> MakcumansHas anacTtM4HoCTb Llernoe Het 6
CryCcTKOB

<Par_A5> AmMnnuTyga vepes 5 MuHYT nocne | uenoe Mm 6
CT (BpeMmsi cBepTbIBaHWS)

<Par_A10> Amnnutyaa vepe3 10 MUHyT Llenoe Mm 6
nocne CT

<Par_A15> AmMnnuTyaa vepes 15 MUHyT Llenoe Mm 6
nocne CT

<Par_A20> AmvnnuTyaa vepes 20 MUHyT Llenoe Mm 6
nocne CT

<Par_A25> AmMnnuTyaa vyepes 25 MUHyT Llenoe Mm 6
nocne CT

<Par_A30> Amnnutyaa vyepes 30 MUHYT uenoe Mm 6
nocne CT

<Par_CLI30> MpoueHTHasa gona amnnuTyasl ot | Llenoe % 6
MakcumMansHor amnnuTyasl 30
MuHyT; nocne CT

<Par_CLI45> MpoueHTHas gons amnnutyabl oT | Llenoe % 6
MakcvMMansHou amnnuTyabl 45
MuHyT; nocne CT

<Par_CLI60> MpoueHTHasa gona amnnuTyasl ot | Llenoe % 6
MakcvMansHou amnnuTyasl 60
MUHyT; nocne CT

<Par_F> He peanusoBaHo (nepeHeceHHas | Llernoe CeKyHAbl 6
Benu4uHa: -1)

<Error code> “0”: cuctema He nmeeT uenoe HeT 6
MH(OPMaLUM O HeNpaBUIIbHOM
N3MEepeHnI, nHaye: U3MepeHve
MOXeT OblTb HEBEPHbIM

Tabnuua 10-6 OnucaHwne otaenbHbix nonen DOSCOMPAT
MakcrmanbHas onvHa AaHHbix 261 6ant
© TEM Innovations GmbH ROTEM® delta Pykosoacteo 1.5.3.01 RU 2015 Ctp. 10 - 11
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.10-12

MeguumHckne napamMmeTpbl

M3 Tabnmubl 10-6 BMAHO, YTO BCe MeauUMHCKME napameTpbl (<Par_...>) asnawTcs
LIENOYNCITEHHBIMMW.

[ecsatnyHble ynucna nepenarTcd Kak CMMBOJIbHasA CTPOKa ASCII ¢ makcmanbHbIM
KONMYeCTBOM CMMBOJIOB 6. COOTBeTCTByIOLLI,aﬂ ednHnLUa n3aMepeHnd He nepenaeTcd

Bce napamMmeTpbl DENCTBUTENbHbI npu BeNmMYnHax OonbLNX UK PaBHbIX 0.

BenununHa -1 3Ha4nT, 4TO napamMmeTp He MOXET ObITb onpepanerneH, Tak Kak namepeHue
BbIMOJTHANIOCb HEOQOCTATO4YHO AOSITTO UK MapaMeTp He MOor ObITb paccynTaH no opyrum
npuynHam. I"Io:aTomy 9TO HE CHMNTAETCA 3a OLIJVI6Ky.

BenuunHa meHbluas -1 3HauuT, YTO BENUYMHA HE MOXET ObITb ornpenerneHa B pesynbrare
HECOOTBETCTBUA NCXOOHbIX AaHHbIX.

[aHHble nnoTHOCTU CryCctKka (amnnMTyp,a) BblAAKTCA B MM MO MNMpn4nHamMm COBMECTUMOCTU
CO CTapbiMn cncteMamn.

MpumeyaHue: BaxHo 4TOObl TecToBoe uMs (<test>) ObINO MpedurKCOM K Kaxoomy
napameTpy npv nomowwm HIS/ LIS, ecnu Bblgaya napameTpoB MOfb30BATEN0 CUCTEMDI,
Kak napameTpa umerna gpyrme HopmarbHble 3HaYeHUs! U Opyrme MeauUMHCKAe 3HaYeHUs
B pasHbIX TecTax. He JOMKHO NPUHMMATBLCA HUKAKOrO peLleHusi Mo TepanuMu Ha OCHOBe
TONbKO YMCIEHHbIX pe3ynbTaToB, 6e3 npoeepkn TEMorpammbl.

CTpyKTypa KOHTPOJIbHOW CyMMbl

KoHTponbHas cymmMa — 9T0 cyMMa Bcex 6anToB M3 pernctpauum gaHHblx Mogyns 65635
(Hanp. 16-6uTHas koHTporbHasa cymma). OHa nepefaeTcs Kak WecTHaguaTepuyHoe YMCno
¢ 4 cumBonamm n CR,LF: xxxx<CR><LF>,

NoBeneHue TanmayTa

CvmMBoOMbl, Nnoanexaiuue nepegady XocTom oxupattcs B TedeHne 10 cekyHa. VHaue,
reHepupyeTcs owmbka TanmayTa.

O6paboTka owno6oK

Owwnbkn TanMmayTa, ownbKM MocrenoBaTenbHOro MHTepdeinca, OWUOKA KOHTPObHOW
CYMMbI (CM. NMPOTOKON CBSI3W) U MPUEM CUMBOJIOB, HE OTBEYAMOLLMX Ha MPOTOKON CBA3M,
NnpeacTaBnaTCs NoNb3oBaTento, Koraa npouMcxoamT ownobka.

MoaTtomy, nepenava AeakTMBMPYETCS U OOIMKHA akTUBUMPOBATLCHA NOBTOPHO BPYUHYHO, eCriv
TpebyeTca coeguHeHMEe B OMANOroBOM pexume (CM. YCTaHOBKW MpOorpammbl CUCTEMbI
ROTEM).

CtpykTypa 3anmcu gaHHbix XML

3anucb JaHHbIX OpraHmn3oBaHa crenyrLwimnm o6pa30M:

Perucrparua MU 8 PocagpaBranzope
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The bleeding management system

<Birthdate>CCYY-MM-DD</Birthdate>
<Sex>GENDER</Sex>
<Measurement™>
<Test>TESTNAME</Test>
<SampleID>SAMPLE-ID</SampleID>
<StartDate>CCYY-MM-DD</StartDate>
<StartTime>HH:MM:SS</StartTime>
<RunTime>MM:SS</RunTime>
<Channel>CHANNEL-NO</Channel>
<ErrorCode>ERRORCODE</ErrorCode>
<Comment>COMMENT</Comment>
<MedicalParameters>
<Parameter>
<Name>NAME1</Name>
<Value>VALUEI1</Value>
<Status>STATUSI1</Status>
</Parameter>
<Parameter>
<Name>NAME2</Name>
<Value>VALUE2</Value>
<Status>STATUS2</Status>
</Parameter>

<!-- Arbitrary number of medical parameters -->

</MedicalParameters>
</Measurement>
<!-- Arbitrary number of measurements -->
</Patient>
<!-- Arbitrary number of patients -->
</Rotem>

Structure of the data record XML + TEM-Graph

This protocol has a similar File Structure as the XML Protocol.

MpunoxeHue

The TEMogram picture is embedded between the two closing tags </MedicalParameters>

and </Measurement> and implemented by

<TemJpeg> hex-code </TemJpeg>,

where hex-code is the hex representation of the original jpeg binary (approx. 40 KB per

picture).

CtpykTypa 3anucu gaHHbix XML + TEM-Graph

[aHHbIN NPOTOKON MMEET CXOAHYI0 (harroBy0 CTPYKTYpY € npoTokoriom XML.
KapTtuHka TEMorpammbl BCTaBneHa Mexay ABYMsi Teramu 3akpbITusi

</MedicalParameters> n </Measurement> n peannsoBaHa nocpeactsom <TemdJpeg>,

hex-koa </TemdJpeg>, rae hex-kog ABnsieTcs 16-puyHbLIM NpeacTaBieHneM
OpUrMHanIbLHOro ABOUYHOro Koaa jpeg (Npmbn. 40 kb Ha kapTUHKY)

© TEM Innovations GmbH ROTEM® delta PykosoacTso 1.5.3.01 RU 2015
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MpunoxeHue

MpunoxeHue G: NMaponu

B tabnuue 10-7 nepeuncnersl ctaHgapTHble naponu cuctemel ROTEM

Ecnn ynpaseJieHne nornb3oBaTtend AeakKTuBNpoBaHO, HEKOTOPbIE C*)yHKLI,VIVI 3aluileHbl
cnegywowmmm naponamn.

PyHKUMUSA Maponb
Setup (ycTtaHoBKa) admin
Service (cepBuc) admin (TonbKo Anst BENUYMH YCUINEHUS, APYTe YCTaHOBKU

MOXET U3MEHATb TOJNTIbKO O6CJ'Iy)KVIBaPOLIJ,VIl7I I'IepCOHaJ'I).

DB backup (pe3epsupoBsaHue DB) | pentagamma

DB restore (BoccTaHoBnexve DB) pentagamma

Printer setup (ycTtaHoBka npuHTepa) | admin

Delta settings (ycTtaHoBku Delta) pentagamma

Hoctyn k akpaHy ROTEM c vncrotem
yaaneHHon PC yepes VNC.

Tabnuua 10-7 CtaHgapTHble naponu

Crtp. 10-14 ROTEM® delta PykosoacTso 1.5.3.01 RU 2015 © TEM Innovations GmbH
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MpunoxeHne H Komnnekryrowue

MpunoxeHue

Cnep,yrou.l,me KOMIMOHEHTbI 1 KOMMNJIEKTYOLWLME MOXHO 3aKa3aTb N0 HOMepPY Katarnora

(tabnuua 10-8)

Mo3uuusa OnucaHue Ne

Bokc aAnst KOMMAeKTyLWmX [ononHuTenbHas nonka anst HakoHeYyHuko | 400472
N N3MepUTENbHbIX S4YeeK

MepexoaHuk (<14 mm) ans MepexogHuk ans Hebonbwnx Tpybok B3sTUA | 400402

nogorpesa npo6 o6pa3uoB Ha 6rioke NpeaBapUTENbLHOrO
nogorpesa obpasuoB

LiBeTHOM NpuHTEp LiBeTHon npuHTep (USB) 400222

CoeanHuTenbHbI kabernb eline CoeguHuTEnNbHbIN Kabernb 3NeKTPOHHOW 400324
nuneTkn eLine

CoeavHuTenbHbIn kabenb eLine CoeguHuTEnbHbIN Kabernb 3NeKTPOHHOW 200163

NS neswen nuneTkn eLine ans ne.wen

CoeaunHuTenbHbIN Kabenb Ans Kabenb ans npuHtepa, 2m, USB 400223

npuHTEpa

Yalulka u WTblpb pro N3amepuTenbHble syelikn cuctemsl ROTEM 200011
delta (4awka v wTblpb) (10x20 WT.)

[OepxaTtenb Yalku pro MeTannuyeckoe xpaHunuie s Yatuku 400016

PunbTp NUNeTku eLine ®unbTpbl ANst 3ameHbl (50 Wwr.) 100048

MuneTtka eLine ABTOMaTUYecKast areKTPOHHasA nuneTka 700030
elLine

JloTok HakoHe4YHuKa nuneTky eLine | Bokc Anst HakoHeuHVkoB nuneTkn (10x96 400041
WwT.)

3anpaBka noTka HakoHeYHUKa 3anpaBka HakoHeYHuKa nuneTku eLine 400040

nuneTku eLine (10x96 wr.)

Knasunatypa Knasunatypa ¢ LwapoBbIM YCTPONCTBOM 400475-XX*
BBOAA MHAOpMaLuy ANs (ykazaHHbIN A3bIK
XX*)

3awumTHasa donbra knasuaTypbl 3awmTHasa donbra Ans KnasmaTypbl 400476

MC Rod pro MexaHn3M No3MLMOHNPOBaHUS YaLUKX 400045

PykoBoacTBO no akcrnnyaTtauymm PykoBoacTBo no akcnnyataumm (ykasaHHbeii | 200137-XX*

cuctembl ROTEM delta A3bIK XX*)

HanpaensioLas kabens nuneTku Hanpasnstowas kabenst nuneTtky eLine 500220
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KoHTelHep Ans 0Txo40B KoHTelHep oTXo40B 4515 HAKOHEYHUKOB 1 200133

namMepuTenbHbix sveek (300 wT.)
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thromboelastometry

The bleeding management system MpunoxeHue

MpunoxeHue |I: BnaHku AOKyMeHTaunUmn

Hwxe npuBegeHbl 6naHky JOKyMEHTaUUM N0 TEXHUYECKOMY OOCINY>KUBaHWUIO U KOHTPOJIO
kadecTBa. [MogpoOHbIN NNaH TEXHUYECKOro oocnyxmBaHus Haxoautcesi B Fnaee 8.2, B [nase
5.5 onucaHo npoLeaypa OcyLLEeCTBEHUS KOHTPOMNA KayecTsa.
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MpunoxeHune Tiia Blesding mansgament/syssa

BnaHk ko HTPOJIA Ka4vyecTBa

Bnank koHTpons kayectBa cuctembl ROTEM: ROTROL N
ROTEM” SN°: Bepcusa nporpammel
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1.1

1.2

1.3

1.4

Introduction

Introduction

This operating manual applies to the ROTEM® delta system with the respective ROTEM®
software. It is part of the product and describes the intended use and safe exposure during
the whole product life cycle.

In this document the terms ROTEM® and ROTEM® system always refer to ROTEM® delta.

Subject to change and validity

The information in this manual concerns the approved technical specifications at the time
of printing. Significant amendments will be considered in a new edition of the manual. Any
data sheets accompanying this manual contain the most current information regarding the
product. The document and version number of this manual are mentioned in thefooter.

Completeness

This operationd manual is only complete with further applicable documents for the
respective application.

Depository

This manual as well as further applicable documents for the respective application have to
be kept within reach and always accessible near by the ROTEM® system.

Further applicable documents

A range of system reagents and consumables are available for the ROTEM® delta
Thromboelastometry system. Always refer to the instructions for use (IFU = Instruction for
use) for the reagents and control kits regarding the most recent information concerning
specific sample requirements, execution of tests, limits of the method and of interpretation
of the results.

Furthermore please refer to the universally valid, legal or other binding regulations of
european and national law, as well as to the effective regulations for prevention of accidents
and environmental protection applicable in your country.
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1.5 Typographical conventions
This section shows the applied abbrevations, symbols and textual accentuations.
1.5.1 Used abbrevations

Table 1-1 shows used abbrevations in this document.

Abbreviation [Signification

A(x) Amplitude after (x) minutes

ACF Actual Clot Firmness

AIDS Acquired Immune Deficiency Syndrome
AR(x) ARea under the curve at time (x)
AUC Area under the Curve (from the first derivative)
CFR Clot Formation Rate

CFT Clot Formation Time

CLR Clot Lysis Rate (Lyse Rate)

CT Clotting Time

DB Database

G Elastic shear modulus

HBsAg Hepatitis B Surface Antigen

HCV Hepatitis C Virus

HIV Humane Immunodeficiency Virus
ID Identification (e.g.: patient ID, sample ID, etc. )
IFU Instruction For Use

INR International NormaliSed Ratio
IVD In Vitro Diagnostic

LAN Local Area Network

LI(x) Lysis Index (after (x) minutes)

LIS Laboratory Information System
LOT Lysis Onset Time

LT Lysis Time

MA Maximum Amplitude

maxVel Maximum Velocity

MCE Maximum Clot Elasticity

MCF Maximum Clot Firmness

ML Maximum Lysis

N Normal (for QC or blood samples)
P Pathological (for QC or blood samples)
POC Point Of Care

QcC Quality Control

REF Reference Number

RO Read Only

RW Read and Write

SN Serial Number

TEM TEMogram

t-MaxVel Time to Maximum Velocity

TPI Thrombodynamic Potential Index
VNC Virtual Network Computing

] Alpha angle

Table 1-1: Used abbrevations
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1.5.2 Text conventions

Introduction

Table 1-2 shows applied accentuations in this document.

Indentification Applied for Example
<> Keyboard entries <Enter>
Small capitals Surface texts DATABASE
Bold Buttons Exit

Italic Input field Patient ID

Table 1-2: Text conventions
1.5.3 Warning concept

Warning messages in this document are constructed as follows:

A SIGNAL WORD

Danger

Consequences

= Precautions

According pictogram is shown if it is a matter of biohazard (Table 1-3).

Symbol |Applied in Relevance

Warning message Refers to danger. The level of danger is labelled by the
signal word.

§ Warning message Refers to biohazard.

Table 1-3: Applied symbols in the warning concept
1.5.4 Strategic concept

Operation procedure instructions in this document are constructed as follows:

Purpose of action

v’ Assumption of action (optional)
1. Action undertaken

Lyntermediate result (optional)
2. Action undertaken

Action result (optional)
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1.6 Help function

A help file is available in the MEASUREMENT MoDULE and in the modules DATABASE, SETUP,
ServiCE and LiquiTrans. It explains, additional to this document, the handling of the
equipment, handling of the reagents and in particular the interpretation of the results. A
troubleshooting guide is also available in this menu.

1.7 Target group

This document is adressed to qualified hospital staff, working in the field of haemostasis.
« Physicians (mostly anaesthesists and laboratory physicians)

¢ Laboratory technicians

» Perfusionists and others
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2 Safety

21 General safety instructions

This manual contains important information for the safe and appropriate installation,
operation, transport, storage, and maintenance of the ROTEM®system.

» Please read the operating manual carefully to acquaint yourself with the equipment.

« Special attention should be paid to the information provided in this chapter.

» Please note the instructions mentioned in Appendix A regarding the applied symbols for
the equipment and reagents.

» Before performing measurements and quality controls, please read the instructions of
the reagents and controls.

2.2 Intended use

ROTEM® Thromboelastometry systems are designed for in vitro diagnostics in the POC
(Point of Care) field and in hospital laboratories. The ROTEM® system is intended to be
used to provide a quantitative and qualitative indication of the coagulation state of a blood
sample. Different parameters of coagulations are measured, analysed, monitored and
interpreted (constitution of clot) for this purpose.

Additionally, the ROTEM® system records the kinetic changes in a sample of citrated whole
blood as the sample clot retracts and/or lyses (breaks apart).

Results from the ROTEM® system should not be the sole basis for a patient
diagnosis; ROTEM® results should be considered along with a clinical assessment
of the patient’s condition and - if necessary - other laboratory tests. The equipment
is not evaluated to measure veterinary or other non-human samples.

Non-intended usage means all other usage of the ROTEM® delta than described in this
manual.
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2.3 Ambient conditions

For the proper operating of the ROTEM®delta please note the requirements within the work
environment as follows:

Operating temperature +15°Cto +30 °C
Storage temperature +0 °Cto +50 °C
Relative humidity 20% to 85%
Pollution degree 2

Air pressure (Operating, Warehousing, 700 hPa to 1060 hPa
Transport)

Operable to height above sea level 2000 m

Distance of examined, treated or monitored 1.5m

patients

Table 2-1: Ambient conditions

Page 2 -2
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24 Safety standards

The in-vitro diagnostic equipment of the ROTEM® category has been manufactured in
compliance with EC Directive 98/79/EC of October 27, 1998 (including Corrigendum to
Directive 98/79/EC) regarding in-vitro diagnostic equipment (IVD guideline).

The equipment has been manufactured in accordance with the following standards:

IEC 61010-1:2010 Safety requirements for electrical equipment for measurement, control
and laboratory use. Part 1: General requirements (EN 61010-1:2010)

IEC 61010-2-081:2001 + A1:2003 Safety requirements for electrical equipment for
measurement, control and laboratory use. Part 2-081: Particular requirements for automatic
and semi-automatic laboratory equipment for analysis and other purposes

IEC 61010-2-101:2002 Safety requirements for electrical equipment for measurement,
control and laboratory use. Part 2-101: Particular requirements for in vitro diagnostic (IVD)
medical equipment (EN 61010-2-101:2002)

IEC 60601-1-2:2007 (Modified) Medical electrical equipment. Part1-2: General
requirements for basic safety and essential performance - Collateral standard:
Electromagnetic compatibility - Requirements and tests excluding chapter 5: Markings,
Inscriptions and Accompanying Documents (EN 60601-1-2:2007)

IEC 61326-1:2012 Electrical equipment for measurement, control and laboratory use -
EMC requirements - Part 1: General requirements (EN 61326-1:2013)

IEC 61326-2-6:2005 Electrical equipment for measurement, control and laboratory use -
EMC requirements. Part 2-6: Particular requirements - In vitro diagnostic (IVD) medical
equipment (EN 61326-2-6:2006)

The equipment uses RF 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.

This equipment is suitable for use in all establishments other than domestic.

The equipment fulfils this safety requirements when it is leaving the manufacturing site'.

' See Declaration of conformity (Appendix D)
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2.5 Personal protection

2.51 Biohazards

Always treat test samples as a potential biohazard and ensure proper handling and
disposal of the samples.

« Always use personal protective equipment, such as laboratory coat, gloves and goggles
when handling samples. Adhere to local statutory provisions for proper disposal
(general recommendation, available in Laboratory Biosafety Manual World Health
Organization, 1984).

2.5.2 Electrical hazard

A WARNING

Danger of life

Misuse of electrical equipment can cause electrocution or death by burning.

= Always adhere to basic safety precautions for electrical equipment.
= Don’t touch the patient and the device at the same time.

= Any adjustments, service or repairs that have to be carried out while the equipment is
energised, may only be performed by qualified service personnel for ROTEM®systems.

“ Do not leave the equipment unattended while it is plugged in.

= The equipment is supplied with an external grounded power cable. Connect the
equipment only to an grounded power socket. Utilised adaptors have to be grounded,
equally.

= Keep equipment dry. If equipment gets wet, unplug it before touching.
@ Utilise only original accessories (Appendix G).
“ Do not switch the equipment on if it is damaged. Contact qualified service personnel.

= |f the power cable (instrument plug) is lost or damaged, it must be replaced by an onginal
power cable (Appendix G).
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2.6 Residual risks

Adhere to following instructions for the safe usage of the ROTEM® delta:

Do not use the equipment if it is not working properly or damaged.

Do not leave the equipment unattended if it is used near children or disabled persons.

Use the equipment only for purposes described in this operating manual (Chapter2.2).
Liquids may damage the internal components of the equipment. Do not spill liquids over
or into the ROTEM® system. Do not immerse the equipment in water or otherliquids.

Only qualified service personnel may access internal components of the ROTEM®
systems.

If safe operation is not guaranteed, usage of the ROTEM® system has tobe
discontinued and further usage has to be prevented.

Do not let the equipment or its power cable come into contact with surfaces that are too
warm to touch.

Do not cover air openings nor place equipment on a soft surface which might block
them. Keep air openings free from lint, hair, dust etc.

Do not place anything on top of the equipment, except the accessoriesrecommended
by the manufacturer.

Unless specified in the operating manual, do not stuff or put anything into the openings,
tubes or couplings of the equipment.

Do not use the ROTEM® delta near flammable or explosive atmospheres.

The equipment is designed for indoor use only.

Only software explicitly supplied by Tem Innovations GmbH may be installed on the
ROTEM® delta system.

Do not drop the equipment or expose to shocks.

Do not touch or stop the rotating axis with your hand.

Page2-5
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3 Basics

3.1 Introduction

The ROTEM®system is a further development of classical thromboelastography developed
by Hartert.

The ROTEM® delta Thromboelastometry systems are designed for in vitro diagnostics in
the POC (Point of Care) field or in hospital laboratories. The system is intended to provide
a quantitative and qualitative indication of the coagulation state of a blood sample. The
system records the kinetic changes in a sample of citrated whole blood during clot formation
as well as when the sample clot retracts and/or lyses (breaks apart). Different parameters
of the clotting are measured, analysed, monitored, interpreted, and charted for this
purpose. The graphical presentation reflects the various physiological results, which
describe the interaction between components like coagulation factors and inhibitors,
fibrinogen, thrombocytes, and the fibrinolysis system. Additionally, the effect of certain
drugs influencing haemostasis, in particular anticoagulants, can be detected.

3.2 The ROTEM® measuring principle

The patented ROTEM® technology is based on a fixed cylindrical cup and a permanently
oscillating vertical axis (Figure 3-1).

The axis is supported by a high precision ball bearing and oscillates to the left and to the
right through an angle of 4.75 °. The rotation of the axis is driven by a motor that is
connected to the axis via an elastic spring.

For the measurement, a disposable plastic pin with 6 mm diameter is placed firmly on the
axis and the blood sampile is filled into a disposable 8 mm diameter cup and is then uplifted
onto the measurement channel. Hence, the plastic pin is immersed into the blood sample.

The rotation is detected optically via a mirror plate at the upper end of the axis, a diode as
light source and a light sensitive sensor (CCD Chip). If no clotting takes place, the
movement is not obstructed. When a clot is formed and attaches itself between pin and cup
surfaces, the movement is obstructed.

The result is a balance between the spring tension and the tension of the clot. As theclot
becomes firmer, the rotational amplitude of the axis is reduced.

The results of the measurement are interpreted with special software (Chapter 6).
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Figure 3-1: Principle of thromboelastometry with ROTEM® delta

1 Axis (~4.75°) 7  Cup filled with blood

2  Spring 8 Fibrin fibres and thrombocyte aggregate
3  Light source/diode 9 Heated cup holder

4 Mirror 10 Ball bearings

5 Detection device (electric camera) 11 Data processing

6  Sensor pin

Page 3 -2
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3.3 Reaction curve and parameters in thromboelastometry

Like in classical thrombolastography, the ROTEM®system generates a reaction curve and
calculates different numeric (kinetic and firmness) parameters in a mathematical analysis
of that curve.

3.31 Reaction curve

The ROTEM® software utilises a highly developed curve smoothing algorithm and noise filter
which prevents potential errors due to mechanical or electronic noise. The parameters are
determined in real time during the tests, calculated, and are represented graphically in
TEMograms.

The rotation amplitude of the pin is converted into a graphical amplitude, thus the following
definition applies for the ROTEM® system:

Graphical amplitude |Rotation of the pin Clotting

in mm

0 free rotation of the pin no clotting

100 no rotation of the pin maximum possible firmness of the clot

Table 3-1: Definition of the amplitude

Figure 3-2 shows the most important phases of clotting with the according parameters in a
TEMogram.

k] L - ¥

Figure 3-2: Example of a ROTEM® delta reaction curve (TEMogram)
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3.3.2 The most important routine parameters
Generally, the measurement results are interpreted with routine parameters. Figure 3-3
shows the most important routine parameters. The y-axis shows the amplitude in mm, the
x-axis shows the time in minutes.
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Figure 3-3: The most important routine parameters
The routine parameters are described in the following sections, in Table 3-9 a compact
overview is given.
Clotting Time, CT, [s]
Definition The CT is the time from the beginning of the test by adding the clotting
activator until the time when an amplitude of 2 mm is achieved.
Description The CT describes how fast the formation of fibrin starts. This parameter
is analogical to the clotting time in a classical clotting test in a laboratory.
However, they are not identical, as more fibrin is created and has to be
stabilised in order to achieve a certain firmness of the clot that is
sufficient to connect the two moving parts of the measuring cell.
Main influencing factors | Clotting factors, anticoagulants (sensitivity is dependent on the test)
Clinical application The CT parameter facilitates the decision to substitute clotting factors
(e. g. through fresh frozen plasma, factor concentrates, activated factor
concentrates or anticoagulant inhibitors (e. g. Protamin)).
Table 3-2: Routine parameter — CT
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Clot Formation Time, CFT, [s]
Definition The CFT is the time between a 2 mm amplitude and a 20 mm amplitude
of the clotting signal.
Description The CFT describes the next phase of the clotting: the kinetics of the

formation of a stable clot through both activated thrombocytes and fibrin.

Main influencing factors | The amount of thrombocytes and their contribution to the clot firmness.
Fibrinogen level and its ability to polymerise.

Clinical application The CFT parameter facilitates the decision to substitute with
thrombocyte concentrate or fibrinogen (as cryoprecipitate, fresh frozen
plasma, fibrinogen concentrate) or both. A shortened CFT is indicative
for hypercoagulation (as well as a high MCF parameter and alpha
angle). Samples with very low clot formation, the clot formation time may
not be achieved and therefore not be indicated.

Table 3-3: Routine parameter — CFT

Alpha angle (a, [°])

Definition The alpha angle is defined as the angle between the middle axis and the
tangent to the clotting curve through the 2 mm amplitude point. It
describes the kinetic of clotting.

Description The diagnostic information of this parameter is similar to CFT.

Clinical application A reduced alpha angle indicates a hypocoagulable state (refer to CFT).

Table 3-4: Routine parameter — Alpha angle

Maximum Clot Firmness, MCF, [mm]

Definition The MCEF is the measure for the firmness of the clot and therefore the
clot quality. It is the maximum amplitude that is reached before the clot
is dissolved by fibrinolysis and the clot firmness falls again.

Main influencing factors | Thrombocytes, fibrinogen (concentration and the ability to polymerise),F
XIII, the status of fibrinolysis.

Clinical application A low MCF indicates a low clot firmness and therefore a potential
bleeding risk. The MCF value is used to facilitate the decision for
substitution therapy with thrombocyte concentrate or fibrinogen
(concentrate, cyroprecipitate or fresh frozen plasma, depending on
availability).

Hyperfibrinolysis should necessarily be ruled out before treating with a
fibrinogen source, because hyperfibrinolysis may lead to an unstable
clot.

A high MCF value may indicate a hypercoagulable state.

Table 3-5: Routine parameter — MCF
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A(x)-values ([mm])

Definition A(x)-values represent the clot firmness. An A(x)-value is the amplitude
after a certain time x after CT (e.g. A10 after 10 min).

Main influencing factors | Thrombocytes, fibrinogen (concentration, ability to polymerise), F
XIIL.

Clinical application see MCF.

Table 3-6: Routine parameter — A(x)-values

Lysis index at 30 min (LI30) and related parameters ([%])

Definition The LI30 value represents the fibrinolysis 30 min after CT. It is the
relation of the amplitude to the maximum clot firmness (% remaining clot
firmness). The LI45 and LI60 parameters describe the according
remaining clot firmness 45 and 60 min after CT.

Clinical application Due to the high concentration of fibrinolysis inhibitors, almost no
fibrinolysis can be observed in samples from healthy persons. An
abnormal LI30 value mostly indicates hyperfibrinolysis. Therefore the
LI30 parameter may facilitate the decision for or against a therapy with
anti-fibrinolytic drugs. In certain cases, hyperfibrinolysis may develop
relatively late. In such cases, also LI 45 or LI60 may be used for a
decision.

Table 3-7: Routine parameter — LI

Maximum lysis (ML, [%])

Definition The parameter of maximum lysis (ML) describes the degree of
fibrinolysis relative to maximum clot firmness (MCF) achieved during the
measurement. (% clot firmness lost).

Description A ML of 5% means that, at the period of observation, the MCF has
decreased by 5%. As the maximum lysis is not calculated at a fixed time
point, but is defined as % lysis at the end of the measurement, the total
runtime and the time after maximum clot formation should always be
considered.

Clinical application see LI(x)

Table 3-8: Routine parameter — ML
Page 3 -6 ROTEM® delta Manual 2.8.0.01.EN 2016 ©Tem Innovations GmbH
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3.3.3

Research parameters

Basics

An important extension of classical thrombolastography has been introduced by Sgrensen
et al. in 2003". This group has successfully applied a new method of data analysis to the
ROTEM® system, primarily focusing on the rate of coagulation via derivative curves
(Figure 3-4). The research parameters described by Sgrensen et al., MaxVel (MAXV),
t,MaxVel (MAXV-t) and AUC, have been implemented into the ROTEM® delta software and
can be used for research applications.

Note: Research parameters are not validated for the routine application in the patient
diagnostics (with the exception of MCE).

T T T T T T T

0

Figure 3-4: TEMogram and 1st derivative curve

& -~
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' Literature: Sgrensen B., Johansen P., Christiansen K., Woelke M., Ingerslev J.: Whole blood coagulation
thrombelastographic profiles employing minimal tissue factor activation. J Thromb Haemost 2003;1:551-8
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The lower part of Table 3-9 gives an overview of the research parameters. A summary of
the routine parameters described in Chapter 3.3.2 is shown in the grey shaded area.

Acronym Parameter | Definition [ Unit
ROUTINE PARAMETERS
Coagulation activation and clot polymerisation parameters
cT Coagulation Time (synonym r) The time from test start until an amplitude of 2 mm is s
reached
CFT Clot Formation Time (synonym k) The t_lme between 2 mm amplitude and 20 mm s
amplitude
Angle between the baseline and a tangent to the o
A A-Angle clotting curve through the 2 mm point degree (%)
Clot firmness parameters
MCF Maximum Clot Firmness The maximum amplitude reached during the test mm
(synonym MA)
A(x) Amplitude (firmness) at time x
AS Firmness at time 5 minutes
A10 Firmness at time 10 minutes ) . . .
A5 Firmness atime 15 minutes :_Zlot flrn_-mtesf? (|nCrJI_1m amplitude) at the respective mm
A20 Firmness at time 20 minutes ime point after
A25 Firmness at time 25 minutes
A30 Firmness at time 30 minutes
Clot lysis parameters
Maximum lysis detected during the run time, de-
ML Maximum Lysis scribed as the difference between MCF and the %
lowest amplitude, in % of MCF (% lost firmness)
Ratio of the amplitude and MCF at a given time point
LI(x) Lysis Index at time x minutes after CT (% firmness remaining) %
Calculated: A/MCF*100
RESEARCH PARAMETERS
Research parameters for derivative curves (according to Serensen et al. 2003)
maxV Maximum velocity The maximum of the 1% derivative of the curve mm/min
. . . Time from reaction start until the maximum of the 1°!
maxV-t Time to maximum velocity - . s
derivative of the curve is reached
AUC Area under 1! derivative curve Area under the 1% derivative curve from start of the 100
derivative curve until MCF is reached mm x
Other research parameters
CFR Clot Formation Rate gggﬂi%zi:vg:;ethe baseline and the tangent at the degree (%)
ACF ):i?'tmusle(s:;m Firmness or Last Clot Clot firmness at the actual time point of observation mm
MCF-t MCF-Time The time from CT until MCF is reached S
. - MCE is a parameter calculated from MCF. The
MCE Maxlmum*CIot Blasticity spreading (solution) of this parameter at high
MCE=100"MCF/(100-MCF) amplitudes is better as compared to MCF
- 7
AR(x) Area under the curve at ime x The area und_er the curve from CT to the respective | mm
time point (minutes)
The time span from CT to the start of significant
LOT Lysis Onset Time lysis. Significant lysis is defined as a decrease of the | s
amplitude of 15% as compared to MCF
The strongest lysis, described by the angle between
CLR Clot Lysis Rate the baseline and the tangent to the declining degree (°)
firmness curve at the minimum of the 1st derivative
LT Lysis Time The time from CT until the clot firmness is decreased s
v t0 10% of the MCF
G is a calculated parameter. It increases
G G =5000MCF/(100 — MCF) exponentially as compared to the amplitude. It
Shear Elastic Modulus Strength allows a more sensitive resolution at high amplitudes
as compared to MCF
Thrombodynamic Potential Index | According to Raby 1975, the Thrombodynamic
TPI TPI = EMX/K Potential Index describes the patient’s global
EMX = (100*MCF)/(100-MCF) coagulation

Routine parameters are displayed in grey

Table 3-9: Routine and research parameter

3.34

Reference ranges

Reaction curves and the kinetic parameters of each sample of a patient can be compared
with the results of healthy reference persons.

The reference values are described in a multicenter study for all ROTEM® system tests’.
Results for each of the test reagents are indicated in the respective instructions for use.
However, pre-analytical factors (sampling, storage period and physical stress such as
shaking of the tubes) may influence the results. These reference values should be regarded
as a guideline and should be checked in each hospital on the basis of an appropriate
reference population.

' Literatur: Lang T., Bauters A., Braun S.L., Potzsch B., von Pape K.W., Kolde H.J., Lakner M.: Multi-centre
investigation on reference ranges for ROTEM® thromboelastometry. Blood Coagul Fibrinolysis 2005;16:301-310.
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3.4 ROTEM® differential analysis

The ROTEM® analysis is a diagnostic approach which aims to detect all relevant alterations
in haemostasis which may have an impact on coagulation rapidly. It uses
thromboelastometry of citrated blood in combination with a variety of specificreagents.

In individual cases, the curve shape of the TEMogram shows characteristics that make an
immediate diagnosis possible (e. g. typical spindle shape in the case of hyperfibrinolysis).
Also a hypercoagulative state can be characterised by a typical curve shape with a rapid
start of clotting, an explosive clot formation and a rapidly achieved maximumfirmness.

In the case of complex haemostasis disorders, only a comparison between reference
values and the results obtained through the application of specific reagents, can resultin a
better understanding of haemostasis disorders. This differential diagnostic procedure
results in targeted therapy.

The ROTEM® software HELP menu contains a clear tutorial for differential diagnosis
(Chapter 1.6).

3.41 The citrated blood sample

In classical thromboelastography, non-anticoagulated whole blood or citrated blood (after
recalcification) was used. However, non anticoagulated blood is unstable and may be used
only for a limited period after sampling. The measurement results may vary rapidly and
there is a risk of producing artefacts. Citrated whole blood has the advantage that it is more
stable than non-anticoagulated whole blood, especially as platelet activity can change
rapidly over time. That is why the ROTEM® tests are performed with citrated whole blood
(3.2 or 3.8% citrate, same tube as for coagulation tests in the laboratory). The pipetting
programme of the ROTEM® system is designed for citrated whole blood.

Sample stability

The stability of the sample varies according to the tests. Generally, within 4 hours no
influence on the measurement results of activated tests is noticed, with samples from
healthy people’. The instructions for use of each test contain detailed information.

Note: Normally, the sample stability is reduced for non activated thromboelastometry (30
min), hyperfibrinolytic samples and samples from patients under heparin therapy.

Influence of the sample temperature

The temperature of a fresh blood sample adopts the room temperature. At a room
temperature of 23 °C, the temperature decreases within 5 min to 30 °C and within 20 min
to 25 °C.

Experiments have shown that the impact of temperature on the measurement results of the
most ROTEM® parameters is quite small as long as the ambient temperature is >20 °C.
However, in order to get reproducible and precise results, especially for CT and CFT, the
sample should preferably always have the same temperature.

' Literature: Bohner J., von Pape K.-W.: Method Dependent Reference Values and Pre-analytical Influences in
Rotation Thrombelastography. Ann Haematol 2003;82(S1):13.
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For this purpose, the ROTEM® delta disposes of a temperature controlled work area (incl.
a sample preheating station). Samples of patients that are not analysed immediately after
sampling, have to be preheated 5-10 min (and not longer than 30 min) in the sample
preheating station before analysing.

Also, control samples (ROTROL N or ROTROL P) must be kept on the temperature
controlled work area for 5 min before measurement starts.

Table 3-10 shows different values for the CT and the CFT for EXTEM when not adhering to
this instruction. ROTROL N was transferred from a vial at the indicated temperature to a
cup in a cup holder at 37 °C. The measurement with the EXTEM test was started
immediately.

Temperature CT CFT
20 °C 47 s 42's

25°C 43s 34s

30°C 37s 29s

37 °C 33s 28 s

Table 3-10: Measurement results for the CT and the CFT at different sample temperatures.

3.4.2 ROTEM® tests

Introduction

Acute bleeding during or after surgery requires rapid differentiation between surgical
induced bleeding and haemostasis disorders. The combination of the ROTEM® delta with
additional diagnostic methods, considering the given limitations (platelet aggregation is not
measured by ROTEM® delta for example, but needs to be measured with ROTEM®
platelet), facilitates further differential treatment strategies.

*

ROTEM®
Analysis

| :

Normal Abnormal

: :

Surgical bleeding Haemostasis disorder

Figure 3-5: Differentiation of surgical bleeding and haemostasis disorder with the ROTEM® analysis

Contrary to the classical thromboelastography, executed without reagents, the ROTEM®
whole blood haemostasis analysis with the specific system reagents enables an extensive
diagnostics as basis for therapeutical decisions .
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The ROTEM® analysis extends the resulting diagnostic power by a number of additional
tests and parameters, which

¢ shorten the reaction time relevantly,

¢ increase the precision,

« inhibit certain factors (e.g. heparin),
« allow differentiation between fibrin and platelet contributions to the overall clot.

E Pl 5
¢ [ !
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Figure 3-6: The principle of the ROTEM® analysis

The ROTEM® tests

jui 0

You will find detailed information regarding the specific requirements for the samples,
limitations, current test characteristics, limits of the method and interpretation of results, in
the instructions for use of the ROTEM® system reagents.

Following name conventions are applied:
» The tests are referred to as INTEM(S),EXTEM(S), FIBTEM (S), HEPTEM(S)and

APTEM(S).

« The associated reagents are referred to as in-tem®(S), ex-tem®(S) and r ex-tem®,
fib-tem®(S), hep-tem®(S), ap-tem®(S) and (t) ap-tem®.

There are two product lines for ROTEM® reagents:

« For frequent users: stable liquid reagents with approx. 5 — 10 tests per vial.

Those reagents are pipetted using the INTEM, EXTEM etc. pipetting sequences.
» For POC users: Single Use Reagent.

Those reagents are pipetted using the INTEM S, EXTEM S etc. pipetting sequences.
Note: Always use the appropriate pipetting sequence for the type of reagents. The
sequences have to activated in the seTup menu, so that they are available in the system

(Chapter 6.4.5).

' Literature: Calatzis A., Haas S. et al.: Thromboelastographic coagulation monitoring during cardiovascular
surgery with the ROTEG coagulation analyzer. In: Pfarr, R., ed. Management of Bleeding in Cardiovascular

Surgery, 2000, Hanley Belfus Inc, Philadelphia.
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The following sections describe the general principles of the available tests in ROTEM®
delta.

INTEM (S)

ROTEMP®Reagents Activator Recalcifier

Liquid reagents in-tem® star-tem®

Single Use Reagent in-tem® S

Principle: mild intrinsic coagulation activation

Application area: global analysis of coagulation in combination with HEPTEM (see below)
Sensitive to: Most affected ROTEM® parameters:
Factor deficiency (intrinsic and common pathways) |CT

Anticoagulant effects (e. g. heparin, direct thrombin [CT

inhibitors)

Thrombocyte contribution to clot firmness MCF, A(x), (CFT, a)

Fibrin polymerisation (and fibrinogen concentration) | MCF, A(x), (CFT, a)

Hyperfibrinolysis ML, LI(x)

(F-XiIll-deficiency) MCF, A(x), ML, LI(x)

Limitations: » Not very sensitive to mild coagulation factor deficiencies

» Insensitive to defects of primary haemostasis (plateletaggregation)
20051207 12:22 | X 05010084
CT: 200s CFT: 6rs ['H ire
AlD: 5dmm HLF: Glmm HL: - %
Table 3-11: INTEM (S)
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HEPTEM (S)
ROTEM®Reagents Activator Heparinase and Recalcifier
Liquid reagents in-tem® hep-tem®
Single Use Reagent hep-tem® S
Principle: Mild intrinsic coagulation activation in the presence of a heparin
degrading enzyme (heparinase I).
Application area: + global analysis of coagulation after the elimination of the influence of

heparin
* In comparison to INTEM: Qualitative assay for the presence of heparin

Sensitive to: Most affected ROTEM® parameters:

Factor deficiency (intrinsic and common pathways) [CT

Anticoagulants (e.g. direct thrombin inhibitors, not CT
heparin!)
Platelet contribution to clot firmness MCF, A(x), (CFT, a)

Fibrin polymerisation (and fibrinogen concentration) | MCF, A(x), (CFT, a)

Hyperfibrinolysis ML, LI(x)
(F-XiIll-deficiency) MCF, A(x), ML, LI(x)
Note: The combination of INTEM and HEPTEM confirms the existence of

heparin in the sample. It also provides information on alterations in the
coagulation potential of the sample under elimination of the heparin
therapy.

Limitations: » Not very sensitive to mild coagulation factor deficiencies
» Insensitive to defects of primary haemostasis (plateletaggregation)

INTEM 2005-12-07 1548 | 2: 05010081

HEFTEM 2005-12-07 1437 | 2: 05010082
CT: 183s CFT:  83s a:  73* €T: 676s CFT: 228s o 504
AZ0: Simm HLF: 56mm HL: - % A20:  44mm MCF:* 48mm ML: - %

The prolonged CT in the INTEM test is significantly shortened in the HEPTEM test (to normal
value). Also CFT, A(x) and MCF parameters return to normal values. The sample therefore contains
heparin.

Table 3-12: HEPTEM (S)

© Tem Innovations GmbH ROTEM® delta Manual 2.8.0.01.EN 2016 Page 3-13
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EXTEM (S, L)
ROTEM®Reagents Activator Recalcifier
Liquid reagents r ex-tem®, ex-tem® L star-tem®
Single Use Reagent ex-tem® S
Principle: mild extrinsic coagulation activation
Application area: + global analysis of coagulation largely heparin insensitive (does not
apply to EXTEM S!)
* in conjunction with FIBTEM and APTEM (see below)
Sensitive to: Most affected ROTEM® parameters:
Factor deficiency (extrinsic and common pathways) |CT
Platelet contribution to clot firmness MCF, A(x), (CFT, a)
Fibrin polymerisation (and fibrinogen concentration) | MCF, A(x), (CFT, a)
Hyperfibrinolysis ML, LI(x)
(F-XiIll-deficiency) MCF, A(x), ML, LI(x)
Limitations: » Not very sensitive to mild coagulation factor deficiencies.
» Insensitive to defects of primary haemostasis (plateletaggregation)
» May still be normal when INR (International Normalized Ratio) is
elevated.
* May show pathological values caused by very high heparinlevels.
2005-12-07 12:23 | 2: 05010084
€T: B7s CFT: B7s ' T3*
ALD: 54mm MCF: 57mm HL: =%
Table 3-13: EXTEM (S, L)
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FIBTEM (S)

ROTEMP®Reagents

Activator

Thrombocyte inhibitor and Recalcifier

Liquid reagents

r ex-tem® , ex-tem® L

fib-tem®

Single Use Reagent

fib-tem® S

Principle:

Mild extrinsic coagulation activation in the presence of a thrombocyte
inhibitor (cytochalasin D). The TEMogram represents the fibrin part of the

clot only.

Application area:

+ Detection of fibrinogen deficiency and fibrin polymerisation disorders
+ Compared to EXTEM: indirect evaluation of the thrombocyte compo-
nent of the coagulation

« Largely heparin insensitive (does not apply to FIBTEM S!)

Sensitive to:

Mostly affected ROTEM® parameters:

Hyperfibrinolysis
(F-XIlI-deficiency)

Fibrin polymerisation (and fibrinogen concentration)

ML, LI(x)

MCF, A(x), (CFT, )

MCF, A(x), ML, LI(x)

Limitations:

» May be influenced by very high heparin levels.

» FIBTEM represents only the fibrin component of the clot.

Note:

In contrast to the measurement of only platelet count or fibrinogen
concentration, the ROTEM® system captures the ability of fibrin and the
cellular components to form a stable clot. The FIBTEM clot firmness
generally correlates with the fibrinogen concentration. But a fibrin
polymerisation disorder will give a pathological result in spite of a
reasonably high fibrinogen concentration in the sample."

FIBTEM 2005-12-07 1224

2: 05010084 EXTEM 2005-12-07 12:23 | Z 05010084
CT: G6s CFT: - % o 57" CT: 675 CFT: 87s @ 73
ALD: Sam HCF:  lOmm HL: - % AlD:  Sdmm HCF:  57mm HL: - %

Table 3-14: FIBTEM (S)

' Literature: Innerhofer P., Fries D., Margreiter J., Klingler A., Kuhbacher G., Wachter B., Oswald E., Salner E.,
Frischhut B., Schobersberger W.:The effects of perioperatively administered colloids and crystalloids on primary

platelet-mediated hemostasis and clot formation. Anesth Analg 2002;95(4):858-65.
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APTEM (S)
ROTEM®Reagents Activator Fibrinolysis inhibitor and Recalcifier
Liquid reagents r ex-tem®, ex-tem® L t ap-tem® or ap-tem®

Single Use Reagent

ap-tem® S

Principle:

Mild extrinsic coagulation activation in the presence of a fibrinolysis
inhibitor (tranexamic acid or aprotinin).

Application area:

» Confirmation of hyperfibrinolysis in comparison to EXTEM

» Assessment of coagulation after hypothetical patient treatment with
anti-fibrinolytic drugs

« Largely heparin insensitive (does not apply to APTEM S!)

Sensitive to:

Most affected ROTEM® parameters:

(F-XIlI-deficiency)

Factor deficiency (extrinsic and common pathways)

Platelet contribution to clot firmness

Fibrin polymerisation (and fibrinogen concentration)

cT

MCF, A(x), (CFT, a)
MCF, A(x), (CFT, a)
MCF, A(x), ML, LI(x)

Note:

Ifin APTEM,

(spindle shaped, total lysis of the clot firmness) in EXTEM (as in INTEM
and FIBTEM), hyperfibrinolysis is not present, then hyperfibrinolysis is

confirmed.

The APTEM
patient after

extent , APTEM can identify in vitro, if antifibrinolytic therapy will restore
the coagulation system of the patient or if further therapy is necessary.

with the occurrence of the typical pattern of hyperfibrinolysis

result represents in vitro the coagulation situation of the
a possible therapy with antifibrinolytics. Up to a certain

Limitations:

See EXTEM

2005-12-07 17:26 | 2 03010080

;-‘_.-Jﬁ:&ﬁ _ 2005-12-07 17:28 | 2 05010080
CT: 62s CFT:  132s a: 64" CT: 593 CFT: 130s a: 65"
A20 52mm HCF: 55mm HL: -% A20:  47am HCF: 48mm HL: 100%

Table 3-15: APTEM (S)
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NATEM

ROTEMP®Reagents Activator Recalcifier
Liquid reagents none star-tem®
Principle: Contact coagulation activation

Application area:

global an
below)

alysis of coagulation in combination with NA HEPTEM (see

Sensitive to:

Most affected ROTEM® parameters:

Factor deficiency

inhibitors)

Hyperfibrinolysis
(F-XIlI-deficiency)

Anticoagulant effects (e. g. heparin, direct thrombin | CT

Thrombocyte contribution to clot firmness MCF, A(x), (CFT, a)

Fibrin polymerisation (and fibrinogen concentration) | MCF, A(x), (CFT, a)

CT

ML, LI(x)
MCF, A(x), ML, LI(x)

Limitations:

Insensitive to defects of primary haemostasis (plateletaggregation)

T 12:04

CT: 1964s CFT:

13598 o = "
AlD:  Emm | MCF *  35mm ML: * 0%
Table 3-16: NATEM
© Tem Innovations GmbH ROTEM® delta Manual 2.8.0.01.EN 2016 Page 3 - 17
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NA HEPTEM

ROTEM®Reagents Activator Heparinase and Recalcifier

Liquid reagents none hep-tem®

Principle: Contact coagulation activation in the presence of a heparin degrading

enzyme (heparinase ).

Application area: « global analysis of coagulation after the elimination of the influence of
heparin (e.g. to detect tissue factor expression on circulating cells in
sepsis)

* In comparison to NATEM: Qualitative assay for the presence of heparin

Sensitive to: Most affected ROTEM® parameters:

Tissue factor expression on circulating cells in sepsis |CT

Factor deficiency (intrinsic and common pathways) |CT

Anticoagulants (e.g. direct thrombin inhibitors, not CT

heparin!)

Platelet contribution to clot firmness MCF, A(x), (CFT, a)

Fibrin polymerisation (and fibrinogen concentration) |MCF, A(x), (CFT, a)

Hyperfibrinolysis ML, LI(x)

(F-XiIll-deficiency) MCF, A(x), ML, LI(x)

Note: The combination of NATEM and NA HEPTEM confirms the existence of

heparin (LMWH or UFH) in the sample.

Limitations: « Insensitive to defects of primary haemostasis (platelet aggregation)

NATEM 20160812 12:04 | 2 WA HEPTEM [ENEECREREL:E E
CT: 1984s CFT: 13E9s L H = CT: E08s CFT: &l9s LB 24
AlD: Bam MCF* 3ESmm ML: * % ALD:  20mm MCF:  40nmm ML: * 0%

The prolonged CT in the NATEM test is significantly shortened in the NA HEPTEM test (to normal

value). CFT, A(x) and MCF parameters also improved. The sample therefore contains heparin.

Table 3-17: NA HEPTEM
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Test selection mistakes

Test pipetting programmes RUO1 and RUO2 are meant to be used only for research.

= Use RUO1 and RUO?2 for research purposes only.

= Configure your system without RUO1 and RUO?2 if you do not need them for research
use.

© Tem Innovations GmbH ROTEM® delta Manual 2.8.0.01.EN 2016 Page 3 - 19
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Scope of supply

System description

The ROTEM® delta equipment is an integrated complete system containing the ROTEM®
delta device and the respective system software. Table 4-1 lists components in the scope

of supply.

The package ROTEM® delta Amount REF
(REF 200100-XX*) contains

Accessories box 1 400472
Barcode scanner 3000/4000 (mounted) 1 400566
Barcode scanner 4000 holder (mounted) 1 208705
Barcode scanner 3000/4000 cable 1 400568
Clean Ring Rod 1 400596
Colour printer, USB (optional) 1 400222
Connecting cable eLine 1 400580
Connection cable for printer, USB (optional) 1 400223
Cup holder pro 4 400016
Disc for cup ejector pin 1 400586
elLine electronic pipette 1 700030
eLine pipette tips for the system pipette 1x96 400041
Keyboard 1 400475-EN
Keyboard protection foil 1 400476
MC Rod pro 1 400045
Set MC Rod Holder delta 1 200175
Measuring cells (Cup&Pin pro) 1x20 200011
Operating manual ROTEM® delta 1 200137-EN
Parameter list 1 200086-EN
Pipette cable guide 1 500220
Pipette and Clean Ring Rod holder 1 200206
Plastic clip for cup holder plus 8 (4 on holders) 400482-4
Reagent rack delta 1 400484
ROTEM® delta 1 200090
ROTEM® delta power cable 1 700048-XX*
ROTEM® delta Secure Viewer CD 1 200178
ROTEM® delta software 1 200140

Table 4-1: Scope of supply ROTEM® delta
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The package ROTEM® delta Amount REF
(REF 200100-XX*) contains
ROTEM® system USB Stick 1 400221
Short user manual Single Use Reagents 1 200176-EN
Short user manual ROTEM® delta 1 200124-EN
Touch screen, glas 1 408707
Touch screen, glas, connecting cable USB 1 200185
Touch screen, glas, connecting cable VGA 1 400584
Touch screen, glas, connecting cable power 1 407107
* Country specific; e.g. -EN (English), -DE (German).
Table 4-1: Scope of supply ROTEM® delta
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4.2 Hardware

421 Components

Figure 4-1 shows components of the ROTEM® delta, Table 4-2 shows their description.

16) (1
(16) (15) (7

Figure 4-1: Components of the ROTEM® delta

No. |Component Description

1 Temperature controlled work | The work area serves as a preheating station for cup
area with ejector holders and additionally contains a sample preheating
station. The temperature in the work area is maintained at
the preset measurement temperature (generally 37 °C £
1.0 °C, physiological temperature).

To facilitate removal of the blood-filled measurement cells
(cups with pins), a metal pin as measuring cell ejector (with
surrounding disc) is integrated into the work area.

2 Accessories box Cups&pins within their package are stored in the drawer.
The box of pipette tips can be placed on top.

3 Reagent rack Holds the reagents during measurement.

Table 4-2: Components of the ROTEM® delta
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No. |Component Description

4 Sockets Sockets on the rear side of the device for the connection of
touch screen cables, keyboard cable etc.

5  |Measurement station with cup |Every ROTEM® system has four independent channels. The
holders channels are tempered to 37 + 1.0 °C (default, physiologic
temperature). The cup holders are of massive, stainless
material and contain two high power magnets forfixing.

6 Type label The type label provides information on model, serial
number, date of manufacturing, required patient distance,
power data, IVD designation, CE mark, SGS mark and

manufacturer. The symbols are described in Appendix A.

7 Touch screen with barcode The software is controlled by the touch screen. The barcode
reader reader scans Single Use Reagent, ROTROL and sample
barcodes.
8 System pipette Using the electronic system pipette, semi-automatic and
software controlled pipetting and mixing of liquids is
possible.

9 Keyboard with integrated track |The keyboard with the integrated track ball is connected to
ball and protection foil one of the four USB slots at the rear side of the instrument.
The keyboard is placed in front of the touch screen.

10 |Axis The pins are placed on the central, partly slotted axis.

11 |Pipette and Clean Ring Rod Holds the pipette, the pipette cable guide and the Clean
holder with pipette cable guide |Ring Rod.

12 |On/off switch The blue button on the right side of the device turns the
ROTEM® delta on (the button glows blue, software is
starting).

13 |Pipette socket Connection of the system pipette.

14  |Guiding rods and rails Guides the cup holder when placing it on the axis and

ensures the proper positioning of the cup under the axis.

15 |Main switch (optional) This switch starts up the ROTEM® delta or disconnects it
from the grid.

Switch | — equipment is switched on

Switch O — equipment is switched off

16 |Power cable Utilise only the original power cable. It is also available as an
accessory (Appendix G).
17  |two 6 pin plugs 1 for the connection with the touch screen monitor

1 for the connection with the ROTEM® platelet

18 |MC Rod Holder Holds the MC Rod pro

Table 4-2: Components of the ROTEM® delta
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4.2.2 Accessories

Accessories Description

Operating manual This manual contains comprehensive information on handling of the
equipment.

Short user manual This brief instruction is laminated to ensure high durability under
laboratory conditions. Please store it near the instrument.

Pipette tips Each ROTEM® system is supplied with a box with 96 single use
disposable pipette tips (Tip Tray) suitable for the system pipette.
Replacement tip trays are available as accessories (Appendix G).

Pipette filters Each ROTEM® pipette is supplied with 5 replacement filters suitable for
the system pipette. Additional replacement filters are available as
accessories (Appendix G).

Measuring cells The measuring cells (Cup&Pin pro) consist of one cup and one pin which
are made of special plastic material for use with the ROTEM® delta. They
are supplied as single-use disposable products (Appendix G).

Clean Ring Rod Tool to remove the Clean Ring around the axis (Chapter 8.2.3).

MC Rod pro With the MC Rod pro, the cup is pushed into the cup holder and fixed.

Integrated pin remover |The cup holders are equipped with an integrated pin remover.

(plastic clip cup holder)

Reagent rack ROTEM® delta is equipped with a solid reagent rack. There you can place
the reagents during the tests. At the ROTEM® delta, the position for the
reagent rack is given. There is no space for blood samples on the reagent
rack. They should be stored on the sample preheating station ofthe
system.

Table 4-3: Accessories. Please refer to Appendix G.

Printer (optional)

In case that a printer is connected to the system, it is possible to print numeric results and
TEMograms. The installation of the printer is described in Chapter 6.4.4.

Barcode reader

The barcode scanner (REF 400 566) is mounted on the touch screen and connected on the
rear of the device via one of the USB ports. It allows you to record the patient and/or the

sample ID precisely, if the blood sample vials have an adhesive label with a barcode on it.
Likewise, barcodes on Single User Reagents and ROTROL boxes / control sheets / vials
can be scanned.

Note: always hold the vial, the ROTROL box / control sheet with the barcode to be scanned
at the level of the arrow on the touch screen. This is the best position for scanning.
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4.3 Software
) The user management is preset to show the log in screen when switching on the device.
1 After the log in process the measurement module is shown. After quitting the measurement

module, the main screen is shown.

The ROTEM® delta software supports you through intuitive user guidance during the
performance, the interpretation and the management of measurements. The central screen
of the software is the main screen. From there you can open the eight modules using the
touch screen (Figure 4-2). Table 4-4 shows an overview of the modules. Chapter 6 gives a
detailed description of the modules.

ROTEM®

|0B:42:16

Figure 4-2: Main screen of the system software
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Module Description Details

Measurement In the MEASUREMENT MODULE, you can select, start, and interpret |Chapter 5

module tests.

Database In the module DATABASE, you can manage the sample Chapter 6.3
measurements and QC results and further evaluate them.

USB stick Data in the ROTEM® system is usually transferred via a USB Chapter 6.8
stick. The USB stick is used for backup/restore and the export of
TEMograms and numerical data.

File system In the module FILE sYSTEM and in the sub modules AbMIN TOOLS | Chapter 6.7
and USER, you can manage some sytem settings, the authorized
users and the exported data, subject to the condition that you
have appropriate user rights.

Liquitrans The LiQuiTRANS module guides you step by step through the Chapter 6.6
pipetting of up to 2000 pl liquid with the automatic pipette.

Service In the module SERVICE, you influence the recording of raw data, |Chapter 6.5
subject to the condition that you have appropriate user rights. The
module also gives an overview of the technical interventions on
the system.

Setup In the module SETUP, you change system settings, subject to the |Chapter 6.4
condition that you have appropriate user rights.

Table 4-4: Modules of the system software

4.3.1 Technical data

Measurements and Length in mm 545
weight
Width in mm 335 without pipette holder
Height in mm 205 without touch screen/pipette
approx. 590 including touch screen
Weight in kg approx. 15 without touch screen
approx. 22 including touch screen
Power supply Input 115/230 Vac; 2.3/1.15 A; 60/50 Hz
instrument
Power input Max. 265 VA
Power supply touch Input 115/230 V,¢; 0.5/1 A; 60/50 Hz
screen (powered by
mains supply) Power input Max. 50 VA
Power supply touch Input 24 Vpe; 0.7 A
screen (powered by
ROTEM®) Power input Max. 16 VA

Table 4-5: Technical data
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Installation Installation category |
Data input USB See respective operating manual
Data output USB, LAN See respective operating manual

optional printer

See operating manual for the printer

Ambient conditions

Operating temperature

+15°Cto +30 °C

Storage temperature

+0 °Cto +50 °C

Relative humidity

20% to 85%

Operable to height above sea
level

2000 m

Temperature control

Measuring station

+30°C+£1.0°Cto+40°C+1.0°C

Reference measurement temperature +37
°C+£1.0°C

Specifications Measuring principle Thromboelastometry
Angular deflection detection |Optical system with CCD sensor
Heater Independent heaters with independent
temperature sensors:
- for each measuring position (altogether 4)
- for the temperature controlled work area
Number of channels Four independent channels
Connections Power supply Original ROTEM® power cable (country

specific)

Touch screen

Three original ROTEM® connection cables
for the equipment

Pipette connection

Original ROTEM® system pipette with helix
cable and RJ12/Western connector (6-pin)

Data backup

USB stick 1GB

Allows to export data to other media.

Printer (optional)

supported printer

Printers with USB port are supported.
Please ensure that required drivers are
available in the system (Chapter6.7.1).

The printer must follow IEC 60950
standards to comply with DIN EN61010.

Table 4-5: Technical data
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5 Measurement

Danger of infection
Inappropriate handling of contaminated samples may cause infections.

= Always wear personal protective equipment such as laboratory coat, gloves and gogges
when handling samples.

= Always follow guidelines for infective materials.

" Laboratory Biosafety Manual World Health Organization, 1984

Measurement errors

Inappropriate storage of the materials may lead to measurement errors.

= Always store measurement cells, pipette tips, reagents and samples according to te
environmental conditions as recommended on the package.

Damage of the touch screen

Inappropriate handling of the touch screen may lead to damage.

= Do not press the keys of the keypad with sharp or pointed objects (e.g. pencils).
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5.1 Introduction

|—( ROTEM

The ROTEM® delta system software supports you during the measurements through the
step-by-step menu. You will find additional instructions on how to interpret measurement
results in the HELP menu, which can be opened by the Help button on the screen.

jui 0

This chapter defines how the different ROTEM® tests are conducted. However, it is
essential to read the other chapters of this manual thoroughly.

511 Usage of the pipette

Figure 5-1 shows the system pipette, Table 5-1 lists its buttons.

Note: The buttons are only active in the pipette mode of the measurement module.

3

4

Figure 5-1: System pipette

Button Function

SELECT none

ENTER none

<> none

(1) tip eject

CONFIRM this central blue button triggers the next pipetting step
RESET small reset button on the back side of the pipette

Table 5-1: Buttons of the system pipette
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Note the following during pipette handling:

» Hold the pipette vertically during aspiration of reagents.
» Immerge the tip only a few millimetres into the liquids.

e Toensure that no air is absorbed during pipetting of blood, immerge tip approximately
10 millimetres.

e Only press briefly the confirm button.

« Use the integrated pipette holder to put down the filled pipette in order to avoid
contamination of the mechanical part of the pipette.

5.1.2 Sample handling

Blood sample collection
Take the blood sample carefully according to the given references:

NCCLS Document H3-A4 Procedures for the Collection of Diagnostic Blood Specimens by
Venipuncture Fourth Edition; Approved Standard (1998)

NCCLS Document H21-A2. Collection, transport, and processing of blood specimensfor
coagulation testing and performance of coagulation assays, 3rd ed. Approved Guideline
1998

Transport of samples

A CAUTION

Measurement errors

Inappropriate transport of samples may lead to measurement errors.

= Do not shake samples.

“ Do not roll the sample container.

= Prior to use, pneumatic tube transportation systems need to be validated.
= Do not expose the blood samples to cold temperatures.

= Never store samples on ice!
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5.2 Measurement preparation

Please note the following during measurement preparation:

» Prepare tests according to test specific instructions.
« Gain and process samples according to the instructions.

5.2.1 Switching on the ROTEM® system

v' There are no cup holders present on any of the four measurement channels.

1. If required, activate the ROTEM® system with the optional main switch on the
back of the device
(switch setting ,1*).
2. Switch on the printer (optional).
3. Push the blue on/off button on the right hand side of the instrument.
LThe ROTEM® system software starts automatically and checks the system.
LThe control unit is initialised.
LThe connection between the ROTEM® system, the connected pipette and the optional
printer is established.
LThe log in screen or the measurement module screen is loaded (depending on
system configuration).
4. Log in to the system.
- Touch the screen if the screen saver is active.
- Select user.
- Enter password.
LMeasurement module screen is shown (Figure 5-2).
LyHeating up of the device to operating temperature. This procedure may take several
minutes. The colour of the 5 temperature indicators down to the right of the screen
(1) changes from dark blue (very cold) over light blue (less cold) to white (target
temperature).
5. The system displays QC and maintenance reminders according to the presetQC
(Chapter 6.4.8) and maintenance schemes (Chapter 8.2).

6. Perform QC measurements (Chapter 5.5.4) and maintenance as prompted by the
reminder.
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Figure 5-2: Details of the measurement screen
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The colour of the status line (2) informs about the status of the measurement for each

channel.

Colour Status

Grey Channel ready to use

Blue Channel not ready, initialisation may be active
Green Measurement is running

Yellow Warning message during measurement

Red Error, measurement is stopped

Table 5-2: Colours of the status line
5.2.2 Reagent preparation

hep-tem®and ex-tem® L (liquid)

Before performing a HEPTEM or EXTEM L test, dissolve the lyophilised reagent (one bottle
contains reagent for several tests).
1. Withdraw one small Lyo bottle (hep-tem®or ex-tem®L) and a big diluent bottle (hep-tem®
or ex-tem® L Dil) from the package.
Open both bottles.
Quit measurement module and confirm with Yes to exit.
Select LIQUITRANS module.
For hep-tem®enter 200 u litre in the entry field; for ex-tem®L enter 230 u litre in the entry
field.
Confirm with Start.
Take a new pipette tip.
Immerge the pipette into the diluent (Dil).
Push the blue start button of the pipette.
200 or 230 pl liquid is aspirated.
10. Hold the pipette tip over the target vial (Lyo).
11. Push the blue confirm button of the pipette.
L»200 or 230 ul liquid is dispensed again.
12. Choose Done.
13. Exit LiquitTrans module with Quit.
14.Close both bottles with their caps.
15.Place the diluent in its package into the refrigerator.
16.Gently swirl the dissolved Lyo bottle.
17. Write the date of dissolving onto the given field on the new bottle.
LThe reagent is ready for use.

LThe hep-tem® reagent may be used for a period of 30 days; the ex-tem® L reagent
may be used for a period of 7 days.

18. Place it in the reagent rack.
19. Place the reagent rack to its position in the front of the ROTEM® delta.

o~ wbd

© o N

20.Before first use of the hep-tem® or ex-tem®L reagent, let it rest for 10 minutes.
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Note: It is also possible to reconstitute these reagents directly from the pipetting sequence
in the MEASUREMENT menu.

Measurement

All other reagents

Prepare all other reagents (except hep-tem® or ex-tem® L) as follows:

1. Take reagent rack with reagents already in use out of the refrigerator.

2. Withdraw additional fresh reagents for the work day from the packages inthe
refrigerator.

Write the date into the given field on any new liquid reagent bottle.
Refill the reagent rack.

Place the reagent rack to its position in the front of the ROTEM® delta.
. Wait until the reagent reaches room temperature.

Note During the workday, reagents may be kept at room temperature but vials must be
closed tightly immediately after each use.

oo s w

5.2.3 Refill cups and tips
Refill tips and measurement cells in the accessories box if necessary.

5.24 Measuring cell preparation

A CAUTION

Measurement errors

Inappropriate handling of the measurement cells may lead to measurement errors
and error messages.

“ Guide the axis into the upper opening of the pin.
= Place the pin firmly all the way up the axis.

@ Push the cup using the MC Rod down until the cup is flush with the surface of the aup
holder. Otherwise the cup is positioned too high and the pin will touch the bottom of the
cup during measurement.

= Always touch measuring cells at the exterior of the cup, never touch the pin.

The steps for the preparation of the measurement cell are summarised in the submenu
Preparation of the measurement module screen. Please follow these instructions
(Figure 5-3).
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Figure 5-3: Instructions for the preparation of measuring cells

1. Take the cup with the pin in it from the storage box.
2. Push the pin in the cup onto the axis chosen for the measurement.

Note: The status line under the channel is grey when the channel is ready. In case the
axis has been moved heavily when attaching the pin, the channel becomes inactive and
the status line turns blue during the time of initialisation.

3. Place the cup with its opening facing upwards into the appropriate preheated cup holder.
4. Place the cup holder onto the temperature controlled work area again.

5. Push and fix the cup in the cup holder using the MC Rod.

The measuring cell is prepared.

5.25 Sample preparation

A CAUTION

Measurement errors

The temperature of the sample may influence the measurement results and/or
reproducibility.
= Measure the blood sample directly after sampling.

= |f this is not possible, preheat the blood sample for 5-10 min before measurement in te
sample preheating station of the ROTEM® delta.

“ Do not leave the sample more than 30 min in the sample preheating station.

5.2.6 Adjust measurement temperature at the ROTEM®

Normally the samples are measured at a temperature of 37 °C. Under certain
circumstances, it may be necessary to adjust the measurement temperature in the module
SETUP, €.g. in case of an undercooled patient.

Note: This requires the user profile "Administrator" (admin).
1. Leave measurement module with the Quit button.
2. Confirm with Yes.
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Select SETup module.

Enter required temperature in the User setup module (Chapter 6.4.1).
Exit module with Quit.

Confirm with Yes.

Select MEASUREMENT MODULE.

LThe status line now displays the new temperature (highlighted in red).

LThe 5 temperature indicators at the bottom right of the screen shortly turn to red or
blue until the new temperature is reached.

Note: After measurement, set temperature to 37° C again.

No oM

5.2.7 Select Channel

The measurement screens for the four channels appear identical. The lower part of the
screen constantly displays all channels. With channel 1 to 4 left to right. The active selected
channel is highlighted in blue. The upper half of the screen displays the patient
demographic data fields as soon as a channel is selected. While a test is pipetted, the
pipetting instructions are displayed. During measurement, a larger TEMogram and its
numerical results are shown.

1. Each of the four channels can be selected to start a measurement by touching the
screen on the corresponding channel.
2. Toobtain a view of the 4 channels press Multi-TEM.

5.2.8 Select test

For each channel a test is preset in the menu Setup. These presets may be overwritten and
another test may be chosen.
Note: This choice cannot be changed during a running measurement.
1. Touch the test name on top of the selected channel.
LA list with all possible tests pops up.
2. Select required test by touching it.
L The new test name above the channel is highlighted in the color code of the ROTEM®
reagent bottle.
LThe colour coded reagent(s) necessary for this test are displayed under the comment
field of the patient data.

If necessary, you may adjust the order of the tests in the SEtur menu. Frequently applied
tests are listed at the top of the list (Chapter 6.4.5).

=

5.29 Enter patient data

Patient data is assigned to each channel and therefore each measurement. The patient
data contains patient ID, patient name (first name, last name), sample 1D, comment, date
of birth and gender. In the module SeTur it is defined which fields are available and if these
are mandatory or just available (Chapter 6.4.1). It is also possible to select a normal range
profile specific for the patient (e.g. pediatric).

1. Touch one of the four channels.
Ln the upper part of the screen entry fields for patient data are displayed (Figure 5-4).
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Figure 5-4: Entry fields for patient data
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2. Touch the respective entry field.
3. Enter patient data.
Note: Alternatively patient data may be read in, using a barcode reader.
Note: Mandatory fields are displayed in blue.
4. Choose a normal range profile for the patient.
L The normal values from this profile are used for this patient.
LThe profile overlay TEMogram is formed with these normal values.

Conventions for entry

Consider the following conventions when entering patient data to sort the measurements in
the database logically and to avoid failures.

« Enter names with first and last name. Datasets can be sorted consistently by names.

* Do not use special characters like /, \, #, * ,, ,, ?, <. Errors may occur when exporting
data containing these characters.

« Do not use spaces within the patient ID. Errors may occur, especially during patient
overlays.

Simplification when entering data

The system supports you during the entry of patient data.

 If a patient ID contained already in the database is re-entered or read in, the fields
containing Patient name, Date of birth, and Gender are filled in automatically with the
according deposited patient data when leaving the field with the <Tab> key. The entries
in the fields, containing automatically filled out data, cannot be changed.
Note: Patient data is transmitted to the database when the according measurement is
saved/cleared (Chapter 5.4.3).

« Patient data can be copied from one channel to another by Copy and Paste or Copy to all.

» All patient data of a channel can be deleted with the <Esc> key or with the Reset data
button.

* When Single Patient Mode is selected in SETUP, the patient specific entry of the channel
is automatically copied in all other channels.
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5.3 Performing measurements

Measurement errors

Inappropriate handling of the pipette may lead to measurement errors.

= Follow instructions for the handling and cleaning of the pipette.

Measurement errors

User errors like spilling the reagent or the usage of a wrong reagent may lead to
measurement errors.

@ Cancel the measurement in this case.
= Read the instructions for use of the reagents.

Page 5- 10 ROTEM® delta Manual 2.8.0.01.EN 2016 ©Tem Innovations GmbH




|—( ROTEM

Measurement

5.3.1 Start measurement

For liquid reagents: mix reagents gently and thoroughly and open vials.

Mix the blood sample by repeated slow tilting of the sample.

Start the pipetting sequence for the selected channel by using the Start button.

If required, scan the (single use) reagent vial barcode upon prompt.

Note: always hold the vial near the arrow on the screen for scanning.

Note: alternatively, enter manually the reagent’s expiry date, lot number and TEM Code

(the 4 numbers just above the barcode on the vial) with Manual input and press Check.

LThe instructions (incl. pictogram) for the next step to be performed are displayed on
the screen (Figure 5-5).

oo =

5. Open the single use reagent vial after scanning.
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Put the pipette tip into the gently mixed citrated blood sample and confirm

Figure 5-5: Pipetting sequence

6. Follow the menu navigation of the pipetting programme and confirm each stepby
pressing the blue confirm button of the pipette.

Note: If reconstitution of the hep-tem® or ex-tem® L reagent is required, press
Reconstitute.

Note: If the pipetting sequence requires a pipette tip change, the blue confirm button
stays inactive until the pipette tip is ejected by using the eject button.

7. The pipetting steps can be repeated in the event of pipetting failure.
Note: Always hold the pipette tip above the waste container before you select Step back
(<). The pipette will automatically empty the liquids in the pipette tip when performing this
step back.
- Press Step back (<) button (arrow to the left).
LThe pipetting program blows out the liquids in the pipette tip.
LThe previous pipetting step is shown.
- Follow the pipetting sequence again.
LyAfter the blood has been added to the reagents, the reaction starts.
8. Place the cup holder onto the measuring position using the guiding rods.

Note: The cup holder is held in measuring position with magnets. In case that the cup
holder is not positioned in time, the measurement is aborted.

9. If required, press <enter> or touch the screen to confirm that the cup holder is in place.
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5.3.2 Graphics of measurement results

During measurement, the large TEMogram is shown at the left upper side of the screen. In
the upper right part of the screen the current measurement results of the test parameters
are shown (Chapter 3). Some of the coagulation parameters are shown as “preliminary
values” in the display while a clot is developing. These values are based on a limited
amount of data and are replaced by the final values as soon as the appropriate amount of
data points are available. Preliminary results are marked with an asterisk (*).
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Figure 5-6: Measurement module with profile overlay

With Profile overlay, a TEMogram within the normal range of the current patient profile is
displayed over the measured TEMogram.

By using the Patient overlay button, the 4 newest TEMograms of the same test and the
same patient from the database are displayed. With each overlayed TEMogram the starting
time of the according measurement is displayed in colours. By using the Patient data button,
you can switch between the TEM view and the patient data (Figure 5-6).
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By using the Multi-TEM button an overview of all four channels is displayed (Figure 5-7).

For measurements run > 60 minutes, it is possible to view the graph from 60-180 minutes
by double-touching the graph.
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Figure 5-7: 4 TEMograms in the measurement module
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5.3.3 Warning messages during measurement

Usually the Warning button is hidden. It only appears if a system error occurs. The status

line directly under the according channel turns yellow, the Warning button flashes red.

1. Touch Warning button.
LThe channel with the error is displayed in red.

2. Note the caption down for eventual requests of the service provider (e. g. CCD invalid).

3. Read the descriptions and instructions under the caption.
Note: The messages are shown with a short coded error message and a longer
description of the cause and troubleshooting of the problem. The messages in the
warning windows are self explanatory. See Table 5-5 for additional help for
troubleshooting.

4. Check if TEMogram and pameter results are plausible and decide if the measurement
shall be continued (Ignore) or cancelled (Stop).
Note: In case of any doubt, stop and repeat measurement.

5. Please contact your service provider if the error occurs again during the next
measurement.
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5.34 Interpretation of measurement results

The system software helps you to interpret the measurement results.

1. Select Help button.
2. Select Interpretation Cases and/or Expert Recommendations.

5.4 Finish measurement

A measurement is finished in several steps described in the sections from Chapter 5.4.1 to
Chapter 5.4.8.

5.4.1 Stop measurement

A measurement can be stopped automatically or manually.

* The measurement is stopped automatically when the maximum measurementtime
determined in the module SeTupis reached.

¢ Stop channel stops the measurement manually.

5.4.2 Print measurement results

v’ Channel is not yet cleared/discarded.
1. Select Print button.
2. Select number of TEMograms (measurements) per page.
- 1 TEM (1 TEMogram over 60 min and additionally the same TEMogram over 8 hours)
- 4 TEM (4 different TEMograms of 60 min each)
Lf normal values (or QC target ranges) have been entered, they are printed as well.

LQverlays are printed when selected on the screen and when pre-set in SETup -
PRINTER SETUP.
LThe normal range profile for the patient is printed.

Note: If a warning message was displayed during a run, the respective printout will be
marked with “check plausibility”. Check the data for irregularities and completeness and
consider to discard the measurement results.

Note: Patient or control results that are out of range are flagged with an arrow up or down.
Patient measurements run after missing yearly maintenance are flagged. Patient
measurements run after missing or out of range QC are equally flagged.

543 Save and clear measurement

When a channel is saved and cleared, the data is transmitted to the database and only
remains available there for printing (Chapter 6.3.5) or exporting. Check especially the
patient ID and the sample ID before transmitting the measurement to the database. For
safety reasons, data cannot be changed after a measurement has been finished and
transmitted to the database.

1. Select Save/clear channel.

LThe measurement is removed from the screen.
LThe measurement is saved in the database.
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544 Discard measurement

An erroneous measurement may be discarded. For safety reasons, it will still be present in
the database after discarding. It will however only be highlighted in light grey. In case of a
connection with the LIS or HIS, it will not be transferred. Moreover, it is not used for patient
overlays.
1. Select Discard channel.
2. Enter comment.
3. Press Accept.

L The measurement is removed from the screen.

LThe measurement is saved in the database but greyed out on the database display.

5.45 Remove measuring cells
A CAUTION
Wrong calculations of the parameters

Removing the cup holder before measurement is finished may lead to wrong
calculations, especially of the lysis parameters.

= Remove cup holder only after the measurement has finished.

The cup holder is equipped with an integrated blue pin remover. The cup and the pin are
removed together with the cup holder from the measuring position.

1. Hold the cup holder with one hand and push, with the thumb of the other hand, the blue
pin remover up towards the device (Figure 5-8).

LThe pin is pushed into the cup.
2. Remove cup holder.
LCup holder, pin and cup are removed together.

Figure 5-8: Remove cup holder

Remove cup and pin

1. Insert metal ejector pin at the right edge of the work area into the bottom of thecup
holder.

2. Push the cup holder down the ejector pin.
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LCup is being removed (Figure 5-9).
3. Dispose of cup and pin according to the effective regulations for biohazardous material.

Figure 5-9: Remove cup from the cup holder
5.4.6 Log off the system

1. Leave measurement module with the Quit button.
2. Confirm with Yes.
3. Select Logout.

LThe log in screen is shown.

5.4.7 Daily maintenance
L J
‘ l A detailed description of the necessary maintenance actions can be found in Chapter 8. If

yearly maintenance is not performed, all subsequent measurement results will be flagged
on printouts and in the database (Chapter 8.2).

The system automatically reminds the user to perform maintenance. The user is
responsible for the correct following of the maintenance plan.

Following maintenance must be performed daily on the ROTEM® delta.

1. Clean and disinfect cup holder.
2. Clean and disinfect the lower surface of the measuring block (around the axis).
3. Check the pipette filter for blood stains and replace if required (Figure 8-10).

5.4.8 Switch off

Normally the device remains ready for use.

Note: Finish running software before switching the device off, to avoid damage of the
database.

Note: Switching off the system other than described below (e.g. pressing the blue on/off
button long) can lead to damages to the hard disk or wrong time settings.

1. Select Quit button in the measurement module.
LThe main menu is shown.
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2. Press blue on/off button on the right side of the device.
LThe software is being shut down.
In addition, if the device has to be transported, the main power switch next to the power

cable has to be switched off. The monitor also needs to be switched off and should be
secured before transportation.

5.5 Quality control

The proper function of the measuring mechanism and electronics are controlled via the
equipment's auto-monitoring. Channel status information and warnings are displayed
automatically as soon as a self-test failure is detected.

Errors Display in the [Consequence
status line

Channels are notready |blue Start button is not active. Measurement cannot be

for use before started.

measurement

Channel fails during yellow Warning is displayed.

measurement Measurement is marked with "check plausibility" on
the printout and with an error code in the database.
Continue or stop measurement.

Table 5-3: Checking the measurement channels

Like any other in vitro diagnostic system, the ROTEM® system requires quality control by
performing tests with standardised quality control (QC) materials. The ROTEM®
standardised system controls ROTROL N and ROTROL P are based upon human plasma
and will show reaction curves at two different levels.

The ROTEM® quality controls ROTROL N and ROTROL P are run as performance tests to
identify potential problems with

e reagents

e consumables (tips, cups)

» user technique

¢ pipetting volumes

5.51 Control intervals

The frequency of the quality controls with ROTROL N and ROTROL P has to be chosen
according to local guidelines. Thanks to the continuous control of the function of the
measuring mechanics and the measuring electronics directly on the equipment, a weekly
quality control is recommended beeing sufficient. The system reminds the user
automatically when to perform QC according the preset QC-frequency (Chapter 6.4.8). The
user is reponsible for the correct following of the QC plan.
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5.5.2 Continuous self-monitoring when powered on

The values included in the table below are representative of the continuous monitoring
system that monitors the performance of the axis movement, sensors and temperatures.
The user accesses the SErRvicE menu (Service > SETTINGS) and evaluates the following
values per channel (see also Chapter 8.2.3):

Value Definition Target range

Amplitude Measurement confirming the movement of the axis and proper {4400 to 5100
functioning of the supporting ball bearings

Center Measurement indicating the location of the amplitude on the -832to 708
CCD chip
Variance Measurement providing information about the mechanical <12,000

status of each channel

Temperature |Measurement of the instrument temperature settings aswellas |35°C to 38.5°C
the pre-warming station (temperature controlled work area)

Table 5-4: Acceptable range for the internal quality control values

The internal monitoring validates the proper functioning of the axis on each channel and the
performance of the instrument optics depicted in the SErvice menu channel graphs:

1. Black curve depicts the actual light beam from the CCD.
2. Red curve depicts the calculated light beam from the CCD.
Note: The values are documented in the menu SERVICE-LOG BOOK-DATALOGGER

5.5.3 Preparation of quality control material

A WARNING

Danger of infection

The raw material for each batch of ROTROL was tested using appropriate methods
and was found non-reactive with HBsAg and antibody-negative for HIV 1, HIV 2, HCV
and Treponema pallidum.

There is no known test method that is able to provide information with 100% certainty
that products obtained from human blood are free from hepatitis, AIDS or other
infectious diseases. These products should be regarded as potentially infectious,
just as all materials of human origin.

= Always wear personal protective equipment such as laboratory coat, gloves and gogges
when handling samples.

= Always follow guidelines for infective materials.
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The control materials are easy to prepare and no accurate pipetting is required.

v The control material has reached room temperature.
1. Reconstitute ROTROL N (or P) by transferring the content of a vial with diluent intoa
vial of lyophilisate (Figure 5-10).
Note: The vial should not be emptied completely with a pipette.
2. Tightly close the vial with rubber stopper and screw cap.
3. Gently swirl the lyophilisate to dissolve it.
Note: Ensure the lyophilisate is dissolved completely.

4. Let plasma reconstitute in the closed vial for 15 minutes (ROTROL N) or 30minutes
(ROTROL P).

5. Carefully mix it.
6. Check measurement temperature in the status line (37 °C).

7. Adjust temperature under Setup - User Setup, if it is not set at the appropriate
temperature.

8. Prewarm for 5 minutes on the temperature controlled work area.
9. Mix again carefully by gently inverting and swirling.
The control is ready for use.

= L3

Figure 5-10: Reconstitution of ROTROL N (or P)

5.54 Performance of the quality control

A CAUTION

Error during quality control

Systematic errors may possibly not be recognised by inexperienced users.

@ Quality control has to be performed regularly by every ROTEM® user.

The control is usually performed as a QC test combination on all 4 channels e.g. 2 channels
INTEM (S) and 2 EXTEM (S). INTEM (S) and EXTEM (S) are the most commonly
performed tests and contain the base activators for FIBTEM (S), APTEM (S) and HEPTEM
(S).
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Note: The required QC test combination appears automatically on the channels and can
be configured in SETuP - QC seTur - REMINDER (Chapter 6.4.8).

The only difference between the pipetting sequences for the routine tests and the ones for
the control tests, is that instead of blood samples, controls are pipetted. The control
measurements are then saved in the special QC database (Chapter 5.6.1).

jui 0

Control material |Range of control |QC Test Equivalent patient test
ROTROL N level 1 QCinN, QCinN'S |INTEM, INTEM S
ROTROL N level 1 QCexN, QCexN S |[EXTEM, EXTEM S
ROTROL P level 2 QCinP, QCinP S |INTEM, INTEM S
ROTROL P level 2 QCexP, QCexP S |[EXTEM, EXTEM S

When the QC reminder is displayed on the screen:

1. Check the proposed combination of QC tests.
- Confirm the proposed tests with OK
- Or select another QC test combination with Other QC combination.

When the QC reminder is not displayed:

1. Choose ROTROL (P/N) in the test bar of any channel.
L The QC mode is opened.
- Confirm the proposed QC test combination with OK

- Or select another QC test combination with Other QC combination.
Select a channel.

Touch the field Lot number.

Scan the ROTROL vial (or select the ROTROL lot from the drop down list).
If prompted (by new lot), scan the ROTROL box or the control sheet.
LThe target values for this new lot are automatically saved.

6. Press Start.

7. Follow pipetting sequence.

8. Let the QC measurement run until parameter A20 has been reached.

Note: with every new ROTROL Iot, the corresponding target ranges displayed in SETur-QC
SETUP-ROTROL have to be compared to the ones on the control sheet.

o~ wDd

5.5.5 Check quality control results

The ROTEM® QC materials have to produce repeatable results in the range of the ROTROL
control sheet during the whole quality control.

The target values for a specific ROTROL lot are automatically saved in the system after
scanning the corresponding ROTROL box or control sheet (either in the MEASUREMENT menu
or in SETUP - QC SeTUP). Alternatively, the target values of the according tests for each new
ROTROL lot can be entered manually in SETup - QC SETUP (€. g. for QCinN).

LQC results deviating from the target values are highlighted in red on screen.
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LyAll patient results obtained after any out of range (or missing) QC result are flagged
in the database and on printouts. In the database they are also highlighted yellow.

Note: Flags will appear the day after the QC reminder due date.

If no target values are available in the system, the QC results have to be compared with
the control sheet in the package insert.

jui 0

Complying with QC reminder rules

e The required QC tests should be run as soon as the QC reminder is displayed onthe
screen (e.g. every Monday morning at 8 am).

» Otherwise QC tests should be run at the latest before midnight that same day(e.g.
Monday).

Ln case the controls aren’t run before midnight, all following patient measurement
results will be flagged with "QC missing" in the database and on the printout.

e QC is passed when within range QC results are obtained for all tests from one of the
combinations activated in SETup - QC seTupP - REMINDER (Chapter 6.4.8)

Lf any QC result of a QC test combination is out of range, all following patient
measurement results will be flagged with "QC out of range" in the database andon
the printout.

» Flags (QC missing or QC out of range) will not be posted anymore as soon asa
successful QC combination is run.

Note: The current QC status (OK, out of range, missing, blocked) can be viewed in SErviCE
- INFORMATION.

5.5.6 Suggested actions for QC out of range

If a QC result from the required QC test combination is outside the expected range,

examine the potential reasons.

1. Discard the out of range QC measurement in the MEASUREMENT module.
LOnly the missing QC test needs to be re-run.

Note: The missing QC test should be run within 4 hours. After that, a complete QC
combination needs to be run in order to pass QC.

2. Rerun the missing QC test (on any available channel).

3. In case the new QC test is within the target range, patient samples may be tested again
and valid results can be expected.’
Lypatient measurements will not be flagged anymore with "QC out of range"

4. In case the new QC test is again outside the target range, contact your service provider
for further troubleshooting or follow the instructions from Figure 5-11.

"Literature: NCCLS. Statistical quality control for quantitative measurements: principles and definitions; Approved
Guideline — Second Edition. NCCLS, 940 West Valley Road, Suite 1400, Wayne, PA, 1999.

© Tem Innovations GmbH ROTEM® delta Manual 2.8.0.01.EN 2016 Page 5 - 21

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



|—( ROTEM

Measurement

Repeated measurements both in range?

R

Test with fresh reagents successful?

| Accidental error |

S E

| Testwith fresh control material
successful?

X

Test successful after reading the
Control material expired | instructionsforuse forreagents and
control material?

| Reagents expired

yes
no

User mistake | | Instrument malfunction

Figure 5-11: Possible causes for out of range QC measurements

jui 0

If the out of range result is confirmed in the original channel but the result of the second
channel is error free, probably a channel specific problem or a calibration problem exists.
Do not use this channel for further measurements and contact your technical service
provider.

Managing measurement results in the database

The following sections describe the most important steps to find, print and export
measurement and QC results in the database. Chapter 6.3 contains detailed information on
these topics.

=

Patient results should be interpreted as soon as they become available in the
MEASUREMENT menu.

The database should only be used as a documentation tool, not for result interpretation.

5.6.1

Page 5 - 22

Find a patient / QC result

Quit measurement module.

Confirm with Yes.

Open DaTABASE module.

Select either the patient database or the QC database with the Patients/QC button.

Howobd =
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5. Select requested patient or QC result either by entering the search criteria into the
search form or by touching its line in the list on the upper left side (Figure5-12).
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Figure 5-12: Select measurement

6. Tosearch the patient/QC results using the search form, select Start search.
LThe located measurements are highlighted in the list.

LThe according TEMograms are overlayed in the TEMogram window.

7. Add located patient/QC results with the Add button to the selection box on the lower left.
8. Tosearch further patient/QC results, clear search criteria by clear search and search and

add further measurements.

9. Toremove single patient/QC results, highlight the measurements in the selection

window and select Remove.

10.Toclear all patient/QC results from the selection window, select Reset.
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5.6.2 Print patient / QC results

Normally measurement results are printed immediately after the measurement. Additionally
there is the possibility to print data directly from the database.

1. Select and add patient / QC results.

2. Select Print.

3. Determine number of TEMograms per page.

- Printout 1 (1 measurement result: the TEMogram of 60 min and the same oneof
8 hours).

- Printout 4 (4 measurement results: 4 different TEMograms of 60 min each).
LFlags and errors are printed together with TEMogram and numerical results.

5.6.3 Export patient or QC results to USB stick

® Special characters (*, /, &, etc.) are not accepted in file names when copied from the
l internal hard disk to an USB stick. Please do not use any such characters when renaming
a file during the export function.

1. Select and add patient / QC results.
2. Select Accept button.
LyEvaluation screen is opened (Figure 5-13)

-
Heip Qus
= B | tdewaine | pom overlay Frink 4 TEM
:' [Expott overiay Expaoet 4 TEA
extem 409819501 AT -h- i ateen 4010 NT
- Rotrol W #7901 = Eotrel i 40701 -
JO0E-Ire-J9TI3 00 DOO6-03- 211499 ——
&N} _1_._i7__.,_.~_r__._.-- | I.. =¥
. - (.
& " iy
- n L™
. 1L
i extem 096190 NT I. ratern 4000 KT = \':.L‘
- B AL SURH b BN S L - L daag
LS 1ATIRAS HAG-09-25T13 17 R ——
5 M = W W W .
LT T —
THRF poabem s 18 firemet o
. - . :
exlem &361901 AT 21 ml
124 W uoT -
EFT 5 Ok -
L] W iz —
cFR & s "
WET 32 |l -
wcr [ Tarey *
WCE 08 (LT -
a5 3 | LT 47
AT an m £1]
A13 8 |ax H
&S0 52 o 5391
= i | I | oo | Bah

Figure 5-13: Evaluation screen

3. Touch and select a maximum of 4 TEMograms for the export.
LThe 4 TEMograms are displayed overlayed on the right side.
4. Select Export 4 TEM.
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L The TEMograms are saved in a picture on the hard drive in the file system.
Enter a title if required.
Confirm with OK.
Optionally, change file name of the exported file.
Confirm with OK.
9. Repeat action until all required TEMograms are exported.
10.Quit bATABASE module.
11. Confirm with Yes.
12.0pen FILE SYSTEM.
13.Select UskR.
14.Select GRAPHEXPORT.
LA preview of the stored and exported TEMograms is displayed (max 4 per screen).
15.Insert a USB stick to the USB port at the right side of the device.
16.0pen USB sTick module.

17. Drag&drop the exported pictures with your finger or the trackball to the left side into the
USB stick window.

18. Copy or Move the pictures.
19. Close the file system (right) and USB stick (left) with Quit.
LThe pictures are now saved onto the USB stick.
20. Remove USB stick.
The TEMograms are now available for further processing on a Windows computer.

© N oo

5.6.4 Backup

In case the remote backup feature has not been implemented (Chapter 6.7.1), take a
backup of the database and the settings at least once a week.

1. Quit measurement module.

Confirm with Yes.

Open FILE SYSTEM.

Select AbmIN_TooLs.

Select DB BAckuP.

Insert USB stick to the USB port at the right side of the device.

Enter START BACKUP.

LMessage appears: Backup in progress, please wait.

LMessage appears: Backup has been successfully copied to USB stick!
8. Confirm with OK.

9. Remove USB stick.

No gk wbd

Chapter 6.7.1 describes how to restore the backup data in case of data loss.

jui 0
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5.7

In case of regular errors, contact your serviceprovider.

Warning screen

5.71

Probable cause of the error

Warning message and code

[CCD_NOISE 1023

POS_TIMEOUT 2013

CARRIER_SPIKE 3003

CARRIER_LOST 3013

[CARRIER_INVALID 3023

CARRIER_TIMEOUT 3033

MOTION_VANISH 4003

MOTION_DRIFT 4013

MOTION_TIMEOUT 4033

JAMPL_JUMP_HIGH 5003

JAMPL_JUMP_LOW 5013

JAMPL_BAD_IDLE_LOW 5023

JAMPL_BAD_IDLE_HIGH 5033

JAMPL_BAD_SAMPLE 5043

[TGM_SPLINE 6003

ITGM_BASELINE 6013

ITGM_NOSE 6023

ITGM_DRYING 6033

ITGM_DRY_PARA 6043

[SYNC_LOST 10093

YEARLY M OVERDUE 10083

[QUARTERLY M OVERDUE 10073

WEEKLY M OVERDUE 10063

[QC OUT OF RANGE 10053

[QC MISSING 10043

MEAS_DISCARDED 10033

ITEMP_LOW 10023

[TEMP_HIGH 10013

Misaligned optical detection system

>|CCD_DARK 1003

>|cCcD_BRIGHT 1013

>|CCD_INVALID 1033

>IMOTION_BAD 4023

Stray Tight inside the device

Failure in optical detection (LED, mirror, CCD)

|

Temporary malfunction of axis

Dried sample still in place in holder

Obstacle in the optical path

X[ ] X<| ]

X[ ] X<| X]

X[ <] X<| X]

x| X

Interrupted data stream (computer/board)

Severe device failure (hardware clock, communication firmware)

Significant mechanical shock or vibration

Drive failure (motor, voltage supply)

Cuvette or pin not correctly placed

Worn ball bearing on the axis

X[ X< X| X X

Axis jammed

Mechanical problem (excenter Toose, slider grinding)

Firmness cannot be determined due to mechanical failure

Sample was removed during measurement

Clot is torn-off from the cuvette surface

Axis heavily disturbed during placing of pin

Failure when smoothing the TEMogram curve

Clotting already started before positioning cuvette holder

Running measurement influenced by drying of sample

Signal lost during pipetting sequence

Yearly maintenance missing

Quarterly maintenance missing

Weekly maintenance missing

QC out of range

QC missing

Measurement discarded

Temperature low during measurement

Temperature high during measurement

Perunctpanns MU B Poc3agpaBranzope
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5.7.2 Errors during pipetting
Errors Status bar |[Channel Repair
Start button is not active |blue initialising Wait 30 sec until status line turns grey.
stays blue defect Call technical service provider.

Message window: "Error of
pipetting programme
occurred, pipette will be
checked. Please cancel
test. Please push Reset at
the back side of the
pipette."

Push the small blue button at the back
side of the pipette. Pipette is initialising
shortly (ejecting movement).

Repeat pipetting sequence.

The pipetting programme is
not available after starting.

Abort sequence (x on screen).
Wait until status line turns grey.
Repeat Start.

Table 5-6: Errors during pipetting

5.7.3 Incorrect TEMograms

Errors

The TEMogram is interrupted and
displayed again after a few minutes.

Repair

No warning signal.

Check the temperature in the SERVICE module. If the
temperature differs more than 3°C from the adjusted
target temperature (mostly 37°C), no measurement
data is recorded.

Check the service values in the SERvICE module
(Chapter 8.2.3).

Contact the technical service provider.

Other abnormal TEMograms

A warning message is displayed for the affected
channel. Follow the instructions of the warning menu.

Table 5-7: Incorrect TEMograms
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6 System software

The ROTEM® delta software provides you with intuitive user guidance when performing,
evaluation and managing measurements. General operating elements and the modules are
described elaborately in this chapter. The main screen is described in Chapter4.3.

6.1 Operating elements

On-screen keyboard

When data needs to be entered in a menu of the software (e.g. patient data), a touch on the
field to be filled out will display the on-screen keyboard.

Track ball

The user interface is optimised for touch screen operation in connection with a trackball
(comparable to a mouse) on the top right side of the keyboard and the corresponding
buttons on the top left side of the keyboard.

Keyboard

Additionally, some keyboard shortcuts facilitate the navigation in the program (Table 6-1).
Shortcut Function

<Tab> or <Enter> Move forwards between sub menus, buttons and entry fields
<Shift> + <Tab> Move backwards between sub menus, buttons and entry fields
<left arrow>, <right arrow> Navigation within an entry field with a date

Table 6-1: Shortcuts for the navigation in the programme

On the screen, list boxes to select elements like the list box CommenT, where you can select
an appropriate comment, are displayed.

Table 6-2 gives an overview about keyboard shortcuts that facilitate the work with list boxes.

Shortcut Function

<Shift> + <Space> Open highlighted list box and show entries
<Enter> Select highlighted element

<arrow down>, <arrow up> Scroll in list boxes

<Esc> Close list box

Table 6-2: Shortcuts for the navigation in list boxes

Buttons

Buttons can be controlled by touching the screen, with the trackball and with its
corresponding buttons and with <Enter> or <Space>. With the <Tab> key you navigate to
the required button.
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6.2

Measurement module

The measurement module consists of three sub areas: preparation, measurement and
graphical representation of the measurement results. The following sections describe the
user interface of these three sub areas.

jui 0

This chapter solely deals with the user interface. Chapter 5 gives a detailed description of
the measurement.

6.2.1 Preparation
When opening the measurement module the start screen is opened (Figure 6-1) and the
channel check is displayed. Touching the button Preparation returns from other windows of
the measurement module back to the preparation window.
ACTELAN piatesst At TES Scraasthot ::'Ir_l"; Patiast Dveriay Hetp Qut
g o 1 :
> - : — eee
l._,L -1
1 PLACING PIN 2 PLACING CUP 3 FIEIRG CUP A PEEPARING REAGENTL
Tk e o wilh (6T peny ieviide out of Pl hee Cu kS Ehe reiped e Cufl i thve st 0k The cup holder by Lt this rragents reach PoOm
v Eston. Py il 0 that wvity’ us the holdes disectly sfer pn mssming. rumthinicy e M reed donam lermgralire
anis. Ahways leave the oup holders sn The Cup muat it tighthy! bopual i Bt reageent
Mirray bauch Low i o isiale f the e Bemperature controlled areal lm:d"v::mdpﬂa:m:m
Bl [nal dwan with glavedll 1w regent rack. Theck vodume in
e wial
T T T e
| |
| |
[
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I T I!
i . T - | o7 BT 1) . AT 1 . RT
o — | &m - o - o -
CFF - | CFF o ot - Ot -
« - | = . - - =
PLRL: —_ | Al - Al - Alg -
I I I
yo1e-03 3010337 | vann]| wier wsmin | Tumgarature: 370°¢ | #ve| 1] 2] 3] 4
Figure 6-1: Measurement module — preparation window
The preparation window shows in the upper area, the steps to carry out before starting a
measurement. The lower area shows the four channels.
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Touching one of the channel fields opens the measurement window with its six areas
(Figure 6-2), (Table 6-3):

ROTEMT Mezjuremant maduls

Frepargtion Help Gud

AT m 3]
B Jouom ~ sary] =
124 [ L] -
(15 e — Y|
53 mm : 3 }-—-m] A—
* & mm oS — a71] =
+  am 0008 = £075] -
Pt dats J Print ’mmll

RTEM 1 i FETEM § 5 hEp it #A0M 1 5 hEE i R

1: Do, jabin |1: Do, jakn |1 Do fon

1] 5240 KT be20sl (5T s KT ORI | 5T 193150 Lo REVEEIE o LA KT Dotase
cT W [eua8 — ao7e] |#__""Iﬁ!: (= o T ftoo—gaed] | o LT

crt 11 03t — 01%%] | ¢y on L foan — 0118] | epy 1274

L g5 * 06y —ooRT] | g - T i'l-l',r Hq““ 'm":l | - 3

Al mem [P 00K | kjp Bmm (o007 — 207X | ato 4 Alp £ mm

Figure 6-2: Measurement module — measurement

Area Content

1 Action area Entry fields for patient data (upper half of the screen) and as well as the
buttons Reset, Copy, Copy to all and Paste.

While running a measurement: current TEMogram is displayed.

2 Main menu  |Buttons Preparation (or ROTEM® platelet in case a ROTEM® platelet is
connected), Multi-TEM, Screenshot, Profile overlay, Patient overlay, Help
and Quit. The button Warning is only visible when errors occur.

3 Submenu Functional buttons depending on state of measurement:

During start of test: Pipetting instructions (upper half of screen).

While running a measurement: Numeric parameter values. The order of the
parameters is determined in the menu SETUP - PARAMETER SETUP

(Chapter 6.5.2). With the arrow keys on the right, it is possible to scroll in the
list.

4 Status line Date and time, software version, user, target temperature as well as
temperature indicators for the work area and the channels. The colour of the
test indicators is blue (too cold), white (ready for use) or red (too warm).

5 TEMogram Channel 1 to 4 from left to right. The selected and therefore active channel is
display highlighted in blue, the appropriate parameter values are shown under the
particular channel.

6 Test line Colour coded selected test. Selection of other tests by touching the line.

Table 6-3: Measurement module — sub areas of the measurement window
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6.2.3 Multi-TEM

The button Multi-TEM opens an enlarged view of all four channels. This view is especially
suitable for remote transmission of the results (please refer to the ROTEM® Secure Viewer
manual).

Touching any TEMogram once on the screen displays the measurement window again.

Touching any TEMogram twice on the screen displays measurements run up to 180
minutes.

6.2.4 Screenshots

The measurement and service modules provide the possibility to capture the current screen
content as a graphic file in .jpg format. These screenshots can be viewed and processed in
every graphical software that can read .jpg files.

¢ Select Screenshot.

LThe file is saved in the folder FILESYSTEM - USER - SCREENSHOTS under the name
Screenshot_yyyymmttThhmmess.jpg (e. g. Screenshot_20070413T174652.jpg).
These files are automatically deleted 60 days after creation. Chapter 6.7.2 contains
further information regarding the FILESYSTEMm.

6.2.5 Overlays

With Profile overlay, a TEMogram within the normal range of the current patient profile is
displayed over the measured TEMogram.

By using the Patient overlay button, the 4 newest TEMograms of the same test and from the
same patient ID in the database (of the last 48 hours) are displayed. With each overlayed
TEMogram, the starting time of the according measurement is displayed in colour.

6.3 Database

All measurements (patient and QC) are saved in the database. They are available for later
retrieval and for export to other programs. Measurements may be selected manually or
using a search form (Chapter 6.3.2), (Chapter 6.3.3).

Note: Toavoid the loss or unwanted editing of data, it is not possible to delete, change or
add data sets to the database. Measurements that have been previously discarded (instead
of saved/cleared) in the measurement menu are displayed grey but still present.

Note: Measurements with flags are highlighted in yellow.
6.3.1 Database user interface

The database module contains 2 databases:

1. the patient database
2. the QC database
The required database can be selected by toggling the button Patients/QC

Note: In case a ROTEM® platelet is connected to the ROTEM® delta, the ROTEM® platelet
database can be selected with Platelet (see ROTEM® platelet operating manual).
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The database module user interface consists of five areas (Figure 6-3), (Table 6-4):

ROTEME Database

eduls - FATIENTS

Run vy Pabert name

WT-03=-I5T1E2TI0 D00 -

MO 10T R30S DOA02T T Fa g
ETTIEITST o418 T [ i
TT1 72650 DOAAS Tue Fisy i
TTITTESE D036 Turk Hho di

FOTTIAINT DOhATa
ITTIA 3T AT BOAT S Paia

MOS T T4 3048 DOdRd] Pay
FOTTIA TS D040 Py ]
FTTIEIRDD DOAXIA W =

AT MDY DOI%06 Vesrterlag Hesd

% ..lr[n.....'. (AN AN Wattaitent i

Bun fime] Pt fime

TIEATE] 004700 Dupest Cheree
TS4%5] BOAENE Dupoet CEharsg
n DF12-07TT12504) H4532 Dupost Catherme

[Fationt i xamisn -
uy
ii Daerna 24 DS010040 - :
IIT Deme Y1 SA07 0380 ot e
o —
= 'r_l.f i /
; : dsiilan N -
i : ; . = -::'\""‘-‘--___ i b =——
-
b jaen TIT Dema §5 85010087
1, juas TTT Dwera B4 S5070082
L Juan IIT Qe 1] 05070382
EH ITT Dema 1) SS90 0083 (] b ] ™ ™ i
T2 Dams 11 E5010063 « TN A |
FFF Pisena §i} 50018l Paerd I 1 i :
¥ Pt name | _I
o Rebrl
Limpis KX |
- ST
- ] y |
T2 Deme 10 0800 DO [TYIRT 1 |
IZT Dwmin 15 D507 o) LT e 1‘:093 T Wﬁ e Ilillir:{- rry G!-ﬂn
IZZ Dwema 10 0130 (el = ] -
Tek: Prind I
AFTIN
AFTEM HL = Lsport |
AFTER H
AFTTM A
XTI
EXTER
T
ECTESA 3 Clear Saurch
FISTEM =
L art Seirch I noeest |

Figure 6-3: Database module

Area Content

1 Database buttons Selection of QC or patient database, show or hide discarded
measurements (if connected, ROTEM® platelet database)

2 Database window List of performed patient or QC results

3 TEMogram window According to the selection in the database window, either one single
or overlayed TEMograms. The time pattern can be switched with the
right trackball key from a 10 to a 60 minute interval.

4 Search form Entry fields for the filtering of measurement results
Search buttons

5 Selection screen List of selected measurements

Table 6-4: Database module

Additionally there are further buttons for the handling of the database module available at
the right margin. These are described in the particular sections.
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6.3.2 Manual selection of patient / QC results

Sorting data sets

By default, the data sets are sorted according to the start time of the measurements,
beginning with the newest one.

With a click to the column caption, a sorting criterion is determined. With another click on
the same column, the order is inverted.

The view selection can be adjusted with the horizontal and vertical scroll bar.

Hiding/showing discarded measurements

With the button Hide discarded it is possible to hide all the discarded measurements from
the database view. With the button Show all they are shown again.

Highlighting data sets

A data set is highlighted by touching its line. Sliding down will highlight the data sets below.
Pressing the <Ctrl> key allows to select multiple, non successive data sets.

LThe lines of the data sets are highlighted.
LThe selected measurements are shown overlayed in the TEMogram window.
Proceed as described in Chapter 6.3.4 for further processing of the selected results.

6.3.3 Selecting measurements (patients or QC) using the search form

The database module provides the possibility to filter the measurements and to select them
for further applications, using the search form.

It is possible to enter wildcard characters "?" for single characters and "*" for multiple
characters in the search form of the database. For example searching for "M??er" retrieves
the results for Meier, Meyer, Maier etc. Searching for "“er" retrieves the results for all patient
names ending with "er".

jui 0

1. Inthe patient database: Specify at least one of the search criteria patient ID, sample ID,
patient name, comment, lot, data range or test in the SIMPLE SEARCH FORM.

2. In the QC database: Specify at least one of the search criteria QC lot, expiry date,
comment, data range or test in the SIMPLE SEARCH FORM.

3. Select Start search.

LThe database is scanned for the required entries.
LThe results complying with the given criteria are highlighted in the database window.
LThe results are shown in the TEMogram window.

Note: If the search does not provide the requested results, delete the sorting criteria you
have entered using the button Clear search.

Note: If necessary, selected QC measurements can be discarded with Discard QC.
LThe discarded QC measurements are displayed in grey.
4. Proceed as described in Chapter 6.3.4 for processing of the results.
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6.3.4 Making measurements (patients or QC) available for processing

1. Select Add button.

LThe highlighted measurement results are copied to the selection screen and are
available for printing and exporting (Chapter 6.3.5), (Chapter 6.3.6).

Table 6-5 shows an overview of the buttons used in the selection screen.

Button Function
Remove Remove the highlighted search results from the selection screen
Reset Remove all search results from the selection screen

Table 6-5: Buttons for selection screen

6.3.5 Printing

The settings for the printer are determined in the menu SeTup - PRINTER SETUP.

jui 0

Patient measurements and QC results can be printed from the respective databases.
v' A printer is connected to the system.
v' The measurements to be printed are copied to the selection screen.

1. Select Print button.
L The SELECT PRINT STYLE window is opened.

2. Determine number of TEMograms to be printed per page.

3. Confirm with OK.

6.3.6 Exporting

A timeout can occur when transferring extensive data sets via network to an external
information system. Do not export more than thousand measurements at once.

=

v" The measurements to be exported have been copied to the selection screen.
1. Select Export button.

LA configuration window is shown (Figure 6-4).
2. Determine export destination:

- Online (Section Online export):
This export function allows measurement results to be batched and transmitted to the
laboratory information system (LIS) if no real-time automatic transmission is possible.
- Hard drive (Section Hard disk):
Measurement results can be exported to the FiLESysTem on the hard drive. From there
the results can be transferred to a USB stick and made available for evaluation in other
software like Excel®. This also acts as a data backup feature (Chapter 6.7.1),
(Chapter 6.8.2).
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FrontEnd.database ) af x|

Export data to:

& Online

et

Figure 6-4: Export options

Online export

Appendix E gives a detailed description of the data transmission protocol and possible
error sources.

jui 0

v’ Export destination ONLINE is selected.
1. Confirm with OK.

LThe settings are saved.
LThe window is closed.

2. Select Export.
LThe measurement results are sent to the interface for transmission to the LIS.

Hard disk

v’ Export destination Harp Disk is selected.

1. Mark the option ExrporT wiTH TEMoGRAM, When not only the numeric measurement results
but also the corresponding TEMograms should be exported.

LThe two options for selecting the graphical format are active (Figure 6-5).
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FrontEnd.database ! ol x|

Export data to:

¢ Online

¥ export with TEMogram

¢ BMP-Format (Windows 3x PC bitmap data)

{* |PG-Format (JPEG image data)

Ok I Cancel |

Figure 6-5: Export options for TEMograms

2. Select requested graphical format:
- .bmp for maximum resolution (450 kB/file)
- .jpg if multiple TEMograms should be exported (70 kB/file)
LA window for file name determination is opened.
3. Enter a new name for the export file if necessary.
4. Confirm with OK.
L The measurement results are exported.
LA pop up confirms the successful export.

Name conventions during the export of the measurement results to the file system

The numeric measurement results are saved in a .txt file, the TEMograms are saved in
separate single files, in a folder with the same name as the .txt file.

By default the system assigns names for the .txt files according to following conventions:
TEM-Export date (yyyy-mm-tt) _Export time (hh-mm-ss).txt
(e.g. TEM-2008-06-18_13-44-53.txt).

The file name may be changed but must have the extension ".txt" for the import into Excel®.

The file names for the single TEMograms are composed of:

Patient name (15 characters)_Name of the test_Date (yymmtt)time (hhmmss).jpg or
Patient name (15 characters)_Name of the test_Date (yymmtt)time (hhmmss).bmp.
e. g. Miller-John_INTEM_080618134453.jpg.
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Exported parameter of the numeric measurement results

With the export of numeric measurement results, 43 parameters are exported (Table 6-6).
If TEMograms are exported additionally, the 44" parameter is the name of the folder,
containing those TEMograms.

No. |Content No. |[Content No. |Content No. |Content

1 Patient ID 12 CT 23 LI30 34 AR25

2 Sample ID 13 A5 24 LI45 35 AR30

3 Patient name 14 A10 25 LI60 36 MCE

4 Sex 15 A15 26 Ml 37 ACF

5 Birth date 16 A20 27 CFR 38 G

6 Comment 17 A25 28 LOT 39 TPI

7 Test name 18 A30 29 CLR 40 MAXV

8 Start time 19 CFT 30 AR5 41 MAXV-t
Runtime 20 MCF 31 AR10 42 AUC

10 Channel 21 MCF-t 32 AR15 43 LT

11 Error code 22 alpha 33 AR20

Table 6-6: Exported parameters

Note: The exported .ixt file is available for measurement result evaluation only. In case of
multiple error codes during the measurement, only 1 error code is reported. Flags, normal
range profiles and lot numbers (single use reagents and QC) are not reported. Error codes,
flags and lots can be viewed in the database module.

6.3.7 Evaluating patient or QC results
The database module offers the possibility to view and compare the stored measurement

results in the patient or the QC database.

v’ The required measurement results are copied into the selection screen.
1. Select Accept.
L The measurement results are prepared for evaluation.

During the data transfer, you are informed about the progress in a status pop up. The
transmission can be stopped with Cancel.

jui 0

LThe measurement results can be interpreted in a new screen (Figure 6-6).
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Figure 6-6: Measurement result evaluation screen
User interface of the evaluation screen

The evaluation screen consists of three areas:

e Area 1: Thumbnails of the TEMograms
* Area 2: TEMograms in larger view (1h or 8h view possible with a right click)
e Area 3: numeric measurement results (colour coded)

By using the Back button, the evaluation screen is closed and the first database screen is
shown.

Selecting TEMograms

In area 1 the TEMograms for evaluation are selected:

¢ Touch the required TEMograms in area 1
LThe background changes from grey to white.
LyExplicit colours are assigned to the TEMograms.

If more then 4 TEMograms are selected, all other TEMograms are shown in black by
default. With the Colour button at the lower part of the screen, further colours can be
defined and assigned (Section Define and assign colours).

jui 0

L In area 2 the TEMograms are shown in these colours.

LThe numeric measurement results are shown in area 3 and are highlighted with
colour bars in these colours.
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Define and assign colours

Additionally to the automatic assignment of colours, there are multiple possibilities to assign
colours to TEMograms:

1. Select TEMogram to which the colour is to be assigned.
2. Select Color button.

L The colour selection window is opened.
3. Select one of the basic colours

or
Add a user-defined colour

4. Confirm with OK.
LThe colour is assigned to the TEMogram.

Evaluating numeric measurement results

According to the settings in the menu SETuP - PARAMETER SETUP - LARGE TEM, the numeric
measurement results are shown in area 3 (Chapter 6.4.6).

The heading shows the patient name and the executed test from the measurement .

If normal values have been entered for the parameters, all values outside the reference
range are highlighted with a red background.

If multiple TEMograms are selected, it is possible to scroll between the different
measurements with the arrow keys at the bottom of the screen.
Evaluating TEMograms

For research purposes, it may be necessary to overlay not only multiple TEMograms but
also (with the appropriate buttons) their first or second derivative.

Table 6-7 shows possible combinations for the overlay of curves.

Number of selected TEMograms TEMogram 1. Derivative |2. Derivative
1 X X X
>1 X

Table 6-7: Combinations for overlay

The first and second derivative are scaled proportionally to the scale of the firmness curves
(y-axis). Both scale factors are shown at the bottom left of the TEMograms.

Printing TEMograms and overlays

The evaluation screen offers the possibility to print TEMograms and overlays.

For the purpose of clarity, the number of printable curves is limited to four curves.

jui 0

v’ At least one but not more than four curves are selected (TEMograms and/or
derivative).
e Select Print overlay.
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or

Select Print 4 TEM and enter title.

System software

Figure 6-7 shows an example from a printout of 4 overlay TEMograms.

Institute
Locatign

ROTEM Amalyser, Pentapharm
Device Hame

40

bai)

TER" (walue x 0.% [1/min])

TER'" (value x 1.0 [I

10

fmin*2])
L]

30 40

50

INTEM

EXTEM

HEPTEM

FIBTEM

PatientiD: ZIZ Demo 17
SamplelD: 05 QOTI08
Name: Catherine Dupont

sample highly heparinized

| PatieatID: III Demo 18
SamplelD: 05 007908
Name: Catherine Dupant

sample highly heparinized

PatientID: ZIZ Demo 19
SamplelD: 0% DOTSOB
Name: Catherine Dupont

sample highly heparinized

PatientID: 2IZ Demo 20
SamplelD: 05 007908
Name: Catherine Dupont

sample highly heparinized

cT 710 s |CT 58 s |CT T 197 s |CT 69 s |
CFT 342 5 |CFT 134 s |CFT 92 s |CFT 5 |
a 39 I § B5 * e 5 72 * .
AS 17 mm (A5 35 mm |AS H 39 mm |AS 7  mm
Al0 33 mm |AlQ 47  mm |AlD % 48 mm |ALD 7 mm
A20 45  mm |A20 55 mm |A20 55 mm |A20 8 mm
A3D  : 49  mm |A30 59 mm |A3D 57  mm |A30 8 mm
MCF :*" 50 mm |MCF 59 mm [MCF : 57 mm |MCF g mm
MCE MCE 143 MCE 134 MCE 9

G G 7159 G (1.7 G 454

IL130 % |LI30 % |LI30 % |LI30 100 %
J!LISI‘.' % |LIBO % |LI&O % |[LIGO O %
.l-LDT H s |LOT s |LOT s [LOT 5
ML - % HL % (ML % (ML i %
AUC  : *4960 AUC 5877 AUC 5715 AUC @ 842

MAXV 5 HAXV 10 HAXV  : 13 HAXY - 6
MAXV-t: 950 5 (HMXW-t: 137 s |MAXV-t: 228 s MAXV-L: 71 5

2005-07-05T11:45: 79 >

Figure 6-7: Printout of 4 overlay TEMograms
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Export TEMograms and overlay

Selecting Export overlay or Export 4 TEM copies the curves as .jpg files into the FILESYSTEM.
From the file system they can be transmitted to a USB stick.

6.4 Setup

The ROTEM® system has preset factory settings and is ready for testing after installation.
Some ROTEM® delta settings can be changed according to internal standards.

The authorisation to change settings require appropriate user rights. If this user rights are
not given, the settings can only be viewed.

jui 0

1. Select Setup button in the main menu.
L The ROTEM® SETUP module is opened (Figure 6-8).
. Customise settings. The setting possibilities are described in the designated sections.

2

3. Save changes using the Quit button.
4. Confirm to save the changes.
ROTEM® Setup module
Uper setup | Onibne istup | Bemote adoedi | Prnter tetup | Tesl istup | Pararmeter tatup | Comment somp| € tatup Hp it
Cevice name [Dence Hume Legation [Locitan :
mstkate s [m6-08-12 [ e=s150 4] seomx |
Temperibure 310 ¢ 2w mesisremant bme [15hn =]
Adadional 1sthngi | Raditicnal (et B
Awdilabie Mandatody
Fipette F F F Simgle Patient Mads
F Sumpae 0 r F Bagulli barcods S0
L RN - Uipabe interval of the sesui barzode [1]
3 o
eyl o | P Comemark - T Oneccresn keyboard defaul
F Betm it I LdapARiatian name
T o ot E ter r ffor patient query
—
™ wisr Logkaut
Figure 6-8: Setup - User setup
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6.4.1 User Setup

System software

The following entry and list fields are displayed in the upper area of the screen:

Field

Device name

Content

Name for identification on printouts when multiple devices are utilised

Location, institute

Information for the correct inscriptions on the printouts

Date, time

System date and time, save with Set clock

Temperature

Temperature of the sample preheating station and of the temperature
controlled work area set to 37 °C.

Note: The temperature set here has to be at least 5 °C above ambient
temperature, otherwise the system cannot maintain the correct working
temperature.

Max. measurement
time

Runtime of complete patient sample measurement. After this time period,
the measurement is stopped (normally < 2 hours, for research purposes
only: in a range of up to 8 hours).

Note: Independently from this setting, QC measurements are stopped after
60 min.

Table 6-8: General settings

The lower part of the screen allows additional configurations:

¢ Inthe area PiPETTE you can select between manual and automatic pipette. Normally the
automatic pipette is used, the manual pipette is used for research purposes only.

« In the area AbbiTionAL SETTINGS |, you determine which patient data can be entered
(AvaiLaeLe) and which has to be entered (MANDATORY).

Note: At least one field has to be selected for the identification of the measurement in
the database (preferably the patient ID or the patient name). Not selected fields are not
available in the measurement module.

» In the area ApbpiTionAL SETTINGS II, Single Patient Mode, Results barcode, On-screen
keyboard default, Identification name (for patient query), User Lockout can be selected.
Lwwith Single Patient Mode selected, patient data entered in the first selected channel,

are automatically copied in all other channels.

Lywith single patient mode selected, the Results barcode can be activated and its
update interval determined. The barcode includes the current parameter results from
all channels as well as the ROTEM® serial number, model and patient ID.

Lywith On-screen keyboard default selected, the on-screen keyboard is always
displayed when touching an entry field.

Lswith Identification name (for patient query) selected, LIS connected systems display
a unique patient identification entry field in the MEASUREMENT menu. The name of this
field can be entered in the SeETup menu field. It is always used in combination with the
option Patient data are automatically retrieved from HIS/LIS when patient ID is
scanned (Chapter 6.4.2) and Single Patient Mode.

Lywith User Lockout selected, only trained and authorized personnel can log in and the
user is locked out when his training has expired.
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6.4.2 Online setup
ONLINE SETUP contains the settings for the connection between the ROTEM® delta and the
laboratory information system (LIS).
The window consists of four areas (Figure 6-9):
Tramifer Configuration of ROTEM® connect / Connecinity kit
(=3 Meaurement refults are tent stamatically
whien mesuremant i3 fniihed
P Patent dafa are automdabically retrieved fram
HISAS when patient ID ks scanned P address W
i b i port E
F Extended protocel configuratian
F Serial connectinn @ @
Serial nterface Profacol
Seral inferface [t_ﬂ!.ﬂ j  DOS compatible
Character et [#e Coe 7] | © ROTEM XML ¥1
Baut rate [11s200 1] | A RO MR JER
& ROTEM XML w2
Fanty @ TamnE @
Drata bits B
Stop bity 1
Figure 6-9: Setup - Online setup
Transfer of measurement results (area 1)
In area 1 you can determine:

- if the measurement results should be transmitted automatically to the LIS after
clearing the measurement (Chapter 5.4.3).

- whether the patient data is automatically retrieved from the LIS when the patient ID is
scanned (only possible in combination with the ROTEM® Connectivity Kit and the
ROTEM XMLv2 protocol).

- to use the NET OVERLAY feature which allows patient overlays with patient
measurements run on a different ROTEM® system (only possible in combination with
the ROTEM® Connectivity Kit or ROTEM® live).

Note: the overlay will be formed with data stored in the ROTEM® Connectivity Kit, not in

the database.

- to allow a patient ID query from the ROTEM® Secure Viewer, showing the required
patient on the right ROTEM® system (only possible in combination with Single Patient
Mode and the ROTEM® Connectivity Kit).

- to make XMLv2 protocol selectable in area 4.

- if the serial port is used instead of the usual TCP/IP port.
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Note: The serial interface is only available on ROTEM® delta series 2000 and 3000.

Select transmission protocol (area 4)

In area 4 you select the protocol for data transmission. Currently following communication
protocols are implemented (Appendix E):

- DOS compatible: exact copy of the protocol in the version of the ROTEG® 05 Software
Version 2.98

- ROTEMXMLv1: With this protocol all demographic data and all numeric measurement
values are transmitted.

- ROTEMXMLv1+jpeg: With this protocol additional to the demographic data andthe
numeric values, the TEMograms are transmitted.

- ROTEMXMLv2: With this protocol demographic data, numeric values and
TEMograms are transmitted. This protocol is compatible with the ROTEM®
Connectivity Kit (which includes ASTM low level, ASTM high level and HL7 protocols).
Further more, several devices can be connected together, using only 1 LIS
connection. For more information about this kit, please refer to its user manual.

Determining transmission parameters for serial interface (area 3)

In area 3 you can determine the transmission parameters for serial interfaces. Standard

settings:

Parameter Default
SERIAL INTERFACE COM 1
CHARACTER SET ANSI
BAUD RATE 115200
PARITY none
DATABITS 8
STOPBITS 1

Table 6-9: Transmission parameters

Determining connection parameters for the ROTEM® Connectivity Kit or
ROTEM® connect (area 2)

In area 2 you may enter the IP address used for the ROTEM® Concentrator (part of the
Connectivity Kit, please refer to its manual) or ROTEM® connect (please refer to its
manual).

Note: Do not change the port standard setting.
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6.4.3 Remote access

The system software of the ROTEM® delta offers the possibility to view the current
measurements via the ROTEM® live or ROTEM® Secure Viewer to another computer within
the same Local Area Network (LAN).

Contact your network administrator before activating ROTEM® Secure Viewer or ROTEM®
live for the first time. Please refer to the corresponding manual.

o

In the menu RemoTE Access settings for the connection can be found (Figure 6-11).

ROTEM® live

1. If the server is running, select Stop server button to change the settings.
2. Select ROTEM® live.

3. Ifrequired, adjust the the ROTEM® live update interval (default 10 s / adjustable from 5 -
10 s).

Lhar jetug || Osbte iotup | Sempte poreql Pisad etp| Ted sehp | Poromater ebig | Cossseit srtup Lirap lel (L2 Gt

 Nemoty icrem duss
Tha Buencte Arimis Sarvar it farrestly NOT
Ireng

= EOTERS s
Tew (9 (T Tt selwdy Soe stk T af Ty
a8 bk

™ EOTIS WCURE VEWE

™ Ve I

BOTTM a apdat mtwrvat [ 1
=

r r

Figure 6-10: Setup — Remote access - ROTEM® live

Note: In case a measurement from a patient is saved/cleared on the ROTEM® delta while
that same patient is being viewed on an external computer with ROTEM® live, the
measurement that was just cleared will not be available for patient overlays in ROTEM® live.
In order to become available, the patient search in ROTEM® live has to be repeated.
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ROTEM® Secure Viewer (discontinued)

1. If the server is running, select Stop server button.

2. Select ROTEM® Secure Viewer.

System software

3. The ROTEM® Secure Viewer can be started with the displayed default settings. If only
one computer shall be authorized for the remote view, enter the IP address of this
computer into the entry field /P range and select the option SINGLE AcCESs.

4. If the connection shall be established automatically when starting the ROTEM® delta,

check the relevant option.

Note: The ROTEM® Secure Viewer password can be changed in FiLESYSTEM - ADMIN_TooLS
- DELTA SETTINGS. It can only contain lower case characters and numbers. It may not contain

any upper case nor special characters.
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L
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Figure 6-11: Setup — Remote access - ROTEM® Secure Viewer
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6.4.4 Printer setup

There is the option to export the measurement results and interpretations to a printer or a
file. Under the menu item PRINTER SETUP the according setting window opens (Figure 6-12).

& | Chaiia printer

CANON F2500 LEB Ad
CAMON_FI000_LAR_LITTER

EF_hys_BAZND_LSE_L4

& Cpimar ™ Gray yoe
F intiuge nermal wilsed
F isiude owertays

Figure 6-12: Setup — Printer setup

Printing

v’ A printer is connected to the system.
1. Highlight the option CHOOSE PRINTER.
2. Select printer from the list.
3. Select printouts in CoLour (recommended) or in GREY SCALE.

Including normal values (or target ranges) on the printout

v' In the settings for the test (or QC test), normal values (or target ranges) are provided.
1. Highlight the option INCLUDE NORMAL VALUES.

LThe normal values (or target ranges) of the tests (or QC tests) are displayed together
with the measurement values.
LMeasurement values outside the ranges are marked with an arrow up or down.

Including overlays on the printout

v' Patient overlays have been selected during measurement.
1. Highlight the option INCLUDE OVERLAYs.

LThe Patient or Profile overlays of the measurements are displayed on the printout,
when overlays are selected in the MEASUREMENT MODULE.

Page 6 - 20 ROTEM® delta Manual 2.8.0.01.EN 2016 ©Tem Innovations GmbH

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



|—( ROTEM

System software

6.4.5 Test setup

In the menu Test setup the lists with available tests can be configured and normal values
can be entered.

Determining available tests
In the measurement module, the desired tests for each measurement are determined. In

the menu TesT seTup it can be determined which tests are available in this list and in which
order they appear in the list.

This setting affects only the measurement module, not the database.

-

1. Select delta Test selection.
LThe window to select the tests opens (Figure 6-13).
2. Mark the desired test in the list TEsTPoOL.
L The selected test will be highlighted.
3. Move test with <Arrow right> to the list TEST CHOSEN.
4. Repeat steps 2 and 3 until the list TEsT CHoseN contains the desired entries.
LThese tests can be selected in the measurement module.
5. Tomove an entry within the list, highlight this entry and move it with the <Arrow up> or
<Arrow down> to the required position.

Note: The first entry in the list will appear in the measurement module on channel 1, the
second on channel 2 etc. If less than four tests are selected, the tests are repeated in the
set order in the following channels.

With the Clear all button, the list of the selected tests is cleared. With <Arrow left>,
highlighted tests are removed from the list.

|
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ROTEME Betup module
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Figure 6-13: Setup — Test setup
Defining normal values

For the evaluation of measurement results, comparison with the reference ranges of the
tests may be helpful. By default, normal values of the ROTEM® parameters are preset here.
It is possible to enter normal values for different patient profiles (e.g. pregnant women,
pediatric, ...). These normal values will be taken in account to form the profile overlay in the
MEASUREMENT menul.

1. Select delta Normal values

LThe window to select the tests is opened (Figure 6-14)

Select or create the required patient profile (e.g. "pediatric") in the list CURRENT PROFILE:
Select the required test in the list NORMAL VALUES FOR:

Enter the reference values for each parameter in the columns LoweRr LimiT and UPPER LIMIT
Confirm each entry with <Enter> (next line) or <Tab> (next column)

akrowbd

By using the Clear button all normal values are deleted for the selected test.

jui 0

6. Select Enable overlay if the entered normal values should be used for the profile overlay
in the MEASUREMENT menu

Note: for this feature, values for all parameters between brackets must be filled out. All
values and the curve must be checked for correctness before confirmation

LThe patient profile can now be selected in the MEASUREMENT menu
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LThe corresponding profile overlay can be displayed over the running measurement
LThe profile name and the corresponding profile ranges are printed on the printout
LThe corresponding profile ranges are sent automatically to the LIS

LThe profile name is added to the export file

Creating a new patient normal range profile

Press New

Enter the new profile name (max. 10 characters)

Confirm with OK

Select the new name in the drop down list

Enter the new normal values for each required test as described above

Check the correctness of the entered values

Check the correctness of the curve

Select Enable overlay if the entered normal values should be used for the standard
overlay in the MEASUREMENT menu

9. If required, preselect the current profile as default to be used in the MEASUREMENT MENU.

® N Ok ON =

® It is possible to create a new profile with a copy of existing normal values with Copy.
l After selecting an existing profile in the drop down list, it is possible to Rename or Delete it.

ROTEME Setup module
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Figure 6-14: Setup — Test setup - delta Normal values
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6.4.6

6.4.7
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Note: If the instructions for use of the reagents contain updated reference ranges, a new
patient normal range profile needs to be created and the corresponding new values have
to be entered.

Parameter setup

When displaying the TEMograms, the appropriate parameters are shown in the order
determined in the menu PARAMETER SETUP.

1. Select Parameter setup
L The window for the determination of the order of the parameters for the SmaLL TEM,
the LArRGe TEM, the MuLTI-TEM and the PRINTER TEM is opened (Figure 6-15).
2. With <Arrow up> and <Arrow down>, highlight parameters and move as required.

Note: The maximum number of parameters shown at the screen or the printout is stated in
brackets.

ROTEM® Setup modisle
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Figure 6-15: Setup — Parameter setup
Comment setup

Under the menu item CommeNT seTup, additional information for reutilisation, like clinical
studies and diagnoses, may be entered. These text items become then available inthe
measurement module in the list box CoMMENT.

1. Select Comment setup.
L The window for the entry of comments opens.
2. Enter text (max. 50 characters).
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3. Confirm with <Enter>.

LThe text is adopted to the list.
4. With the <Arrow up> and <Arrow down>, highlight comments and move asrequired.

System software

jui 0

By using the Delete button, the highlighted comments are removed from the list.

6.4.8 QC setup

In QC seTur - ROTROL (Figure 6-16), control material can be:
» scanned (control name, lot number, expiration date and target ranges are transferred to

the system)

» added (the scanned control is added to the control list and becomes available inthe

MEASUREMENT menu)

» deactivated (when the control should not be available in the MEASUREMENT menu)
« activated again (in order to become available in the MEASUREMENT menu)

e fetup | Oning setup

Remabe sovess | Printer setup| Test setup | Parameter setup | Comment setup | QC rebap

Hip qu

ROTROL Remindsr

Conirot Lok yak Lk Dl Eupary dabe: TeM Code:
—— | EIOa [ |
Controt Juat [epyone [umupone [ T | o
ROTROL H ATSTSS0N fath | 41896507 Dyed | A1EHT0H (00 JOeOR J016-0k=14 ACTIRATED
ROTROL P JTR52005 oty | INGEEH S Oyed | 2TESRONE (dd T TAaT J06=0k=14 ACTHWATED
Frink Lot history |
Date time Achon ]Lh:r I
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Figure 6-16: Setup - QC setup - ROTROL
© Tem Innovations GmbH ROTEM® delta Manual 2.8.0.01.EN 2016 Page 6 - 25

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



|—( ROTEM

System software

The list in the upper part of the screen displays all controls, their different lots and their
actual status (activated or deactivated). Viewing just one control type is possible by
selecting the concerned control type in the upper Control field. The list in the lower part of
the screen displays the history of all actions (when, by which user etc) taken for each lot.
Pressing the required column header, allows to sort the data in both lists. The lower list can
be printed out with Print Lot History.

Entering a new control

v The control has not expired
v' The control has not been entered yet
1. Press SCAN

2. Scan the control box or control sheet barcode by holding the barcode under the scanner
and near the arrow on the screen

Lycontrol type, lots, expiry date and TEM Code are displayed on top of the screen
3. Press Add Control

Lithe control lot is now added to the upper list

Lsin its Status column, it is shown as "ACTIVATED"

Lin the lower history list AcTion column, it is shown as "added"

Lithe target ranges for the control lot are saved and can be viewed in SETuP, QC SETUP,
TARGET RANGES

Lithe lot becomes available for the user in the MEASUREMENT screen
Note: scanned but expired controls will not be added to the list.

Note: with every new ROTROL lot, the corresponding target ranges displayed in SeTup-
QC SeTuP-ROTROL have to be compared to the ones on the control sheet.

Entering a new control manually

In case the barcode scanner is not available, control data can be entered the following way:

1. Select control type

2. Type lot numbers, expiration date and TEM code (4 numbers on the right of thelarge
barcode on the box or on the control sheet) in the corresponding fields

Note: Each ROTROL batch has 3 lot numbers: 1 for the complete kit, 1 for the
lyophilisate and 1 for the diluent.

3. Press Add Control

Lithe new control now appears in the upper list
Select the new control

Press Target ranges

Select a test in the drop down menu

Enter the lower and upper limit for each test result parameter (to be found on the control
sheet in the ROTROL box)

8. Repeat steps 6 and 7 for the other tests
9. Press Save your changes
10.Press Quit to leave the SETup menu

N o a bk
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QC reminder

With the QC reminder, the user is reminded automatically to run quality control in the
MEASUREMENT menu.

1. Select the QC reminder interval (daily or weekly on a particular day)
2. Select the time the user wishes to be reminded
3. Select if the system should be blocked for patient measurements after 3 consecutive QC
runs with out of range results.
Lithe system will only allow to run patient measurements again after a successful QC
run with in range results

Note: This feature can only be enabled or disabled by service engineers with the
appropriate user rights.

4. Check the QC tests for the different channels in the proposed combinations.
5. If required, select other QC tests.
Note: in case <4 QC tests should be run, select No TEstT when appropriate
Note: per active combination at least one test needs to be selected
6. If required, deactivate any unwanted combinations

Lithe QC reminder automatically reminds the user in MeasuremenT when the next QC
run is due.

Lithe QC reminder will propose each combination alternately

Lithe user always has the option to swich to the other combination.

- In order to comply with local quality control regulations, it is strongly advised to
leave the QC reminder activated!

Only service engineers with the appropriate user rights can disable the QC reminder.

Lithe user will not be prompted automatically to run controls
Lypatient results run after out of range QC will not be flagged
Lithe user is responsible to run the controls timely and to check all QC results
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6.5 Service

The authorisation to change settings requires appropriate user rights. If this user rights are
not given, the settings can only be viewed.

jui 0

6.5.1 Information

The menu item INFORMATION contains a list of the installed software components and
features installed on the system.

The menu also indicates the QC status:

1. OK: all QC tests have been successfully performed
2. Out of range (1x, 2x or 3x): at least one parameter from the last (1, 2 or 3)QC
combination(s) is out of range

3. Missing: QC has not been performed yet

4. Blocked: the system has been blocked after 3 consecutive QC runs with out of range
results

ROTEME Service module

Indormation|  Seftingi Screenbal | Prinl Roreemhol (1511 Crsl

1: Library yiriion LibSOTER: 20070 3-ramieg [Sefault - 1000]
I Profodol wartdn Telfonim

& Haciend waruon Backend: 154

4 Fromtesd verpon 80

5 Datibise verson 122

£ Language version inbernal we

Y. Bl number 13

B WAL address DEODI T DEces

& QO shatus QC mitsing

1% Library Wersion ROTEM plbelet 1006

Figure 6-17: Service — Information
6.5.2 Settings

In the menu SeTTINGS, the graphical illustration of the recorded data streams allows an
evaluation of the raw data generation. If the curve is displayed in red (superimposed on
black), the data stream is recorded correctly. If the red and black lines are not superimposed
exactly, it is a sign of a technical defect.

Note: the technical values are balanced and ready for evaluation about 3 minutes after
entering the screen.
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Calibration values (gains) and temperature correction values (offsets) of the channels are
factory set. Phase shift, amplitude, center, variance and period are parameters providing
information on the mechanical and optical functions of the system. They are helpful for
experts to judge if ball bearings or other components of the system are in need of exchange
or repair (Chapter 8.2.3).

Screenshots can be made by using the Screenshot button (Chapter 6.2.4).

The button Print Screenshot captures the screen on a printout that can be forwarded to the
ROTEM® technical service for further evaluation.

The buttons ADM 1, ADM 2, ADM 3 and ADM 4 show technical data concerning each channel

module.
ROTEME Service madule
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Tk Jf ! i IR Ampituge: 4TS (8400 - 4350
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Figure 6-18: Service — Settings
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6.5.3 Log book

The log book contains 4 options:

» The user can view the History of service interventions (e.g. repairs, SWinstallation,
maintenance...) (Figure 6-19).

« In Datalogger, the user can view trends of the service values (variance, center, amplitude
and period). A report of this statistical information can be sent to the service
representative (Export).

+ The service engineer can enter his service actions under Report.

» The Reminder informs the user when the next yearly preventive maintenance is due. The
date can be set by the service representative or is set automatically after adding a yearly
maintenance in Report.

LThe user will be informed through a reminder in the MEasUREMENT menu one month
before the yearly preventive maintenance is due.

LAl measurements run when the yearly maintenance is 30 days overdue will be
flagged and coloured yellow in the database and flagged on printouts.

ROTEME Service modula

Infrmanan Setting Lo Bk Screenshet | Frint Scresshot Help ot
sty Datsogger Fepory Famindar
el Mstory -
014032671 5:01:03
nstaled SW 26
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e 1 1 O B )
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MWie-0kxTENy ———— e
o
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OB MTIIN AT e e,
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I4080TTIE N | TORNE Upgrade
wasoman
2018-04-07T18:31:45 LLE R
Software Instisban
L Bdrmig
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L | L
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T 4--03T055 305 | Tempersture: 37.0°C | 1.2600.0100.8020 / 1260511904020 / 1260011900010 / 1255011704010 | Sh: 2620 1] 2] 3] 4] e
Figure 6-19: Service - Log book - History
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The Liquitrans function helps to reconstitute reagents (see according instructions for use).
It allows the pipetting of any volume between 10 and 2000 pl with the automatic pipette.

1. Select Liquitrans.

LThe window for the entry of the pipetting volume opens (Figure 6-20).

2. Enter pipetting volume in p litres.
3. Confirm with Start.

4. Pipette the volume according to the instructions on the screen.

Note: Volumes up to 300 p litres may be pipetted in one step, larger volumes are divided

into more steps.
5. Complete action by pressing Done.

Enstir the valume 13 be rassTened and pres START

[T T Tt

Figure 6-20: Liquitrans — pipetting volume

peliier rarvfeoved 300 gl of 388 4

wieer fom | peee

Figure 6-21: Liquitrans — process
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6.7 File system

All system, patient and measurement data as well as administration tools are stored on the
hard drive in a FILESysTEM, which is divided into Abmin TooLs and USER.

The authorisation to work with the admin tools requires according user rights.

jui 0

6.7.1 Admin Tools

The ROTEM® delta offers 11 tools for the administration of the system.

« DB-Backup

+ DB-Restore

o Delta Settings

¢ Feature Activation
* Keyboard Layout
e Printer Setup

+ Remote Backup

e Set your Password
¢ Touchscreen

e Show Logs

¢ User Management

DB-Backup

A database backup should be performed at regular intervals.

Please follow the local rules for backup frequency. The two last sequential backups should
always be stored for safety reasons.

jui 0

Automatic bakups can be performed using the Remote Backup tool.

Select DB-Backup.

Insert USB stick.

Enter START BACKUP.

Confirm with <Enter> or OK.

LA backup of the database and all settings of the device is made.

LA window informs you about the successful backup.

LThe backup is saved under the name "Backup_Serialnumber.tgz" on the USB stick.
5. Finish action with <Enter> or OK.

6. Remove USB stick.

Note: Backups of identical names are overwritten. Transmit the backup files from the USB
stick to a computer and rename them, e. g. in "Backup Date_Serialnumber.tgz".

Howobd =
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DB-Restore

The function DB-ResToRE permits restoration of a saved database.

Restoration of the database (DB Restore) will overwrite the existing data and is always
associated with a loss of the data generated between the last backup and the restoration.
Therefore it should only be applied if absolutely necessary.

jui 0

Databases can only be restored if the backup file has its original name
"Backup_Serialnumber.tgz". If necessary rename the file, remove the USB stick and
reconnect it.

jui 0

v The backup file to be restored belongs to the same ROTEM® deltasystem.
v' If the backup file is not from the same system (e.g. replacement system during repair
period), the file has been taken from a ROTEM® delta with the same SW version.
. Touch DB-Restore.
. Insert USB stick.
. Enter START RESTORE.
. Confirm with <Enter> or OK.

. Select one of the following ROTEM® restore options:
- Restore all

Note: this option also includes data from FiLESysTEM-SHow LoGgs and SERVICE-LOG BOOK-
DATALOGGER

- Restore all except device settings
- Restore medical data only
- Restore user management only
- Restore medical data of backup [1.5.X/1.6.X]
6. Confirm with <Enter> or OK.
LThe database is restored.
LA window informs you about the successful saving.
7. Finish action with <Enter> or OK .
8. Remove USB stick.
9. Reboot system.

a A~ ON -

Delta Settings

Under this menu item you can change some instrument settings of the ROTEM® delta
(according user rights required).

Note: All changes require a reboot of the system to become effective.
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Note: The ROTEM® remote view password can only contain lower case characters and
numbers. It may not contain any upper case nor special characters

i The instrument settings may only be changed by experienced users.

Feature Activation

This menu will allow to activate/deactivate barcode scannning and cup holder recognition
on the system. A service engineer or an administrator will be able to access this protected
menu with a special activation key.

Keyboard Layout

This menu allows the selection of different types of (country specific) keyboards.
Printer Setup: Install new printer driver

For printers provided by Tem Innovations GmbH, the required printer driver will be found
under the drivers installed by default (Chapter 6.4.4).

If a required driver is not listed, please request information from the manufacturer of the
printer for an alternative driver, search the database under http://www.linuxprinting.org/.
Always contact your local service provider before purchasing a new printer.

]

Proceed as follows to install a new printer driver.
1. Touch Printer Setup.
L The KDE control module starts.
2. Click Add button.
3. Select menu item Abb PRINTER/CLASS.
LThe installation wizard starts.
4. Click Next.
5. Select interface according to printer connection.
6. Click Next.
v" A local printer is selected.
7. Select USB PRINTER Or PARALLEL PORT.

Note: Some printers have both interfaces. If a USB printer is installed, only the USB
connection can be used (and vice versa).

8. Click Next.
9. Select manufacturer and type of the printer.
10. If required for your printer, select POSTSCRIPT PRINTER OF RAW PRINTER.
11. Click Next.

LThe installation of the printer driver is finished.
12. Click Settings and make required changes.
13. Confirm entries with OK and the following windows with Next.
14.Assign name of the printer in the window GENERAL INFORMATION.
15.Click Next.
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16. Check entries in CoNFIRMATION window.
Note: If further amendments are required, click Back.

17. Finish action.

18. Define printer as standard printer:
- Click with the right trackball button on the name of the printer.
- Select SET AS USER DEFAULT .
- Click with the right trackball button on the name of the printer.
- Select SET AS LOCAL DEFAULT .

19.Confirm with OK.

Remote Backup

This feature allows automatic backup transfer to a remote computer via the network. A
backup is automatically transferred when shutting down the system and whenever the
screen saver is activated for 4 hours.

Note: During shut down, it is possible to cancel the automatic backup.

Note: When the screen saver is active for 4 hours, the remote backup is only performed if
new (cleared or discarded) measurements are available in the database.

To setup this feature, configuration by IT personnel is required:

v" The ROTEM® delta is connected to the local areanetwork.
1. Create a password protected network folder in your local network.
2. Give access rights to the users who may access this folder.
3. Configure the RemoTE BAckuP settings.

- Enter the user name of the network folder

- Enter the password to access the network folder

- Enter the path to find the network folder in the following format: // IP address /folder
name

Note: use a "slash", not a "backslash"

- Enter the number of backup files (per ROTEM® delta) you wish to be saved in the
network folder

Lithe oldest backup file will be overwritten, once the maximum number is reached

- Select Save and exit.
- Confirm with OK.
4. Reboot the system a first time.

LThe configuration changes are saved.
5. Reboot the system a second time.
L The remote backup is performed.
6. Access the network folder on the remote computer.
LThe backup file (e.g. backup-SN-date-time.tgz) is now present in the folder.

i If the Remote Backup feature is not required, the feature needs to bedeactivated.
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To deactivate the feature, configuration by the administrator is required:
Select the REmoTE BACKUP menu.

Remove the entry from the field path.

Select Save and exit.

Confirm with OK.

Reboot the system.

Lyany configuration change is saved.

A Sl oA

Touch screen

If the entry fields of the touch screen cannot be operated smoothly, the screen has to be
recalibrated.

1. Follow the instructions on the screen.

Show logs

The log in list gives information about the people who used the equipment, any
configuration changes and backup or restore procedures at a given time.

With the button Filter, it is possible to sort the logged data.
With Export to USB-Stick, the data are copied directly onto a USB stick.

Set your Password
Each user may change his password in this menu.

1. Type the current password and confirm with OK.

2. Type the new password and confirm with OK.

3. Type the new password again and confirm with OK.
LA status message confirms the successful change.

In case a password has been forgotten, please contact the administrator. Only the
administrator can reassign new passwords.

jui 0

User management

Under User MANAGEMENT, new users and their passwords can be set up. Passwords of
existing users can be reset. Table 6-10 gives an overview of the hierarchy of user rights and
the management of passwords.

In Lockout the administrator can set the training status for each user (date of last training,
required training interval etc):

Lf the user’s training is expiring soon, a message will be displayed upon log in.
Lif the user’s training has expired, the user will be locked out after 30 days.
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With the button Options it can be defined if the password rules should apply (ON) or not
(OFF). The password rule requires a password of minimum 8 characters in which at least
three of the following four requirements have to be fulfilled:

« Uppercase

» Lower case

« Numbers

« Special Characters ($, #, *, etc.)
Furthermore the encryption and the password protection of all exported data can be
selected. Either the use of the default password may be selected or a new password may

be entered.

3 5

©

2 B 3

2 | £ | ¢

2 8 2
Measurement X X X
Database X X X
Liquitrans X X X
Setup (read only) X X X
Setup (read & write) X X
Setup (system blocking after QC OR) X
Service (read only) X X X
Service (gains) X X
Service (read & write) X
USB X X X
FileSystem-User X X X
FileSystem-Backup X X X
FileSystem-Restore X X
FileSystem-Printer X X
FS-Deltasettings: everything except SN X X
FS-Deltasettings: serial number X
FileSystem-Touchscreen calibration X X X
FileSystem-Set your password X X X
FileSystem-User Management X X

Table 6-10: Hierarchy of user rights

Note: Only administrators can add new users, set new passwords and remove users.
6.7.2 User

The area User contains the subfolders DataExport, GraphExport and Screenshots.

DataExport

All exported data is saved in this folder (Chapter 6.3.6). The complete file name is shown
when you position the mouse pointer on the data symbol.

GraphExport

All evaluations, created in and exported from the evaluation screen of the database, are
saved in this folder (Chapter 6.3.7).
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Screenshot

All screenshots are saved in this folder (Chapter 6.2.4).

Service

All exports from SERVICE-LOG BOOK are saved in this folder.

6.8 USB stick

The menu USB Srick offers the possibility to transfer data from the file system to a USB
stick.

1. Connect USB stick to one of the USB ports from the device.
2. Select USB sTick.

L The USB conqueror is opened.
3. Select FILE SYSTEM - USER.

4. With the left trackball button, select the files or folders to be transmitted from thefile
system, hold them and drag&drop them with the trackball onto the USB stick.

LA window opens and the user can copy or move the file.
5. Select one of the options.
L The file is transmitted.

In case the files you intend to export do not fit on one USB stick, a message appears to
insert a new USB stick. If the copying has to be aborted, a list will be shown with all files
that have not been transferred. Before starting the next data transfer, you will be asked
whether to transfer the data not yet transferred or to delete them. But please note that after
60 days, data not yet transferred will be cleared automatically with no alert. They will
however still be present in the database.

jui 0

6.8.1 Update

The USB stick is also used to update the system with new software. Smaller updates are
usually copied to a USB stick.
v’ A software update has been copied to the USB stick.
1. Connect USB stick to one of the USB interfaces.
2. Select USB sTick.
L The USB conqueror is opened.
3. Double touch the update file.
LyUpdate starts.
4. Please follow any operation instructions appearing on the screen.
5. Reboot the system after the update has been completed.
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6.8.2 Importing data from the USB stick into Excel®

Note: Make backups on a regular basis. Not all system data can be reconstructed from
exported data.

See Chapter 6.3.6 for more information on the data export.

jui 0

Using the text conversion wizard is the most popular way to import files into an external
programme like Excel®.

1. Open external programme on your computer, e.g. Excel® 2000.
2. Open menu Data - Import external data - Import data.
3. Highlight requested .txt file on the USB stick.
4. Click Open button.
LThe text conversion wizard is opened.

5. Adjust the settings according to Figure 6-22 to Figure 6-24 and confirm with Nextor
Finish.

r—Trl.-:-n‘. Import Wizard - Step 1 of 3 L =
The Text Wizard has determined that your data is Delmited.
1 this is correct, choose Next, or choose the data type that best describes your data,
Original data type
Choose the file type thal best descaribes your data:
@) Delmited - Characters such as commas or tabs separate each field.

Foved width - Fields are aligned in columns with spaces between each field,

Startimport atrow: |1 T Flegrgn: ([T I  ~ |

Preview of fle E;\TEM-M2013-04-11_10-16-11.txt.

atisnt IDSa=ple IDFPatient nameSexBircth dateCosmantlast nameStazt -
Z2 Damno Olday concrolROTROL H, lot 407301-—2010-06-15nor=mal contro
ZZ Deme 02day contzalROTROL H, lot 4073901-—32010-06-1Gnormal contro
ZZ Demo 03day contzolROTRAOL H, let 407901---2010-0€-15normal contreo
22 Demo Od4day controlROTROL H, lot 407301---2010-0&-1Bnormal contro -

i [Tl 3

| Concel | hext> | [ Eoeh |

Figure 6-22: Step 1 for the import of a .txt file to Excel®

" Excel® is a registered trademark of Microsoft Corporation 1985-2003
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Text Import Wizard - Step 2 of 3 ? X

This screen lets you set the delmiters your data contains. You can see how your text is affected in the preview

below.
Delimiters
¥ 1ab
Semicodor | Treat consecutive delmiters as one
! Text gualfier: |~ a
|| Space
7] Other: |\
Data preview
atisnt ID [Sample ID aTiENT nama ax pircth dace Commant -

Z2Z Demo 01 day concreol ROTROL M, lov 407901 p-- 010-0&-15 pormal concro
Zi Demo 0Z day concrol ROTIROL W, loc 407501 p-- 010-06=-15 pormal cCONTIO
ZZ Demo 03 day concrol ROTROL W, loc 407501 p-- 010-06-15 pormal concro
ZZI Demc 04 day concrol ROTROL N, loc 407501 == 0lG-06-15 hormal contro] -

L 1]

[ concel | [ <tak |[ Mext> |[ Bown |

Figure 6-23: Step 2 for the import of a .txt file to Excel®

Text Import Wizard - Step 3 of 3

This screen lets you select each column and set the Data Format.
Column data format
@ General . .
General converts numeric values to numbers, date values to dates, and all
(L) Text remaining values to text.,

Cose ow 7]

() Do notimport column (skip)

Data preview
hpnnral ceperal CepnerGepneral zeperal
Fample ID Fatient nams Fex PBirth date [Comment &
control RBOTROL M, lot 407901 —— P010-06-15 pormal contro |_|
control ROTROL M, lot 4079301 —— E010-08-15 pormal contro |
control ROTROL N, lot 407301 —— E010-068-15 pormal contro
control ROTROL M, lot 407301 —— [E010-08-15 pormal control] =

| 3

Cancel ][ < Back ext

Figure 6-24: Step 3 for the import of a .txt file to Excel®

The exported files are now available for further processing in Excel®.
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7 Initiation and installation

71 Initiation

Before using the ROTEM® delta system for the first time, make sure you read and
understand all information in the Operating Manual. Particular attention should be paid to
Chapter 2, where important information is provided regarding risks, safety standards,
operating conditions, and handling of reagents, samples and controls.

jui 0

711 Open package

If your instrument is supplied and installed by a distributor authorised by Tem Innovations
GmbH, you can skip this chapter and continue with Chapter 7.1.3. The ROTEM® delta
system is supplied in two packages. Optional accessories are supplied in additional
packages.

If damage is found to have occurred due to improper handling during transport, please
inform your supplier or the shipper immediately.

jui 0

Before installing the system, the package has to be opened and checked if the content is
complete.

1. Open the upper side of the package in an environment suitable for operation.

Note: The upper side is marked with the following symbol: TT

2. Togain access to the equipment, remove the cardboard with the accessories and the
foam parts.

3. Take the foam packaging by its cut-outs and lift the ROTEM® delta with the foam
packaging out of the cardboard.

4. Take the equipment out of the plastic packaging with the drying agent.

5. Place the equipment on an even and clean surface.

6. Take power cable, operating manual, keyboard, keyboard foil, USB stick, USB cable,
pipette cable, cup holder, MC Rod holder, pipette holder, MC Rod, Clean Ring Rod, tips,
measurement cells (cup & pin) etc. out of the packaging.

7. Take the pipette (inc. quality certificate and accessories) out of the white packaging.
8. Check if the supply is complete using the checklist in Chapter 4.1.

71.2 Touch screen preparation

The touch screen and its cables are shipped in their original manufacturer packaging and
have to be prepared for the installation to the system.

1. Take the touch screen and its foot out of the cardboard.
2. Assemble the parts according to the enclosed instructions.
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71.3 Site installation requirements

For the proper usage of the ROTEM® delta, the site has to fulfil the following requirements:

» Ensure that the on/off switch is always reachable and that the power cable can always
be removed to disconnect the power socket in case of emergency.

o Place the ROTEM® delta on an even, clean and robust surface. The operation of the
equipment on a robust trolley is possible but strong shocks during measurement should
be avoided.

« Ensure that the place where the equipment is set up is capable of supporting the weight
of the system (22 kg) and that at least two grounded power supplies areavailable
(ROTEM® delta,optional printer).

¢ Avoid placing the equipment near open windows, radiators or other instruments that are
producing heat or strong vibrations.

« Ensure sufficient ventilation of the ROTEM® delta, leaving a minimum distance of 20 cm
between other instruments and walls.

« Ensure that the ventilation openings at the rear side of the equipment are notblocked

Additionally please note the instruction for ambient conditions listed in Chapter2.3.

i 0
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A CAUTION

Measurement errors

After the installation the functionality of the equipment is not guaranteed. This may
cause measurement errors.

= Perform a control measurement after each installation of the equipment (Chapter5.5).

A CAUTION

Damage of equipment or loss of data

Inappropriate installation and operation of the ROTEM® may lead to damage of
equipment or loss of data.

= Never connect pipette to the sockets of the PC on the rear side of the device which &
identical in construction.

* Never remove the printer cable with the system switched on.

= Never press the main switch while software is running.

ROTEM® delta installation:

1. Connect the system pipette to the pipette connector on the right side of the ROTEM®
delta:

- Push down the plastic bolt at the connector.
- Push the connector into the socket.

2. Place and screw pipette and Clean Ring Rod holder to right side of thedevice
(Figure 7-1).

Figure 7-1: Adjusting of pipette and Clean Ring Rod holder

Push the pipette cable guide in the intended little borehole.

Place the pipette and the Clean Ring Rod in their holder.

Install, similarly to the pipette holder, the MC Rod holder on the left side of the device.
Place the MC Rod in its holder.

o ok w
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7. Place touch screen on the ROTEM® delta and connect screen cable on the rear side of
the device to the VGA socket.

8. Connect touch screen power cable with the power socket on the device.

9. Connect USB interface at the rear side of the touch screen with the USB cable with one
of the USB ports ROTEM® delta.

10. Connect the barcode reader to one of the USB ports with the provided cable.

11. Connect the keyboard to one of the USB ports and place it on top of the device in front
of the touch screen.

12. Place the keyboard foil on the keyboard.

13. Connect the country specific power cable to the rear side of the ROTEM® delta and
connect the ROTEM® delta to the power socket.
L»110V or 220V is selected automatically.

14. Connect the optional printer to the USB port of the ROTEM® delta and then connect the
printer to the power socket (See printer manual for details).

15. Place the reagent rack on its position on the front of the device.

16.Place the cup holders on the temperature controlled work area.

17.Switch on the ROTEM® delta, the (optional) printer and the touch screen.

18.If necessary calibrate the touch screen (Chapter 6.7.1).

19.1f required configure the software (Chapter 6.4).
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8 Maintenance, cleaning, disinfection

8.1 Introduction

Maintenance must be performed in order to guarantee correct operation of the system!

The system reminds you automatically when to perform maintenance

The ROTEM® system requires only minor maintenance, if utilized according to the
regulations:

e Cleaning of surfaces.

e Cleaning of the cup holder.

» Replacing the pipettefilter.

« Cleaning of the pipette if necessary.

« Cleaning or replacing the pin remover.

Tem Innovations GmbH recommends to follow the maintenance schedule as outlined below
(Chapter 8.2) to ensure serviceability.

A WARNING

Danger of infection
Inappropriate handling of contaminated samples may lead to infections.

= Always wear gloves when cleaning the equipment.
= Always follow guidelines for infectious materials.

= Especially carefully disinfect surfaces that have been in contact with potentia
contaminated material.

= Follow local regulations for the cleaning of such surfaces.
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8.2 Maintenance plan
The maintenance plan contains daily, weekly, quarterly, semi-annual and yearly

maintenance work scheme. The user is prompted to perform maintenance in the
MEASUREMENT menul.

A CAUTION

Damage of equipment

Inappropriate maintenance may lead to equipment damages through invading
liquids.

= Switch off the device before performing maintenance.

“ Ensure that no liquids are invading the equipment nor the keyboard.

= Use only damp, lint-free cloths for cleaning.

“ Protect axis and ball bearings from cleansing liquids or disinfectants.

Table 8-1 shows various cleansers and disinfectants, tested and recommended for the
different surfaces by Tem Innovations GmbH.

Before other disinfectants are used, it is recommended to contact Tem Innovations GmbH
first or carry out appropriate compatibility tests.

Manufacturer |Name Countries Composition
(active constituents)
Schilke&Mayr Mikrozid-AF- A, CH, D, |, 35% Propane-1-ol
Tucher 25% Ethanol
Schilke&Mayr Mikrozid AF A, CH, CY, D, DK, |[35% Propane-1-ol
Liquid EST, GR, |, IRL, L,

25% Ethanol

LT, LV, PL, RUS,
TR
Schilke&Mayr Terralin Liquid D 35% Propane-1-ol
25% Ethanol
Schilke&Mayr SEPTINOL SA |F 35% Propane-1-ol
25% Ethanol
Bode Chemie Bacillol®plus All European 40 g Propane-1-ol
Hamburg countries including

the Baltic states

20 g Propane-1-ol
0.1 g Glutaraldehyde

Table 8-1: Recommended cleansers and disinfectants
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Manufacturer |Name Countries Composition

(active constituents)
Bode Chemie BacillolPAF All European 45 g Propane-1-ol
Hamburg countries including 1

the Baltic states 25 g Propane-1-ol

4.7 g Ethanol
Bode Chemie Sterillium Ticher |All European 45 g Propane-1-ol
Hamburg countries including

the Baltic states

30 g Propane-1-ol

0.2 g Mecetroniumetilsulphate

Sullivan-Schein Cavicide USA 10-20% Isopropanol

Dental 1-5% Ethyleneglycolmonobutylether

Clorox Company |Clorox Regular |USA 5-10% Sodium hypochloride

DONOTUSE  |Bleach <1% Sodium hydroxide
FOR TOUCH o I
SCREEN Use a 10% Clorox dilution or Clorox

cloths for the disinfection of surfaces

Table 8-1: Recommended cleansers and disinfectants
8.21 Daily maintenance

Table 8-2 shows the maintenance to be performed daily
Device to maintain Action

Outer surface of the ROTEM® delta Clean and disinfect with lint-free cloth.

Cup holder Cleaning and disinfection with lint-free cloth soaked with
disinfectant. Cleaning in a dishwasher or autoclave affects
the durability of the surface structure.

Pipette Clean with a damp, lint-free cloth (Chapter 8.3.2).

Filter Control and replace the filter if contaminated with blood

(Chapter 8.3.1).

Table 8-2: Daily maintenance work

8.2.2 Weekly maintenance
In addition to the daily maintenance described in Table 8-2 , the pipette filter should be
replaced at least once per week (Chapter 8.3).

8.2.3 Quarterly maintenance

In addition to the daily and weekly maintenance, the device temperature and CCD chip
values have to be evaluated quarterly.
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Control of the device temperature

Switch on the ROTEM® system

Remove pins and cups from the axes.

Wait until the device reaches operating temperature (approx. 5 min).
Open menu SERVICE > SETTINGS.

Read and make a note of the temperature of the four channels. The temperature should
be between 36.0 °C and 38.0 °C.

Inform the technical service personnel in any case if the values are out of the specification.

akroond~

Control CCD chip values

The CCD chip values are a measure for the quality of the analytical system. Changes in this
area refer to problems.

1. Open menu SERVICE > SETTINGS.

2. Remove pins and cups from the axes.

3. Wait until the curves appear and the values stabilize (approx. 3 min).

4. Read and take a note of the values for AmpLITUDE, CENTRE and VARIANCE.

jui 0

If a printer is connected to the device, you can print these values with the button Print
Screenshot. It is recommended to print out this report regularly and to file it. Further
documentation and trend graphs are available in the menu ServICE, LOG BOOK, DATALOGGER.

The values should be within the ranges below:

Parameter Lower limit Upper limit
Amplitude 4400 5100

Centre -832 708
Variance 1 12000

Table 8-3: Acceptable range for the CCD chip values

In case the values for one particular channel are not within specifications, remove and clean
the Clean Ring (Figure 8-1) around the channel axis as described below.
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Figure 8-1: Clean Ring around channel axis

1. Power off the system
2. Place the Clean Ring Rod around the axis (Figure 8-2)

.
Figure 8-2: Fitting the Clean Ring Rod onto the axis
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3. Fit the two little pins of the Clean Ring Rod into the 2 little holes of the Clean Ring from
the concerned channel (Figure 8-3)

Figure 8-3: Fitting the Clean Ring Rod'’s pins into the Clean Ring

4. Turn the Rod, unscrew and remove the Clean Ring (Figure 8-4)

Figure 8-4: Removing the Clean Ring with the Rod

5. Let the Clean ring soak in soapy water (Figure 8-5)

Page 8 - 6 ROTEM® delta Manual 2.8.0.01.EN 2016 ©Tem Innovations GmbH




|—( ROTEM

Maintenance, cleaning, disinfection

Figure 8-5: Soaking the Clean Ring

Clean off any remaining dirt with a moist, cotton swab
Rinse with water
Let the Clean Ring dry

Clean the Clean Ring'’s position around the axis (in the measuring block) with moist
cotton swab

Note: do not spill any moisture inside the measuring
10.Let the Clean Ring’s position dry

11. Replace the Clean Ring into its positionaround the channel axis with the Clean Ring
Rod

12. Switch the system on
13. Check the CCD chip values again, as described above
14. Inform the technical service personnel if any values are still out of the specification

© o N o

8.24 Semi-annual maintenance

Additionally to the daily, weekly and quarterly maintenance, the integrated pin remover on
the cup holders must be replaced semi-anually or every 250 measurements, as the springs
of the pin remover are subject to wear.

Replacement pin removers are available as accessories (Appendix G).

A CAUTION

Measurement errors

Damage of the polished surface may lead to measurement errors.

= Toremove the pin remover, always use the MC Rod.
= Do not use any metal tools on the polished surface of the cup holder.

Replacement of pin remover:

1. Push the flat part of the MC Rod into the opening at the lower side of the cup holder
(Figure 8-6).

-Figure 8-6: Remove pin remover

A CAUTION
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Measurement errors

Damage of the sealing tongue may lead to measurement errors due to evaporation.

“ Do not press or scratch the sealing tongue.
“ Do not push the sealing tongue in place by brute force.
= Always lift the sealing tongue over the slot.
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2. Insert the sealing tongue deep into the central opening of the cup holder (Figure 8-7).

Figure 8-7: Insert new pin remover: Insert sealing tongue

3. Press the springs left and right at the pin remover carefully into their guides (Figure 8-8).

Figure 8-8: Insert new pin remover: Press the springs into their guides.

4. Press the pin remover until it clicks and the springs slide into their final position
(Figure 8-9).

Figure 8-9: Insert new pin remover: Snap of the pin remover.

8.25 Yearly maintenance

The system reminds the user when to organize the yearly maintenance 30 days before the
due date.

jui 0

Maintenance of the ROTEM® delta system must be performed on a yearly basis by autho-
rized service personnel. Please contact your local service provider for yearly maintenance
or ask for a maintenance contract.
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If the service representative does not document in SERVICE-LOG BOOK- REPORT that yearly
preventive maintenance was performed, all measurements performed 30 days after the due
date will be flagged and highlighted in yellow in the database (yearly maintenance

overdue). In the MEASUREMENT menu, Service! lights up in red in the lower left corner of the

screen.

8.2.6 Every 3 years
The system internal hard disk should be exchanged every 3 years by authorized service
personnel.

8.3 Maintenance of the ROTEM® electronic eLine pipette

Please refer to the maintenance plan for the periodic maintenance of the pipette
(Chapter 8.2).

After the maintenance of the pipette, the pipetting accuracy has to be checked
(Chapter 8.3.5).

If the accuracy check isn’t possible, at least two control measurements have to be
performed with ROTROL N (in-tem® or QCinN; ex-tem® or QCexN). The measurement
results have to lie within the target range of the parameters for ROTROL N.

8.3.1 Replacement of the pipette filter

» Remove the filter with the provided filter tweezers (Figure 8-10).
 Insert new filter with the provided filter tweezers.

Figure 8-10: Remove the pipette filter

Pipette filters are available as accessories (Appendix G).
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8.3.2 Cleaning of the pipette surface

Clean the pipette surface with a lint-free cloth and one of the disinfectants listed in
Table 8-1. Alternatively also Ethanol (70 %), Isopropanol (60 %) or mild chemical cleansers
may be used.

The cleansing liquid must not invade the gaps of the pipette handle! The liquid should not
humidify the filter.

8.3.3 Cleaning and disinfection of individual parts

Dismantle pipette

! 4 5
Ll ‘ *
6

Figure 8-11: Individual parts of the pipette

Piston

Spring

Pipette head with cable
Tip cone

Tip ejector

Tip holder

o ok WN -

Dismantle pipette for cleaning and disinfection completely (Figure 8-11):

1. Disconnect ROTEM® delta from the power outlet.
2. Remove pipette cable:
- Press the locking (round buttons on both sides).
- Remove cover.
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- Remove plug.

- Mount cover again.

Unscrew and remove tip ejector.

Unscrew the tip cone.

Remove tip cone, tip holder and spring.

Remove pipette filter

LyPiston is exposed.

7. Unscrew and remove piston.

The pipette is prepared for cleaning and disinfection.

IR

Cleaning

1. Clean individual parts with an appropriate disinfectant or mild chemical cleanser. Clean
the interior of the tip ejector and the tip holder with a cotton cleansing tissue.

2. Rinse thoroughly with distilled water.
3. Let parts dry.
4. Grease the piston very thinly with the grease provided.

Disinfection

1. Place individual parts (except the pipette head) for at least 30 minutes into a beaker with
appropriate disinfectant.

2. Rinse thoroughly with distilled water.
Let parts dry.
4. Grease the piston very thinly with the grease provided.

w

Figure 8-12: Disinfection of individual parts

Autoclaving

The individual parts of the eLine pipette (except the pipette head) are autoclaved separately
or as a unit (121 °C, 1 bar over pressure for 20 min).

Adequate disinfectants are available from the company Biohit (e.g. Biocontrol Biohit REF
724004, 5 litres). For more details about suppliers in the specific countries please refer to
http://www.biohit.fi.

jui @
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Before autoclaving, rinse the interior of the tip ejector and clean it with cotton swabs.

It is also possible to clean the individual parts and grease the piston before autoclaving.

fj_ Only use very little grease.
- Utilise only the grease provided with the pipette.

Reassemble pipette

A CAUTION

Damage

Inappropriate assembling may lead to damage of the pipette.

= Before reassembling, remove any lint or particles on the surface of the piston.
= When reassembling the pipette, do not overtighten the parts.

Reassemble pipette:

v" All parts are dry.
v' The piston is greased very thinly.

1. Screw in the piston (1).
2. Place the spring (2) on the piston.
3. Push the tip holder (6) into position.
4. Screw tip cone (4) back to its position.
LTip holder is fixed.
5. Insert new pipette filter using the filter tweezers.
6. Fix tip ejector (5).
7. Open cover from pipette head (3).
8. Connect pipette cable.

9. Close cover.

10.Connect pipette cable to the socket on the side of the device.

11. Start ROTEM® system.

12. Open LIQUITRANS menu.

13. Check pipette function by pipetting different small and large volumes.
14.Check function of tip ejector.
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8.34 Check and calibrate ROTEM® eLine pipette

The ROTEM® system may only be used with a calibrated eLine pipette. The calibrating of
the electric pipette has been factory checked and certified at 22 °C using distilled water
(grade 3), according to ISO 8655.

The specifications of the pipette are only guaranteed using the original Tem Innovations
GmbH 320 pl pipette tips.

8.3.5 Functional check of the ROTEM® eLine pipette

Check the ROTEM® eLine pipette, e. g. every 6-12 month for accuracy and precision,
regularly, according the internal regulations (complying with ISO8655).

Keep in consideration that the requirements for accuracy of the tests, usage frequency,
number of users, characteristics of the liquids to be pipetted and the maximum frequency
of acceptable errors (ISO 8655-1).

If a pipette has been dropped or stressed mechanically and inexplicably doubtful results
have been measured afterwards, the pipette performance should be checked.

The pipette may be sent to an authorised service station for checking. Please contact your
local ROTEM® supplier regarding the checking of the pipette.

Tem Innovations GmbH offers a description (according to ISO8655), on which basis you
can check your pipette. If the pipette does not fulfil the specifications of accuracy and
precision, it has to be calibrated.

8.3.6 New calibration

The pipette should be sent to an authorised service station for new calibration.
Please contact your local ROTEM® supplier regarding the calibration of the pipette.

Tem Innovations GmbH offers two kinds of calibration certificates:

* Quality Control Certificate
» Accredited calibration service (e. g. FINAS)
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8.3.7 Troubleshooting

Table 8-4 lists possible errors when using the pipette and their repair.

Symptom Possible cause Solution
Droplets left inside the tip |Non conform tip Use original tips
Leakage or pipetted Irregular wetting of the pipette tip Attach new tip
volume too small
Tip attached loosely Attach firmly
Unsuitable tip Use original tips

Foreign particles between tip and tip |Clean the tip holder and attach
holder new tip

Pipette contaminated Clean and grease the piston
and the tip holder

Insufficient amount of grease on a Grease according to

piston maintenance instructions
Pipetting volume out of |Pipette damaged Send pipette for maintenance
specifications to the Tem Innovations service
Pipette is blocked, Liquids (blood) got into the tip holder |Clean and grease the piston
aspired volume too low. |and dried up. and the tip holder

Tip ejector is damaged |Tip ejector or tip holder is damaged or |Remove and clean tip ejector
and works irregularly. contaminated. and tip holder.

Table 8-4: Troubleshooting
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9 Placing out of operation, transport and disposal

9.1 Placing out of operation

Disinfect the ROTEM® delta when placing it out of operation (Chapter 8.2) and protect it
from dust until reutilisation.

9.2 Transport

A CAUTION

Damage of device

Inappropriate transport may cause damage of the device.

= Do not lift the device by the pipette holder, axes or guiding rods.

= Lift the device only by holding the lower side.

= Transport the ROTEM® delta only in the original card board transportboxes.
= Transport touch screen separately.

9.3 Disposal

The life cycle of the ROTEM® delta system is five years when maintained regularly.

The following directive: Directive 2002/96/EC on Waste Electrical and Electronic Equipment
(WEEE) applies to electrical and electronic equipment. Equipment that can be disposed
according to this directive is marked with the WEEE symbol and may be disposed of
according to local directions.

Z

Figure 9-1:WEEE disposal symbol

For equipment which came into contact with blood or other biological contaminants prior to
end-of-life, seperate directives are applied. This equipment is marked at the front side and
has to be disposed of according to the directives effective for bio hazardousequipment.

0

Figure 9-2:Symbol for biohazard
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Further information on the disposal of peripheral equipment is listed in the according
operating manual.
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Appendix

Appendix A: Marks, labels and symbols

Symbol Description

c € Mark according to EU guideline

® For single use only
IVD

In vitro diagnostic agent

Date of manufacturing e.g. here: August 1st 2016

2016-08-01
Expiry dat -
g 2010-10 Xpiry date yyyy-mm
~ AC voltage
LOT | o« Lot number, batch number (e.g. xxx)

Serial number (e.g. xxxx)

Order number, article number (e.g. xxxxxx)

2. Note the information in the paragraphs and chapters of the user manual
marked with this symbol

Kit sufficient for (n) tests

é 1. Note operating instructions

Symbols for storage indicated at a temperature range (e.g. +2 to +8 °C)

Fragile packaged goods

Protect from moisture

o
I Caution, fragile

T T This side up during transport and upon opening

‘@'@ I ﬁ Do not touch pin with hands

Fuse (technical specifications with 115V or 230V).

ST 3AN
23051 A0AN

@ Biohazard

Table 10-1: Markings, symbols and labels
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Symbol Description
( \
I 1510
' |
: E::,O : Minimum Distance of 1,5m / 4.9 feet between device and patient is obligatory
i I
I I
"\. ___________ - fr
Devices marked like this must not be recycled as unsorted municipal waste.
Instead, these devices must be collected separately in accordance the local
— recycling regulations.
Table 10-1: Markings, symbols and labels
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Appendix B: Warranty

Tem Innovations GmbH declares to the original purchaser that the instrument sold by Tem
Innovations GmbH or an authorized distributor of Tem Innovations GmbH shall be free of
defects in material and manufacture.

Unless otherwise expressly agreed, the warranty period for new goods as well as for used
goods shall be limited to the warranty period requested by the local legal authorities of the
according country. In case the customer is a contractor the warranty period for parts subject
to wear and tear shall be six months.

In case the customer is a contractor he shall be obliged to inspect received goods with
respect to defects, guaranteed qualities, deficiencies and identity and to inform us within
one week at the latest in writing. Hidden defects must be reported immediately upon their
discovery. In case of exceeding those terms all warranty claims shall expire.

In case the customer is not a contractor he shall be obliged to inform Tem Innovations
GmbH within a period of 2 months after discovery of the lack of conformity of the goods with
the contract about apparent defects in writing; in case of omission of this information the
warranty claims shall expire. This shall not apply in case of malice by seller. The customer
shall carry the burden of proof for the time the defects were discovered.

In case the customer is a contractor, Tem Innovations GmbH shall in case of justified
complaints to our discretion deliver a replacement or repair the goods or supply
deficiencies. The customer shall grant an appropriate period of time for the repair of the
goods or the compensation delivery. To a reasonable extent, repeated approaches for
amendment shall be admissible. In case the customer should deny amendment, this shall
void our warranty responsibility.

In case the customer is not a contractor he shall be entitled in the first instance to choose
whether the supplementary performance shall be made as an amendment or replacement.
However, Tem Innovations GmbH shall be entitled to deny the chosen supplementary
performance if it would only be possible at unreasonable costs, provided the alternative way
of supplementary performance causes no substantial disadvantages to thecustomer.

In order to enable supplementary performance, the goods must be returned to Tem
Innovations GmbH'’s principal office. In case the notice of defect is justified, Tem
Innovations GmbH shall deliver the goods free of charge after the supplementary
performance. Otherwise the customer shall bear costs of freight.

In case our supplementary performance or replacement delivery does not lead to success
within an appropriate period of time, the customer shall be entitled to demand decrease of
the payment or rescission of the agreement. However, in case of an insignificant breach of
the contract, especially in case of insignificant defects, the customer shall not be entitled to
rescission.

Warranty shall not cover normal wear and tear, damages due to careless handling,
excessive strain, use of non-original consumables and accessories, inappropriate
equipment and chemical, electro-chemical or electric influences not to be assumed under
the agreement.

In case of slight neglect of duty, Tem Innovations GmbH liability shall be limited to the
average predictable, typical to contract and immediate damage for that kind of goods. This
shall also apply in case of slight neglect of duty by our statutory representatives and
vicarious agents. In case the customer is a contractor we shall only be held liable in case
of slight neglect of duty to the extent violation of essential contractual obligations is
concerned.
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The preceding limitations of liability shall not apply with respect to claims by customers for
product liability. Furthermore, those limitations of liability shall not be applied with respect
to damages to body or health or to loss of life of the customer to the extent imputable to us.

® Wearing parts such as e.g.
l ¢ ball bearings
e complete axis
are subject to a reduced warranty of 6 months.
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Appendix C: Software licence

The ROTEM® system contains proprietary software modules of Tem Innovations GmbH
(measurement module, database module, liquitrans module, service module, setup
module, hardware-software interface, calculation module). Furthermore it contains free
software/open source software. Only the free software/open source software is licensed
under the free software licences. The source code of all modules licensed under free
software licenses and the respective license texts can be found on the CD-ROM that is
delivered along with the ROTEM®,

As long as the Software is only used as embedded software of the ROTEM®, there is no
requirement to comply with the additional conditions as set forth by the free software
licences. In order to obtain additional rights, the user may, at his option, agree to these
license agreements with the licensors of the respective software modules.

Compliance with the license conditions of the free software licenses entitles the user to use
the free software as provided by the relevant license. Any modification of the Free Software
embedded in the ROTEM® system has the effect that any warranty for the ROTEM® system
is lost and that the user becomes liable for any damage arising in connection with the use
of the ROTEM® system. The ROTEM® system is not designed for any kind of modifications
by the user, including but not limited to modifications of the embedded software. All public
authorisations will automatically terminate with any intervention in the integrity of the
ROTEM® system.
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Appendix D: Declaration of conformity

—tem®
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Appendix E: Description of the interface

Tem Innovations GmbH reserves the right for technical amendments, if they are necessary
for further development and technical advances. Please ask for the current version of the
interface description before programming the access to the laboratory information system
under following address:

E-Mail: support@tem-international.de

The ROTEM® program can transmit a part of the medical parameters of the ROTEM®
measurements to a host computer (LIS) according to the protocol described below.

Communication path

Communication takes place via the RS-232 interface of the ROTEM® system or can also
take place through the LAN port (TCP/IP) connecting to the ROTEM® Concentrator from the
ROTEM® Connectivity kit.

Operating mode, only for the RS-232 interface

Interface parameter: 1200/9600/19200/57600 or 115200 baud, 8 data bits, 1
stop bit, no parity

Flow control: Software (the RTS/CTS lines are not supported)

Settings in the ROTEM® program

Data transmission has to be activated and configured in the Setup - Online menu. For details
of configuration see Chapter 6.4.2.

Activate the data transfer

Data transfer is exclusively activated on the ROTEM®. Data can be transmitted in real time
or batch mode. For "real time" mode, please select the option "measurement results are
sent automatically when measurement is finished". For "batch mode", do not select this
option (Figure 6-9).

Description of the labels

Label Decimal value Label Decimal value
<STX> 2 <CR> 13
<ETX> 3 <NACK> 21
<ENQ> 5 <GS> 29
<ACK> 6 <RS> 30
<LF> 10 <LF> 10

Table 10-2: Control character
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Label Relevance
<or> logical “or”: The one or the other sign is sent.
Table 10-3: Logical combination
Communication protocol
Action ROTEMP® is |Host PC is sending
sending
Enquiry from ROTEM® <ENQ>
Acknowledgement or no acknowledgement <ACK> <or> <NACK>
from host
Table 10-4: Communication protocol (1)
Depending on what the host PC is answering, the protocol proceeds.
» The host PC is denying with <NACK>
- The protocol is interrupted.
- A message informs you about denial of the measurement by the host PC .
Note: you can still transmit the measurement from the database.
- The transmission mode remains active. The ROTEM® tries to transmit the next
completed measurement.
e The host PC affirms with <ACK>
- Protocol continues as described in Table 10-5.
Action ROTEM®is sending Host PC is sending
Data from ROTEM® <STX> <CR> <LF>
<RS> <data record>
<GS> <check sum>
<CR> <LF> <ETX>
Status of the check sum by host <ACK> <or> <NACK>
Table 10-5: Communication protocol (2)
Depending on the confirmation of the check sum by the host PC, the protocol proceeds:
e The host PC does not confirm the check sum and sends <NACK>.
- The ROTEM® repeats this process twice and waits for the confirmation of the host PC.
- A third <NACK> response by the host PC leads to a final termination of the protocol
and to a check sum error detection.
e The host PC confirms the check sum with <ACK>.
- The protocol is concluded correctly.
P.10-8 ROTEM® delta Manual 2.8.0.01.EN 2016 ©Tem Innovations GmbH
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Structure of the data record ROTEMXMLv2

The data record is structured as follows:

<?xml version="1.0" encoding="UTF-8"?>

<Rotem>

<Type>MEDREC</Type>

<Version>v2.0</Version>

<Device>
<Name>Device Name</Name>
<Location>Location</Location>
<Department>Institute</Department>
<Type>DELTA</Type>
<SN>2115</SN>

<IN>---</IN>
<SVersion>FrontEndD 1.6.0</SVersion>
<Lang>russian</Lang>

</Device>

<Patient>
<PID>patientid</PID>
<Surname>lastname</Surname>
<Firstname>firstname</Firstname>
<Birthdate>19700101</Birthdate>
<Sex>M</Sex>
<Measurement>
<SID>sampleid</SID>
<Starter>admin</Starter>
<StartDate>20090416</StartDate>
<StartTime>115026</StartTime>
<RunTime>000001</RunTime>
<Status>database</Status>
<Channel>1</Channel>
<Test>
<Name>extem</Name>
<Color>ff0000</Color>
<Pipseqg>---</Pipseq>
<LOT>---</LOT>
</Test>
<ChannelErrors>
<Count>1</Count>
<Error>
<Code>0</Code>
M ge>0OK.</M ge>
<Runtime>---</Runtime>
</Error>
</ChannelErrors>
<MedicalComment>
<Count>1</Count>
<Comment>
<Text>hyperfibrinolysis</Text>
<Runtime>---</Runtime>
<Writer>---</Writer>
</Comment>
</MedicalComment>
<MedicalParameters>
<Count>32</Count>
<Paramétre>
<Name>CT</Name>
<Value>59</Value>
<Status>final_ok</Status>
<RefMin>38</RefMin>
<RefMax>79</RefMax>
<Unit>s</Unit>
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</Parameter>

<Parameétre>
<Name>A5</Name>
<Value>34</Value>
<Status>final_ok</Status>
<RefMin>---</RefMin>
<RefMax>---</RefMax>
<Unit>mm</Unit>

</Parameter>

<Parameétre>
<Name>A10</Name>
<Value>44</Value>
<Status>final_ok</Status>
<RefMin>43</RefMin>
<RefMax>65</RefMax>
<Unit>mm</Unit>

</Parameter>

<Parameétre>
<Name>A15</Name>
<Value>48</Value>
<Status>final_ok</Status>
<RefMin>48</RefMin>
<RefMax>69</RefMax>
<Unit>mm</Unit>

</Parameter>

<Parameétre>
<Name>A20</Name>
<Value>47</Value>
<Status>final_low</Status>
<RefMin>50</RefMin>
<RefMax>71</RefMax>
<Unit>mm</Unit>

</Parameter>

<Parameétre>
<Name>A25</Name>
<Value>24</Value>
<Status>final_low</Status>
<RefMin>50</RefMin>
<RefMax>72</RefMax>
<Unit>mm</Unit>

</Parameter>

<Parametre>
<Name>A30</Name>
<Value>0</Value>
<Status>final_ok</Status>
<RefMin>---</RefMin>
<RefMax>---</RefMax>
<Unit>mm</Unit>

</Parameter>

<Paramétre>
<Name>CFT</Name>
<Value>130</Value>
<Status>final_ok</Status>
<RefMin>34</RefMin>
<RefMax>159</RefMax>
<Unit>s</Unit>

</Parameter>

<Paramétre>
<Name>MCF</Name>
<Value>48</Value>
<Status>final_low</Status>
<RefMin>50</RefMin>
<RefMax>72</RefMax>
<Unit>mm</Unit>

</Parameter>

<Paramétre>
<Name>MCF-t</Name>
<Value>940</Value>
<Status>final_ok</Status>
<RefMin>---</RefMin>
<RefMax>---</RefMax>
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<Unit>s</Unit>

</Parameter>

<Parameétre>
<Name>alpha</Name>
<Value>65</Value>
<Status>final_ok</Status>
<RefMin>63</RefMin>
<RefMax>83</RefMax>
<Unit>grd</Unit>

</Parameter>

<Parameétre>
<Name>LI30</Name>
<Value>0</Value>
<Status>final_low</Status>
<RefMin>94</RefMin>
<RefMax>100</RefMax>
<Unit>%</Unit>

</Parameter>

<Parametre>
<Name>LI45</Name>
<Value>0</Value>
<Status>novalue</Status>
<RefMin>---</RefMin>
<RefMax>---</RefMax>
<Unit>%</Unit>

</Parameter>

<Parametre>
<Name>LI60</Name>
<Value>0</Value>
<Status>novalue</Status>
<RefMin>---</RefMin>
<RefMax>---</RefMax>
<Unit>%</Unit>

</Parameter>

<Parametre>
<Name>ML</Name>
<Value>100</Value>
<Status>final_high</Status>
<RefMin>0</RefMin>
<RefMax>15</RefMax>
<Unit>%</Unit>

</Parameter>

<Parametre>
<Name>CFR</Name>
<Value>69</Value>
<Status>final_ok</Status>
<RefMin>---</RefMin>
<RefMax>---</RefMax>
<Unit>grd</Unit>

</Parameter>

<Parametre>
<Name>LOT</Name>
<Value>1345</Value>
<Status>final_ok</Status>
<RefMin>---</RefMin>
<RefMax>---</RefMax>
<Unit>s</Unit>

</Parameter>

<Parametre>
<Name>CLR</Name>
<Value>66</Value>
<Status>final_ok</Status>
<RefMin>---</RefMin>
<RefMax>---</RefMax>
<Unit>grd</Unit>

</Parameter>

<Parametre>
<Name>AR5</Name>
<Value>206</Value>
<Status>final_ok</Status>
<RefMin>---</RefMin>
<RefMax>---</RefMax>
<Unit>mm2</Unit>
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</Parameter>

<Parameétre>
<Name>AR10</Name>
<Value>601</Value>
<Status>final_ok</Status>
<RefMin>---</RefMin>
<RefMax>---</RefMax>
<Unit>mm2</Unit>

</Parameter>

<Parameétre>
<Name>AR15</Name>
<Value>1067</Value>
<Status>final_ok</Status>
<RefMin>---</RefMin>
<RefMax>---</RefMax>
<Unit>mm2</Unit>

</Parameter>

<Parameétre>
<Name>AR20</Name>
<Value>1545</Value>
<Status>final_ok</Status>
<RefMin>---</RefMin>
<RefMax>---</RefMax>
<Unit>mm2</Unit>

</Parameter>

<Parameétre>
<Name>AR25</Name>
<Value>1931</Value>
<Status>final_ok</Status>
<RefMin>---</RefMin>
<RefMax>---</RefMax>
<Unit>mm2</Unit>

</Parameter>

<Parameétre>
<Name>AR30</Name>
<Value>2019</Value>
<Status>final_ok</Status>
<RefMin>---</RefMin>
<RefMax>---</RefMax>
<Unit>mm2</Unit>

</Parameter>

<Parameétre>
<Name>MCE</Name>
<Value>93</Value>
<Status>final_ok</Status>
<RefMin>---</RefMin>
<RefMax>---</RefMax>
<Unit>---</Unit>

</Parameter>

<Paramétre>
<Name>ACF</Name>
<Value>0</Value>
<Status>pre_ok</Status>
<RefMin>---</RefMin>
<RefMax>---</RefMax>
<Unit>mm</Unit>

</Parameter>

<Paramétre>
<Name>G</Name>
<Value>4655</Value>
<Status>final_ok</Status>
<RefMin>---</RefMin>
<RefMax>---</RefMax>
<Unit>---</Unit>

</Parameter>

<Parameétre>

<Name>TPI</Name>

<Value>21</Value>
<Status>final_ok</Status>
<RefMin>---</RefMin>
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<RefMax>---</RefMax>
<Unit>---</Unit>
</Parameter>
<Parameétre>
<Name>MAXV</Name>
<Value>10</Value>
<Status>final_ok</Status>
<RefMin>---</RefMin>
<RefMax>---</RefMax>
<Unit>---</Unit>
</Parameter>
<Parameétre>
<Name>MAXV-t</Name>
<Value>88</Value>
<Status>final_ok</Status>
<RefMin>---</RefMin>
<RefMax>---</RefMax>
<Unit>s</Unit>
</Parameter>
<Parameétre>
<Name>AUC</Name>

<Value>4769</Value>
<Status>final_ok</Status>
<RefMin>---</RefMin>
<RefMax>---</RefMax>
<Unit>---</Unit>
</Parameter>
<Paramétre>
<Name>LT</Name>
<Value>1690</Value>
<Status>final_ok</Status>
<RefMin>---</RefMin>
<RefMax>---</RefMax>
<Unit>s</Unit>
</Parameter>
</MedicalParameters>
<TemJpeg>hex-code</TemJpeg>

Appendix

</Measurement>
</Patient>
</Rotem>
i This protocol is fully compatible with the ROTEM® Connectivity Kit.

The Concentrator of this kit is capable to translate this protocol into ASTM and HL7. Further

more, several devices can be connected together, using only 1 LIS connection.

For more information, please refer to the user manual of the ROTEM® Connectivity Kit.
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Appendix F: Passwords
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Table 10-6 lists the ROTEM® standard passwords.

If the user management has been deactivated, some functions are protected with the

following passwords:

Function Password

Setup admin

Service admin (only for gain values, other settings can only be
changed by service personnel).

DB backup pentagamma

DB restore pentagamma

Printer setup admin

Delta settings pentagamma

Access to ROTEM® screen from a rotemremote

remote access PC via ROTEM®
Secure Viewer.

Table 10-6: Standard passwords

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

ROTEM® delta Manual 2.8.0.01.EN 2016 ©Tem Innovations GmbH



|—( ROTEM

Appendix G: Accessories

Appendix

Following components and accessories can be ordered with their according catalogue

numbers (Table 10-7).

Article Description REF No.
Tem Inno-
vations

Accessories box Additional rack for tips and measurement cells 400472

Barcode scanner 3000/4000 |Barcode scanner toread patient or sample ID andto 400566

(mounted) scan single use reagents

Barcode scanner 4000 holder | The barcode scanner is mounted directly on the 208705

(mounted) touch screen with the holder

Barcode scanner 3000/4000 |Connection cable for the barcode scanner 400568

cable

Clean Ring Rod Tool to remove the Clean Ring around the axis 400596

Colour printer Colour printer (USB) 400222

Connection cable eLine Connection cable for electronic eLine pipette 400580

Connection cable eLine for Connection cable for electronic eLine pipette for left {200163

left handed people handed people

Connection cable for printer |Printer cable 2m USB 400223

Cup & Pin pro Measuring cells for the ROTEM® delta (cup and pin) |200011

(10x20 pieces)

Cup holder pro Metal receptacle for the cup 400016

Disc for cup ejector pin Noise absorbing disc around the cup ejector pin on 400586

the temperature controlled work area

elLine pipette filter Replacement filters (50 pieces) 100048

elLine pipette Automatic, electronic eLine pipette 700030

elLine pipette tip tray Pipette tips box (10x96 pieces) 400041

elLine pipette tip tray refill Pipette tips refill (10x96 pieces) 400040

Keyboard Keyboard with track ball for the ROTEM® delta 400475-XX*

system
(specified language XX*)

Keyboard protection foil Protection foil for keyboard 400476

Kit MC Rod holder delta Holder for the MC Rod 200175

MC Rod pro Cup positioner 400045

Operating manual ROTEM® | Operating manual (specified language XX*) 200137-XX*

delta

Parameter list List with all parameters and their definitions 200086-EN

Table 10-7: Available accessories
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Article Description REF No.
Tem Inno-
vations

Pipette cable guide Cable guide for eLine pipette cable 500220

Pipette and Clean Ring Rod |Replacement holder for pipette and Clean Ring Rod 200206

holder

Plastic clip cup holder plus Cup remover integrated in cup holder 400482

Reagent rack delta Reagent rack for the ROTEM® delta system 400484

ROTEM® delta Thromboelastometry equipment 200090

ROTEM® delta power cable |Power cable for the ROTEM® delta 700048-XX*

ROTEM® delta Software Software for ROTEM® delta 200140

ROTEM® delta Secure Viewer |Software and manual for the ROTEM® delta Secure [200178

CD Viewer

ROTEM® system USB Stick |ROTEM® system USB stick 400221

ROTEM® Connectivity Kit LIS/HIS connectivity Kit 400509

ROTEM® Database View, print and export of the database on a personal {200172

Commander computer

Rubber band sample holder |Rubber band that keeps the sample in place 400646

Short user manual ROTEM® |Brief instruction (specified language XX*) 200124-XX*

delta

Short user manual Single Use |Brief instruction (specified language XX*) 200176-XX*

Reagents

Touch screen, glas Touch screen for the ROTEM® delta system 408707

Touch screen, glas, Connecting cable between touch screen and 407107

connecting cable, power ROTEM® delta, power

Touch screen, glas, Connecting cable between touch screen and 200185

connecting cable, USB ROTEM® delta, USB

Touch screen, glas, Connecting cable between touch screen and 400584

connecting cable, VGA ROTEM® delta, VGA

* Country or language specific (e.g. -EN for English)

Table 10-7: Available accessories
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Appendix H: Documentation sheets

Here you find documentation sheets for maintenance and quality control. A detailed

maintenance plan can be found in Chapter 8.2. In Chapter 5.5 it is described howto
perform quality control.
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MAINTENANCE ROTEM®SN:

Daily Maintenance

Clean and disinfect cup holders after each use if necessary.

Check the lower side of the measurement block and clean and disinfect if required:
For cleaning, a disinfectant cloth or a damp lint-free cloth with a disinfectant mentioned in this operator manual should preferably be used.
Do not use water to avoid corrosion.

Check the pipette filter for stains and replace if required

Weekly Maintenance

Clean the ROTEM® system.

Change the pipette filter. If the ROTEM® system is used infrequently only, the filter may be exchanged whenever necessary (contaminated by blood).

DATE

ROTROL N run
performed

ROTROL P run
performed

Measuring block
disinfected

Cup Holders
disinfected

ROTEM® surface
disinfected

Pipette filter
changed

SIGNATURE
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Quality control sheet

ROTEM® Quality Control Sheet: ROTROL N

ROTEM® SN° : Software Version:

N | | | | | |

[_chamer_| | | | | | |

CT
]
A5
A10
A20
A30

in-tem® (S)

Channel

CT
]
A5
A10
A20
A30

ex-tem® (S)

SIGNATURE

Lot in-tem® (S)

Lot ex-tem®(S)

Lot star-tem®

Lot ROTROLN

Target values for ROTROL N lot in use:
QCinN (S) |CT: | A5: A10: A20: A30:

QCexN (S) [CT: | A5 : A10: A20: A30 :

Corrective action if
invalid control result
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ROTEM® SN° :

ROTEM® Quality Control Sheet: ROTROL P

Software Version:

Appendix

Date

| Channel

in-tem® (8)

CT

!

A5

A10

A20

A30

Channel

ex-tem® ()

CT

1

A5

A10

A20

A30

SIGNATURE

Lot

in-tem®(S)

Lot

ex-tem®(S)

Lot

star-tem®

Lot

ROTROL P

Target values for ROTROL P lot in use:

QCinP ()

CT:
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A10:

A20:

A30:

QCexP (s)

CT:

A5 :

A10:

A20:

A30:

Corrective action if
invalid control result
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1 Index
Numerics CFT 3-5
Change password 6-36
4-TEM 5-13
Citrated blood sample 3-9
Clear channel 5-14
A

Clot firmness 3-12, 3-13, 3-14, 3-16, 3-17, 3-18

A(x)-values 3-6 Clot formation time 3-5

Abbreviation 1-2 Clotting time 3-4

Adjust measurement temperature 5-7 Coagulation factor deficiency 3-12, 3-13, 3-14,
Adjust pipette holder 7-3 3-16, 3-17, 3-18

Admin Tools 6-32 Coagulation inhibitors 3-12, 3-17

Alpha angle 3-5 Comments 6-24

Ambient conditions 2-2 Components 4-3

Anticoagulants 3-12, 3-17 CT 34

Aprotinin 3-16 Cup 3-1, 5-7

APTEM 3-16, 3-17 Cup holder 5-15

ap-TEM® 3-16 Cytochalasin D 3-15

B D

Backup 5-25, 6-32 Database

User interface 6-4
Biohazards 2-4
DB-Restore 6-33

Buttons 6-1
Delta Settings 6-33
Derivation 3-7
C
Device name 6-15
CCD Chip 3-1 Disinfectants 8-2
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Disposal 9-1 Hard drive 6-8
Help file 1-4
E Heparin 3-12, 3-13, 3-14, 3-17, 3-18
Heparinase 3-13, 3-18
Error
Pipetting 5-27 HEPTEM 3-13, 3-18
TEMograms 5-27 hep-TEM® 3-13, 3-18
Excel® 6-39 Highlight data sets 6-6
Export Hospital laboratory 2-1
Measurement results 6-7
Hyperfibrinolysis 3-12, 3-13, 3-14, 3-15, 3-16,
Export TEMogram 6-14 3-17, 3-18
EXTEM 3-14
ex-TEM® 3-14 I
extrinsic activation 3-14, 3-15, 3-16 Information 6-28
Initiation 7-1
F Install new printer driver 6-34
Fibrin Polymerisation 3-12, 3-13, 3-14, 3-15, Installation 7-3
3-16, 3-17, 3-18
INTEM 3-12, 3-17
Fibrinogen concentration 3-12, 3-13, 3-14,
3-15, 3-16, 3-17, 3-18 in-TEM® 3-12, 3-17
FIBTEM 3-15 Interpreting TEMograms 6-12
fib-TEM® 3-15 intrinsic activation 3-12, 3-13
File system 6-32
Further applicable documents 1-1 K
F-Xlll-deficiency 3-12, 3-13, 3-14, 3-15, 3-16,
3-17, 3-18 Keyboard 6-1
H L
Haemostasis 3-10 Labels 10-1
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Liquitrans 6-31 4-TEM 6-4
Location 6-15 Measurement 6-3
Preparation 6-2
Log in list 6-36 Screenshot 6-4
Log out 5-16
Lysis Index 3-6 N
Normal values 6-22
M
Main screen 4-6 o)
Maintenance plan 8-2
Operating instructions 1-3
Maintenance work 8-1
Max. measurment time 6-15
P
Maximal lysis 3-6
Maximum clot firmness 3-5 Parameter 6-24
Measurement Patient data
Finish 5-14 Enter 5-8
Prepare 5-4 Conventions 5-9
Simplifications 5-9
Start 5-10
Stop 5-14 Patient overlay 5-12, 6-4
Measurement module 6-2 Perform control 5-19
Measurement results Pictograms 1-3
Export 5-24 Pin 3-1, 57
Conventions 6-9
Parameters 6-10 Pin remover 5-15
Find 5-22 Pipette
Graphics 5-12 Autoclave 8-12
Interpretation 5-14 Buttons 5-2
Overlay 5-13 Calibrate 8-14
Print 5-14, 6-7 Check 8-14
Print out 5-24 Cleaning 8-11
Measuring module Dismantle 8-11
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Error 8-15
Handling 5-2
Individual parts 8-11

Reassemble 8-13
Placing out of operation 9-1

Preparation of reagents 5-5
hep-TEM® 5-5
Other reagents 5-6

Prepare measuring cells. 5-6

Print
Measurements 5-24

Measurment results 6-7
Print report 6-29

Printer Setup 6-20, 6-34

Q

QC-Test
QCexN 5-20
QCexP 5-20
QCinN 5-20
QCinP 5-20

Quality control 5-17

R

Reaction curve 3-3

Reagents
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fib-TEM® 3-15
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in-TEM® 3-12, 3-17
Product line 3-11

Reference ranges 3-8
Remote access 6-17
Remove measuring cells 5-15
Replace pin remover 8-7
Research parameters 3-7

ROTEM®
Differential analysis 3-9
Measuring principle 3-1
Reagents 3-11
Tests 3-11

ROTEM® delta

Installation 7-3
ROTEM®-Technology 3-1
ROTROL N 5-17
ROTROL P 5-17
Routine parameter 3-4

A(x)-values 3-6

Alpha angle 3-5

Clot formation time 3-5

Clotting time 3-4

Lysis Index 3-6

Maximum clot firmness 3-5

Maximum lysis 3-6

S

Safety standards 2-3

Sample

Preparation 5-7
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Transport 5-3

Sample preheating station 3-10, 4-3
Sample stability 3-9
Sample temperature 3-9
Scope of supply 4-1
Screenshots 6-4

Search form 6-6

Select test 5-10, 6-21
Serial interface 6-8
Single Shot Reagent 3-11
Software licence 10-5
Sorting data sets 6-6
Standard overlay 5-12, 6-4
Status line 5-5

Stop channel 5-14

Stop server 6-19

Switch off 5-16

Switch on 5-4

Symbols 10-1

Index

Define colours 6-12
Print 6-12

Temperature 6-15
Temperature controlled work area 3-10
Temperature indicators 5-4

Tests
APTEM 3-16
EXTEM 3-14
FIBTEM 3-15
HEPTEM 3-13, 3-18
INTEM 3-12, 3-17

Thrombin inhibitor 3-12, 3-13, 3-17, 3-18
Thromboelastometry 3-2

Touch screen calibration 6-35, 6-36

Touch screen preparation 7-1

Trackball 6-1

Transmission parameters 6-17

Transmission protocol 6-17

Transmit measurement results in real time 6-16
Transport 9-1

Troubleshooting 5-26

System controls Type label 4-4
ROTROL N 5-17
ROTROL P 5-17 U
User rights 6-36
T
Target group 1-4 Y,
TEMogram 3-3
Validity 1-1
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