O CUCTEME MEHEOXMEHTA
KAYECTBA B K/IMHUKO-
NNATHOCTUYECKOW
NNABOPATOPUU




JNABOPATOPHbBIE PE3Y/IBTATbBI
JNABOPATOPHbIE OLLUIMBRW

e [lononHUTENbHbIE - e [lononHUTENbHbIE
aHaNu3blI, o N HEHYXHble
HEKOoppEeKTHoe aHann3bl
neyeHue "

OugeHKa OueHKa
TeyeHun COCTOAHMA
3abonesaHunA. -~ 300pOBbA

OugeHKa
3pdeKTUBHOCTH
nevyeHmn

MocTtaHOBKa
ANarHo3a

* HecooTBeTcTaytowee /' +3apepxkas
N # NOCTaHOBKe AMarHo3a
neyeHune . :
‘ : HeBepHbI AMarHos

OC/1I0XKHEHUA







YTO TaKoe KayecTso?

Y10 Takoe
ynpasnexHme
KayecTBOM?

Kak MHe npumeHnTb
3TO B CBOEM
nabopatopun?

C yero HayaTtb?




BHYyTpnAabopaTopHbIA KOHTPOIb KayecTBa
— NINLWb Manas 4YacTb

CUCTEMbI YNPaBAEHUA KAYECTBOM
NnabopaTopHbIX UCCNeaoBaAHUNM




OMNPEAETEHNA KAHECTBA




CTAHOAPTDbI ISO 9000

cepus MeXAyHapOoAHbIX CTaHAAPTOB, ONMCbIBaOLWMX TpeboBaHMS
K CUCTEME MEHeAXMEHTa KayecTBa OpraHM3aumii u npeanpuaTnii

1987 ron — nepsas Bepcua ISO 9000
2008 rog,— ctaHgapt ISO 9001 : 2008
CTpyKTypa:

Cuctema MeHeaXMeHTa Ka4vecCTBa

OTBETCTBEHHOCTb PYKOBO/CTBA

MeHeXMeHT pecypcos

Bbinyck npoayKuumn




CTAHOAPT UCO 17025

Obuwme TpeboBaHMA K KOMMETEHTHOCTU NUCMbITAaTENbHbIX U
KannbpoBOYHbIX NabopaTtopui

TPEBOBAHWA K MEHESRMERTY o |
4.1 Opranusaums \ TEXHUYECKUE TPEBOBAHUA \

4.2 Cuctema meHeaXMeHTa

4.3 YnpaBneHne AOKYMeHTaLMen 5.1 O6we nonoxenus

4.4 AHann3 3anpocos., 3aABOK Ha Nogpaa n 5.2 lepcoHan i
KOHTPAKTOB 5.3 NomeLleHnA 1 ycnoBuA OKPYKatoLen

4.5 3akntoyeHne cybnoapaaos Ha npoBeAeHue gp;'ﬂl\'/tl" . 6
MCAbITAHNI U KaMBPOBKM L €TOAMKN UCMbITAHWIN U KaIMBPOBKMN,

4.6 anO6peTeHVIe YCAYT W 3aNacos ad TaKXe OUueHKa NpUrogHoCTn MeTognK

4.7 ObcnyKmMBaHWE 3aKAa34YMKOB 5.5 ObopyaosaHne o

4.8 MpeTeHann 5.6 lMpocnerknBaemocTb U3MmepeHnin

4.9 YnpasneHune paboTamu No UCMbITaHNAM 5.7 Otbop o6pasLios N
W/ KANMBPOBKE, HE COOTBETCTBYIOLLMM 5.8 Ob6paleHme c 06beKTaMMN UCMbITaHWU
yCTaHOBNEHHbIM TpeboBaHUAM M KannbpoBkm

4.10 Ynyuierme 5.9 06ecn?quMe KayecTBa pe3ynbTaTos

4.11 KoppeKTupylolme aeicTama MCNbITaHUM N KaNMBPOBKM

4.12 Mpeaynpexaatoime AeicTens 5.10 OT4eTHOCTb O pe3yabTaTax }
4.13 YnpasneHue 3anucamu \

4.14 BHYTpEeHHME NPOBEPKU

4.15 AHanun3 co CTOPOHbI PYKOBOACTBA




I

CTAHOAPT UCO 15189

MeaguunHckmne na6opaTopM|/|. TpE6OBaHl/IFI Mo Ka4ectBy N KOMNETEHTHOCTU

i 4

TPEBOBAHUA K MEHEAXMEHTY \

4.1 OpraHu3aumna u MeHeaXXMeHT

4.2 Cuctema meHegKMEHTa KayecTBa

4.3 YnpaBneHne A0KYMEHTaUMeNn

4.4 PaccmoOTpeHMe KOHTPaKTOB

4.5 NcchepoBaHUA BO BCMIOMOraTebHbIX
(cybnoapsaHbix) nabopaTtopmsax

4.6 NMpunobpeTeHune ycayr n 3anacos

4.7 KoHCYNbTaUMOHHbIE YCyru

4.8 NpeTeH3uun

4.9 YnpasneHue B Cayyasax BblABAEHUA
nccnefoBaHUM, HE COOTBETCTBYHOLLMX
yCTaHOBNEHHbIM TpeboBaHUAM

4.10 KoppeKTupytowme aencTemns

4.11 Mpeaynpexaatolime aencTens

4.12 YnyyweHue

4.13 YnpasneHue 3anncamm

4.14 BHYTpEeHHME NPOBEPKU

4.15 AHanun3 co CTOPOHbI PYKOBOACTBA

. ¥

TEXHUYECKUE TPEBOBAHUA
51 0bwmue RoACHKeHNHsA

5.2 lNepcoHan
5.3 MomeLLeHna 1 yCI0BUA OKPYKAKOLLEN cpeabl

7

5.6 NpocAekMBIEMOCTE U3MEPEHHI
5.7 07bop-0bpa3ues

KaAUBpOBKK
5.3 JlTabopatopHoe ob6opyaoBaHune

5.4 NpeaHannTnyeckue npouenypsbl

5.5 AHanunTrMyeckune npoueaypbl (MeToguKkm)

5.6 ObecneyeHne KayecTBa aHa/IMTUYECKMX NpoLeayp
5.7 NocTtaHanuTnyeckmne npoueaypsl

5.8 OTYeTHOCTb O pe3ynbraTax

2



NCO 15189

NCO
9001

e Obwme
TpeboBaHus
K cucteme
KayecTBa

NCO
17025

® /icnbiTaTe/ibHble U
KaAnMbpoBOYHbIE

nabopartopum

NCO
15189

e MeguunHckume
nabopatopuu

INTERNATIONAL

STANDARD

Medical laboratories — Requirements for
quality and competence

Lotoratoies e bologis medicale — Erigances concrant s Gl st
i oG

paccmaTtpuBatoTca
0COBEHHOCTU AMArHOCTUYECKUX
nccnenoBaHuUmn u
B3aMmoaencTeme nabopaTtopum c
NeyebHbIMU yUpeXaAeHUAMM

*  He ABAsfeTca cneundUuyHbIM
ONA KOHKPETHbIX 1abopaTopHbIX
ANCUMNINH



CTAHOAPTBI KAHECTBA AJ1A RAJ

CLSI (MHCcTUTYT KNnHMYecknx n nabopaTopHbIX CTaHAaPTOB)
- MpumeHeHne Mmoaenn CUCTEMbI YNPABAEHUSA KAYECTBOM
nnsa nabopatopHoun cayKbbi, 2004

ISO (MexxayHapoaHas opraHmn3auma nNo ctTaHaapTU3aUmnm) -
15189. J/Tabopatopun meamumnHckmne. TpeboBaHMA K
KayecTBy U KomneTteHuuu, 2012 (2014)

OCT P UCO 15189 - J/labopaTtopuun meamunHCKNe. YacTHble
TpeboBaHUSA K KaYecTBY U KOMNETEHLU UM




CUCTEMA YNPABJIEHUA KAHECTBOM

CKoopAUHUPOBAHHbIE
AENCTBUA, HanpaBaAoLime

MpeaHanuTUuecKui
N KOHTpOMpyloLwme sran
neATe/IbHOCTb OpraHusayumn
B OTHOLWEHWUN KavyecTBa Ha
BCeX 3Tanax

MocTraHanuTUyecKum
atan



JJIEMEHTbBI CUCTEMbI KAHECTBA

N3mepeHune u

Pecvypchbl encTBuA
yP A yAydllEeHMne

MepcoHan OugeHKa

KoHTposnb npoueccos

3aKYMNKN U UHB.yYeT O6cnynBaHme KANEHTOB

MomelLeHnA, MHOPACTPYKTYpa yn paBneHume
n 6esonacHocTb MHCI)OpmaLI,Meﬁ




MoTunsauma

Pecypchbl

L OoNKHOCTHbIE
MHCTPYKLUUUN, UHCTPYKTAXK

NepcoHan OueHka
KOMMNEeTEHLMM

Oby4yeHune

ATTectauua

3anncu Kagposoro
yyeTa




Pecypchbl




3aKyriKa

Pecypchbl

BHeapeHMe nporpammsl
MHBEHTAPHOrO yyeTa

OnpepenexHne
KOIMYecTBa

3aKyMKN U UHB.yYeT

dopMbl 1 KypHanbI

[NonyyeHune u
XpaHeHune

OTcnexmnsaHue
MaTepmanoB B HAIMYNN




MnaH nabopatopumn

Pecypcsbl MpocTpaHcTBeHHas

opraHusauus

dusmyeckme acnekTbl
34aHUN N NOMELLLEEHUN

[lporpamma ynpasneHuA

6e30nacHOCTbIO
Pacno3HaBaHue
PUCKOB
MomeleHuna, MHOPACTPYKTYpa Cpe,EI,CTBa
1 6e3onacHoCTb o
MHOAUBMAYa1bHOWM 3alLUTbI
YC u nepBan

MOMOLLb




[Nencteunsa




[encrteua

ObpauleHune c npobamu

KK KonnyectBeHHbIX
KoHTpo/ib npoLeccos nccnegoBaHUM

KK nonykonun4yectBeHHbIX U
Ka4yeCTBEHHbIX NCCea0BaHUN




[encrteua




[Nencrteua

YnpasneHune
MHPopmMmaLme

NaoeHTudumKaTopbl
nauneHToB 1 Npob

Paboune }KypHanbl

Cuctema oT4eTHOCTMU

Nepepaya
nHpopmaymu

3awmTa
nHbopmaLmu

— JINC?




N3mepeHne u
ynydweHue

BHyTpeHHMe ayaunTol

BHelWwHAA oueHKa
KayecTBa uccaenoBaHUm

AKKpeautaumA




N3mepeHne u
yaydlweHue




N3mepeHune u
yayJdweHue

RAneHTsl
nabopatopum

NcchepoBaHme U oueHKa

OB/1€ETBOPEHHOCTN KTIUEHTOB




N3mepeHune un
ynydweHue




OBECMEYEHUE KAYECTBA — HEMPEPbIBHbI
[MPOLECC




NMOWAIOBOE BHEAPEHWUE KAHECTBA B
JNTABOPATOPUW

{728 World Health i i i
&) Oryanivstion Laboratory Quality Stepwise Implementation tool

Home Quality Management User Instructions Phase1¥ Phase2wv Phased3wv Phasedw Checklists About this tool ¥

ABnAETCA MHCTPYMEHTOM-PYKOBOACTBOM B BUAE Beb-caliTa

Ha3sHayeHne — nomoyb MegULUUHCKUM ANATHOCTUYECKUM U CAHUTAPHO-
rMrMeHnYecknum nabopatopuam BHeAPUTb CUCTEMY YNPaBIEHMUS
KayecTBOM, YTOObI MONYYUTb aKKpeanuTauuto no ctaHaapty MCO 15189

HaxoguTtca no agpecy: https://extranet.who.int/Igsi/ (aHrnuniickas
BepcuA)

Pa3pabotaHo B KoponeBckom NHCTUTYTE TPONUKOB Ans BcemnpHom
OpraHuM3auunm 34paBoOOXpPaHeHnA




KAK 3TO PABOTAET

K KaxXAoMy Lary 3Toro njaHa oOTHOCATCA caedyrowune a/IieMeHTbI:
OoA4HO npeanoxeHume, B KOTOPOM roBOpUTCA, 4YTO H€O6XO,£I,MMO CAenNnartb,

ONMUCaHKUe C PasbsACHEHUAMMU, MOYEMY CAEAYET BbIMOJIHUTb 3TO
MeponpuATne, YTo UMEHHO TpebyeTca caenaTb, Kak caeayet
BbIMOJ/IHATbL 3TO MeponpusaTMe (B KaKOM NopsaaKe) U KoMy Ny4lle ero
BbIMONHATD;

CCbIZIKW Ha AONOJ/IHUTENbHbIE MAaTEPUANbI, HaNPUMEp, Ha
NOMNONIHUTENbHYIO CMPABOYHYIO ANTEPATYPY, WabAOHbI AOKYMEHTOB U
ApYyrne NCTOYHUKN.




[MTPUMEP

MpurotossTe Npoueaypb! AN
Co3AaiTe NPUBEPHKEHHOCTH O6ecneybre HaANeKawmi 1 scero obopyaosauua (4)
uenu (1) KOMMNETeHTHbINA nepcoHan (2) 3UHNTE OPraHW3OBbIBATE CHC-

TEMY WHBEHTAPHOro yveta (5)

HayHuTe OpraHu3osbIBaTh
buobezonacHocTs (6)

@ Pa3spabotanTte «®opmMmy 3anpoca» Ana nabopaTopHbIX UCCNea0BaHUA

@ MoarotosbTe «O6pa3sey COMM»

@ CocTaBbTe CNUCOK BCEX UCCNeaoBaHUK, BbINONHAEMbIX B nadopaTopun.

—

@ MogroTosbTe COM ANA BCEX UCCNEL0BaHUK, BbINONMHAEMbIX B nabopaTopun

—
—




BHegpeHune
CUCTEMDI
yrpas/ieHunA
Kayectsom no NCO
15189

AKKpeauTaumusa ?




NMPEUMYLLUECTBA HAJIMYNA AKKPEOUTALNU

MoaTeep)KAeHHOe KavyecTBO NPOBOAUMbIX UCCAEA0BaHUM
OdunumnanbHoe NPUsHaAHNE KOMMNETEHTHOCTU NabopaTopumn

[MpuemnemocTtb AaHHbIX, NONIY4YEHHbIX B aKKPeANUTOBAHHOM
nabopartopun, 3a pybexxom

CoxpaHeHue YPoOBHA KOMMNETEHTHOCTU 3a CYET PeryispHbIX
NPOBEPOK




CEPTUPUKALNA N AKKPEAUTALNA

CepTudunKaumua — npoueaypa, B pesysibtate KOTOpon HE3aBUCUMbIN OpPraH
NOATBEPXKAAET, YTO YCAYra COOTBETCTBYET OnpeAeneHHbIM TpeboBaHMUAM.

MpoBepKa HaANYMA NUCbMEHHbIX MaTepPUanos, Npoueayp, 4OKYMEHTOB
[ISO/IEK 17000:2004] .

AKKpeauTauusa — npoueaypa, B pesy/ibTaTte KOToOpon YNOoJIHOMOYEHHbIN
opraH NPU3HaEeT, YTO OpraHM3aLma ABAAETCS KOMMETEHTHOM ANS

BbINOJ/IHEHUA onpeAeneHHbIx 3a4a4. [NpoBepka KOMNeTeHLU MU nepcoHana
[ISO 15189:2007].




MERAOYHAPOAOHbBIE TPEBOBAHUA K
OPTAHAM MO AKKPEOUTALNWU

1. OpraHusaums AonkHa 6biTb Ha3HAYEHa rocyaapCcTBOM B
KayecTBe eJMHOro HaLlMOHANbHOro opraHa No akkpeauTaLum

2. NpoBeaeHne akkpeanTaLuumn A0MKHO ABIATLCA OCHOBHbIM
BUAOM AeATe/IbHOCTM OpraHa

3. OpraHu3aumua Ao/1KHa AeNCTBOBAaTb Ha HEKOMMEPYECKOM
OCHOBe




CUCTEMA OPTAHOB AKKPEOUTALNN B MNPE

MexpyHapoaHoe obbeanHeHne
OpPraHoB MO aKKpeaAUTaLunmn A
nabopatopuin (ILAC)

EHEUROPEAN
ACCREDITATION
‘ Y.

depepanbHan
cnyxba no
-------- aKKpeguTal, S



NMPUHUWIbI AKKPEOAUTALNN B P&

OcyuwectBnaercs eAnHbIM HaLMOHANbHbIM OPraHOM
Poccnmnckon ®epepaumm No akkpeanTaumnm

KomMneTeHTHOCTb M HEe3aBUCUMOCTb
[106p0BONBHOCTb

OTKpPbITOCTb M AOCTYNHOCTb NPaBUA aKKpeanTaumu

EAMHCTBO NpaBua akKpeauTaLum




AKKPEAUTALMA
JIABOPATOPUI B POCCUNU

YKa3 Mpe3ugei@ PP ot 24.01.204M No 86 (pea. ga@f3.10.2014)

«O eguHo OHA/IbHQ ome g auun»

AKKpea)

22 ocylLilec C4

a) opraHoE

"/ OB)I
BbIMOJIHSAO "

" Hu cnoBa O MEAUUMHCKUX

et nabopaTtopuAx U MEeAULUUHCKON oozl
KOHTPOK

s NeATeNIbHOCTU B LLeNoMm

oprars
NOJIHOMOYMNITY

I, /1 b H b MU
NE/1bHbIX



MClibilal€lbRblic




AKKPEAUTALUA N NTNUEH3UPOBAHUE (B P®)

//\

JInueHsnpoBaHue AKKpeauTaums

/IMLEH3NOHHbIE TPeBOBaHNS u1

[obpoBonbHaA npoueaypa

Obs3aTtenbHas npoueaypa

BMAb' ,D,eﬂTeI'IbHOCTI/I - Het nepeyvyHAa snaos AeATE/IbHOCTU







3AMKHYTbIN KPYT HECOOTBETCTBUM

CooTBeTCcTBME CTaHAAPTaM KayecTBa
MOXHO NPOBEPUTb TONIbKO B
dYHKUMOHUpPYtowen nabopaTtopum

Mpuctynutb K pabote nabopatopus




A CYlbU KTO?

Cuctema aTTectaumm akcnepTos npu Poc3apaBHagsope:
nogaya AJOKYMEHTOB + ca4ya 3K3aMeHa Mo obLwmum
BOMpPOCaM 3aKOHOAaTeNbCTBA MeAULMHCKON AeATe/IbHOCTU

HeT cnctembl NOAroTOBKU U OLEHKM 3KCMepToB B 061acTH
OCT P NCO 15189




BbIBO/L

Cenyac B Poccuu HEeT cnctembl OLLEHKM COOTBETCTBUA
CTaHZapTaM KadectBa (HM 06s3aTeNbHON, HU
nNo6poBONbLHOM) AN MEANLMHCKUX NabopaTopui

PELLIEHMA:
&)

1. BHeapeHmne cuctembl akKKpeanTaumMm meanumHCKOMN AeATe/IbHOCTHU
Nnn
2. U3meHeHue NUUEH3UOHHbIX TPeboBaHUN U BHEAPEHME CUCTEMDI
noAroToBkn u oueHku akcneptos no NOCT P NCO 15189







