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HaumeHoBaHue koMneTeHUUM: «JIabopaTopHbIit MEIULIIMHCKAN aHAIIN3Y
®opmaT y4yacTHs B COPeBHOBAHMM . NHVBHIyaJIbHBIN

Onucanye KOMIETEHIUH.

Cerognss nabopaTtopHas  JMarHOCTUKa — 3TO  IIMPOKUM  CHEKTP
ABTOMATU3UPOBAHHBIX  BBICOKOYYBCTBUTEJIBHBIX  METOJOB,  MO3BOJISIIOLIUI
ONEpPaTUBHO MOJYYUTh JOCTOBEPHYIO HH(POPMAIUIO O COCTOSHUU BHYTPEHHEH
cpenpl  manMeHta.  MeAMIMHCKHM — J1abopaTOpHBIA ~ TEXHUK  KJIMHUKO-
JMAarHOCTUYECKOM, IMaTOJIOr0aHaTOMHYECKOW, OaKTEepHOIOTHYECKON, CaHUTapHO-
TUTHEHUYECKOW J1Ta0OpaTOpHUil BBIMOIHIET MCCIEI0BaHUA B COOTBETCTBUU C
KBaM(UKAIIMOHHBIMUA ~ TpeboBanusamu. IlogroraBnmBaer pabouee  MecTo,
Ne3UH(UUUPYIOLIUE PpPAaCTBOPbI, a TAaKXKE PEruCTPUPYeT MOCTYNAIOIUN B
1a00paTopri0 OMOJOTMYECKUI MaTepHall JJsl MCCIEAOBAHUSA, C HUCIOJIb30BAHUEM
COBpEMEHHBIX HH(OpPMAaLMOHHBIX cucTeM. lIpoBoautr 00paboTKy Marepuana u
HOJIFOTOBKY K UCCJIEI0BAaHUIO, CTEPUIIM3ALIMIO JJAOOPATOPHOIO MHCTPYMEHTApHs B
COOTBETCTBUM C JACHCTBYIOUIUMH MHCTPYKUMSIMH, BEIET HEOOXOIUMYIO
MEAMIMHCKYI0 AoKyMeHTanuio. CoOnrofaeT mpaBuiia TEXHUKU O€30MaCHOCTH U
IIPOU3BOICTBEHHOM CaHUTapHUH COTJIaCHO TpeOOBAHUIM
CaHUTAPHOAIUJIEMHUOJIOTMYECKOT0 PEKMMa, Y4YacTBYEeT B KOHTpOJIE KadyecTBa
IPOBOJUMMBIX B J1a0OpaTopuu HcciaeqoBaHuil. B coBpeMeHHON JHMHAaMHUYHO
pa3BUBAIOILEHCA Cpele MEIUUMHCKHI Ja0OpaTOPHBIA TEXHUK JOJDKEH YMETh
paboTaTh Kak CaMOCTOATENbHO, TaK U B KOMaH/e, 00J1aaaTh MPo(PecCHOHATN3MOM,
TMOKOCTBIO,  KPUTUYHOCTBIO  MBIIUIEHUSI,  OTBETCTBEHHOCTHIO,  YMEHUEM
yCTaHaBJIMBAaTh KOHTAaKT C NAlMEHTaMU M KOJUIEraMH, YCIEUIHO ONEepHpOBaTh
3HAHMSIMU TEXHOJIOTMM BBIIIOJIHEHHUSI MEIULHUHCKUX YCIYT, COOTBETCTBYIOIINX
TUTUEHUYECKUX CTaHJapTOB. METUIIMHCKUN J1a0OpaTOPHBIA TEXHUK JOJIKEH
o0nasaTh AHAJTUTUUYECKMMHU U TEXHUYECKUMM 3HAHUSMU U YMEHMUSIMHM, aKTUBHO
IPUMEHATh COBPEMEHHbIE MH(OPMAIIMOHHBIE TEXHOJOTUH, YMETh PACIPEAENATh
BpeMsl U OPTraHU30BbIBaTh CBOIO pabdOTy B YCJOBHSX BBICOKON 3MOLIMOHATBHOMN
Harpy3KHu.

HopmaTuBHbIE IPpaBOBbIE AKTHI

[Tockonbky OmnucaHue KOMIETEHUUU COAEPKHUT JUIIb HH(POPMALHIO,
OTHOCAIIYIOCS K  COOTBETCTBYIOIIEM  KOMIETEHIWH, €ro  HeoOXOIUMO
MCIT0JIb30BaTh HA OCHOBAHUHU CIEAYIOIINUX JOKYMEHTOB:

1. oI'oC Cl1IO

° MunuctepcTBo MPOCBEIICHUS Poccuiickoit denepannun
denepanbHbIi roCyaapCTBEHHBIN o0pa3oBaTeIbHBIMN CTaHAapT
cpeaHero mpodeccuoHaabHOro obpasoBaHus 1o crneruainbHoctd  31.02.03
JlabopaTopHast AuarHocTrKa (yTB. prukasoM oT 4 urosist 2022 r. N 525);

2. [Ipodeccronanbublil cTaHAAPT

o [Tpodeccuonanbupiit  crangapt 02.071 «Cnemumanuct B obiactu
7a00paTOpPHON AMArHOCTUKM CO  CPEAHUM MEIUIMHCKUM  00pa30BaHHUEM)
(yTB. mpuka3oM MHUHHCTEpCTBA TpyJa W COLMAIBHOW 3amuThl Poccuiickoit
®enepanuu ot 31 urona 2020 rona N 473H; 3apeructpupoBaHo B MUHUCTEPCTBE
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roctuinn Pocceniickoir @enepaunn 18 asrycra 2020 roga, peructpaiioHHbIA N
59303);

3. I'oCTs1

o OCT 91500.13.0001-2003  orpacneBoii  crangapt «lIpaBuia
MPOBEICHUS] BHYTPUIA0OPATOPHOTO  KOHTPOJII KadyecTBa  KOJUYECTBEHHBIX
METO/IOB KIIMHWYECKUX JIADOPATOPHBIX HCCIAEAOBAHUM € HMCIOJb30BAaHUEM
KOHTPOJIBHBIX MaTEPHUAJIOBY;

o 'OCT P 52905-2007 (MUCO 15190:2003); JlaGoparopuu
MenuuuHckue. TpeboBanust 6e3onmacHocTH. Hactosmumii cTaHgapT ycTaHABIUBAET
TpeboBaHus 10 POPMUPOBAHUIO U MOJIEpKaHUIO Oe3omacHo pabodeil cpennl B
MEJUIIMHCKHUX J1a00paTopusix;

o 'OCT P  53022.(1-4)-2008;  «TexHomoruu  JabOpaToOpHBIC
KIMHu4Yeckue. TpeOoBaHMS K  KAadyecTBY  KIMHHUYECKHX  J1abOpaTOpPHBIX
uccnenoBanuii. Yacte 4. IlpaBuna pa3paboTku TpeOOBaHMM K CBOEBPEMEHHOCTH
npefocTaBieHus  J1abopaTopHO  WH(OpMaMW»,  YTBEPXKACH  IMPUKA30M
denepaibHOTO areHTCTBA MO TEXHUYECKOMY PETYJIUPOBAHUIO U METPOJIOTHU OT
18.12.2008 Ne 556-cT;

o I'OCT P 53079.(1-4)-2008; «O0ecneueHre KadecTBa KIMHUYCCKHUX
nabopaTopHbIX uccieaoBanuiy Yacts 4. [lpaBuna BeaeHHUS MpeaHATUTUYECKOTO
JTana», YTBEpXkKAEH mpukazoM @PenepalbHOrO areHTCTBa IO TEXHUYECKOMY
perynupoBaHuio U Metposoruu ot 18.12.2008 Ne 554-cr;

o I'OCT P 53.133.(1-4)-2008; «KoHTposb KauecTBa KIMHUYCCKHX
71a00paTOPHBIX UCCIICIOBAHUIY,

o I'OCT P UCO 15189-2009; «Menuuunckue ynadopatopun. OcoObie
TpeOOBaHUSI K KaueCTBY M KOMIETEHTHOCTU. CTaHIApThl Ha METOAbl KOHTPOJIS,
UCTIBITAaHUM, M3MEPeHU W  aHalu3a»  yCTaHABIMBAIOT TpeOOBaHHUS K
UCIIOJIb3yEeMOMY O0OpYJOBAHUIO, YCIOBHUSIM U MPOIEAypaM OCYIIECTBICHHS BCEX
omepanuii, 00pabOTKE W  MPEACTABICHUIO  TOJYYEHHBIX  pPE3YyJIbTaTOB,
KBaIM(pUKAUK nepcoHana. Hacrosmili cTanaapT MACHTHYECH MEXKIyHAPOIHOMY
cranaapty UCO 15189:2007 «JlaGopartopun MemuiimHckue. YacTHbie TpeOOBaHUS
K KQYECTBY U KOMIIETEHTHOCTIY;

° I'oCT P HCO 22870-2009 HWccnenoBaHust MO MECTY JICYEHHS.
TpeboBaHUs K KaueCTBY U KOMIIETEHTHOCTH;

° Hammonaneaenii  cragmaptr P® T'OCT P HCO 15189-2015.
«Jlaboparopun menuimHackue. YacTHbie TpeOOBAHMSI K KAYECTBYY;

o MexrocyapCcTBEHHbIN CTaHJIapT Ioct ISO-6710-2011
«KonTeitHeps! miist coopa 00pa3iioB BEHO3HON KPOBU OJHOPA30BbIC. TeXHUUECKHE
TpeOOBaHUS U METO/Ibl UCTIBITAHUIY», BBEJICH B JielicTBue [Ipukazom denepaabHOro
areHTCTBA MO TEXHUYECKOMY PEryaupoBaHUi0 U Merposioruu oT 13.12.2011 Ne
1379;

° Mexrocy1apCTBEHHbIN CTaHAapT I'OCT ISO-6710-2011
«KonTeitHeps! miist coopa 00pa3iioB BEHO3HON KPOBU OJHOPA30BbIC. TeXHUUECKHE
TpeOOBaHMS M METOJIbI UCTIBITAHU Y, BBEJICH B AciicTBue [Ipukazom denepaibHOTO



areHTCTBa M0 TEXHUYECKOMY pEeryJnpoBaHui0 U Merposiornu oT 13.12.2011 Ne
1379;

4. Canllun

° Can IImn. CII 2.1.3678-20.CaHuTapHo- 3NUIECMHOJIOTHYECKUEC
TpeOOBaHMS K SKCIUTyaTalliy MOMEUIEHUH, 3JaHui, COOPYKEHHM, 000py0BaHUS U
TPAaHCIOPTA, & TAaKXKE YCJIOBHUSAM JIEATEIBHOCTH XO3SHCTBYIOLIUMX CYOBEKTOB,
OCYULIECTBJISIOLIUX MPOJIaKy TOBAPOB, BBINIOJHEHNE padOT WM OKa3aHUE YCIYT OT
24.12.2020 Ne44;

o CanlluH 2.1.3684-21 «CaHUTapHO-3MUIEMHUOJIOTHYECKHE
TpeOOBaHMS K COACPNKAHUIO TEPPUTOPUM TOPOJICKUX U CEIbCKUX MOCEJICHUM, K
BOJAHBIM OOBEKTaM, MHUTHEBOW BOJIE M MUTHEBOMY BOJOCHAOKEHHUIO HACENEHUS,
aTMOC(EpHOMY  BO3JyXy, I[OYBaM, OSKHIJIBIM TIOMEIICHUSIM, SKCIUTyaTalluu
MPOU3BOJICTBEHHBIX, OOIIECTBEHHBIX MMOMENICHUHN, OpraHU3allid W MPOBEICHUIO
CAaHUTAPHO-TIPOTUBOIUIEMUUECKHUX (MTPOPUITAKTHUECKHUX ) MEPOTIPUATHIIN;

S. IIpo¢punibHbIe HOPMATHBHBbIEC JOKYMEHTbI

o OenepanbHbii 3akoH oT 10 suBaps 2002 r. N 7-®3 "OO6 oxpane
OKpYy>Karomien cpeipl" (C UBMEHEHUSIMU U JOTIOJTHEHUSIMU )

o ®enepanbubiii 3ak0H 0T 30 mapra 1999 r. N 52-®3 "O canurapho-
AMUIEMUOJIOTUYECKOM  OJaronoigyyuu  HaceineHuss" (C U3MEHEHMSIMH U
JOTIOJTHEHUSIMU );

o [TocTanoBneHue [ MaBHOrO TOCYIapCTBEHHOIO CAHUTAPHOTO Bpaya PP
or 28 suBaps 2021 r. N 4 "OO yTBepKIE€HHHM CaHUTAPHBIX MpPaBUI U HOPM
CanlluH 3.3686-21  "CanuTapHO-3NIHJIEMHOJIOTHYECKAE  TpeOOBaHUA IO
npoduIaKTUKe UHPEKITMOHHBIX 0osie3Hel" (C M3BMEHEHUSIMU U JOTIOJIHEHUSIMU);

o [TocranoBnenue IIpaBurensctBa PO ot 30 uronsa 2004 r. N 322 "O6
yrBepxkaenun [lonoxenus o @enepanbHoil ciyx0e 1Mo Haa30py B cdepe 3aluThl
nmpaB moTpebuTene u  Onaromosydusi 4einoBeka' (C  U3MEHEHHSIMU U
JIOTIOJTHCHUSIMH )

o [Ipuka3 MunuctepctBa 3apaBooxpanenuss PO Ne 64 ot 21. 02. 2000
«O0 yTBEpKI€HUH HOMEHKJIATypbl KIMHUYECKUX JTA00OPATOPHBIX UCCIEIOBAHUNY;

o [Ipuka3 MunucrepctBa 3apaBooxpaneHuss PO Ne 45 or 07.02.2000
“O cucremMe Mep MO TMOBBIIIEHUIO KAayeCTBA KIMHUYECKUX JabOpaTOpHBIX
VCCIIEIOBAHUM B YUPEKICHUSX 3paBoOXpaHeHust PO”;

o [Ipuka3 MunucrepctBa 3apaBooxpanenusi Poccun ot 15.12. 2014 No
834n «OO0 yTBepKICHUH YHUPHUIIMPOBAHBIX HCIOJB3YeMbIX B MEIUIIMHCKUX
OpraHM3alMsIX, OKa3bIBAIOUIMX MEIUIMHCKYI0 TIOMOIIb B aMOyJIaTOPHBIX
YCIIOBHSIX, U TIOPSJAKOB I10 UX 3aIOJTHEHUIO»

o [Tpuka3z MunucrepctBa 3npaBooxpanenuss PO ot 13 oxtsa6ps 2017 r.
N 8041 "OO0 yTBEep>KI€HUU HOMEHKIIATypbl METUIMHCKUX YCIyr" (C MU3MEHEHUSIMHU
1 JIOTTOJTHECHHSIMH ),

o [Ipuka3 MunucrepctBa 3apaBooxpanenus PO ot 26.05.2003 Ne 220
"O0  yTBepKIEHMHM  OTpacjieBOro  CTaHiapTta  'mpaBuja  MPOBEICHUS
BHYTpMUIa0OpPAaTOPHOTO  KOHTPOJISE ~ KayecTBa  KOJMYECTBEHHBIX  METOJ/IOB



KIIMHAYECKUX JTA00PATOPHBIX MCCIENOBAHUNA C MCIOJB30BAaHUEM KOHTPOJIBHBIX
MaTepuanoB';

o [Ipuka3 MunucrepctBa 3apaBooxpanenus Poccun Ne 109 ot 21. 03.
2003 r «O COBEpIICHCTBOBAHUM MPOTUBOTYOEPKYIEZHBIX MEpPONPUITHIN. (C
n3MeHeHusiMu Ha 5 utons 2017 roga);

o [Tpuka3 MunucrepctBa 3apaBooxpanenus PO ot 6 urons 2013 r. N
3541 "O nopsiake NpoBeIEHU MaTOJI0r0-aHATOMUYECKUX BCKPBITUI";

o [Ipuka3z MunznpaBa Poccun ot 24 mapra 2016 r. Ne 1791 "O
npaBuiIax IPOBEICHHUSI MaTOJIOT0-aHATOMUYECKUX ucciea0BaHui"
3apeructpupoBano B Muntocte Poccun ot 14 anpens 2016 r., peructpaiMuOHHbBIN
Ne 41799;

o [Ipuka3 MunucrepctBa 3apaBooxpanenuss Poccun ot 15.12. 2014 Ne
834n «O0 yTBep)AeHUN YHUDUIIUPOBAHHBIX (OPM MEAUIIMHCKON JOKYMEHTAITNH,
UCIIOJB3YEMbIX B MEAMIIMHCKUX OpPTraHM3allUsIX, OKa3bIBAIOIIUX MEAUIIUHCKYIO
MOMOII[b B aMOYJIaTOPHBIX YCIOBUSX, U MOPSAIKOB MO UX 3aMIOJIHCHUIOY;

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

o [Ipukaz MunzapaBa Poccum ot 15.12. 2014 Ne 834n «O06
YTBEPXKIAECHUU  YHUPUIUPOBAHHBIX  (GOPM  MEAUIMHCKON  JTOKYMEHTallUH,
UCIIOJB3YEMbIX B MEAUIIMHCKUX OpPraHU3alMsIX, OKa3bIBAIOIMIMX MEIUIIUHCKYIO
MIOMOII[b B aMOYJIaTOPHBIX YCIOBUSX, U MOPSIKOB MO UX 3alIOJIHCHUIOY;

o Metonnueckue ykazanus MY 4.2.2039-05 "Texuuka cOopa u
TPAHCTIOPTUPOBAHUS OMOMATEPHAIIOB B MUKPOOHOJIOTHYECKHE JTabopaTopun';
o MVYK  4.2.2942-11 Meroasl  CcaHUTapHO-O0AKTEPUOIOTUUECKHUX

UCCIIEIOBAaHU  OOBEKTOB  OKpY)KaloIleW cpenbl, BO3IyXa M  KOHTPOJS
CTEpUJILHOCTH B JICYEOHBIX OpraHU3aLUsX;

o MV-287-113 ot 30.12.1998 Meronuyeckue yKa3aHUS IO
NEe3UH(PEKLINUH, TPEACTEPUITU3ALNOHHON OYHMCTKE U CTEPWIM3AUUU  M3IEIHUM
MEUIMHCKOIO Ha3HAUYEHHUS,;

o MeTonbl CaHUTApHO-OAKTEPUOJIOTUYECKUX MCCIECIOBAaHUN OOBEKTOB
OKpYy’)XaloIlled cpelbl, BO3yXa U KOHTPOJII CTEPUIBHOCTH B JEUEOHBIX
opranuzanuax: Meronuueckue ykasanus.—M.: DenepanbHblil LEHTP TMTUEHBI U
snuaemuonornu Pocriorpednanzopa, 2011;

6. C1l

o CIT 1. 1. 1058-01 «Opranuszanust u npoBEAEHNE TPOU3BOICTBEHHOTO
KOHTPOJII 32  COONIOJEHHMEM  CAaHUTApHBIX NPaBWI U BBINOJHEHUEM
CaHUTAPHOIIPOTUBOIMUIEMUYECKUX (TPODUIAKTUUECKUX ) MEPOTIPUATHIN ;

o CIT 1.1.2193-07 H3menenus u pononHeHus N | k caHuTapHbIM
npaBwiaMm "Opranuzanusi ¥ MNPOBEICHHE MPOU3BOJCTBEHHOTO KOHTPOJS 3a
COONIOIGHUEM  CAaHUTApHBIX  MNpPaBWJI W BBINOJHEHHMEM  CaHUTApHO-
MPOTUBOAMIUAEMUYECKUX (podunakTuyeckux ) mepornpusituid. CIT 1.1.1058-01";

o MP 3.5.1.0113 — 16 HMcnonp3oBaHue mepyaToK i MPOQPHIAKTHKA
MH(MEKIUH, CBS3aHHBIX C OKa3aHWEM MEAMIIMHCKON IMOMOIIM, B MEIUIIMHCKHX
OpraHu3alusIX.



[lepeyenr mnpodeccuoHaIbHBIX 3a/lady CHElUaINCTa MO0 KOMIIETEHIIUU
onpenensiercs npodeccuoHaIbHOM 001acThi0 cHenuainucTa v OasupyeTrcss Ha
TpeOOBaHUSIX COBPEMEHHOTO PhIHKA TPY/Aa K JAHHOMY CIICIIUATUCTY.

1 BrimonHeHne opraHu3aimoHHO-TEXHOJIOTUYECKUX U 0a30BBIX
71a00paTOPHBIX MPOLEAYP MPHU BBHIOJIHEHUHU PA3INIHBIX BHIOB
71a00paTOpHBIX UccienoBanuil/ B3stue, npuem, npeaBapuTeabHas OI[CHKA
1 00paboTKa OMOJOTUUECKUX MaTepUajIoB, IPUTOTOBIICHHUE MPOO U
npenapaToB; OOecrieueHrne CAHUTAPHO-TTPOTHUBOIMHIEMUIECKOTO
peXrMa MEIUITMHCKOM Jabopartopun; BeneHue MeTUITMHCKOM
JOKYMEHTAIlMH, OpraHu3alus AeSITeIbHOCTH HaXOIIErocs B
pacnopsHKeHUH MEIUIIMHCKOTO nepcoHana; OkazaHue MeIULUHCKON
MIOMOIIU B SKCTPEHHOU hopme

2 BrlnonHeHre KIMHUYECKUX JTA0OPAaTOPHBIX HCCIEI0BAaHUMN IEPBOM U
BTOPOM KaTErOpHUH CI0KHOCTH/ BhINoNHEHHE KITMHUYECKUX
71a00paTOPHBIX UCCIIE0BaHMI; BeneHne MeTMIMHCKON TOKyMEHTALHUH,
OpraHu3alLys IeATeIbHOCTH HaXOIAIIEr0Cs B PaCOPSIKEHUN
MEIUIUHCKOIO IIEPCOHAIIA

3 BelnonHeHre MUKpOOHOIOTMYECKUX JTA0OPATOPHBIX HCCIIETOBAaHUI
MEepPBOM U BTOPOI KaTerOpUH CIOKHOCTH/ BhINONHEHNE KIMHUYECKUX
1ab0paTOpHBIX UcciienoBanuil; O0ecrneueHre CaHuTapHO-
POTUBOAIUAEMUYECKOTO PEXXUMa MEAUIIMHCKOM J1abopatopun; Benenue
MEIULMHCKON JOKYMEHTALMH, OPTaHU3aLusl JeATENbHOCTH
HaXOJAIIErocs B paclopsbKeHUH MEIUIIMHCKOTO TIepcoHaia

4 Brinonnenre MoOphoIornyeckux 1ad0paTOPHbBIX HUCCIEA0BAaHUI NIEPBOU U
BTOPOM KAaTErOpHUH CI0KHOCTH/ BhIMoNHEHNEe KITMHUYECKUX
1a00paTOPHBIX UCCIeIoBaHu; BeneHne MeTUIMHCKON JOKYMEHTAIINH,
OpraHu3alys IEITENIbHOCTH HAXOIAIIETOCS B PACIIOPSKEHUH
MEIULIMHCKOIO IIEpCOHAlIA

5 BrirmonHeHne caHUTapHO-3MMHIEMUOJIOTHISCKUX UCCIICIOBAHMI/
Oo6ecrieueHre CAaHUTAPHO-TIPOTHUBOIIHIEMHUISCKOTO PEeKUMA
MEeJIMIIMHCKOM JabopaTtopuu; Begenne MeTUIIMHCKON TOKYMEHTAIIUH,
OpraHu3anys AesTeIbHOCTH HaXOIAIIErocs B PaCOpsKeHUN
MEIULMHCKOIO TIepCoHalIa

6 BrimotHeHHE Ta00paTOPHBIX U UHCTPYMEHTAIBHBIX HCCIICIOBAHUN TIPH
MIPOU3BOJICTBE CYJCOHOMEIUIIMHCKUX IKCTIEPTU3 (MCCIIEI0BaHMI )/
BrlmoiHeHNE KITMHUYECKUX Ta00paTOPHBIX UCceaoBanmii; Benenue
MEJIMIIMHCKOW TOKYMEHTAIMU, OpTaHu3allusl 1eSITETbHOCTH




HaxoasAmerocs B paCrnopsiKCHUN MEAUTTUHCKOTO IICPCOHAJIA




