OIIMCAHUE
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«JIABOPATOPHBIU
MEJUIIMHCKUU AHAJIN3»



HaumenoBanue koMnereHUnHu:. «JIabopaTopHBIA MEIUIIMHCKUI aHATTU3)
dopMaT y4acTusl B COPEBHOBAHMU . WH]IUBUyaJIbHbBIN

Onncanne KOMINETEHIIUMN.

Cerogust nmabopaTtopHas JAMarHOCTUKa — O3TO  IIMPOKUH  CHEKTP
aBTOMATU3UPOBAHHBIX  BBICOKOUYBCTBUTEIBHBIX  METOAOB,  IO3BOJIAIOLIUI
ONEpPATUBHO TOJIYYUTh JOCTOBEPHYI0 HHGPOPMALMIO O COCTOSHUM BHYTPEHHEU
cpenbl  ManMeHta.  MeAWIMHCKUNA  J1a0OpaTOpHBIA  TEXHUK  KIMHUKO-
JMAarHOCTUYECKOM, IMaTOJIOr0aHaTOMUYECKOW, OaKTepHUOIOTHYECKON, CaHWUTapHO-
TUTUEHUYECKOW J1abopaTOpUil BBIMIOJHSET HCCIEIOBAaHUS B COOTBETCTBUU C
KBAIM(PUKALMOHHBIMU ~ TpeboBanusiMu. [loaroraBnuBaer pabodee  MecTo,
Ne3WH(UIUPYIONIME PACTBOPBI, a TAaKKe PEruCTPUPYeT TMOCTYMAMUd B
7a00paTOpUI0 OMOJIOTMYECKUN MaTepHall JJId UCCIEAOBAHMS, C MCIOJIb30BAaHUEM
COBpPEMEHHBIX HH(GOPMAIMOHHBIX cucTeM. [IpoBoaut 00pabOTKy Marepuana u
MOJATOTOBKY K MCCIIEOBAaHUIO, CTEPHIIN3ALINIO JTA0OPATOPHOTrO UHCTPYMEHTAPHUS B
COOTBETCTBUM C  JCHUCTBYIOIIUMU HMHCTPYKIHUSMH, BEIET HEOOXOJIUMYIO
MEIUIMHCKYI0 JoKyMeHTanuoo. CoOnrofaeT npaBuia TEXHUKU O€30MACHOCTH U
MIPOU3BOJICTBEHHOM CaHUTApUH COTJIACHO TpeOOBAHUSIM
CAaHUTAPHOAIUJIEMHUOJIOTHUYECKOTO PEXMMa, YYacTBYeT B KOHTpOJIE KauecTBa
MPOBOJUMBIX B J1a0OpaTopuu wuccienoBaHuii. B coBpeMeHHON THHAMHUYHO
pa3BUBAIOIICHCS Cpeie MEIUIIMHCKUN Ja00OpaTOPHBIN TEXHUK JOJIKEH YMETb
paboTaTh Kak CaMOCTOSITENIbHO, TaK U B KOMaH/ie, 00J1a1aTh MPOPECCHOHATU3IMOM,
rMOKOCTbIO,  KPUTUYHOCTBIO  MBINIJIEHUSI,  OTBETCTBEHHOCTBHIO,  yMEHUEM
YCTaHaBJIIMBAaTh KOHTAKT C MAalMEHTAaMU W KOJUIEraMH, YCHEIIHO OINEpUpOBATh
3HAHUSMM TEXHOJOTUM BBINMOJHEHUSI MEIUIIMHCKUX YCIYT, COOTBETCTBYIOIIMX
TUTUEHUYECKUX CTaHAapTOB. MeEIUIMHCKUN J1Ta00paTOpHBIA TEXHUK JOJIKEH
o0JlajaTh AHAIMTUYECKUMU W TEXHUYECKUMHU 3HAHUSIMU U YMEHUSIMHU, aKTUBHO
MPUMEHSTh COBpEMEHHbIE MH(OPMAIIMOHHBIE TEXHOJOTHH, YMETh pacrpeiesiTh
BpEMsI U OPraHHU30BBIBaTh CBOIO PabOTy B YCIOBHUSIX BBICOKOM AMOIIMOHAIBHOMN
Harpy3KH.

HopmaTuBHbBIE IPaBOBbIE AKTHI

[Tockonpky Omnucanue KOMIIETEHIIMA COJICPKHUT JUIIhL HH(POPMAIIHIO,
OTHOCSIIYIOCS K  COOTBETCTBYIOLIEM  KOMIIETEHIMH, €ro  HEo0XOAUMO
MCIIOJIb30BaTh HA OCHOBAHHHU CIIEIYIOIINX JOKYMEHTOB:

1. o1 oC CI10

° MunucrepcTBo IIPOCBEILECHUS Poccuiickon denepannun
denepanbHbIN rOCYIapCTBEHHBIN oOpa3zoBaTeabHbIN cTaHaapT
cpeaHero mpodeccuoHaabHOro oOpa3oBaHus 10 crnenuaibHoctd  31.02.03
JlabopartopHas auarHoctuka (yTB. mpukazoM ot 4 utois 2022 r. N 525);

2. [IpodeccronanbHblil cTaHAAPT

o [Ipodeccnonanbupiit  crangapt 02.071 «Cnemumanuct B obiactu
7a00paTOpHON  JAMATHOCTUKA CO CPEAHUM MEIUIIMHCKHM  OOpa30BaHUEM)»
(yTB. mpuka3oM MHUHHCTEpCTBA TpyJa W COLHMAIBHOW 3amuThl Poccuiickoit
®enepanuu ot 31 utonsa 2020 rona N 473H; 3apeructpupoBaHo B MUHUCTEPCTBE
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roctuiu Poccuiickoit @enepanuu 18 aBrycra 2020 roga, peructpaniioHHbIA N
59303);

3. I'OCTwi

o OCT 91500.13.0001-2003  orpacneBoii  crangapt «lIpaBuia
MPOBEJCHUSI BHYTPUIA0OPATOPHOTO KOHTPOJS KayecTBa  KOJHUYECTBEHHBIX
METO/IOB  KJIIMHUYECKUX JIA0OpATOPHBIX HCCIEAOBAHUM € HMCIHOJb30BaHUEM
KOHTPOJIbHBIX MaTEPHUATIOBY;

o roCt P 52905-2007 (MCO 15190:2003); Jlabopatopuu
MeauiuHckue. TpeboBanust 6e3onacHocTy. HacTosimii cTaHmapT ycTaHaBIMBAET
TpeboBaHMs 10 (POPMUPOBAHUIO U TOJICPKAHUIO Oe30macHOW paboueit cpeasl B
MEJIUIIMHCKUX JTa00paTOpUsX;

o F'OCT P  53022.(1-4)-2008;  «TexHonmormm  ;mabGopaTopHBIC
KIMHUYecKue. TpeboBaHMs K  KA4eCTBY  KIMHMYECKUX  J1aOOpaTOPHBIX
uccienoBanuif. Yacte 4. [IpaBuna pazpaboTku TpeOOBaHUN K CBOEBPEMEHHOCTHU
NpenocTaBiieHus:  JabopaTopHOM — wHGMOpPMAIMW»,  YTBEPXKICH  MPUKA30M
denepabHOTO areHTCTBa MO TEXHUYECKOMY PETYJIUPOBAHUIO U METPOJIOTHU OT
18.12.2008 Ne 556-cT;

o I'OCT P 53079.(1-4)-2008; «ObecneueHre KadecTBa KIMHUYCCKHUX
nabopaTopHbIX uccaeaoBanuiiy Yacts 4. IlpaBuna BegeHUs NpeaHAIUTUYECKOTO
JTama», yTBEpXkKAeH mpukazoM @DenepalbHOTO areHTCTBa MO TEXHUYECKOMY
perynupoBannto u merposioruu ot 18.12.2008 Ne 554-cT;

o I'OCT P 53.133.(1-4)-2008; «KoHTposbp KauecTBa KIMHUYCCKHX
71a00paTOPHBIX UCCIEAOBAHUI;

o I'OCT P UCO 15189-2009; «Menuuuackue nmadopatopur. OcobObie
TpeOOBaHMs K KAa4eCTBY M KOMIIETEHTHOCTH. CTaHIapThl Ha METOJbI KOHTPOJI,
UCIIBITAaHUM, M3MEpPEeHUl W  aHaluM3a»  yCTaHAaBIMBAIOT  TpPeOOBaHUS K
UCIIOJIB3YeMOMY O0OPY/IOBaHUIO, YCIIOBHSIM M TPOIEAypaM OCYIIECTBICHUS BCEX
omepauuid, 00pabOTKE W  MPEACTABICHUIO  MOJYYEHHBIX  pe3yJbTaTOB,
kBanudukanuu nepcoHana. Hactosmmii ctangapT UACHTHYEH MEXTyHapOIHOMY
ctangapty UCO 15189:2007 «JlabopaTtopuu meauimuckue. YactHeie TpeOOBaHUS
K KQ4eCTBY U KOMIIETEHTHOCTHY);

o I'OCT P HCO 22870-2009 MHccrnenoBanusi mo MECTy JICUEHHUS.
TpeGoBaHUs K KAYECTBY U KOMIIETEHTHOCTH;

° Hammonaneaeiii  cragmaptr P® T'OCT P HMCO 15189-2015.
«JIabopaTopun meauImHckue. YacTHbie TpeOOBaHUSI K KQUeCTBYY,

o Mexrocy1apCTBEHHbIN CTaHIapT Iocrt ISO-6710-2011
«KonTretinepsl it cOopa oOpa3IioB BEHO3HOM KPOBU OJIHOpPa3oBbIe. TeXHUUECKHE
TpeOOBaHMS M METOJIbI UCTIHITAHUY, BBEJICH B AciicTBue [Ipukazom denepaibHOTO
areHTCTBA MO TEXHUYECKOMY pPEryaupoBaHui0 u Merposioruu ot 13.12.2011 Ne
1379;

o Mexrocy1apCTBEHHbIN CTaHIapT Ioct ISO-6710-2011
«KonTetinepsl 11t cOopa oOpa3IioB BEHO3HOM KPOBU OJHOpa3oBbIe. TeXHUUECKHE
TpeOOBaHUS U METO/Ibl UCTIBITAHUI, BBEJIEH B JielicTBue [Ipukazom denepaabHOro



areHTCTBAa MO TEXHUYECKOMY pEryjaupoBaHuio U Metposioruud ot 13.12.2011 Ne
1379;

4. Caunllun

o Can [IIun. CII 2.1.3678-20.CanuTtapHo- 3OUIAEMUOIOTUYECKUE
TpeOOBaHUS K SKCIUTyaTalliy MOMEIEHUH, 3aHHi, COOpYKEeHUH, 000pyI0BaHUS U
TPaHCIIOPTa, a TaKXKE YCIOBUSM JIEATEITbHOCTH XO3SHUCTBYIOUUX CYOBEKTOB,
OCYUIECTBJISIONIUX MPOJIaXKy TOBAPOB, BHIMOJHEHUE padOT MM OKa3aHUE YCIYyT OT
24.12.2020 No44;

o CanlluH 2.1.3684-21 «CaHUTapHO-3MUIEMHUOJIOTHYECKHE
TpeOOBaHUS K COJEP)KAHUIO TEPPUTOPHIM TOPOJCKUX U CEIBCKUX MOCEICHHH, K
BOJHBIM O0OBEKTaM, MUTHEBOM BOJE€ U MHUTHEBOMY BOJOCHAOKEHHUIO HACEJICHUS,
atMoc(epHOMY  BO3IyXy, IIOYBaM, JKUJBIM TOMEIICHHUSIM, AKCIUTyaTal[uH
IIPOU3BOJICTBEHHBIX, OOILECTBEHHBIX MMOMELIEHUN, OpraHU3aldd U IMPOBEACHUIO
CaHUTAPHO-MIPOTUBOAMUAEMUYECKUX (MPOPUTAKTUUECKUX ) MEPOTIPUATULY;

S. IIpo¢puiabHbIE HOPMATHBHBIE JOKYMEHTBI

o ®enepanbubiii 3akoH 0T 10 sHBaps 2002 r. N 7-®3 "OO oxpane
OKpy>Karolen cpesipl" (C U3MEHEHUSIMU U JAOMOJIHEHUSIMU )

o ®enepanbbiil 3ak0H 0T 30 mapra 1999 r. N 52-®3 "O canutapHo-
AMUJEMUOJIOTUYECKOM  Ojaromojyun  HaceneHus" (C  U3MEHEHUSIMU U
JIOTIOJITHCHUSIMH )

o [TocTanoBneHue ' 1aBHOrO TOCY1ApCTBEHHOIO CAHUTAPHOTO Bpaya PP
or 28 suBapst 2021 1. N 4 "OO yTBEpXIE€HUU CAHUTAPHBIX MPABWI U HOPM
CanlluH  3.3686-21  "CaHuTapHO-3NHIEMHOJOTHYECKUE  TpeOOBaHUS  TO
npodritakTiKe HHOEKITMOHHBIX 00JIe3HeN" (C UBMEHEHUAMHU U JTOTIOTTHEHUSIMH );

o [ToctranoBnenue [IpaButensctBa PO ot 30 urons 2004 r. N 322 "O6
yTBepxkaenun [lonoxenus o denepanbHoil ciyx0e Mo HaI30py B chepe 3alUThl
npaB mnotpedutened u  Omaromoyiyuuss uenoBeka' (C  M3MEHEHUSIMU U
JIOTIOJTHEHUSIMH )

o [Ipuka3 MunuctepctBa 3apaBooxpanenus PO Ne 64 ot 21. 02. 2000
«O0 yTBEpKJIEHUH HOMEHKJIATYypbl KITIMHUYECKUX JTA00PATOPHBIX MUCCIIEIOBAHUNY;

o [Ipuka3 MunucrepctBa 3apaBooxpaneHusi PO Ne 45 ot 07.02.2000
“O cucreme Mep MO TOBBIIICHUIO KadyecTBa KIMHUYECKHX JIaDOpaTOPHBIX
MCCIIEIOBAHUM B YUPEKICHUSIX 3paBoOXpaHeHust PO”;

o [Ipuka3z Munucrepctsa 3apaBooxpanenus Poccun ot 15.12. 2014 Ne
8341 «O0 yTBepXKIEeHUM YHUPUIIMPOBAHBIX HCIOJIB3YEMbIX B MEIUIIMHCKUX
OpraHu3alysX, OKa3bIBAIOUIUX MEIUIIMHCKYI0 TIOMOUIb B  aMOYJATOPHBIX
YCJIOBHSIX, U TIOPSJIKOB IO UX 3aIOJTHEHUIO»

o [Ipuka3z MunncrepctBa 3npaBooxpanenus PO ot 13 oxrsops 2017 r.
N 804H "O06 yTBep:KI€HUH HOMEHKIATYPbl MEAUIIMHCKUX YCIyTr" (C MU3MEHEHUSIMU
Y JIOTIOJTHEHUSIMH ),

o [Ipuka3 MunucrepctBa 3npaBooxpanenus PO ot 26.05.2003 Ne 220
"O0  yTBepXKAEHMM  OTpacjieBOro  cCTaHiapTra  'mpaBuja  IPOBEICHUS
BHYTPWJIA0OPAaTOPHOTO ~ KOHTPOJISI ~ KAayecTBa  KOJMYECTBEHHBIX  METOJIOB



KJIIMHAYECKUX JIA0OPATOPHBIX MCCIENOBAHUNA C MCIOJb30BAaHUEM KOHTPOJIBHBIX
MaTepuayio’;

o [Ipuka3 MunucrepcrBa 3npaBooxpanenus Poccun Ne 109 ot 21. 03.
2003 r «O COBEpUICHCTBOBAHUM MPOTUBOTYOEPKYIEZHBIX MEPONPHUITHIN. (C
n3MeHeHusIMU Ha 5 urons 2017 roma);

o [Tpuka3z MunuctepctBa 3apaBooxpanenusi PO ot 6 urons 2013 r. N
354n "O nopsiake OpOBEICHUS MTaTOJIOT0-aHATOMUYECKUX BCKPHITUI'";

o [Ipuka3z MunznpaBa Poccun ot 24 mapra 2016 r. Ne 1791 "O
npaBuiIax MIPOBEICHUS [1ATOJIOT0-aHATOMUYECKUX UCCIeI0BaHMI"
3apeructpupoBano B Muntocte Poccun ot 14 anpens 2016 r., peructpaiinoOHHbINA
Ne 41799;

o [Ipuka3 MunucrepctBa 3apaBooxpanenuss Poccun ot 15.12. 2014 Ne
834n «O0 yTBepk)IeHUU YHUDUIUPOBAHHBIX (POPM MEAUIIMHCKON JOKYMEHTAIIUH,
UCIIOJB3YEMbIX B MEAUIMHCKUX OpPraHU3alMsIX, OKa3bIBAIOIIUX MEIUIUHCKYIO
MOMOIIIb B aMOYJIATOPHBIX YCIOBUSX, U MOPSAKOB MO UX 3aIOJTHEHUION

° [MHA @ 12.13.1-03 '"Meroauueckue peKOMEHAAUUH. |eXHUKa
0e30MacHOCTH MpHU padOTe B aHAIUTUYECKHX JabopaTopusix';

o [Ipukaz MunzapaBa Poccum ot 15.12. 2014 Ne 834n «O6
YTBEPXKICHUM  YHUPUIUPOBAHHBIX  (OPM  MEAUIIMHCKONM  JIOKYMEHTAllUH,
UCIIOJB3YEMBIX B MEAMIMHCKUX OpPraHU3alUsIX, OKa3bIBAIOIIMX MEIUIUHCKYIO
MOMOIIIb B aMOYJIATOPHBIX YCIOBUSX, U MOPSAKOB MO UX 3aIIOJTHEHUION

o Metonnueckue ykazanus MY 4.2.2039-05 "Texuuka cOopa u
TPAHCIIOPTUPOBAHUS OMOMATEPUATIOB B MUKPOOMOJIOTHYECKHE JIabopaTopun'";
o MVK  4.2.2942-11 Meroasl  CaHUTapHO-O0AKTEPUOIOTUYECKHUX

UCCIENOBAHUM  OOBEKTOB  OKPY)KAIOIIEW  Cpeapl, BO3AyXa M KOHTPOJS
CTEPUJILHOCTH B JIeU€OHBIX OpraHu3alusiX;

o MV-287-113 or 30.12.1998 Meronuueckue yKa3zaHus IO
Ne3uH(EKIMH, MPEeICTEPUIN3aALMOHHON OUYUCTKE W CTEPUIIM3alUU  U3JEIHM
MEIULMHCKOIO Ha3HAYECHHUS,

o MeTonbl CaHUTApHO-OAKTEPUOJOTUYECKUX MCCIECIOBAaHUN OOBEKTOB
OKpY’)Karolel cpelbl, BO3AyXa M KOHTPOJISI CTEPUIBLHOCTH B JICUEOHBIX
oprannsauusax: Meroguueckue ykazanus.—M.: DenepanbHblil LEHTP TUTHEHBI U
snuaemuosiornu Pociorpednanzopa, 2011;

6. 1l

° CIT 1. 1. 1058-01 «Opranuzainusi ¥ TpoBeJICHUE TPOU3BOACTBEHHOTO
KOHTPOJII 32  COOJIOJICHMEM  CaHWUTapHbIX MpPaBWJI U BBINOJHEHUEM
CAaHUTAPHONIPOTUBOAMHUIEMUYECKUX (TPOPUITAKTUIECKUX ) MEPOTIPUATHI;

o CIT 1.1.2193-07 H3menenus u pononHeHus N | k caHuUTapHbIM
npaBwiaM "OpraHuzanuss M MPOBEICHHE MPOU3BOJCTBEHHOIO KOHTPOJSA 3a
COOJIIOJICHUEM  CAHMTAPHBIX  MPaBWJI U BBIIOJHEHUEM  CAHUTAPHO-
NPOTUBOANIUAEMUYECKUX (MpodunakTuyeckux) mepornpustuid. CIT 1.1.1058-01";

o MP 3.5.1.0113 — 16 Mcnons3oBaHue mepyaTok i MPOQPUIAKTHKA
UHGEKINN, CBSI3aHHBIX C OKa3aHHMEM MEAMIIMHCKOW IOMOIIM, B MEAUIIMHCKHX
OpraHu3aLHsIX.



[Tepeyenr mnpodeccHoHATBHBIX 3a/ad  CHEIUAINCTa IO KOMIICTCHIINH
orpesensieTcss MpopecCHOHANbHON 007acThi0 clienuanucTa U Oasupyercs Ha
TpeOOBaHUSIX COBPEMEHHOTO PhIHKA TPY/ia K JAHHOMY CIICIIUAJIHCTY .

1 BrlnonHeHre opranu3aliOHHO-TEXHOJIOTUYECKUX U 0a30BBIX
7a00paTOPHBIX MPOLIETYP MPHU BHITOJHEHUN PA3IMYHbIX BUIOB
71abopaTOpHBIX UcceaoBaHu/ B3sTue, npueM, npenBapuTeabHas OlleHKa
1 00paboTKa OMOJIOTUYECKUX MAaTEPHAIOB, IPUTOTOBIIEHUE P00 U
npemnapaTtoB; ObecrnieueHne CAHUTAPHO-TTPOTUBOIUIEMUIECKOTO
pexuMa MEIUIIMHCKOM TabopaTopun; BeneHne MeauIMHCKOM
JOKYMEHTAIlMU, OpraHU3alus JeATeIbHOCTH HAXO/SIIErocs B
pacnopsKeHUH METUIMHCKOro nepcoHaia; Oka3aHue MeIUIUHCKOM
MIOMOIIM B SKCTPEHHOU opme

2 BrlnonHeHre KITMHUYECKUX JTa00PaTOPHBIX UCCIIECIOBAaHUMN TIEPBOM U
BTOPOM KaTErOpUU CI0KHOCTH/ BhIMoMHEeHHE KITMHUYECKUX
71a00paTOPHBIX UCCIIeIoBaHU; BeneHne MeTUIMHCKON JOKYMEHTAIINH,
OpraHu3anys IeSITEIbHOCTH HaXOAIIETOCA B PaCOPSKEHUN
MEJIUIIMHCKOTO IIEPCOHANIA

3 BrimonneHne MUKpOOHOJIOTHYSCKHUX JTA00PaTOPHBIX HCCIICI0BAHUI
MepBOM U BTOPOM KaTeropuu CIOKHOCTH/ BhITIONTHEHNE KIMHUYECKUX
71a00paTOPHBIX UcclienoBaHuil; O0GecreueHrne CaHUTapHO-
MIPOTUBOAIUAEMUUECKOTO PeKUMa METMIIMHCKON JTabopartopuu; Benenue
MEJIUIIMHCKON TOKYMEHTAIUU, OpTraHu3alusl eI TeIbHOCTH
HaXOJAIIETOCs B PACIOPSIKEHUH MEAULIMHCKOTO MTEpCOHAIA

4 Brimonnenre MophoIoriaecKux 1a00paTOPHBIX UCCIEIOBAaHUIN TIEPBOI U
BTOPOM KaTeropuu CIOKHOCTH/ BBITIOTHEHNE KIIMHUYECKUX
71a00paTOPHBIX UCCIIeIOBaHU; BeneHne MeTMIIMHCKON JOKYMEHTAIIHH,
OpraHu3aIMs AEATEIbHOCTH HAXOASAIIETOCS B paclOpsHKEHUN
MEIULIMHCKOIO TIepCOoHalIa

5 BrinonHeHne caHUTapHO-3MUAEMUOJIOTHYECKUX UCCIICIOBAHMI/
OO6ecrieueHre CAaHUTAPHO-TIPOTHUBOIIHUIEMUYECKOTO PEeKUMA
METUITMHCKOM TabopaTtopuu; Benenrne MeTUIIMHCKON JJOKYMEHTAIIHH,
OpraHu3aIs ACATCILHOCTH HAXOAAIIETOCS B pACIOPSHKEHUN
MEIULMHCKOIO TIepCoHalIa

6 BrinonHeHue 1a00paTOpHBIX U HHCTPYMEHTAIBHBIX UCCIIEI0BaHUMN TIPU
MIPOU3BOJICTBE CYI€OHOMEIUIIMHCKUX dKCIIEPTH3 (MCCIIeTOBaHMM )/
BrinonHeHne KIMHUYECKUX JIa00paTOPHBIX HccieaoBaHuii; Beaenue
MEJIUIIMHCKON TOKYMEHTAIUHU, OpraHu3aIus J1eITeIbHOCTH




HaxoasAmerocs B paCrnopsuKCHUN MEAUTTUHCKOTO IICPCOHAJIA




