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OcHOBHble 3a4a4M npegnpuATUA

I

* CooTBeTcTBUE Tpe6OBaHMFIM 3adKOHOAATE/IbCTBA B obnactum OXpPaHbl

OKpYy*atoLwen cpeabl n obecneyeHna eanHcTesa nuamepenni (3 219);

adam

‘» Peannsauma metogmK pacyeTta nokasartenemn no sbibpocam BB;

SN ‘aOpFaHM3aLI,VIFI IKON0IMM4eCKoro MOHUTOPMHIA B aBTOMAaTUHYECKOM

pexkunme (NnpobooTbop, METOANKM PaCcCYeTOB U CUTHanM3auma o cboaAx);
e ;¢6pMMpOBaHme OTYETHOCTU ANA nepenadun B KOHTPOANPYOLWME OpraHbl;

© “eAHanuTUYeckan paboTa AnA ONTUMMU3ALUM TEXHONOTUM ANA CHUNKEHUA

o

- Bblbpocos BB;

* [lporHo3mMpoBaHMe N MOAENNPOBAHMNE IKOJIOTUYECKUX MOKa3aTeen

npeanpuaTuA.




OCHOBHbI€e 334341 CAHUTAaPHO-3KONOMMYECKOMN
nabopatopum

e OT60p Npob (no rAK, no 3aAaBKam 1 1.4.) U1 NPoHONOArOTOBKA;
* [lpoBeaeHUe aHaNM3a 0O bEKTOB aHAIUTUYECKOTrO KOHTPONS;
e Bblja4ya NPOTOKONOB M POPMUPOBAHME OTHETOB;

* Nepegaya MHGOPMALUM 3aMHTEPECOBAHHBIM CAYKGAM;

* " e'YnipaBaeHWe NepcoHaIoM;

* YnpasneHune nabopaTtopHbiM 060pyaoBaHUEM;

e Ho'HTponb n yyeT TMU, (cTaHaapTbl, peakTuBbI, NPEKYPCOPbI U T.N)

* FloarotoBKa K akKpeAMTaLMK, MHCNEKLMOHHOMY KOHTPOJIO;

. I'Ipep,ynpemp,arou.l,me N KOPPEKTUPYIOLWMNE AENCTBUA,
AR BJIK;

* MCWU;
*T.A....
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Yto Takoe JIMMC?

fog o

[

FOCT P 53798-2010 (ASTM E 1578:2006) «CraHAapTHOE PYKOBOACTBO MO 1a60paTOPHbIM
MHPOPMALMOHHbIM MeHeaKMeHT-cuctemam (JIMMC)» -

NabopaTtopHble HPOPMaLUOHHBIE MeHeaKMeHT-cuctembl, IMMC (Laboratory information

. management system, LIMS):

a
I

* 1) IMMC - akpoHUM TepMUHa «JlabopaTopHasa MHGOPMALMOHHAA MEHEAKMEHT
(ynpasnatowan)-cucrema». KOMnblOTEPHOE MPUIOKEHUE NPOrPAMMHOrO M annapaTHoOro
obecneyeHunsa, C NOMOLLbIO KOTOPOro MOXKHO CObMpaTb, aHaIM3MPOBATb AaHHbIE,
'YNPaBAATb AaHHbIMWU U MHOpPMaunen nabopatopmmn, odopPMAATbL OTHETHI;

* 2) RomnbloTEPHOE NporpammHoe obecneyeHne, KOTOpoe UcnosblyeTcs B nabopaTopumn
ONA ynpasnieHna obpasuamu, pesynbraTaMm UCMbITaHUIA, NONb30BATENAMMU, NpNnbopamm,
‘., CTaHAAPTHbIMK 06pa3LaMU U TaKUMU 1TabOPaTOPHBIMKU QYHKLUMAMMK, KaK OpopMIeHMe
. CYETOB, yrnpaB/eHne obpa3Lamm, NOMELEHHbIMW B NAaHLWETbI (KOHTEMHEPbI, NPObUpPKNK)
‘ANA NPOBEAEHMA aHaNM3a, U3ydyeHne ctabunbHocTn 06pasyo. ¢ ncnonbzosaHmem JIMMC,
aBTOMaTM3auma paboyero NoToKa;

. '+7'3) Knacc NPUKNAQHOTO NPOrPaMMHOro obecrnedeHms, KOTOPOE OCYLLECTBAAET XPaHeHMe 1

.ynpasneHue nHpopmaumei, NponsBeaeHHOM B npoLecce NabopaTopHOM AeATENbHOCTU.

.~ ITW CUCTEMbI UCMONb3YIOTCA ANA YyNpaBaeHMa NabopaTopHbIMKU NpoLLeccammn, BKAOYaA
onpeaeneHme mactep-gaHHbiX (OCHOBHbIX AaHHbIX), ynpasBaeHne obpasuamm 1 LLEenoYKom
XpaHeHus nHpopmaumm ob obpasuax, HasHayeHue Ha paboTy, ynpassieHne npubopamm n
obopyaoBaHMeM, ynpasaeHue cTaHAapPTHbIMK 06pasLaMmn U peareHTaMu, NaaHMpPOBaHUe
cbopa 06pasLoB 1 NPOBEAEHUA UCMbITAHWSA, BBOA, PE3YNbTAaTOB, MPOCMOTP (paccmoTpeHune)
Pe3yNbTaToB, OTYETHOCTb, HabloAeHME 33 OTKNIOHEHUAMWN U NPUMEHEHNEM HOPMATUBHbIX
NOKYMEHTOB....
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OmpenengeME NOKA3aTeNs KommoreHT 1 - pa:iﬁanmea- — —_— (Bt} . .
MeToa HCIBITAHHE Tpaze- :m POORL | ot rpoiar | mpofr n (Ex.cth peTeTy ¢ memsze ofecneTHTE
Exmanna maMepeHHs Mr/me ""-'P“J - . - ZeficTERE nm_z CTAGEEOCTE .
X" Xy Xy DpemyTpex- | OPONSIVPR 2EamIG \
IlepHOa 2amoTHEHHA TeEmE pafior: mpod R
KOHTPOIBHOH KapTsl 18.06.2013 - 18.06.2013 y
Ipenen npegynpexIeHHs Ko (Kne o) (K'w.0) = 1.000 1 1139 4.000 240 5000 | 1200 | 2.000 0231
Ipenen gefictens Ku(Kno) (Ko) = 1.500 1
Cpemnas THHES Ker=10 13 1151 3500 220 5.000 1.200 2000 0.577
Kap'ra KOHTPOJA NOrPENMHOCTH B OPHBEJ|EHHEIE €JJHHHI[AY ”H,EI.HBH,E..
R RRRTCERPEEOPRRR - ) 1|

--rBMn

len Mopaynb BJIK no3sonser:

= [lpoBOAUTb PA3HOCTOPOHHUE UCCNEA0BAHMNA NPOLLECCOB

MPHBEICHHBIX ¢IHHHIAX

LN NlabopaTopun CorlacHO AENCTBYIOLLMM HOPMaTUBHbBIM

Pesynnrar KORTPpOILHOR NPOUEIYPE , B

mmnsasamsssssssamssssssssmssssssssssssasansssesssansrsnsnssssssnsnseHI]L] OOKYMEHTaMm,

L OCYLLI,ECTBI]FITb CTAaTUCTUYECKUI aHaANU3 U3MEHEHUS

R Ly 13 LA I& -~ «‘i' e B G :Q,
Individual: ¢k 0 uck15  Ick-1.5  Subgroup Size: 1 YPOBHSA AOCTOBEPHOCTU pe3y/ibTaToB paboTbl nabopatopuu
Honep xorrpommrof nponexypet C NOCTPOEHUEM BPEMEHHbIX 3aBUCMMOCTEN U TPEHA0B;

ML - npefen gedcTeus;
MM - npegen npenynpexaeHIs;
CI - cpenHAA NWHWA.

U CVIFHaﬂVBVIpOBaTb O BbIXo4e 3a npeagesibl 4onyCtMbiX

rPpaHnL NapamMeTpoB Ka4yecTBa.
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LUVIpOKVIe BO3MOXHOCTN UHTETPALUNU 3: A

Apyrue cucrembl u
NPUNOXKEHUA

L

my

ERTIFICD INTERFALE

ERP/SAP WA

CmaHOapmHoe peweHue SAP-

vy ps cepmupuyuposarHsili uHmepgpeiic -~

R/3Gimaa™

1§

LabWare LIMS

NlabopatopHoe o6opyaoBaHue

CmaHdapmHbsili uHmepdgpelic nabopamopHo20

obopyooeaHus

JlabopaTtopHbIif
nepcoHan

Web nonb3osaTtenu

- EAGCRAREECEEE|




.. CnoxHoe o6opyaoBaHue

7 TpubopHbie cuctembl

- * Macc cnektpomeTpbl, PoTOMETpbI,

14

ABTOMATM3NPOBAHHbIN BBOA, AAHHbIX

Mpoctoe o6opypoBaHue
Becsbl, pH-meTpbl, 1 ap. ...

’. - AAC, TutpaTopesl, Ap. ...

XpomaTtorpadpuyeckne cuctemsl,
N3mepuTtenbHble cTaHuuK, Ap. ...
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MoaynbHaAa apXmuTeKkTypa

P

R%uus::gi:‘g gg:::i: XML Address Archive | Document COA Dynamic Patient sap |
Rules | Collections | Interface Book Mgmnt | Manager | Manager | Dashboards| Manager | Interface .
Clinical | Contract Water Workflow | Computer | . Folder Investigation| _Order Quality .
Codes Lab Schedul Mgmnt Based Workfl M M Request Analyst
Mgmnt uler 9 Testing ows anager anager | Manager Interface
SRR . i - - Data
Reference Project . Dynamic | £opulation | Chain Of . Charge Iimage Empower Y
Ranges” | Manager Forensics Exglfz-t:ange Manager Custody | SMTPMail | o ager Slicer Interface Ir::to;lraf;l::s
" nterpretation LIMS Basic | LabStation™ | [I§ - " | WebLIMS™ |  Stabili Lot Changes | OpenLAB ECM
y {»+ Manager Ilms dn ity Manager Manager Interface
u Se'rvi.ce Plate Storage Bar Codes Unicode Dissoluti Document OPC TrackWise
. Schedulers Location ssolution HL7 '
 Zho ana manager | manager | [N =~ Seeort | interface Generator | Interface | Integration
Clinical .
VelQuest Instrument Process Inventory Approval Recipe
uUspP - - Protocol LIS
Interface Calibration Manager Scheduler Manager Manager Manager
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JTabopaTopHas

A

[Moaknwsenne a0doro

nafoparopHoro oGopyI0BaAHNA y

Dukeauus 1anubIX ¢ 0DOPYI0BAHKH

\
N,

[paneie
JBYHanpaBneHHble HHTepdelicel

Buznec-cucreMbl npeqnpHaTHH

nnatdopma npeanpusaTna 440

\

Enuneie nentpannzoeannas BJ1
H AYJHTOPCKOE TPOCIEHHBAHHE

HesaencumocTs OT yeTpoiicTBa i Opaysepa

7

LABWARE ELP

Jladoparopuas niaardgopma npeanpusirus

DopMHpOBAHKE OTYETOR

[Mopran ansa 3aka3THEOB

Bremnne Gai3wl qaHHBIX

P

vy

besonacubiii 1ocTyn v nepeaaua
JAHHBLIX




Kakue oyeBuaHble NpemmyLlecTBa OT BHEAPEeHUN
JTIMMC

* OnTummn3saumua busHec-npoueccos nabopatopuu;

.. * MNpepoctaBneHne MHPopMaLMM O Ka4YecTBe B CMEXKHbIE CUCTEMDbI

MHOOPMALMOHHOIO NoAs NPeANnPUATUA U BO BHE;

*. - *:33WMTa MHTepeCcoB NpeanNpuATUA Neped notpebutenem u

" KOHTPOAMPYIOLWMMMN OPraHaMu;

- s OATMMM3aLMA NPOLLECCa aKKpeAMTaLMK 1abopaTopuy;

* " TloBblWEHNE “UHTENNEKTYyaIbHOCTM” BU3Heca;

o

~ * NoBbIWEHNE PbIHOYHOM NPUBAEKATENBHOCTU KOMNAHWUU;

* PacwmpeHmne MHPopmMaLMOHHOM KOMNETEHTHOCTH.
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BbiBOAbI

* JIMMC MOX¥HO MCNOb30BaTb KaK MHOTOGYHKLMOHA/IbHbIN MHCTPYMEHT
ONA KOHTPOANA BO3AENCTBUA HA OKPYIKAIOLLYIO cpeay;

» BoamoxHoctn JIMMC no3BonAOT aBTOMaTU3NPOBATb Nt0bble bBU3Hec

npoueccol nabopatopuu;

e IMMC — UCTOYHUK AOCTOBEPHbIX AaHHbIX MO KayecTBy NpeanpuaTuA.

L

I



BNATOOAPIO 3A BHUMAHWE!
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