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Mpeaucnoewne

Li@nu v NpMHLKNE CTaHaapTAIagan B FoccHAckol PenepalMu yCTaHoanaHs GaaapansHeii 3aK0H0Mm 0T
27 nekabpr 2002 r. Ne 184-03 0 TEXHWYECKOM DErYMADoEIHMMAY, 8 NPABHNA NPHMEHEHWA HALWOHANEHEX
craHpgapToe Pococwickod ©epepaub — MNOCT P 1.0—=2004 «CradgapTiaauwsa B PoccHifckol Deaepad.
DCHOBHBIE NONOKEHHAS

CregeHnA o cTaHgapTe

1 NOOMDTOBRNEH NaBopatopuel npoSnas KNUHUK0-NatopaTopHo# QUarHocTHEW MOoCKoBCEOR Me M-
UMHCKOH asagesid us. M. M. Ceuyedosa Ha ocHoBE COBCTEEHHOND ayTEHTHYHOID NEpeB0oaa CTaMOapTa,
YHAIAHHOMD B MyHETE 4

2 BHECEH TexHHYECKHM KOMHTETOM NO CTAHAApTHIAUMA TK 466 «MeamuMHCKHME TEXHONOTMMR

3 ¥YTBEP¥OEH W BBEOEH B OENCTBWE Mpukazom DeqepansHoOro areMTcTEA N0 TEXHHYECKDMY
PEryNAPOBAHND W METPONOrWK T 27 nexabpa 2006 . Ne 349-c1

4 HacToRLWA CTaHAAPT WOBHTHYEH MakOyHapoaHoMy cTadnapTy MCO 151852003 allaGopaTtopHan Magu-
uvHa. Tpebopadua k nabopaTopuan pedepaHTHER WasmepaHwids (150 15195:2003 «Laboratory medicing —

Requirements for reference measurements laboratoriess ).

MpW NPAMEHEHMIA HACTOALLETD CTAHAAPTA PEHOMEHAYETCH UCNONLIOBATE BMECTO CChINOHHLIX MaXIyHa-
POOHBIX CTAMOAPTOR COOTBETCTRYIOWWME MM HALUMOHANLHEIE CTaHdapTe Poccuidckol depepauud, CRBE0eHWA O
KOTOPEX NPUBEOEHSE 8 QONOMHUTENEHOM NpUNoXeHn B

5 BBEJEH BNEPELIE

Mughopmalua of uIMEMEHUAX K HACMOAWEMY cmaMdapmy nyGnukyemcs @ exez00H0 uldasacMom
UMDODMaUUOHHOM YKazamene s HaluoHans e Cmandapimbie, a8 Mekcm UaMeHasul U Nonpasor — & B¥eMe-
CAYHO H3dadasibix UHEHODMaYUOHHLIX Yka3amenax «HaluoKsansssie cmandapmeis. B cnyyae nepecMompa
(3amenbl) LU oOMMEHE HACMOALYE20 cMakdapma coomaamemayniies yeadoumnanue Gydem ombnukoeano
@ @MEWecAYHO uidasaemon UrbopMayuorHoM ykasamens «Hayuonansyse cmandapmeds. Coomaemcmeay-
Myas trhopMaiua, yeedommeHue U Mekcisl DAaIMeLLammcH Manke & UHGhopMauLoHHOd cucmame obuweso
NoNBIOBEHUR — Ha odpuyliansHoM calime PedepansHo20 a2eHMCMEa N0 MEXHUYECKOMY DESYNUPOBaNLIID U
MEmponosuy & cemu MamepHem

B CrangapTiadopm, 2007

HacToRWWA CTAHOAPT HE MOWET BiiTe NONHOCTED MNKH YACTWYHO BOCNPOMIBENEH, THDAKWDOBAH W pac-
NPOCTPaHEH B KaYecTBe oduUManLHoro wanadua Gea paspewenna PegepansHoro areHTcTEa No TEXHWYeCHD-
MY REMYNHPOBAHHIO W METRONOTMW
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Oomexa GeiTe pazpaboTada npoyanypa ayauTa QnAa yCTaHoBNaHHA (DaKTopo., BNWAKLAX Ha Heonpaae-
NEHHOCTE PE3YNETATOR.

4.5 3aKknYeHHe KOHTPAKTOBR

Kawasliit 3anpoc noTpeGuTena Ha YCTAHORNEHWE IHAYEHIAA C NOMOLLLID METOAWKM PRQEpEHTHOMD HIME-
peHMA formked GelTe Nepen NOANMCaHWENM KOHTPaKTa NPoRepeH PYHOBOACTEOM NAaGopaTopul C Uensio yoe-
OUTLCA, 4TO NaGopaTopyuA pacnonaraseT BOAMOMHOCTAMK H PECYDCAMI, HEODXOOUMBLIMK ONA YAOBNATEOPEHHA
TpeboBaHKWil B OTHOWEHWHY COMMAacOBaHHOMND YROBHA HeOonpegensHHOCTH W BLINOMHSHWA HIMepaHMA B
COMMAacoBaHHbIA CRoK.

Ecnu Heobxodumo MCnoneaosadne yonyrd cyGnogpraakoi naboparopun, nabopatopuA pedepeHTHb
HaMmepeHui, K3k onpedenaHo HACTORLL WA CTAHOADTOM, O0MKHA HECTW NEPBHUYHY D OTEETCTEEHHOCTE M JONHHA
BbiTe yBapeda, yTo cyGnoapaoHan nabopaTopHA KOMNeTEHMTHA BLINCMHATE COOTBETCTBYIOLLYI0 paboTy ¥ yooe-
NeTEODAET, N0 MEHBLLEA Mepe, TpeboBaHMAM HacToAWero cTaHgapTa. MNoTpebuTeNs QoMEeH OeITh WHDOpMI-
POBAH OTHOCHTENEHO NIDBOTD CNYYas MCNoNeE30BaHKA cyBnogpaaHod nabopatopu.

5 TexHn4veckue TpeboBaHuA

5.1 NMNomeweHHs H YCNOBHA OKPYXAKOWER cpeakl

NaBopaTopHela NOMELLEHMA M YCNOBWA OKPYHAKLLEA CPeabl B HMX A0M¥HE COOTBETCTEOBATE Tpabosa-
HHAM K BOAMOKHOCTH TOUHD BLINOMNHATE METOOMKM pEdepeHTHEIX HaMepeHrA. JonsHo OuTe obecneweHo
pHeKTHBHOE Paldene e COCaOHMY 30H, B KOTODEN OCYLUSCTRNAIOT A8ATENEHOCTE HECOBMECTHMEIX BUOOA,
HANPUMED C LWEN=0 NPegoTepaTUTe Nepe pacTHOE JAarpAIHEHME.

Korga aTo HeobXoOMMo, YoNoBMA Cpeibl, BRAbIBANWNE JABLIWLSHWE DE3YNETATOE MAMEBDEHMA 1 WX
HEONPESENSHHOCTI, JOMHE BbiTe NPOKOHTRONHPOBAMLI, OTCAEMEHD M A0KYMEHTHPOBHKI .

5.2 NogroToexka npob

NabopaTopWa QoMEHA WMETE ONWCAHKMA NPOYE YD ONA MOeHTHEWESLWWA (BEKNOYaR, NpK HecbXoawmMocTH,
MEpkI COXPAHEHWA KOHDUOEHLMANLHOCTH), PEMMCTPALMH M MADKMPOBKA NPOG, HIMEPEHUA B KOTOPLIX JOMEHbI
BbiTe BENONHEHE NAG0OpaTopHel pedepaHTHED HAMEDEHHA, M NnDeX NpoUsayD B3ATHA anWEeoT Ma obpasua
BHOMMOKOCTH.

Bo nabemana nopys Mk NoBpesaeHiA npod 0oMmsHbl BbiTh NPUMEHEHEI A0KYMEHTHROBAHHBIE NPOLE-
OyPbl XpaHeHrA 1 0BecneYeHbl COOTEATCTEYIOLME YCNOBKHA.

5.3 ObBopygooBaHHe

NabopaTopua gonsHa DeTe OCHALWEHa BCEMK NpegMeTam oGopyaosanid, HeobxoJuMoro angs TouHong
BLINONHAGHHA METOOWK PepapeHTHeIX HAIMaPeHHRA, yKalaHHeX B @8 nepeyde. Bee obopynoBanwe, OTHOCR-
LEECA K YTIOMAHY ThIM HIMEDESHNAM, GONHHO BeiTe TpeByeMOoN TOUHOCTK.

Mpk NoronsIoEaHME NPOLEaypel oBpaboTEM CUMHAN0E (HANPUBMED, ©NOMOL BN BCTDOBRHHOMD MUKRDNDO-
ueccopa) pyHKUMK Kanubpoeky W npaobpazopadMA 00NHHE ObiTe HIBECTHE, NDOBEPEHL! W NOOTEE KOS
HITA MATOTORMTENEM, UMW HEZABUCHMO OT Hero (oM. [7]).

¥NonHoOMOoYeHHbLIA Ha 3TO NEPCoHan OOMEeH PErynapHo oOCcMaTpueaTe 060pyQoBaHMe, HCNONLIYEMOE B
Npouedypax pedepeH THLX MAMepeHHA, W NOOOepEHEATE &rd B pabodem CoCToAHMA. Jonsua GuiTe paspabo-
TaHa NPpOrpamMmMa EanvSposkK U NogTEepEaeHHA dyHELROHMpoBRaHHA obopyaooearHHA. JormeHsl SeTe cobn-
OeHE HeoBxXooKMEIE YCNOBWA CKpYHaLWerd cpegel. PysoBoacTeo No MCNoNs3ICEaHHID 050pYO0EaHKA JOMHKHD
BbiTe QEACTAMTENEHLIM B JaHHLIA MOMEHT W NErKOAOCTYNHbIM. Kam s npeamet Aonmed GbiTh OAH0IHAYHD
HOeHTHDMUHpOBAH,

Boe npousaypsl MCNonNs3oBanua oGopy00BaHMA U YN0 33 KAXOLIM 0CHOBHBIM B0 NPEAMETOM HOMEHbI
BEITE 3AperMCTRHROBAHEI B CISLMANEHO M MYDHANES . ITOT MYyDHAN J0NKeH CoOQeDHaTe Ce Oy W We CasaaHKa:

= THM HaMEPeHAA, NPOBSNEHHEIE NPOLEOYDE KOHTROMR MK X008 38 0G0 DY OOBAHWEM,

= CTATYC KANUEDOBKM M BEpHUdHEaLMM,

= [ara H3IMEDEHHA 1 NpoUeay Pl 0GCNYMABAHMA,

= QNEpaTop, KOTOPEA NEoREOOMN HIMEDEHWE WM 0DCNYEMBAHWE,

= NPMHWMHE 0GCNYEHBAHKA (NpodUNaKTuka, yeTpaHerue aaderra);

= MM HEOBXOAWMOCTH, CNelManbHBIE YENOBEKWA paG0oTe;

= HE0BblYHbE HABMOEHWA, KOTOPBE OOMNHKHEl TREDOBATE MAYYEHUA, NPKW HEOBXOOMMOCTH.

MomeTr C Npeaynpesogsnen gomsHsl OelTe 3akpenneHsl Ha obopyooBaHMK, BCNK OHO HE NogNesnT
HMCRONEI0BAHMIO (HANPUMED, NDEANCNAT3aTCH YOANSHHE NI DEMOHT).

Ona oCHOBHED BEMWYMH, TAKMX K3K Macca, obwam, TeMNepaTypa, NabopaTopia O0NHHS WK HMETE Noae-
pOYHEIE YCTPOWCTEA, MM NOBEPATE BECK W BONKMaTpMYeckoe 06opyloBaHHe CaMOCTORTENLHD. HankwGpoaka
Kamaoro npuEopa Jon#Ha OeiTe OCHOBAHA Ha NPHMEHEHXA HAUWOHANLMOMD 3TAN0HAa (C HCNONBEIoBAHKEM &0K-

]
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HHL CH), XxpaHimMord B HAUMOHaNEHOM METRONOMMYBCKOM HHCTHTYTE. KanubpoBkd SomeHsl GeiTe BEINONHEHL B
npegenax Tpebyamsx ypOBHER HEONDEOENEHHOCTH MIMEBDEHIA W 3aDerMCTPUROBAHEI.

Ecnu HeonpageneHHocTe BABELUWBAHWA CTAHAAPTHEN OBPAaLOB WNK APYTHX MaTepuanos, Heobxogn-
MblX ONA KAnUGpoBKK, AENASTCA CYLWECTREHHEIM 3NEMEHTOM KOMEMHMDOBAEHHOW HEONPEOENEHHOCTH, 0n-
HHEl BbITE BHECEHE NONPARKM HA OTHOCHTENBHYID MMNOTHOCTE MATEDWAN0E HA BOIOYEE MO OTHOWEHWKD K
OTHOCHUTENEHOW NNOTHOCTH PA3HOBECOB (NONPABKA HA NNABYYECTE) NPWMEHWTENEHO K PE3YNBTATY WNW &ro
HeonpenenaHHocTH. JonkHel BeTe YYTeHe TEMNEpaTYpa, atMochepHos QaaneH e W BNaHHOCTE, COOTEaT-
CTEEHHO.

Mpw nosepke BONKMETPUYECKOrD 0D0pYAOBAHWA NYTEM BIBSUMBAHWA CODTRETCTEYIOWMY KONWYECTE
BOAL! WK OPYIHE NOOXOMALMK MUOKOCTEA CNeayaT NPUHWMAaTE BO BHUMaHWE NNOTHOCTE MUOKOCTH NPX CoOT-
BETCTEYIOLWEA TEMNEpaTYRE W aTMmocgapHoM Aasnequd. [ins npoueayp BIBEWNBaHHA HeoBX0OMD MCNonk-
A0BATE KEANMEQOBAHHEE NOBEDOYHEIE BECK M DAIHDBECK.

Ona npapuneH0oro JoavpoBasis Mansy oiwemMos pEXKOMEHOYETCA MCNONLI0BaATE BOMKMETRHYSCKDE
ofopyQoBaHHe C HENOCPEOCTEEHHMLIM BRIOABNMBaAHWENM pacTBopa W Kanwbpoexy Oosvpyesoro ofwema C
MOMOLL R MEaEAMETOWIESCHOR NMpOE Oyl

5.4 CranpapTHele obpasykl

Nabopatopya pedepeHTHEX HAMEREHHE A0NKHA MCNONB3I0BATE NOAXOARWLWE CTAHAARTHEE oBpaslbl.

Mps ONUCaHKKA ATTECTOBAHHED CTAHOAPTHEX obpasuce HeolXoaWMo CNegoeaTe, HACKONLKD 3TO BO3-
MOMHO, yCTAHOBNEHHBM TpaGoBaHuam (MCO 15194).

CraHgapTHee cbpasusl OOMEHE BhiTe MEXOYHADOOHD NPUIHAHHLIMK 4 NDEOOCTARNEHHLIMKA HALWO-
HANEHLIM METRONOMMYSCKUM MHCTUTYTOM WKW MEMOYHADOOHEIMA ORraHHIaUMAMKA. JaHHel CTaHgapTHEIR
obpasey MoMeT DeiTe HCNONLIOBAH NWED KAK EANHEPOBOYHBIA MaATEDWUAN, NWED KSK KOHTPONBHBIE MaTEpHUan,
COHAKD OOMH M TOT ¥e CTAaHZAapTHEA 0bpaiey He JomeeH BeiTe MCNoNEICBEAH OOHOBDEMEHHD ONA TOW M APy rof
LEnK B KoHEpeTHOW nabopaTtopHu.

CraspapTHeA ofpazey cnenyet afexkeaTHo MADHMPOBATE W XPAHUTE B COOTEETCTEMN C HHCTPYELMAMM,
YEAIAHHBIMK 8 CEPTWRWEATE UMW NACNOPTE Ha HEro.

HMHdhopmayMa o CpoKe WCNONB3I0EAHWA CTAHOAPTHEX oBpaauos QoeeHa GelTe NpeOCCTARNEHA B COOT-
BETCTEMH C YCTAHOBNEHHBIMH Tpebosauuas (MCO 15194, nyseTe 5.9.4 1 5.11.2).

5.5 Meroguku pedepeHTHEIX HAMEPEHHA

MeTogueu pedepeHTHEX HIMEPeHUA 00bI4HO ABNAKITCA EOMONSKCHLMK. Kak npasuno, oHM paapabatel-
BAKTCA W NYSNWEYIOTCA MHOWBUOYANbHEMWA NAaBopaToOpUAMIA 1 NOATESDHAAKTCA MEMOYHADOOHBIMKY OPraHn-
FAUMAMH MKW HAUMOHANEHBIMK METDONOMAYECKMMH WHCTUTYTAaMK, COTPYOIHAYa0WHME B MexgyHapogHos
KOMMTETE No BacamM u mapam (MKME ) (International Committea for Weights and Measures: CIPM). [nA koopan-
HAUMK pedepeHTHERX CHCTEM [pedepaHTHBIX METOOHE HIMEDEHMHA, CTAHOAPTHEX 0Bpasuce 4 ceTH nabopato-
PUA peDEpEHTHEX HIMEDEHWA) GRNa yUpesIeHa MeXayHapoaHan oprasMaaya — OB beauHEHHEIA KOMHTET
no npocnasueasMocTy B nabopatopuol meauuyuHe {OKMNIM) (Joint Committee on Traceability in Laboratory
Medicine; JCTLM). Mpewxoe yen Beme NPHHATOR gNa pedepeHTHOND MIMEPEHMA, METOOMKS OoMsHa DelTe pa3-
paforaHa, onucada W onpofosada Ana HaMepeHa Takus ofpaaom, yTobsl B6NA OOCTUMHYTA NPOCNEMMBAR-
MOCTH &8 peIyNLTATOR 00 BeICWeHd pedepedTHOR npouedypsl MNM BHCWEND (rocyJapCcTBEHHOrD)
CTangapTHoOTo 0bpaaua ¢ Tpedyemes 0N HIMEDEHHA YPOBHEM HEONDEJEnEHHOCTH.

MNpw NpeacTaENEHKMA METOAMK PEhEpeHTHEIX MIMEDEHWA HE0oGX0AMMO CNEJ0BATE YCTAHOBNEHHEIM TPE-
Gopavuam (MCO 15193).

Mepen TeM 3K NPEONOHHTE NOTRESUTENKD YOryrd pedepeHTHEY H3MepaHWA, NabopaTopya OonwHa
NPoOgeMOHCTPUPOBATE, HANDUMED NYTEM 2KKPEOUTALKWK, 4TO OHA B COCTOAHWH NPaBMNEHO BEINOMNHATE METOQH-
Ky peepeHTHOND MAMEDEHMA M YTO MCNONBLIYEMBIE &0 0D0PY00BAHWE W PEArEHTE COOTBETCTEYIOT ATOMY.

5.6 MeTponoriyecKan NpocNeMMBEaeMocTsE. HeonpeogenaHHOCTE HIMBDEHWA

NaGopaTtopru padepeHTHER HIMEDEHWA JOMKHL NPOOEMOHCTDHUPOBATE, YTO PEIVNBTATE HIMEDEHWA
HMEI0T NPOCNEsUBasMocTe 00 CTAHOAPTHOM OGPaiLa WNu MeToOuEW pedepeHTHOM NAMEPEHWA BRICLUErD
YPOBHA, NOCTYNHOMD YEPes HEnpepsIBHYID UeNs CNWYaHdd B COOTBETCTEAN CO cTadgapTamu (MCO 17511,
MCO18153).

MeToOMEd HaMapeHud W Kanubposrd (rpadyHpoBKK) O0MHHE GbiTe paspaboTadel W BeINONHEHE! TAKMM
obpasom, 4Tobbl peayneTaTH MaMepaHWi BeNK NPOCNexeHsl  BelpaieHsl B8 eauHuuax CH. 310 MoeT BriTe
[OCTANHYTO NP KCNONBIOBAHKK COOTEETCTEYHLEND rOCY1apCTEeHHOMD cTasgapTHoro obpasua.

Ecni npocn@muBaemocTs, BeIpEHEHHAN B equHulyax CH, He MomeT BkiTe QOCTUIHYTA, NpOCNEXUBaR-
MOCTE 3AKAHYMBABTCA HA HUAHEM YDORHES METPONOMMYECKON MeDapxMIA.

Kawkiil oT4eT No M3MepaHdAM JOMseH CoONpoBROMAaTECA NOOTEEDMASHHEN HEONPEOBNEHHOCTH, OLe-

HEHHLIM | BEPaNEHHEIM B COOTRBETCTEMK C PYKOBOACTEOM OMNA BRIpAXEHHA HEONPEJENeHHOCTH NPH HIMEepE-
HHK [GLUM).
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5.7 DBecnevysHHE KAYECTEA

AHANWUTHYECKHME LENH Z0NHHE Dbl Te ONpegeneHsl B COOTEETCTEMM C NOTpeSHoCTAMK noTpebiTena. Cne-
OYaT TaKHe NPUHUMaTE B pacyaT, 4Tobkl MeTPoNorM4eckii YpoBeHs Wamepanna obecneywaan notpabrrano
YOOBNETESDEHWE MEOWLWHCKKMY TpEGoBaHMA. Cnocod OUSHKM COOTRETCTEMA NPABMA NO KOHTPONK Ka4ecTea
aonueH GeiTe oKyMeHTHpoRaH. BHyTprMnabopaTopHbii KOHTPONE KA4ECTEA CNEdyeT NPOBOAMTE My TEM WIME-
PEHMA AOCTATOYHOND KOMWYECTEA HOMTPONEHLIX NPOD C COOTERETCTRYIOLWEHA MATDUUER B KAKO0H aHaNMTHYeC-
KOR CEDHM, 4TO NO3ABONWT NPUMEHUTE JOCTATOYHO MECTKME NpaBWnNa KOMTPONA ONA YOOBENETBOPEHHA
TpeboBaHul NoTPeGUTEnA.

MpeancyTHTENEHD MCHONBICEAHME ATTECTORAHHLIX CTAHOAPTHENX 0Dpasuoe c MaTpuued, noaobHol Tem
npobam, KOToPRE OOMEHb BBITe MCCNEOoBaHL .,

MamepaHHoe IHa4YeHWE, NONYYEHHOE NPW MCCNefoBAHKK KOHTPONBHOMD MaTEpUana, A0NKHO COOTEET-
CTEORATE YCTAHOBNEHHOMY IHAYEHKIO B NpEQENaX HIMEDUTENEHEIX BOIMOKHOCTEN, IaRENeHHEX NaGopaTo-
pHEA.

B pononHexue K BHyTpunatopaTopHoMy KOHTPOMNO KaYecTea naGopatopua onMHa perynapHo npose-
PAThL XEPAKTEDMCTIHKA CBOSEH paGoTel, NPHHKMAaRA YYacTie B MexnaboparopHiix CIHYEHWAX N0 MCCNER0BaHKAM
BENWYKH COOTBATCTRYIOLLIMY THNOR (NPEqNoYTHTENEHO B CATH NaGopaTopui peapeHTHE WaMepeHki ), opra-
HHIYEMBIX  HAUWOHANEHEMKA - METRONOMMYECKMMK  WHCTUTYTAaMK, OpraHamMy no  akEpeoWTaudd  HNW
MENIYHADOOHEIMA HEYHHLIMH OPrAHW3ALIAAMK.

5.8 OT4eTHOCTE O peaynbTaTax

5.8.1 MuHAManeHLIE TPEOOBAHWA OTHOCATENLHO OTYETOR

PaayneTar pedrepeHTHOND HaMepaHua 0onyeH BeTe Beldad 8 QopMe OTYeTa WNKW cepTidueaTa. 3ToT
OOKYMEHT OOMHeH CONSMMATE, N0 MEHBLGA MepE, CNenyIDWWe JNeMeHTR:

a) HAMMEHOBAHWE A0KYMEHTA,

b} HavMeHOBAHWE W A0PEC OPraHK3aLMH, KOTOPaA BeIOANA OO0KYMEHT,

C) HaWMEHDBAHWE OPraKa No asKpenuTaUMu, ecny TpebyeTcH,

d} THN K UCTOYHKME NONYYSHHOMD MaTepuana;

&) OOHOIHAYHYID HOSHTHDHEAUMID M CEPHRHBIR HoMeD (HoMepa) 0Bpasuce (Martepuanoa);

f) Ymcno MCcnenoBaHHeE ANUKBoT,

g} HAWMEHOBAHWE (WMA) W anpec noTpabnTenn;

h} nopAgKOoBEIR HOMER;

i) 4MCno cTpaHUL, OTHETA MNK cepTrdHKaTa;

i} paTty oT4eTa wnu cepTadukaTa;
k) npuMaHEHHYI0 METOOMKY HIMEDaHHA.

Mpumep — ArkpedumossnHas wWemoduxka pedepeHMHOSD UIMEDEHUA KOHYBHMPpAYUU NONUYEeCcmas
Gl ECMEA KPEAMUHLHE & Yenogeyeckoll cLIB0DOMIE ¢ MOMOLW LY WIOMOAHOZ0 pazfaanenul — MACC-CReK-
MmpoMeEmpuL;

1} peaynbTaTkl KOHKDETHEIX HIMBDEHIA.

fpusmep — PeaynsmMamel U3 PAIAUYHEIY CEpUl UlMepaHUd ¢ UENOALI0EFHUEM PAIAUYHEIX KENUGE0E0Y-
HbIX npoyedyp:

m) IaperdcTpUDoBEAHHOE aHaYeHue pedepeHTHOrD MaMaDeHIUA;

n} NoaTEspHOEHHe NPOCNEHMBAEMOCTH 3aPEMMCTPUPOBAHHOND MNH CEPTHDUUMPYEMOrD AHaYEHKA;

0} pasepHyTYHd HEONpPedeneHHOCTE IAPErHcCTPMPOBAHHOMND WNK CEPTUMULMPOBAHHOND IHAYSHNA,
AOBEDHTENBHYK BEDOATHOCTE, MCNONEIGBAHHEIRA KoM UUMEHT OXBaTA;

Py oGy HROOPMaUKMED OTHOCHTENEHD re0rpafrYaciol 30Hb ABACTEWR [(HAUMOHANBHOA, PETHWOHANE-
HOWE ) OTHETA WNK CepTUGMEATA.

OosyMeHT AomseHd BsiTs NOGNMCaH TONLKD YyNONHOMOHEHHEM NALOM 4 33BE0YHLIM HMH 3aMEBCTHTENEM
sapegyoweros nabopatopuel pedepeHTHEIX MAMEDeHMA.

5.8.2 NononHHTENEHLIG 3NEMEHTEI

Mo sanpocy NOTREGWTENR TEXHHYSCKHWA OTYET WNH CEPTHMKAT DoOMKeH COOeDMaTE CNenyiDWHe Chane-
HHA:

a) npasoHa oTEa;

b} wHTEpNpETaALWD peIYNLTATOR,

C) HMCNONEIOBAHWE IHAYSHWA ONA KAaNUBpoBxM MNK NS BepbHEaLHA;

d) npofeccioHaNeEHOE CYHOEHWE 00 WHOM KCNONLIOBAHKNK PEAYNETATOR;

@) orpaHi4eHHA No aBToOpPCKOMY Npasy,

f) nogTeEp®OEHAE COOTRETCTEMA OTHETA MMM CEPTHMKATA HACTORLWEMY CTAHOAPRTY.



Mpunoxedue A
(cnpasouHoe)
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ConocTapneHWe CTRYKTYPEI HACTORLGND CTaHAApTa CO CTPYETYPOW cTangapTa MCO/M3K17025:2005

Tefnuuya A1

Crpyerypa HCOMIK 17025: 20085 CrpykTypa HACTORULETD STAHOAPTA

1 1
2 2
3 3
4.1 4.1
4.2 4.2
d4.1.5

4.3
5.2
4.3 4.4
4.4

.5
4.5
3.3 3.1
5.7 3.2
9.3
5.61 5.3
5.6.21
5.6.3 =
0.4 3.0
5408

3.6
5.6
5.9 5.7
5.10 5.8
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NpunoseHue B
[cnpaBoYvHOR)

CeaagHHA O COOTESTCTENH HAUMOHANLHBIX CTaHAApTORE PoccHACKoR Dagepaumm
ECRIMOUHBIM MEHOAYHAPOAHLIM CTAHAAPTAM

Tatnwua BA

OH0IHauE e COBNOMHDIT MEEIYHAPOOHOID CTAHOApTA WK
ApYyroro HOpMaTHaHoN QoEyMEHTS

OOoaHausHLe B HAMMEHDBAHEE COOTaETET By KHUETD HaUAaHAanseora
CTEHOAPTE AN QEYIOID HOPMATHBEOID AORYMERTE

MCO 15183:2002

"

MCO 15184:2002

"

MCOM3K 170252005

FOCT P WCOM3K 17025—2006 Obwne TpefopaHnn &
EOMMNETEHTHOCTH  WCNBTETENEHEX W kanabpoBouHe X
natopaTopui

HMED 1T811:2003

FOCT P UCO 17811—2006 Mapenus wMadduMHCoEZME
ONA OWATHOCTHEW 0 vitro, Mamepesre aendyns 8 Buonora-
wackax npobax. MeTponoriyeckan NPoOCNeMBAEMOCTE 3HA-
HEHMA, NPUNUCEHHBIE kKanndpeTopas W KOHTPORBHE M
MATEpHanam

MCO 18153 2003

FOCT P UCO 181583—2006 Manendn MeanWUMHCERE
OnA QWATHOSTHEM (7 vilro, Mauepesne sennans 8 Guonoru-
weckwws npodax. MeTponoriyeckan NPoOCnEKMBAEMOCTE 3HA-
HEHMA  HATANMTHYECKOH  KOHUSHTPAUME  PepMeHTOE,
NPUNHCAHHBIX KANAEPATOREM M BEOHTRONSHEIM MATEPHENEM

Me=gyHapoIHsIA CNOEAPE OCHOEHEX W ofwns Tep-
MHHOB B MeTRONordd, 2-8 wanadse, WCO, HMewxeea,
18683

Fycockd-asrno-ppadyyacko-HeM BLKD-HCNAHCKWA  cno-
BEPE OCHOBHEIX W ofwn: TepuuHoe B seTponormwllep. ¢
aHrn.-pp K. Wcaea, B.B. Mapaws.— M.: UMK Wag-eo
crasaapTos, 1998 — 160 c.

FyHoBOACTEO ANA BHpEHMEHWA HEONpaasenaHHOCTH
NpM WaMepadsd, 1-8 ninadse, WCO, 1903

FykoBoneTED EEPAXHMMICATAKKonuyecTEAHHOR
ONHCAHWE HEONPEOSNEHHOCTA 8 AHANMTHSECKRE HIMEDEHH-

axMep. ¢ anrn. — CMG BHUWM . 0 4. Medgenesaa,
2002

* 'ECIGTE-EITE:TE-NDIJ.:Ilﬂ HaUWOHANEHLIM CTEHOBPT OTCYTCTEYRT. Ao ero YTEEpEIEHWA PEHOMEEAYETCH WCNONEIDBEATE
nepeec HE PYCCKWA ASLK GAaHHOMD MeXyHapogHOrc cTaH0apTa. MNepeson nasHoOro MEE0YHASPROAHOMD CTAHGApTA a8~
XOOWTCA B PegepENbHOM WHPODMAUWOHHOM POHOE TEXHWYECKWY DEMTMAMEHTOR W CTAHOARTOE.
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Y¥OK 61:003:054:006.354 OKC 11.100 P20

Kniveasie cnoea: nabopatopuu pedepeHTHEIX MAMEDEHMA, CUCTEMAE YNPaRNeHHs Ka4YecTBoM WoCnedoEa-
HH#, nepcoxan, nabopatopHoe 0BopYI0BAHWE, METOOWKKM pehepEHTHEIX HIMEDEHWRA, CTAHOADTHEE 0B D3Ik,
METPONOMMYECKaR NPOCNHEMMBASMOCTE, NPEACTARNEHWE pRAYNETATOR
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BeegeHue

MCO/MBK 17025:2005 yoTasoBneHe oBwue TPRG0RAHMA K KOMNETEHTHOCTH MCNLITATENEHEIX W K2 MMG-
pPOBCYHER NaSopaTopi. HacToAWMA CTaHOapT pacCMaTpUEaET CNeyrdMYecskMe acnekTl EOMNeTeHTHOCTH
KanuBpoBoYHBl nabopatopuid 8 obnactd natopatopHol MegWUkHLl, B EOTOPOM TaKWMe «EanvbpoBoqdHbIE
naboparopuus 00kMHO 0B03HaAYAKT KaK «naboparopui peepeHTHEIX MAMEDSHA L.

PeaynbTaTk, NONy4aHHBE B MEOWLWHCKNX NadopaTopwAx, GOMHHE MMETh NDOCNEMWBAEMOCTE N0 OTHO-
LEBHKIO K CTAHAapTHEM obpazuam’ wne Kk MeTooMkam pedEpeHTHEIX HIMEPEHHH BONEe BEICOKDD YPORHA.
ST0 Heobxoaumo, YToBE OBeCNeY|TE NPOCNERHBASMOCTE PEAYVNETATOR HIMEDEHWA BENWYMH B NpODax nauu-
BHTOR BE30THOCHMTENEHO K MEBCTY W BEPEMEHM KX NDOBaSEHWA.

OnA QoCTUMEHHA 3TOH LN NEPERM M CYLBCTBEHHEIM WAroM ABNARTCA ONQEnenaHKE BRENWYHUHEI, KOTO-
pan AonsHa BelTe MaMepera. Kak ToNeKD BENKWYWHA ONpegensHa, AomaHa BelTe YCTAHOBNEHA CHETEMA podie-
PEHTHEIX HaMEpeHWH, COCTOALWAR Wa CNedysera:

= CTaHgapTHEE obpasues;

= METOOMEM pedepeHTHBEIX HIMEDEHHE,

= NabopaTopyi pedepeHTHBIX MAMEDEHIR.

Mimeatca B By, 4To NAGOPATOPWA DEMEpEHT B MIMEDEHWA DONHHE DT BRMOYEHE B MEXTYHapoI-
Hyla (rnobanesyio) ceTe, oaobpexHy O6beauHeHHEIM KOMUTETOM NO NpoCNexuaasmocTy B nabopaTopHo#
mequumse (OKNNME). NaGopaTopuu pedepeHTHEX HAMEDEHWE oNHKHE 0GecnEYMBATE NPOCNEXHEIEMOCTE
0o Haubonee BeICOKOND JOCTUMMMOTD METPONOMMHYECKOND YPOBHA N0 CPABHEHMID C YPOBHEM NPOCNEMMBABMOC-
TH, YCTAHOBNEHHEIM ONA NaBopaTopuil pYTUHHBX H3Me paHri. MeTponoriyeckiii ypoBeHe peayneTaTos, nony-
yaeMmex B8 naboparopuAx pedepeHTHEY MIMEDeHUi, OoMmKed CoO0eRcTBOBaTe ToMmy, 4Tobe nabopaTopuw
Y THHHED, WaMEDEHKWA COOTEETCTREOBANK MEQWULWHCKAM Tpeboaaruam. Cneundrdeckde TpeboEaHnA K MEOM=-
LMHCKKM NaGopaToprAs, BeINONHARLLMM DYTHHHBIE MCCNEO0BaHKR, NpegcTaeneHs B WCO 15189: 2003,

Onucadke MeToguE pehepeHTHEX HIMEDEHHA W ONUCAHWE CTAHLAPTHEX 0Bpaayoe SRNAKTCA NpEgMe-
TOM Opyriax cradpapTon (MCO 15193:2002 v MCO 15194: 2002 coOTBETCTBEHHO ). HACTORAWMA CTAHAAPT YCTa-
HapnveaeT HeobxoguMele TpeGoeadva anA nabopaTtopvi pedepeHTHBIX WIMepeHWA B nNabopaTopHOR
MEOHLMHE. 3TH BRICOKOCNeManHaMpoaaiHee naboparopun MoryT BeiTe CER3AHE! MNK pADOTATE NO KOMTPAKTY
C TAHMMKH OPraHu3IaUHaMy, KaKk HaunoHanbHele MaTRONOTMYECKWE MHCTITY TR, ORraHnIauuy, oCyLLBCTBAAID-
LHE BHELHIOK OLEHKY Ka4ecTBa WCCNBOoBaHWA, HAYYHBIE LEHTPR, NPOMIB0AHTENN MEJULMHCHNX MIOenHi
AONA QWardHocTyE i1 vitro. MTaGopaTopiy pedepeHTHBX HAMEDEHKE J0MHHE BHEOPAT:E METOOWEN pedepenT-
HilX MIMEDEHHA W NONYYaTh PEIYNETATS, KOTOPLIE ABNRIOTCA NPABWNEHBIMKA W NPOCNEXUBAEMIMNA 00 HALWO-
HANEHEBX WK MEKDYHADOOHEIX NEPEMYHLIX CTAHOAPTHLIX 06pa3L0s, BCNW TAK0BLIE OOCTYMHEL TP HANW4UK
TaKOH BOAMOMHOCTH NPOCNENHAABMOCTE JONKHA BuiTh YCTAHOBNEHA NO CTAHAAPTHLIM 06pa3slamM, ceoAcTaa
KOTOPEY BRIDAEEHE B 20MHHUaX MexoyHapogHod cHoTeMsl eguHMy CH (MCO 17511:2003). Bo MHOMX chiyya-
AN CEOWCTEA BHONOrMYeckiy MaTepHanos He MOoryT BTk BelpameHsl B @avruuax CH, nockonkexy Monegynap-
Ha3A CTOYETYPE 3TUX SHANKTOR HEZOCTATOMHD HIYVHEHa W BOAMOMHE OTNHWYWMA CTaddapTHoro ofpaaua oT Toro
AHANWTA, 4TO HAXOOWTCA B HATHEHOW NpOoGe YENOBEYECKOrD NPONCEOHOEHHA (HANDUMED, COCTOAHKE MMAKD3M-
nupoBaHua Senka); Torga uenk NPOCnesHeaeMocTH 33KkaHYMBAETCA HA HHMHERM YDOBHE, HANDUMED HA NPOH3-
BONEHOW MessgyHapoaHod egrHkue. OgrHarko naboparopui pediepeH THEIX WAMEDE HHWA DONKHEl NPELCTaBRNATE
IHIYESHNA CTAHSADTHES 0BDasyos, NONYYEHHEX OT 3AK33YAMK0E, NPOCTEMEHHEE 00 HEWBERICIWETD BOIMOMHOMD
YPOBEHA METOIWE pediepaHTHEX HAMEDEHHA WNK CTaHgapTHeR obpaayos. Jawe ecni aHadeHHe CBoHCcTEa BHo-
NOrH4acKoro MaTeprana He NPoCNaxeHo 0o equHils G, Ha KawaoM aTane NpoUeayDL pedepeHTHOND WaMe-
pPEHWA (HANPHMEpP, TPABMMETPUKY, BONKOMETEMK, HIMEPEHWA TeMNepaTypel) AomHbe ObiTe nNONyYeHsl
IHAYESHWA, KOTODRE NPOCNeXertl 00 COOTBETCTEVIOWER eavHiusl CH. KoHuanuva NpocnesHBaeMocT, ea
MO MEHEHHA K OMPaHKYeHRA JETaNsHD onMcansl B MCO 17511 2003.

1 MpusAmel & omayecmeeHLT MBMpPoNoauYveckod nUmepamype MepUMUN somaxddepmusil 0fpaseds coomasm-
CMSYEm WCrOnE3088HHOMY 8 CDUSHHaNsHOM Mekome mexdynspodHoen cmakdapma mepMusy «raference matanals.

A Dfnedunersbi KoMumem no npocnexyeasMocmy g ngiopamopdod weduyuss (OKMAM) (Joinf Committes an
Traceabilty in Laboratory Medicing; JCTLM) offipsiossad & wowe 2002 & coamecmyo ¢ Mexdynapodsod koHgrepariu-
el/Buopo eacoa u map (CIFWEIFM), Mexdysapodnod gedapagueld mnusudeckold susuy b nafopamoprold MeduyuHa
(IFCC), Mexdyrapoduod xoonapayueld mo arxpedumayul nefopamopuld (ILAC), Hremumpmom pedre peHmHEE Y MAM BpU-
amoe w mexsonoewd Esponedckoas Cowia (IRMM), Hauuonane s UHOMUM Wmos cnmasdapmod b mexHonoeuld Chiia
(MIET), Eaponelcrol komuccusd, AdMunycmpagusd No KoHMPoTD Nuwessx npodysmes o nerapoma CLA (FDA)J, Eapo-
medckol accoyuayuel npoulsodumensd draarocmusecruy Mameapuancs [EDNMA).

I
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NaGopaTtopyu pedepeHTHRE HIMBDaHKE MOTYT PELLAaTE CNaIyIoLIWe 38084941

= YHACTEORATE B WCCNENOBAHAH HOBBIX MMM YHE CYLACTBYIOWME METOONK MIMEPEHMA B OTHOLLEHWA HX
NPaBUNEHOCTH,

= NPEOOCTARNATE TOYHEE (MPABMNEHEE W NDEUWIMOHHLIE) NPHNWCEHHEIE AHAYEHWA C YCTAHOBMNEHHOWK
HEONPEAENEHHOCTEO MATEPHaANAM, WCNONBIYEMbIM ONA KanubpoBKd, BHYTpHNaGopaToOpHONo KOMTDONA
KAYECTEd WM BHELLHENA OLEHKH KAYaCTRea;

- A8RCTROBATE B KAYSCTEE HOHCYNLTANTOR B OTHOLLEHHK rOCY QapCTEEHHLIX OPraHoB, NPOMBILLTMBHHBIX
NpeanpUATHA U OPradusauri, yHacTBYWNY B CXEMAaX BHELHER OLUBHIM HAYBCTEA, 3 TAIKE B OTHOLLBHHK KOH-
KPETHRIY CReUHanHIMpoBaHHbIX NabopaTopWiA.

TpeGoBaHMA, YCTAHOBNEHHIE HACTOAWMM cTavgapTosu MCOMM3K 17025:2005, AenawTca obAzatene-
HEIMH YCNOBMAMM 308KEATHOMND BRINOMHEHWA CROMX 3a0a4 nabopaTopHAMK pedepeHTHRIX HaMepeHnA. Ecnu
nagopaTopyA pEdEpEHTHRIX MAMEDEHHA MHTEMPWPORaHa C NabopaTopHeR DY THHHEIX WIMEBDEHWA, TO CHCTEMa
MEHBKMEHTE KaYacTea, TpeboBanuA K nepcoHany v obopynoeanuio pedepeHTHoR NnatopaToprd J0NHHE
COOTBETCTEOBATE HACTOALLEMY CTAHOAPTY W OkiTh HEIABUCHMEIMKM OT TpeGoBaHi K nabopaTopul pPYTUHHBX
WinmepeHui. MaTogukn pedepedT HilX MaMEpe HWA OoMmHbl BbITh BRICOKOTD METPONOIWYECKOND YPORHA, M aHa-
NATHHECHHE NPUHLMNL H3MEPaHHA JOMEHEl A0MYCKATE 308KEATHO HAHMEHBLLYIO HEON PO enS8HHOCTE. Paayne-
TaTkl DEPepeHTHEX WIMepEHWA OOoMeHel ObiTe MNPOCEHMBaSME 00 CTAHOAPTHRIX OSpaILOB WNKW OO0
pedepaHTHBIX METOONE BONea BRICOKOND YPOBHA, BCNH OHK A0CTYNHEL.

HacTofwwi ctanaapT paipafoTad B Uenax yeTaHoBNeHHA Sosepda K cnocobuocti nabopatopuu pedie-
PEHTHLIX WIMEDEHWHA NPOABMTE CROK KOMMNETEHTHOCTE B COOTEETCTEMH © TPROOBAHWAMM, NDHEEOEHHEBIMI
HiAmE.

HacToAWMWA CTAHOapT MOMET TAKKE CNYHWTE OCHOBOW ONA akkpeguTaury naboparopuid pedepeHTHBIX
HIMEDEHWA, NCNONLIYEMOA ONA oPULKANLHOMD NPWIHAHWA YPOBHA BLINONHEHWA METOOWK pedepeHTHBIX
HamepeHdi. NMNaboparopu pedepeHTHER HIMEDEHHA 0DbIMHO AKKDEOUTYIOTCA HALMOHANBEHEIMW METROMOMA-
HECKHMK MHCTUTYTAMK MAY HALMOHANEHBIMKH OPraHamM1 NO aKKPedHTaLMK.

Mpumeyanuwe — TpefoeaHMA B OTHOWEHWY NPHAHAHWA HOMNETEHTHOCTH W geaTenbHocTd nafopatopwid
pediepeHTHE X WaMepeHnld yoTEsoanas6 MCOM 3K 17011

HacToAwumi cTangapT MoxeT 0bnerdyure coTpyYAHWYECcTEO Mexdy NnabopaTopuAmMK pehepeHTHLIX MaMme-
PEHHA, OCYLLECTBNAKNLWWMA MexnaGopaTopHoe cNMYerWe, H cnocoboTeoBaTE hopMUpOBAHHIO MENOYHAPOA-
HOW caTH naBopatopyid pedepeHTHERX HAMEDEHWA.

EbigeneHHsIe KypCHBOM CHOCKK B TEKCTE HACTOALLEND CTAHAAPTA NPYESAEHE ANA NOACHEHHA HEKOTODbIX
NONCHEEHHA NDUMEHEHHOMD B HEM MENOyHAPOAHOMD cTangapTa WCO 15195:2003.
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HAUWOHANBHBIA CTAHOAPT POCCHMWUCKOW S©EOEPALUMM

NABOPATOPHARA MEOWLIMHA

TpeboBaHMA K NadopaTopHaM paddepeHTHLIY HAMBDEHWA

Laboratory medicine . Requrements for referance measurements laboratorles

Nara eeepedns — 2008—01—01

1 OBnacTe NpUMEeHEHWR

HacToAwwiA cTannapT yecTasasnveaaT cneudansyiie Tpebosanna K naboparopuam pedepeHTHbX aMe-
pEHWH (gange — nabopatopdi) B NnaGopaTopHod MeaguluHe. Mococnegoearins cCEBORCTE, peayneTaTel KOTODEIX
NPEACTABRMNAMNT B HOMAHANEHOH MNK ODEMHANEHOE LWKANe, HAacTOALKMA CTAHZapT He pacCMaTpHeaeT.

HacToAwWMA cTaH0apT He pAcNpocTRaHASTCA HA MeOHUWHCKNE NaBopaTopHKH PYTHHHBIX HIMEDEHWRA.

r paMEaYdaHHE 1— nE'ﬁﬂFlaE'I'EI-FIHFl HECET OTERTCTEEHHILTE 33 COOTRETCTEME TFIE-HDEEH WAM 38 EOHDOATENLCTER
O 3O0papl0XPaAHSHAM H BeaonacHnoTH.

MprimewaHwe 2 — TpeBoBaHdWA & MedWUWHCKUM NalOpETODHAM DYTHMHHE X W3IMEPEHWA ONpegeneHE 8
WEO 15188 [1].

2 HopmaTHBHBLIE CCLINKK

B HACTOALWEM CTAHOAPTE MCNONEIOEIHE HODMATHBHEIE CCHINMKA HA CNe 0y WHE HODMATHEHLIE DOKYMEHTEI .

MCO 151832002 MeowuwscEre Wagenwa Ona JWardocTHEd i vitro. MamepaHde BenvudHE 8 npobax
BHONOMYecKOro NporcxomgeHna. NMpeacTaaneHne MeToauK pedepeH THEIX MIMEDEHWHIA

MO 15194:2002 MeguudHcEHMe WAOENHA ONA QUarHocTHEM i vitro, MamepeHde senuyud B npobax
BHOMOMMYECKIrs NPOUCKoMOeHHA. ONUCaHHe CTaHdapTHeX obpaiyos

MCOMaE 17025:2005 OBwre TpeboBaHHMA K KOMMETEHTHOCTH WCNETATENBHBX M KENMEROBOYHEIX
naGopaTopyi

MCO 17511:2003 MeouudHcEMe Wagends AN\ JuarHocTirs in vifro, MamepeHye BenvydH B GUonori-
qJecErx npobax. MeTponor v4eckas NDoOCNEKMEIEMOCTE AHAYEHNA, NDUNUCAHHKEE KANWEDATOPaM ¥ KOHTRONL-
HEM MaTepuanam

MO 18153:2003 MegHvuMHCKHME H3Oenya Ona OHardocTHEd i1 wiro, MadMepesde BenU4YHMH B GUonoridec-
kdx npobax. MeTponordiyeckas NpocNeMUBaeMOCTE IHAYEHWA ONA KATANWTHYECKOH KOHUBHTRaUMK depmaH-
TOBR, NDMNWCAHHBLN KENKERATODAM K KOHTRONEHBIM MATEDWATAM

MewayHapoaHisia cNnosapk 0CHOBHBX W 0BWWx TepMIHos B meTponona (MCM, 188377

PyKoBOOCTBG ANA BuDEMEHHA HEONDEOENEHHOCTH NEW KaMapeHnd (GUM, 19834

" arar CNOE3pE NOGFOTOENSH OAHOBDEMEHHD HE AHMEACKOM W DpaHyyICkoM AswKRE obbeguHesHol padoued
rEYNNOA, COCTORLYSA W3 SHCNEDTOE, BRIGENEHHEX CRegyHILUMK opraHazauwanin: MexgyHepogHeim Sopo BEC0E 0 MEp
{International Bureau of Weighiz and Measurea; BIFM), MexgysapogHoll anekTporexsreciol someEccried (Intarnational
Electrotechnical Commizswon; IEC). MaexgyHapogHod Gegepauren KNAHAYSCKOR sdmMd 0 nESopaTopHod MeguUnHE
{Imternational Federation of Clmical Chemistry and Laboratory Medicineg; IECC), MexgyHapogHo@ OpraH@3agmed no cTaH-
napTuaays«u (international Srganization for Standardization; 120), MexoyHapoOHeIM COME0M SNCTOA @ NPUENEOH0E XHMMHH
{Imternational Union of Pure and Applied Chemistry; IUFAC), MexiyHEDOOHEM COHD30M YMCTON W NPEENAOHOA PHIKR
{International Uneon of Fure and Applied Phyaca, IUPAP), MesayHEROAHOR OpraHHEELMEA N0 3AK0HOOETENEHOM METROND-
r# (International Organizaton of Legal Metrology; OIML).

¥ 310 pyroeogcTeo paspaBoTaso NPEACTARMTENAMN TEX M8 OPTEHMIALMA, KOTOPLIE NOGFOTOBAM MesyHa poaHsR
CNOBAPE OCHOBHLIE M OO LWE TEPMUHOE B METRONOTHM.

M3nasue oMyHaENnbHOE
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3 TepMMHBI M ONpegeneHWA

B HacToRweEM cTaHgapTe NpUMEHEHE TEPMWHB] C COOTBETCTEYIOW WM ONpeaeneHHAMK, AaHHEe B Mew-
OYHAPOOHOM CNOBADE OCHOBHEN WM 00LLMX TEDMUHOB B maTponorvi (MCM), u apyrve nDUBENe HHEIE HUHE Tep-
MUHBI C COOTBETCTEYIOLMMKA ONpaaenaHMAMK:

3.1 TovyHoCTe MAMepeHWA (accuracy of measuremeant). Crenedes BNUIOCTH PEIYNETATA HIMBPEHWA K
HMCTHHHOMY IHAYSHHIO WIMEDASMOR BENWHAHbI.

[MCM, ctates 3.5]

Mpumevasne 1 — CornacHo MCO 5T25-1 [2] TOMHOCTE HEMEREHAA RBNABTCA COMBTAHWEM NPABMNEHOCTH
MAMEBREHAR W NPELHINOHH OCTH.

n pPAMEBEYBEHHE 2— ToMHoCTH He moxeT BeTe NPHGaHIMACNoB0E 3HEYEHHE B EJHHHELLEX Wasap REMOH BENHYH-
Hel, OHE MoHeT BuTe OXBPEETEPHINEAHE TONBED KAK «Q0CTATOMHEA » WAW aHEQOCTATOMHAR + JNA NOCTABNEHHOA YanK.

n PHAMEYMBEBHWAE 3— ﬂEFIETHf_'IIFI MEROA N0 OTHOWEHWED K TOMHOCTH AENAETCA € CMEelleH ey, oNpeJenAsMos KaK
@IHAYNEHHE MUHYC NPAHATOS WECTHHHOE SHEYEHHWED .

Mpumevesrne 4 — BWMECTO AWCTHHHOND SHEYEHMA®» B NPEJWECTEYHLWEM ONPeQENSHAM COTMBCHD
WSO 3534-1 [3] MCnoNe3yeTCA NOHATHE «NPUHATOE CNOPHOE SHAYSHWER , EOTOPOE MOMET BeiTe TEOPETHUSCHAM (HOTHH-
HEM ], NEHNACEHHBIM, COTMBCO0BAHHEM W METOQHYSCHN JBEMCHMEIM 3HEYSHHEM.

Mpumevenne 5 — B HacToORWEM CTAHGAPTE NOHATHE aTOMHOCTE HAIMEPEHHA S OXEATEHESET NPAEMNLHOCTE
HamepeHnd (3.10) ¥ NPRUMEHOHHOCTE WaMepeH s (3.4),

3.2 aTTecTOBAHHLIA CTAHAAPTHLIA obpa3zey (certified reference material, CREM): CranoapTHeiF
ofpaizey, CoNpoBOHAAEMBIR CERTHOHEATOM, OOHD UMK HECKONBKD IHAYEHMA CBORCTE KOTOPROMD YCTAHOBNEH b
Mp# aTTECTALKI NO MeToguEe, obEcneYrBaInLLERA NPOCNEKUBAEMOCTE BOMHHLE DaIMapa CRORCTEA, a Kakooe
ATTECTOBAHHOE JHAYEHWME CONPOBOXMOAETCA IHA4EHWEM HEONDEedensHHOCTH C 330aHHOA O0BepUTEnsHOR
BEDOATHOCTRAD.

[MCM, cTaten 6.14]

3.3 penwynsHa (wamepuman ) (measurable quantity): CeoWCTEO ABNEHKUA, TENA WK BEWECTEA, KOTOPOe
MOKET ObiTh PAANWYHMMO KAYECTESHHO MM ONPEOENe HD KONMYECTEEHHD,

[MCM, cTaTen 1.1]

3.4 NpeUMaIKMOHHOCTE WaMepeHWA (precision of measuremant): Crenexds BNU3I0CTA QPYT K ADYTY HE3a-
BUCHMED DEIYNETATOR MIMEDEHUA, NONYYEHHBD B KOHKPETHEX DErMaMeHTUDOBAHHLIX YCNOBUAX.

MNMpuumevwarne | — AganTupoeado wa MCO 3534-1 [3], nyHeT 314
Mpuumesasuwe 2 — allpeUMIHOHHOCTE HAMEDSHWA S ABNASTCA EA4ECTREHHOR OLSHEOM.

Npumevasne 3 — Mapy NpeydIncHHOCTE oBLIVHD BRIPEHMEDT B TEPMUHAY HETOMHOCTH M BEIMHCIAKT KK
#CPE0HEs KEAAPATHYECKOE (CTAHAAPTHOR ) DTHNOMEHHE PEZYNETATOE HAMEPEH AR KN KOS HUMEHT BDHALHNS , KDTO-
pEE HEXOOATCA B OBPATHEIE OTHOWEHWAY C NPEURIHOHHOCTERD . MeHEWEaRA NPELWIN0HHOCTE COOTEETETEYET Bonkwemy
CTEHAAPTHOMY OTKNOHEHN K.

Mpumedan e 4— MNpeUurIsoHEOCTE JEHH0H METODHEH MAMSDEHNA MOKeT SuTe NOOPaZOenNesa COMMacHo perna-
MEHTHPOERHHE M YCNOBEAM NPEUHIACHHGCTA. TEpMIAH «NoBETORAEMOCTER (Fepeatablliby} 0THOCAT K yCROBWEM, NPW KITOPE X HE38-
EHCHMBIS DEIVIETATH MIMEEEHWA NONYSEHE] COHEM ¥ TEM He MaTO00M HE WOeHTH S ol LexTa) nenNsITEHWA, B 0aHOM W Tod 3e
nabopaTopdn, 0OHKM 4 TEM e CNeREaTOROM, C HCTONR30B3HWEM OO HOMD W ToM ¥e 0B0pyA0BaHAA, B NPS0SNaY K3 POTROND NDOME-
#HyTeE Epesesd (MO0 3534-1 [3]), v 9acTo oboaHa%EH0 T £3K BHYTPSCSPURHYD NPeUHIHoHR0CTE, [poMesyToMHGA NPeUR3MoHHOC-
Tesd (infermediate precisson) HAIEIEAMT NEEUWIKOHHOCTE HEMEDEHNA, BEINCNHEHHEE B YCNOBMAK, KOrO3 WIMEHANCH OOWH WNd
HecEoNesn fagTopos — aperA, kanwbpoesa, oneparop, obopygoaadue, — HO oBEYHD B NPESENEE OOHOH W Tol e nabopaTo-
pui. Bocnpodaeogusocte (reproduciility], XapasTeprIyiowyn NPeYHIN0HHOCTE HIMEDEHWA, BENCNHEHHRIX B HEOQWHBROBRX
YCMOasAx, T. 8. B pasHeE NAaSopaTopuax, PEANHEMEA ONSPATOPAMK, C HCNONEI0EEHWEM DAZNWWHE SHANWTAYECKWE CHCTEM
(BENHYAR PA3INAHHYH KaNABpoesy, pa3NHYHEIS NANTHA DEATEHTOR ), HAcTo 0G0 3HAYEKT KAk MaxnafopaTopsHys NPeUMIHOHHOCTE.

Mpuwkedasuwe 5S—OnpegeneHye, ECNONE30EIHHOE B HECTOAWSM CTAHQARTS, COMMACOBEHO C COOTEETCTRYHI-
WwumMKd cTadpgapTard KOO, OnpeoensdHie NPeURIMOHHOCTH, yoTaHoENaHHoE MCO 3534-1 [3], nyser 3,14, chegysswee:
CTENEeHs BNU30CTH QPYr & QpYry HEIAEMCHME X DEIYyNeTATOE WIMBPEHHA, NONY4EHHEX B KOHEPETHRIX PEIMAMEHTHROBAH-
HE X YEMOB WAL

3.5 cranpapTHilA obpazey (reference material); MaTepuan uny BELUSCTED, IHAYSHIWA OOHON Nk Donese
KONWHECTESHHOA OUeHEN CEBORCTE KOTOROrD ACCTATOMHD SOHODOOHE M ONpenenaHeE A MCnoneEI0EaHuA MK B
LENAX KANMBpOBKA HIMEDUTENEHON CHCTEME, OUBHEM METOOMEM HIMEDEHUA MW NPUNKCHIBAHKA AHAYSHWR

mMaTepuanam.
[MCM, ctates 6.13;, MCO PykopogeTeo 30 [4], ctates 2.1]
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3.6 naBopaTopWA pedepeHTHEIX WIMapeaHui (referance measurement laboratory): NaGopaTopua,
HOTOpAaA BeINONHAGT METOQUEY pedepeHTHOrO HAMePEHHA H NPENOCTABNART PeIYNETATE HAMBDEHWA C yoTa-
HOBNEHHOA CTENEHLID HEONDEAENEHHOCTH.

Mpunmevadnwe — B MOOMIK 17025 [5) npuMened Tepmnd agansfposousme natopatopuds {calibration
laboratones).

3.7 metoguka pedepeHTHOro Mamepexna (reference measurement procedune): TWaTENEHO HayYEH-
HAA METOOWKA MAMEDEHMA, ONA KOTOPOH YCTAHOBNEHA HEONPENeneHHOCTE HAMEDEHKA, COpa3MepHan C npea-
nonaragMelM NpMMEHEHMeM, ocobeHHD NPY OLEHKE NPABUNBHOCTA OpYTAX METOOWK HIMEDEHWA ToH Me
HIMEDAEMOA BENWYMHE M NPK aTTECTaUMK CTaHaapTHeX oBpazuoa.

Mpumeyadue 1— ApanTHposasc [MCO15193).

MpusmeuaHwe 2 — Ecnd cyWeCTRYET HECKONLED METOOHE PRMEpSHTHOID M3MEBPEHEA ONA OAHOA W TOR e
HIMEDASMOA BENHYAEE, MOKeT BH Tk YCTAHOBNEHS WX MEDERXWA N0 CTENEHW HEONPE0ENSHHOCTH M3MapeHEa. [epBusHyD
METOOUKY PEReREHTHOMD HIMEDeHA HHOTOE MMEHYIDT « ONPSdenfiL MM MaTOS0M HEMEDEHHAS, OOHAKD 3TO HE COOTEST-
cTEyeT MexayHapoaHoMy CNoEaPH OCHOBHENE W OB W WY TEpMWUHDE B MeTponorda (MO ).

MpumevaHwe 3 —KoHCYNETATHEHEIA KOMWTET NoEONKYeCTRY BRWecTEE [KKKE ) {The Consultative Committes
an &mount of Substance; CCOMynpn Mexgysapoadom Bopo Becos u Mep (MEBM] {Intematonal Bureau of Wesghts and
Measuras: BIFM) onpagendn £nNepedyHed MaToD WIMEDEHHAY E8K METOA, MMBIDWAE HEMBLICWME MeTRoNOrHYScine
EA4eCTEA, C NogEoHHO WIN0MEHHE MW W NOHATHE MW METOQUEAMM, DNA KOTOROD YCTAHOENSHWE DACIHPEHHOR HEOnpege-
NEHHOCTH MoXeT GuTe ONWCaHO B TepMEHEY eauHdy Cl W peaynNeTaTH KOTOROID NPUHUMERDT 623 COBINKM HE CTAHZART
HIMEDASMOR BENWYHHE. JNa onpedeneH s KONWYECTRE BELSCTES B KAYECTES NEPRMYHEIY METOOWE peDaDaHTHE X W3Me-
peHHA GhiNE YCTEHOENEHE CNEOYHLHE TPHHUANE W3MEDEHHA] MACC-CNEKTROMETRMA C M30TONHEM pR2laanaHHemM, Ky Tio-
HOMETPWA; TREBHMERHA] THTPHEMETEWA U KPHOMETRHR.

MpusmevaHwe d— OTHeNeHHe SHANHTHYSCKON el MeEayHEPOGHOTD COMEE YECTOM W NPHENSGHOH XUMHK
{MCUNX) (Internatonal Union of Pure and Applled Chemistry, IWPAC) ondceigast Gnezky koHYenydn «abconoTHon
METONE %, EOTHPEA CCHOBEH TONLKD HE YHHEEDCAMNEHE X BENWHMHHAY W P yHIAMEHTENEHEXY DHIMHMECENE KOHCTAHTAX.

3.8 npocnemwupasMocTi (traceability). CROWCTEO PEIAYNETATA WIMEPEHWA UMW IHAYEHWA ITANOHA,
3AKMNIOHAUSECH B BOIMOMHOCTH YCTAHOBNEHWA M0 CBAIN C CODTRATCTEYIOWMMH ATANOHAMM, 00LIMHO MER Y-
HAPOOHBIMNA WA HAUMOHANEHEMKA, NOCHSOCTREOM HENPEDRIBHOR LEnW CRABeHR, HMELLWY YoTaHORMEHHEE
HEONDEOeNeHHOCTH.

[MCM, crates 6.10]

3.9 MCTHHHOS IHAYEHWE BENHUYMHEI (true value of a quantity). 3dadexue, a0eKBaTHOE ONDEeaeNaHKIo
OAHHON EOHKDETHOW BENIAYAHE.

n pAMEYAHHE 1— STO IHAMEHWE, EOTOROE MOrno Bkt BEITE NONYEEH NYTEM AQ2EaNEHOND WAMEDBEHHA.
M pPRME2YaHHAER 2 — McTHHHOE 3HAYSHHE NO CEOEE NpHpoge He MoEeT fiTh anpegeneHd.

1] pPHMEYaH@AER 3—8 WHOCTREHHEIX A3LIKEE C TEDMEHOM dBMCTHHHDS SHEYEHE» HICNONEIYaToA, KK Npagund,
HEONpEAENEHHEIA ApTHENE (&, une, ln, un)}, & He onpegenesHed BpTHEN: (the, la, der, el), nocsonsry MoHeT BeiTe MHEGMD
AHEYEH WA, CODOTEETCTEYDWWE ONpafeneH D 0aH HOW IZIJHI{FIE'THIII-IFI BENHYHWHE -

[MCM, cTaTes 1.19].

Mpumevadnre 4 — B WMCO 3534-1 [3] aMecTo s MCTHHHGND 3HaYeHHAR (& true value) MCNONs3yeTCoR NOHATHE
aNpUHATOR ONOPHOE 3HaseHWes (the accepied reference value), KOTOPOE MOWET G Te TS0 PETHHYSCHH WCTHHHEIM (YCTIHOB-
NEHHLIM ), MTPUNECAHEEM [BTTECTORSHHBIM), NPUHATHM HE BE38 KOHCEHCYCA MNW OCHOBAHHEM HA ONpERenEHHW ©
NOMOLWSH EOHKDETHOTT METOOE.

3.10 npaBrnsHOCTE WIMapeHWa (rueness ofmeasuremant): CTeneHs GNUI0CTH CPEOHEND IHAYEHWA,
MNONYYEHHOMD Ha OCHOBAHKI BONBLOA CEPWUA KIMBDEHWA, K MCTHHHOMY (NPHHATOMY ONODHOMY | JHIYSHD.

Mpumeyvadse 1—ApanTupoeado W3 WCOD 3534-1 [3], nyseT 3,12,
MpusmedaHuse 2—pagdNEHOCTE WIMEDEHWRA ABNASTOR KEYSCTEEHHGR OUEHKOM,

Mpusmesuadse 3I—Crenedb NPABUNEHOCTH 00RYHD BRI PAHEKDT HONWYECTEEHHD CTATHCTHYE CHON Mapo [ «cMa-
wesnes (bas), cERIAHHOA C NPAENNEHOCTED OBPETHEIM COOTHOW Bxmes TE

Yo ucrematneckan NOTPEWHDCTE (D6} — PEIHOCTE MERDY METEMATHYSCKMM DEMDSHHWEM PeIyNeTATA MEMEBREHHA
¥ MCTHHHBIN [MNH B Br0 OTGYTETEME — NPWHA ThiM CNopHBiM ) 3daveHnen [MCO 5TF25-1 2], nynsT 3.8].
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311 HeonpegeneHHOCTE WIMapeHWA [uncertainty of measurement): MapameTp, CBAIAHHBIE ©
PE3YNETATOM HIMEDEHHA W XaPaKTepHayIoLWMKA PACCEAHWE IHAYEHHA, KOTOPEIE MOKHO ODOCHOBAHHO NpHMK-
Cathk HAMEPAEMOA BENUHUHE.

[MCM, cTates 3.9, GUM, nyukr B.2.18]

n PHMBYBEHHAE ] — B kauscTEE napaMeTpa MoXaT BeiTh, HENpHMED, CpeOHes EBEEOPETHNECHKOS OTENOHEHWE
(MY EpETHOS BMY ) MNE NONCEWHE HHTEPBANA C 3803HHLIM YPOBHEM A08EDWTENEHOMN BEDORATHOCTH.

n PAMEBHNBHWE d— HEEII'IPE-J:IEHE'HHD-E‘-'TE HIMBDEHWA, B ofugen BEWOE, BENKHEET B celif MHOHMeCTED COCTABNARD-
L X HE-HL‘ITDFI-HE- M3 HHX BOIyT fhiTh OUAHEHE W3 CTATHCTHYSCKOMO pacnpenenady A pEIYNLETATOE DAQS HAMSDEHHWA H OXE-
PEETEQHI0EBEHB] JECNEQMMEHTANEHE MW CREHUMW EBEAAPETHYNECEAME OTENOHEHWAMEA. lejrrne COCTAERNADWMAS, KOTOPHE
MOTYT fislTh OEAPAKTERpHIOBAHE CPEOHAMA KESOPATHYESCKAME OTENOGHSEHWAKMK, OUEHHBAHIT K3 NPenonaraeMmsl s pacnpe-
AeneHAR BESpOATHOCTEN, SCHOBEHHEIX HA ONLITE ANK OPYIA RHEODMILIHEE.

n PHMBYEHNKE 3—3nece NoApazyMesaaT, 4To PEIyNeTAT HIMEQEHHRA ABNASTOR HEWN YW e CLEHKDH 3HBEYE-
HHA MEMEDAEMON BENWM-AHE, 3 BC2 COCTRANAKILLIWE HEONPSAeNSHHOCTH, BKNKMAR 4 TE, EOTOPLIE BOSHMEAT M3-38 CUCTE-
METHYSCKMX B¢l¢| BETOE, TAKHE KBE COCTABMARW WS, CAEAZAHHEE & BHECEHWEM NONPABOE W HCXOOHBMA 3TANDHEMW, BHOCAT
CcEoH BEKNa B pA Eﬂ-FH:IG.

312 panvpaumAa (validation): MogrespeoeHde Ha OCHOBE NPEOCTABNEHHA ODBLEKTHEHBIX CBMOE-
TENECTE TOMD, 4To TpeboBaHuA, NPpegHaIHaYeHHBIE ANA KOHERPETHOMD HCNONLITEAHWA WAH NDEMMEHEHAA,
BEINONHEHI.

[MCO 8000 [6], nyWxT 3.8.5]

3.13 mapdadcpmkaumna (verification): MNooTeepyogHie Ha OCHOBE NPEOCTABNEHWMA O0REKTHEHBIX CBMOE-
TENRCTE TOMD, YTO YCTAHORNEHHEE TReBoBaHNA BeUNH BRINONHEHSI.

[MCO 5000 [B), nyHer 3.8.4]

4 TpeGoBaHWA K MEHEQMMEHTY

4.1 OpraHv3aumMa 1 MeHBO¥MEHT

NabopaTopka QonN¥HA GelTe OPraddaoBaHa W QeACTROBATE Tak, YToDbl HEZABWCHMOCTE CYHOEHHA 1 B
UENOCTHOCTE HE NOOBEpranick BNWAHWID KOMMEDUSCKHE, DUMHAHCOBRIX M MHEBIX KOHDNKETOR HHTEDECOE.

PykopoacTeo NnabopaTopui QOMEHD TOUHD ONpageniTe STEETCTREEHHOCTE, NpERa W B2AUMO0THOLWEHNA
BCErD NepCoHana, KoTopHA OPraHiayeT, BLNONHAST, OUEHUBART W yTEEpHAaaT padoTy, BNUALLYIO Ha KaYec-
TED METOOHK pEdepeHTHEIX HIMEDEHHHA.

PykopoacTeo NabopaTtopyk JOMAMHO HAIHAYWTE YIONHOMOYEHHOMD NO ESYECTEY W 3aMecTUTensa ona
BrINONHEHKA Yy HELWA yNONHOMOYEHHOTD B 8r0 OTCYTCTEHE.

4.2 ChcTema MeHEOMMEHTA KAYSCTEA

NaGopatopua AomeHa paapaboTaTk M OCYLLBCTENATE CUCTEMY MEHEIMMEHTA KaYecTea, O OpMNEHHYD
B BIOE AOKYMEHTOR, COCTARNAKDWWY PYKOBOACTED N0 KA4ECTEY. B HER O0miHEl BbITE ONWCaHs OB LEKT B, NOMnk-
THES B 0GNACTH KAYSCTEA W NPOrPaMMbl KOHTRONA KAYSCTED, KOTODRIE NO3BoNAT nabogatopuK obacneynTe
KSYECTEO PeayNeTaToR peddepeHTHEY MAMEDEHWA C YCTAHOBNEHHLIM YPOBHEM HEONDEaenNe8HHoOCTH HaMepe-
HKi cornacHo PyRoBOOCTEY ONA BIPEMEHWA HEONDEQBNEHHOCTH NP Mamepaxni (GLIM).

Copepxanne PykoBogcTEa N0 KA4SCTEY OOMNMHO GTeE ocTynHO. Mepoosan naGoparopit AonweH GbiTe
OIHAKOMMNEH C YHAIAHMAMM, COOEPRaMMKUCA B PYKOROACTEE NO KAYSCTREY, W BRINOMNHATE WX HAQNEMALIMM
ofpaiom.

CHcTema MeHa¥MEHTa Ka4ecTea, oopMNeHHan KaKk PyKOBOACTEOD NO KAYBCTRY, AOMNMHA BEMNOYATL B
celba cnenyowMe anemMeHTs:

a) BpeaeHues;

b} onucadwe npaBoBoro cTatyca naboparopui;

C} NONATHEY B OGNAacTH KAYeCTRA;

d} DpravvIaLMoOHHYD CHEMY, XaPakTeDHaVIoLWYID NoNoMeHHe NagopaTopui BHY TR CRpraHMaaL M,

&) onucadue BHyTpunabopaTopHol OpraHnaauny m pacnpanenaHina 0GAIAHHOCTER MeN 1y AMPEKTOROM
W pYTARMA COTRYOHMEEMI NabopaTopi,

f) onucadwe npouenyp HOHTPONA NOMELLEHHIA, B TOM YUCNe CnysebHb, | ADYTHX YCNOBWMA OKpYHaI0LEN
cpenkl B naboparopui;

g) Bce TpeboraHvA BelonacHocTK,

h) nepayexs MCNONbLIYEMEBIX ATTECTOBAHHLIX CTAHOAPTHLIX 0Gpaalos;

i) onucawse ocHoBHOM 0G0pyaA0BaHKA NabopaTopHi, NpOLERYD YX04a 38 HIM W OLEHKH M0 COCTORHKA,

J¥ nepeYyeHs BENWYMH, ONA KOTOPGIX Nabopartopla npegnaraseT pedepeHTHEE HAMEDEHWA;
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K} DOKYMEHTALKIO B COOTBATCTEMK C TpeDoBaHMAMK K METOOUKAM ATANOHHED WAMBDEHWA, NpUMEHAR-
Milis B nabopatopud (MCO 15193);

[} onucadWe Npoueayp BHYTRMNAtopaTopHOro KOHTRPONA W BHELLHENR OLEHKW KaYecTBa;

m) 3aRBNEHWE 0 METPONOMMYECKWX YCNyTax, npelocTaenAemslx nabopaTopuei;

n) NONATHEY W NPOUBaYPLL, HANPaBNEHHLIE HA NpPEROTEALLEHHWE BORNEYEHKA B NGy 0eATENEHOCTD,
KOTODAA MOTNE Dbl NPUESCTH K CHIAREHK OOBSDNA K ECMNETEHTHOCTH, DeCnpUMoTRacTHOCTH, CRpaseanUBocTIA
WM ONEQaTHEHOR LWENOCTHOCTH,

0) NpoUenypsl, KOTOREM HEoGXoQMMO CNeacsaTe ANA obecneYeHHA 0BpaTHOR CEBAIM, NPMHATHA MEp No
YCTPAHEHWD MEQOCTATEOE M COOODWEHWIo peaynsTartos, ecnu Geinn obHapyseHs HECOOTEETCTEME WKW
owWbka;

p) NOPALOK M NPOLUEOYDE B OTHOLLEHAW OTKNOHEHMIA OT YTEEDHOEHHLIX NPOUEOYD MAMEDEHHA,

q) npouenype 0Gpalena C HanobamMK ¥ PErMCTDaUMH MTOMCBEIX OEHRCTBHA,

r} Npousaypel QNA CoXpadeHna KOHDHUOEHUWaNEHOCTH M NPas cOBCTREHHOCTH NOTpeGHTENER;

8] NpoUeayps BHYTREHHEND ayaUTa W NPOBEDKK,

f} npouenypE YNPABENEHWA QOKYMEHTALMEHN,

u) cooTEETCTEHE TReboBaHMAM BNAcTe;

V] 3aABNEHWE OTHOCWTENBHO CTATYCA AKKPEAWTALMI W OPrasa No akkpenMTaLmMu;

W) Npouegypy NognMcaHWA CEpTAMKaToR.

4.3 MNepcoxan

PykosogcTes nabopaTtopiy pedrepeHTHBIK HIMEDEHHA DOMHO GBTE OTEETCTEEHHG 38 ONPEOSNaHuE 1M
OOEYMEHTHDOBAHWE NEpeqHA TPEGORaAHHA K OBLWMM M CNELHankHLIM IHAHWAM K YMEHKXAM NepcoHana nagopa-
TORKM.

MepcoHan gon#eH MMeTe CoOTEETCTRYIOWWE OCHOBHEIE TRODETHYECKWE IHAHKA K A0EKBATHRIA NPaKTH-
YECKEMA ONBIT B OTHOLWEHHH BINOMHAEMBIX TEXHONOMA pedepaHTHBIX MAMEDEHWH. 3aBedVIOWMHA 1 3aMacTH-
TENk IABSOVHHUEND NAGOpaToOpHed pedepeHTHEX HIMBDEHWHE OO0MNEHE HMETE COOTEETCTEYIOLWEE BRICLLEE
obpazoepaHue, NPoOHETH NPaKTHYECKYID NOSroToery M obnagate HeobxoOMMbl s ONBITOM.

Mepcoxan nafoparopui QOM#eH COCTORTE W3 XOPOLWD OBYYeHHSIX COTRYAHHKOR, IHAKLLMX NONUTHEY K1
NPRETAKY JEATENEHOCTH NabopaToprKy, a Takke 22 TexHWdeckoe obopydoBaHWe, HeobxoaMMEelE MaTEDHaNk
ana oGeCcneYsHHA MeTPONOrMYeckDn NpoCNexMBasMocT ¥ YCTAHOBNSHWA HSONPeaanaHHoOCTH, KaKk W Boe
COOTBETCTEYIOWWE NPOUESOYPsl KanWGPoaKA 4 NPoUEay DLl KOHTPONA KaYecTea.

MepcoHan nafopaTopui AonHeH BTy OLEHEH ODraHoM MO AKKPEOWT AL MM MNK HALUWOHANEHOR METpono-
rH4YeCcko i opradvaagded (HaluoHaNkHeIM METRONOMMYBCHWM MHCTHTYTOM ) B OTHOWEHWKY 0bpasosavnA, obyye-
HHA, ONETa W CNOCOGHOCTH BeINOMHATE HIMEDEHWA.

Mepcosan gon«ed GeiTe AONYWEH K BuiNONHEHWD WIMEDEHWA TONBKD NPY YCNOBWA @ro NoandToBKK
COMMAaCcHD JOKYMEBHTHDOBAHHEIM METoaaM ofy4eHHA W NPUIHAHKWA PYHOBOOCTEOM Naboparopui ero KomMne-
TEHTHOCTH BRIMOMHATE METOOMEN DEepaHTHEE MIMEDEHWA, 8QWHCTREHHEM WCKMOYaHHaM ABNASTCA BhINan-
HEHWE X B NopAgKe ofyqeHua (TREHUDOBKM ) WNH NOO NPAMBIM KOHTDOMEM.

PykoeogeTes nabopatopdi 4on#HD 0BECneYHTeE NoBCegHEBHOE oDyYeHHe NepcoHana.

NabopaTopHA AoMEHa XPaHWTE DETKCTPALWOHHBIE J0KYMEHTE OTHOCHTENEHD NPohEcCHOHaNLHoN KBa-
NAHEALMA M OBy UBHNA BCRMD TEXHUYECKOIND NepooHana.

4.4 ¥YnpaBneHWe AoKYMeHTaALMEA

Naboparopya pedepeHTHEIX MIMEPEHWA JoN¥Ha pazpadoTate ¥ NOSOEPHHBEATE B NOPALKE CHCTEMY
AOKYMEHTOR, COCTARNAOWMY PykoBogcTeo No Ka4eCcTay, BCE COOTBETCTEYIOWME Npasuna no GeaonacHocT,
ONACAHMA METOOWK pEepEHTHEIX WIMEDEHWA W KanyubposodHBR npoueayp. Boe QoEYVMEHTE QONHMHE SkiTe
YTREpHOEHSE PYKOBOACTEOM NAGOPATOPMA M J0NMHEl BETe NErKOOoCTYNHE 88 COTPYAHMKaM. BCe DoKyMEHTEI
QoMM BbiTh 0QHOIHAYHO HASHTADHUWPOBAHE M JONKHE NOONENATE NEPUOANHECKOMY NEPECMOTRY NO YCTa-
HOBMEHHONA CHEME M MAMEHEHWID NPW HECBXOOWMOCTH.

JanicK B nabopaTopHblx BYPHANAX W paboyuy TETRAOAY OOMEHE BeiTe B OpMe, NOONEHaLLIEA MW=
TENLHOMY XPAaHEHWK W BOCCTAHORNSHA, W BeTE NOONKUCaHL SHANKTHEDM WA JONHKHD BeiTe HZeHTREULKpo-
BAHO WMA (MNKM HOO) AHANWTHEKA. 3anvcd JonN¥Hel COOSPMATE AATY HIMEPEHWA, DaMWNUMI0 aHanWTHKa,
HIMEDASMY 0 BENWYHHY, MOEHTUDHEAWWK NPpobal, CREUHansHbE HABMKDEHHA NepEd HIMEDEHHEM 1 BO Bpasa
HIMEDEHHA, 0AHHEIE KOHTRONA KAYecTEd, NEpEMYHLIE JaHHBIE (HanprMep, nokasanus abcopBunK9, 30HE! MK
BEICOTE NMESE, OTHOWSHKE MIOTONOR) M DacYeTe DEIYNETATOR. HenpaenneHeE 3anUcH JonkHsl BelTe MCNpag-
NEHB [HO B YHTaeMOoN hopsia), Noanucadsl UNd UWOeHTHEUUMPoBaHE! MHBIM CNocoDoM 4 JaTHPOBaHE] MMLOM,
BHECLUMM WCNpaBneHna. PardcTpauMqa O0MKHa COXPAHATECA W NOADEDHWBATECA B NUCEMEHHOM BIOE WNK B
ANBETDOHHOM BMGE B NPOYHOA M NETKOBOCCTAHOBMMOR ODME B TEYEHHE NEPWOOE BEEMEH, ONPEgEeneHHoro
PErNaMeHTHRYI0 LMK OPraHasmy WNy yKadasHoro noTpeburenam.



