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MpodpunnakTnyeckun MeaANLUHCKUN
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[[apaHTnA KauecTBEHHOM 1 CBOEBPEMEHHOMN AMArHOCTUKMU



[TPUKA3 PO R
OT 28.01.2021 N 29H

Japernctpuposano 8 Mititiocte Pocetn 29 susapa 2021 r. N 62277

MUHUCTEPCTBO 3/IPABOOXPAHEHUSI POCCUIACKOM GEAEPALIMUA
MPUKA3

oT 28 axsaps 2021 r. N 294
<( )) OB YTBEPXOEHWUM NOPSAOKA
NPOBEAEHWUA OBA3ATENbHbIX NPEABAPUTENBHbLIX U NEPUOAUYECKUX
MEAVLIMHCKUX OCMOTPOB PABOTHUKOB, NMPEAYCMOTPEHHbIX YACTbIO
YETBEPTOW CTATbM 213 TPYAOBOIO KOAEKCA POCCUNCKOM
®EAEPALNM, NEPEYHS MEAULIMHCKUX MPOTUBOMOKA3AHUN
K OCYLLECTBINEHUIO PABOT C BPEAHLIMU U (MNK) ONACHBIMU
MarHoCTn4yeCKoe yypexxageHune, npeaocrtassdaollee BeCb IPOUSBONCTBEHHIM GAKTOPAMM, A TAKKE PASOTAM,
’ MPU BbINONHEHUU KOTOPbIX NPOBOAATCA OBA3ATENbHbLIE
NPEOBAPUTENLHBIE U NEPUOAUYECKVUE MEAULMHCKUE OCMOTPbI

CNEeKTpP ycnyr U3 nepeyHs H€O6XO,EI,I/IMbIX na6opaTopr|x T

O il
- O 31
O .3l

i 213 Tpyzonoro kojekea Poceuickoil Meepatunit

(Cobpanne , 2002, N 1, cr. 3; 2015, N 29, cr. 4356),
o rym or 30 mapra 19 52-03 "0 apHo-
S, M G ayann  macerenns”  (Cobpanite
nccnenosaHnin no no npukasy M3 PO ot 28.01.2021r. N Y T o 1 1
crathin 24 Desepansuoro 3axona or 21 HosGps 2011 r. N 323-d3 "O6 ocuosax oxpani pos!
rpakan B P pauwnn” (Cobpanie P 7 011, N
2 9 H 48, cr. 6724), 5.2.55,5.2.87 P i
patli, ! ii p or 19 mions
2012 r. N 608 (Cobpanne P 2012, N 26, cr. 3526),

PHKA3bIBAIO:

1. Vraepaus:

BbinosHgeM Bce BMAbI NaboOpaTOPHbIX UCCeN0BaHUI 13 P
nepeyHs BpedHbIX U (MAM) onacHbIX MPOM3BOACTBEHHbIX sl L e )
$aKTOpoB, MNpPM  Ha/M4MM  KOTOPbIX  MNPOBOAATCS A

obsa3aTenbHble NpeaBapuUTesibHble U Nepuogmnyeckmne

MeJULMHCKME ocMOTpbl (06ciegoBaHMs) J

)

u nep >
mubix wactsio 4 cramhu 213 Tpyaosoro. xonekca Poccuiicoii
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O JIABOPATOPUN 000 o |

KnnHuko-
ANArHoCTUu4yecKas

nabopaTtopus sonee 1500 BU,0B
NabopaTopHbIX UCCIeA0BaHNN,
pe3yibTaTbl KOTOPbIX
3¢pPeKTUBHO NOMOratloT Bpayam
U NaumueHTaM 3a60TUTbLCA
0 3/,0pOBbE.

bakTepuonornyeckas AOP
nabopaTtopus
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OCHOBHBbIE HAIMPABJIEHUA o0
PABOTbI IABOPATOPU

@ O6LWwEeKNNHUYECKME NCCIEN0BAHUS
@ LiuTonornyeckune nccnenoBaHus
@ Broxnmunueckue nccnenoBaHus
@ NccnepoBaHmns cnctemMbl reMocTasa

@ NMMyHOpepMEHTHbIE ncciea0BaHUA

MegunumnHckaa na6opaTopvm
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(¥) TeMaTonorMyecKme UccaeLOBaHNS @ O O

@ OHKOAMarHoCTUYeCKNE NCCIeA0BaHNA
@ BakTepuonornyeckme nccaenoBaHus
@ MUP-auardHoctuka (Real-time) P

@ OHK-nccnepoBaHus
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KOHTPOJIb KAHECTBA 000 s |

. B OO0 «MEAJIABb» ocoboe BHMMaHue :l B Hawen nabopaTtopum ocyLlecTBaseTcs
@ YAEeNsaeTcsa KavyecTBy pe3y/ibTaToB & ==: MHOIOYPOBHEBbIN KOHTPOJ/Ib Ka4eCTBa, BK/OHAOLLUIM
nabopaTopHbIX UCC/IeA0BaHUM = BHELLUHIOK M BHYTPEHHIOK CUCTEMY KOHTPOJ1S1 Ka4ecTBa

Cucrema koHTpoag KayecTBa

BHyTpunabopaTopHbIn

U Me>X1abopaTOpHbI KOHTPOJ1b
MbI yyacTeyem

B depepasibHbIX NporpaMmmax
BHELLHEro KOHTPOJ1s1 U OLLEHKM
kayectea PCBOK

BHeluHAA BHyTpeHHss

ABTOMaTu3auma

M KOMNbIOTEPU3aLLMs HalLen
nabopaTtopum ABNSETCS BaXKHOM
COCTaB/IAOLLEN CUCTEMBI
BHYTPEHHEro KOHTPO/18 KayecTBa
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MegunumnHckaa na6opaTopvm
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ObOPYAOBAHWE

JlabopaTopus ocHall,eHa COBPEMEHHbIMU
aBTOMaTUYECKUMMU aHa/IM3aTopaMu 1 Nnpnbopamm
KpYNHeULWmnxX MMpoBbIX GUpPM, TaKUX KaK:

Nikon, Roche, Beckman Coulter, Hitachi, Sysmex,
BioSystems, BioRad, Siemens, 4To nossosiseT CHU3UTb
BpeMeHHbIe 3aTpaThkl Ha COObLLEHNE pe3y/IbTaToOB
nccaenoBaHUM 32 CYET YMEHbLLEHMS A0JIM PYYHOro Tpyaa

M 06paboTKKM 06pasLLOB BMOOrMYECKOro MaTepuana.

Nilkon & cccoun  HITACHI

COULTER
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Q B Hawuelt nabopaTopumn UCnosib3yoTca

aHa/IM3aTopbl NOC/IEAHEr0 NOKOJIEHUS
pacxoHble MaTepuasibl OT MUPOBbIX JINAEPOB
OpUrnHasibHble peareHTbl

YTO rapaHTUpPYyeT BbICOKYIO TOYHOCTb U JOCTOBEPHOCTb
pe3y/IbTaTOB UCC/1eA0BaHNI.

) -
biorystemys SIEMENS “sysmex
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ObOPYAOBAHWE 000 mesns: |

ABTOMaTHyeckKas

MMMYHOXEMWUJTIOMUHECLLEHTHasA CUCTEMA
Immulite 2000

[Mo3BosIieT C BbICOKOM YYyBCTBUTE/IBHOCTbIO U TOYHOCTbIO
BbIMOJIHATH LUMPOYANLLUIA CNEKTP FOPMOHAJIbHBIX U APYTrUx
NMMYHOXEMUIOMUHUCLLEHTHBIX MCCIEA0BaHUN, B TOM 4ucCe
PacCLUMPEHHYIO a/IJIEProgmMarHoCTUKY Ha o4HOM npubope.

oo ao 2000 rectoe B uac | SIEMENS

B U U NMPoOn3BOOUTEJ/IbHOCTDb ﬁ ’

al
L |

P— > -
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ObOPYAOBAHWE 000 s |

ABTOMaTUYECKUu

OMOXMMHMYECKUIN aHaIU3aToP
Roche/Hitachi Cobas C311

ABTOMaTUYECKNIN BUOXUMUNYECKNIM aHAIN3ATOP = |
¢ dYHKUUEN SIKCTPEHHOIO aHa/In3a, C BbICOKOMU

NPOMYCKHOM CNOCOOHOCTBLIO U BOCMNPOU3BOANTE/IbHOCTbIO HlTACHl
pe3y/1IbTaTOB UCC/1€40BaHMNIM NO3BOJISIET BbIMO/IHUTb |
MHO>XEeCTBO MUCc1eJ0BaHMM B 0061aCTU KIMHUYECKOMN |

XUMUU N UMMYHOTYpPOUAUMETPUM

@ 6onee 100 TecToB B MeHI0 @ 3 ISE Tecta
oo ao 240 tectos B uac

KJIMHUYECKON XUMUU
B U U @ 8 BblYUCIUTENBbHbIX napamMeTpoB
J|  npoun3BoAUTENIBHOCTb

@ o 117 doTomMeTpryeckunx
TecToB @ 3 nokasaTens CbIBOPOTKMU

. q MEAJIAB
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ObOPYAOBAHWE 000 ears | 1

ABTOMaTNYECKNU aHaIU3aTOoP
SYSMEX XP-300

BbinosiHeHWe aHaIM3a BO3MOXKHO KaK B PeXXMME aHasIm3a
LLe/IbHOM KPOBU, TaK U B peXXUMe npeaBapuTesIbHOro
pasbasnenus. brharogaps stomy aHanmzatop XP-300

TaK>XKe MOXXHO MCMO0J1b30BaTb C HEOOIbLLIMM 0O6BEMOM KPOBM

-plin
“sysmex

— HocToBepHbIM aHan3

&=(>) 20 napametpoB

‘\.I OTobparkaeT pe3ynbTaTbl aHAIM30B B BUIE U SyYsmexXx
f\_ 3 FTMCTPOIrpaMM Ha skpane XXK[, - -

MegunumnHckaa na60paTopvm
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ObOPYAOBAHWE 000 tearas | 1

ABTOMaTUYECKUu /

GUoOXNMMYECKNUN aHaIM3aTop
Random Access A-25

A
<~

[To/IHOCTBIO aBTOMAaTU3NPOBAHHbLIN BUMOXUMUNYECKNI

N UMMYHOTYPOUONMETPUYECKMUIA HACTOJIbHbIM aHa/IM3aTOoOP
Random Access A-25 oTKpbITOro TMna MCNaHCKoM KOMMaHum
BioSystems S.A. ¢ BO3MOX>XHOCTbIO 3arpy3Ku uccsenyembix
o6pa3LoB B J1ID6OM NOcs1IeA0BaTE/NILHOCTU U B JID60E Bpems

lii;)Systems

@ [MepBMYHbINM acnUpaUMOHHbIM 3a60p obpasLa

OnpepenseTt ypoBeHb aHa/IM3UPYEMOM XKUKOCTU B
U po 240 recToB B Uac © o
§ NMPOU3BOAUTE/IBHOCTb

@ NaoeHTndukaumo obpasL,oB

MegunumnHckaa na6opaTopvm
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ObOPYAOBAHWE 000 tearss | 12

AHaniM3aTop KayecTBa AMnandukaTtop
cnepmbl SQA-V Real-Time CFX 96 Touch

BbicokockopocTHou npubop AJIA

nposeaeHus I1LI,P C BO3MOXXHOCTbIO

perncTpaummnm B pexxmMe peasibHoOro BpeMeHu

ABTOMaTUYECKMMN aHaNU3ATOP

3a /79 cekynp

[MoMMMO BbiLLIENEPEYNCIEHHOrO Ha 6a3e 1abopaTopmu LLMPOKO NPUMEHAIOTCS MHOMOYUC/IEHHbIE BUADI
N pYyroro coBpeMeHHoro o6opya0BaHusA, COOTBETCTBYHOLLEro CaMbIM BbICOKMM TPeBOBaHUAM U
06ecrneynBaloLLLEro TOYHOCTb MOJIYYEHHbIX PEe3Y/IbTaTOB.
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NMPEMMYLLIECTBA R
HALLIEV JIABOPATOPUM

CKOPOCTb BbIrO4A KAYECTBO

BbicoKas ckopocTb BbirogHble ycnoBus KayecTBeHHOEe U HaaEXXHoe
BbIMOJIHEHMS 1abOPaATOPHbIX COTpYyAHMYEeCTBa NabopaTopHO-AMarHocTnyeckoe
nccaen0BaHUN obopyaoBaHue

q MEAJNAB

MeauLmHckas nabopartopus
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BbICOKUIN YPOBEHb S—
MPOPECCNOHAJIUSMA

- _Ll‘ CoTpyaHUKM MeaULIMHCKOM NabopaTopum MPUHMMAKOTCS Ha paboTy
v — nocsie MHOroCTYMeH4YaToro oTbopa, YTOo rapaHTUPYET BbICOKUM
o Z? npo¢eccuoHabHbIN U 3TUYECKUI YPOBEHDb HALLIMX CMELMA/IMCTOB

3 B Hawen nabopaTopumn npeaycMOTPEHO peryisipHoe rnoBbilleHue
I@l KBaIMbUKALMN MEAULLMHCKOFO MEPCOHAA B MPOGUIIbHBIX YUPEXKAEHMSX

* Bbicokuit npodeccmoHanmsm Halmx CrneumaancToB, COBpeEMEHHOE
| 060py0BaHME U UCMOJIb30BaHME BbICOKOKAYECTBEHHbIX PeareHToB (To
" YTO aHa/IM3bl Ae/1aTCA BbICTPO)

El%

%
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MEAIJIADB

MeauLumMHckaa nabopatopus

Mbl bBYZEM PALLDI ‘
COTPYAHUYECTBY C BAMU

@ Balu perMoHa/ibHbli @ Tenedon: Q E-mail:
. NpeaAcCTaBUTEJIb: +7 980 798 75 75 <> t.rayle@mealab.ru
Painne TatbsaHa AnekcaHapOBHa
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