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HaumeHoBaHue koMneTeHUUM: «JIabopaTopHbIit MEIULIIMHCKAN aHAIIN3Y
®opmaT y4yacTusi B COPeBHOBAHMM . NHIVBHIyaJIbHBIN

Onucanye KOMIETEHIUH.

Ceronnst nmabopaTopHas  JMAarHOCTUKAa — OTO  IIUPOKUH  CIEKTP
ABTOMATU3UPOBAHHBIX  BBICOKOYYBCTBUTEJIBHBIX  METOJOB,  MO3BOJISIIOLIUI
ONEpPaTUBHO MOJYYUTh JOCTOBEPHYIO HH(POPMAIUIO O COCTOSHUU BHYTPEHHEH
cpenbl  ManMeHta.  MeauIUHCKUKA  J1adOpaTOpHBIA ~ TEXHUK  KIMHUKO-
JMAarHOCTUYECKOM, IMaTOJIOr0aHaTOMHYECKOW, OaKTEepHOJIOTHYECKOM, CaHUTapHO-
TUTHEHUYECKOW J1Ta0OpaTOpHUil BBIMOIHIET MCCIEI0BaHUA B COOTBETCTBUU C
KBAIM(PUKALMOHHBIMU  TpeOoBaHusiMu. [loarotaBnuBaer pabodee  MecTo,
Ne3UH(ULUPYIOLIUE PAaCTBOPbI, a TAaKXKe PErucTpUpPyeT IMOCTYNAIUNl B
1a0opaTopri0 OMOJOTMYECKUI MaTepHall AJsl UCCIEAOBAHUSA, 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 CaHUTAPUH COTJIACHO TpeOOBAHUIM
CAaHWTAPHOAIIMIEMHOJIOTHYECKOTO PEXKMMA, YYacTBYeT B KOHTpOJIE KadecTBa
IPOBOJUMMBIX B J1a0OpaTopuu HcciaeqoBaHuil. B coBpeMeHHON JHMHAaMHUYHO
pa3BUBAIOILEHCA Cpele MEIUUMHCKHI Ja00paTOpPHBI TEXHUK JOJDKEH YMETh
paboTaTh Kak CaMOCTOATENbHO, TaK U B KOMaHze, 00JaaaTh NPo(ecCHOHATN3MOM,
IMOKOCTbIO,  KPUTUYHOCTBIO  MBIIIJIEHUSI,  OTBETCTBEHHOCTBHIO,  YMEHUEM
yCTaHaBJIMBAaTh KOHTAaKT C NAlMEHTaMU W KOJUIETaMH, YCIEUIHO ONEepHpOBaTh
3HAHMSIMU TEXHOJIOTMM BBIIIOJHEHHUS MEIULMUHCKUX 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 NpaBOBbIE AKTHI

[Tockonbky OmnucaHue KOMIETEHIUU COAEPKHUT JUIIb HH(POPMAILIHIO,
OTHOCAIIYIOCS K  COOTBETCTBYIOIIEM  KOMIETEHIMH, €ro  HeoOXOIUMO
MCIIOJIb30BaTh HA OCHOBAHHUHU CJIEIYIOIINX JOKYMEHTOB:

1. oI'oC Cl1IO

° MunucrepcTBo IIPOCBEILECHUS Poccuiickon denepaunun
denepanbHbIi roCyaapCTBEHHBIN o0pa3oBaTeIbHBIMN CTaHAapT
cpeaHero mpodeccuoHaabHOro obpasoBaHus 1o crneruainbHoctd  31.02.03
JlabopaTopHast AMarHocTrKa (yTB. prukasoM oT 4 urosist 2022 r. N 525);

2. [TpodeccnonanbHblil cTanAapT

o [Tpodeccuonanpupiii crangapt 02.071 «Cneumanuct B o0iactu
7a00paTOpHON AMArHOCTUKH CO CPEAHUM MEIUIMHCKUM  00pa30BaHHUEM)
(yTB. mpuka3zoM MuHHCTEpCTBA Tpyda MW COIHAIbHON 3amuThl Poccuiickoii
®enepanyu ot 31 urons 2020 roga N 473H; 3apeructpupoBaHo B MUHHUCTEPCTBE
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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
TpeboBaHMs 10 GOPMUPOBAHUIO U MOJAECPKAHUIO Oe30macHo pabodeil cpennl B
MEJUITMHCKUX J1a00paTopusix;

o 'OCT P 53022.(1-4)-2008;  «TexHonoruu  J1aOOpaTOpHBIC
KIMHu4Yeckue. TpeOoBaHMS K  KadyecTBY  KIMHUYECKHX  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
perynupoBanuio u merposioruu ot 18.12.2008 Ne 554-cT;

o I'OCT P 53.133.(1-4)-2008; «KoHTpoib KadecTBa KIMHHYECKHX
71a00paTOPHBIX UCCIICIOBAHUIY,

o I'OCT P UCO 15189-2009; «Menuuunckue ynadopatopun. OcobObie
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 KOMIIETEHTHOCTWY;

o ['OCT P HCO 22870-2009 MHccrnenoBaHuss Mo MECTy JICYEHUS.
TpeboBaHus K Kaue€CTBY U KOMIIETEHTHOCTH;

° Hamvonanpneiii  cranmaptr PO T'OCT P HCO 15189-2015.
«Jlaboparopun menuinackue. YacTHbie TPEOOBAHMSI K KAYECTBYY;

o MeskrocyiapcTBEHHBII CTaHJapT I'OCT [SO-6710-2011
«KonTeitHeps! miisi coopa 00pa3iioB BEHO3HON KPOBU OJHOPA30BbIC. TeXHUUECKHE
TpeOOBaHUS U METO/Ibl UCTIBITAHUIY», BBEJICH B JielicTBue [Ipukazom denepaabHOro
areHTCTBA MO TEXHUYECKOMY pPEryaupoBaHui0 U Merposioruu ot 13.12.2011 Ne
1379;

o MexrocynapcTBEHHBIHN CTaHJapT I'oCT ISO-6710-2011
«Konreitneps! 17151 cOopa 00pas3IioB BEHO3HOM KPOBU OJHOpa3oBbIe. TexHUUECKHe
TpeOOBaHMS 1 METOIbI HCTIHITAHU Y, BBEJICH B AciicTBue [Ipukazom denepaibHOTO



areHTCTBa M0 TEXHUYECKOMY pEerynpoBaHui0 U Merposiornu ot 13.12.2011 Ne
1379;

4. Canllun

° Can IImn. CII 2.1.3678-20.CanuTtapHo- 3OUAEMHOJIOTHYECKUE
TpeOOBaHMS K SKCIUTyaTalliy MOMEUIEHUH, 3JaHui, COOPYKEHHM, 000py0BaHUS U
TPAaHCIOPTA, & TAaKXKE YCJIOBHUSAM JIEATEIBHOCTH XO3SHCTBYIOLIUMX CYOBEKTOB,
OCYULIECTBJISIOLIUX MPOJIaKy TOBAPOB, BBINOJHEHNE 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
BOJHBIM O0OBEKTaM, MUTHEBOW BOJAE U NMHUTHEBOMY BOJOCHA0KEHHIO HACEJICHUS,
aTMOC()epHOMY  BO31lyXy, IIOYBaM, JKUJIBIM I[IOMEILIEHUSM, JKCIUTyaTalluu
IPOU3BOJCTBEHHBIX, OOIECTBEHHBIX MMOMEIICHUH, OpraHU3allMd U IPOBEICHUIO
CAaHUTAPHO-TIPOTUBOSNUIAEMUUECKUX (TPOPUITAKTUUECKHUX ) 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 canutapHo-
AMUIEMUOJIOTUYECKOM  OJaromoigyyud  HaceineHuss" (C HM3MEHEHUSIMH U
JOTIOJTHEHUSIMU );

° ITocranosnenue ['maBHOToO rocy1apCTBEHHOTO CAaHUTAPHOrO Bpaua PO
or 28 sauBaps 2021 r. N 4 "OO yTBEepKIE€HUHU CAHUTAPHBIX MPaBUI U HOPM
CanlluH 3.3686-21  "CaHuTapHO-3NHAEMHOJOTUYECKHE  TpeOOBaHUS  T0O
npoduIaKTUKe UHPEKITMOHHBIX 00sie3Hel" (C M3MEHEHUSIMU U JOTIOJIHEHUSIMU);

o [TocranoBnenue IIpaBurensctBa PO ot 30 urons 2004 r. N 322 "O6
yrBepxkaenun [lonoxenus o denepanbHoil ciyk0e 1Mo Han30py B cdepe 3aiiuThl
mpaB moTpebuTene u  Onaromosydyusi 4einoBeka' (C  M3MEHEHHSIMH 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 cucreme Mep IO TOBBIIIEHUIO KadyecTBa KIMHUYECKHX JIaDOPATOPHBIX
MCCIIEOBAHNUN B YUPEKICHHUSX 3paBoOXpaHeHust PO”;

o [Ipuka3z MunucrtepctBa 3apaBooxpanenusi Poccun ot 15.12. 2014 No
834n «OO0 yTBepKICHHH YHU(PHUIIMPOBAHBIX HCIIOJIB3YEMbIX B MEIUIIMHCKUX
OpraHM3alMsIX, OKa3bIBAIOIIMX 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
U JIOTIOJIHCHUSIMU );

o [Tpuka3z MunuctepctBa 3apaBooxpaHenus PO ot 26.05.2003 Ne 220
"O6  yTBep)KIEHHMH  OTpaciieBOro  CTaHmapTa  '"mpaBwia  HPOBEIACHUS
BHYTpUIa0OpaTOPHOTO  KOHTPOJISE ~ KayecTBa  KOJMYECTBEHHBIX  METOJIOB



KIIMHAYECKUX JIA0OPATOPHBIX MCCIIENOBAHUNA C WCIOJIB30BAaHUEM KOHTPOJIBHBIX
MaTepuaaoB';

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

o [Ipuka3 MunucrepcTBa 3apaBooxpaneHus 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
MpaBHIIAX IPOBEACHUSA NaTOJIOT0-aHATOMUYECKUX uccie0BaHui"
3apeructpupoBano B Muntocte Poccun ot 14 anpens 2016 r., peructpaiMOHHbBIN
Ne 41799;

o [Ipuka3z MunucrepctBa 3apaBooxpanenust Poccun ot 15.12. 2014 No
834n «O0 yTBEepk)AeHUU YHU(ULIUPOBAHHBIX (POPM MEAUIIMHCKON JOKYMEHTAIUH,
UCIIOJB3YEMbIX B MEAMIIMHCKUX OpPTraHM3allUsIX, OKa3bIBAIOIIUX MEAUIIUHCKYIO
MOMOILb B aMOYJIaTOPHBIX YCIOBUSX, U MOPSAKOB MO UX 3aIOJTHEHUION;

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

o [Ipukaz MunzapaBa Poccum ot 15.12. 2014 Ne 834n «OO06
YTBEPXKIAECHUU  YHUPUIUPOBAHHBIX  (GOPM  MEAUIMHCKON  JTOKYMEHTallUH,
UCIIOJB3YEMbIX B MEAUIIMHCKUX OpPraHU3alMsIX, OKa3bIBAIOIMIMX MEIUIIUHCKYIO
MOMOILb B aMOYyJIaTOPHBIX YCIOBUSX, U MOPSAKOB MO UX 3aIMOJTHEHUION;

o Metonuueckue ykazanus MY 4.2.2039-05 "Texnuka cOopa u
TPaHCIIOPTHUPOBAHUS OMOMAaTEepUaIOB B MUKpoOUoIornyeckue Jabopatopun';
o MVYK  4.2.2942-11 Meroasl  CcaHUTapHO-0AKTEPHUOIOTUUECKHUX

UCCIIEIOBaHUM  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-OAKTEPUOJOTUYECKUX MCCIEIOBAaHUN OOBEKTOB
OKpY)XaloIllled cpelbl, BO3IyXa U KOHTPOJSI CTEPUIBHOCTH B JEUYEeOHBIX
opranuzanuax: Meroauueckue ykazanus.—M.: DenepanbHblil LEHTP TMTHEHBI U
snuaemuonornn Pocriotpednanzopa, 2011;

6. C11

° CIT 1. 1. 1058-01 «Opranu3zanusi 1 TpoBEICHUE TPOU3BOJACTBEHHOTO
KOHTPOJII 32  COONIOJEHUEM  CAaHUTApHBIX TPaBWI U BBINOJHEHUEM
CaHUTAPHOIIPOTUBOIMUIEMUYECKUX (TPODUIAKTUUECKUX ) MEPOTIPUATHIN ;

o CIT 1.1.2193-07 H3menenus u pononHeHus N | k caHuTapHbIM
npaBwiaMm "Opranuzanusi ¥ MNPOBEICHHE MPOU3BOJCTBEHHOTO KOHTPOJS 3a
COOJIOJIEHUEM  CAHMTAPHBIX  MPaBWJI U BBIIOJHEHUEM  CAHUTAPHO-
IPOTUBOAMUAEMUYECKHX (MTpodunakTruueckux) meponpustuil. CII 1.1.1058-01";

o MP 3.5.1.0113 — 16 HMcnonp3oBanue mep4yatok Ajisg MpopUIaKTHKU
UHQEKINH, CBSI3aHHBIX C OKAa3aHUEM MEAMIMHCKOM IOMOIIM, B MEAULMHCKHUX
OpraHu3aLMsIX.



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

1 BrITtotHeHHE OpPTaHU3aITMOHHO-TEXHOIOTUIECKUX U 0a30BBIX
71a00paTOPHBIX MPOIIETYP MPHU BHITIOJTHEHUN PA3TUYHBIX BUIOB
71a00paTOpHBIX UccienoBanuil/ B3stue, npuem, npeaBapuTeabHas OI[CHKA
1 00paboTKa OMOJOTUUECKUX MaTEepPUaIOB, IPUTOTOBIICHHUE MPOO U
npenapatoB; OOecrnieueHUE CAaHUTAPHO-TTPOTHUBOAITUIEMHUYECKOTO
peXrMa MeAUITMHCKOM 1abopaTopun; BeneHue MeTuIinHCKON
JIOKYMEHTAITMH, OpraHu3aIys J1eITeJIbHOCTH HaXOISAIIEeTroCs B
pacIopsHKeHUH MEAUITMHCKOTO TiepcoHana; OkazaHue MEIUITMHCKON
MIOMOIIU B SKCTPEHHOU hopme

2 BrlnonHeHre KIMHUYECKUX JTA0OPAaTOPHBIX HCCIEI0BAaHUMN IEPBOM U
BTOPOM KaTErOpHUHU CI0KHOCTH/ BhINoNHEHHE KIMHUYECKUX
71a00paTOPHBIX UCCIIE0BaHMI; BeneHne MeTMIMHCKON TOKyMEHTALHUH,
OpraHu3alLys IeATeIbHOCTH HaXOIAIIEr0Cs B PaCOPSIKEHUN
MEJUILMHCKOIO IepCOoHaIA

3 BrlnonHeHre MUKpOOHOJIOTMYECKUX JTA0OPATOPHBIX HCCIIETOBAaHUMN
MepBOM U BTOPOI KaTerOpuH CIOKHOCTH/ BhINONHEHNE KIMHUYECKUX
71abopaTOpHBIX 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 KaTErOpUU CI0KHOCTH/ BhIlonHEeHHEe KITMHUYECKUX
J1a00paTOPHBIX UCCIIeIOBaHM; BeqeHne MeTUIMHCKON JOKYMEHTAIIH,
OpraHu3alys IESITEIbHOCTH HAXOAIIETOCS B PACIIOPSKEHUH
MEIULIMHCKOIO IEpCOHAlIa

3) BrImotHeHHE CAaHUTAPHO-DTHIEMUOJIOTHIECKUX UCCIICIOBAHUA/
ObecnieueHre CAaHUTAPHO-TIPOTUBOAHIEMUIECKOTO PEKUMA
MEJIMIIMHCKOM JabopaTtopun; Begenne MeTUIIMHCKON TOKYMEHTAIIUH,
OpraHu3alys AEATEIbHOCTA HAXOAAIIETOCS B PaCOpPsKEHUN
MEIULIMHCKOIO IIepCcoHala

6 Brimonuenne 1abopaTopHbIX U HHCTPYMEHTAIBHBIX UCCIICIOBAHUNA TTPH
MPOU3BOCTBE CYACOHOMEIUIIMHCKUX dKCIePTU3 (UCCleoBaHN )/
BrinmonHeHne KIMHUYECKUX JTa00paTOpHBIX UccienoBaHuil; Begenue
MEJUIMHCKON JOKYMEHTAIMU, OPTraHU3alusl AeSITENbHOCTH




HaxoasAmerocs B paCrnopsiKCHUN MEAUTTUHCKOTO IICPCOHAJIA




