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4.2. METO/JIbI KOHTPOJIA. BUOJIOTMYECKUE U
MUKPOBNOJIOI'MYECKUE ®AKTOPBI

Banugamust METOA0B, NPCAHAZHAYCHHBIX
AJif BBISIBJICHHUA U I/I)]eHTI/Iq)I/IKaIII/II/I
FeHHO-I/IH)KeHepHO-MOI[I/I(bI/IIII/IpOBaHHI)IX OpPraHusmMoB
B MMIIEBLIX IIPOAYKTAX U MMPOAOBOJBCTBEHHOM ChIPLE

MeTonnuyeckue yKazaHust
MYK 4.2.3389—16

TpeboBanus aelicTByromero 3akoHojaaTenabcTBa Poccuiickoit denepa-
1M1, THTCHCUBHOEC Pa3sBUTUEC TEXHOJIOTUH T€HHOH HWHXCHEPHU U UCIIOJIB30Ba-
HHE TeHHO-MHXeHepHOo-Momuduiupoanuoro (I'M) mpo1oBOJILCTBEHHOTO
CBIPBS TIPH MPOU3BOICTBE THIIEBON MPOIYKIHH 00yCIOBIMBAIOT HEOOXOAU-
MOCTb TPUMEHEHHS HaJIS)KHBIX U JIOCTOBEPHBIX METOAOB KOHTPOJIS 32 000pO-
toM 'MO. HanexHocTh M JOCTOBEPHOCTh METOIOB KOHTPOJISL IOCTUTACTCS 3a
cYeT pa3paboTKU U BHEAPEHNUS B IPAKTUKY HOBBIX WJIM YCOBEPIICHCTBOBAHUS
CYIIECTBYIOIIUX JIAOOPAaTOPHBIX METOJIOB, TO3BOJIIONINX BBISBISATH U H/ICH-
TUQUIUPOBATH CHEUU(PHUIHBIE AT COOTBETCTBYIOMMX I M-nmuuuii mocneno-
arenbHOcTH JJHK wmim Gesku.

[Mpunumasi BO BHUMaHHE MHOTrOOOpa3ue CYLIECTBYIOUIMX W BHOBB CO-
3/1aBaeMbIX METOJIOB, BO3HUKJIA ITOTPEOHOCTh B CHCTEMATU3alMU TpeOOBaHHI
K UX BaJMIALUH, TIPECTABISIONIEH CO00H JOKYMEHTHPOBAHHYIO HPOLIEAYPY
TIOATBEPKACHUA TOTO, YTO METOA IPUTOJACH JIA NMPUMCECHCHUA B LEIAX KOH-
Tpoiist 32 MO u obecnieunBaeT ModydeHHE HAJEKHONH M JOCTOBEPHOW WH-
¢opmarmmu. Ilpormenypa Bamumanuy SBISETCS BaXKHBIM ATAIllOM, MpeilIe-
CTBYIOIIMM O(QHINAILHOMY YTBEPXKICHHIO METO/a KOHTPOJIS, €€ MCIOJIB30-
BaHME 00ECIICUNT JOTIOIHHUTEINIBHbIE 10KAa3aTeIbCTBA MPABOMEPHOCTH TIPHMe-
HEHHUSI MeToJa U OOBEKTUBHOCTH HOJIYYCHHBIX PE3yJIbTaToB, B TOM YHCIE B
cilyyae HeOOXOMMOCTH pa3pelIeHNs] KOHQIMKTHBIX W CTIOPHBIX CUTYaIHH.

4
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I. O6sacTp npuMeHeHust

1.1. Hacrosimue MeTOIUYECKHe YKa3aHUS yCTAaHABIMBAIOT IMOPSIOK Ba-
JUAIMA METOJOB BBISBICHUS M WACHTH(DHKAIMN TCHHO-HHXCHEPHO-MOJIH-
(DUIIPOBAHHBIX OPraHU3MOB DACTHTENBHOTO, >KUBOTHOTO M MHKpPOOHOTO
npoucxoxaeHus (nanee — I'MQO) B MHIIEBBIX MPOJYKTaX M MPOJIOBOIBCTBEH-
HOM CBIPBE.

1.2. Meronuyeckue yKka3aHUs MPEIHA3HAYCHBI I OpPTraHU3aIlMid, pas-
pabaTHIBAIOMNX W BHEAPSIOMINX METOIBI KOHTPOJIS, YIIOJTHOMOYCHHBIX Opra-
HOB, OCYILCCTBIIAIONIMX HA30p, KOHTPOJIb U HOPMATUBHOE MPABOBOE U METO-
JIMYECKOoe 00eCIeUeHHEe HCIIOJHEHHUS 00s3aTeIbHBIX TPeOOBaHUN 3aKOHOJA-
tenbeTBa Poccuiickoit denepanyu B 00J1aCTH CAHUTAPHO-3ITUAEMHOJIOTHYEC-
KOTO OJIarormorydusi HaceJICHHs, 3alIUTHl IIpaB MOTpeOUTeNeH (nanee — yrmoi-
HOMOUYCHHBIC OpPT'aHbl TOCYJAAPCTBCHHOTO KOHTPOJIS M HAJ30pa), a TAKKE IS
UCTIBITATEIBHBIX JIAOOPAaTOPHiA, aKKPEIUTOBAHHBIX B YCTAaHOBJICHHOM IIOPSII-
K€ Ha HpOBeI[eHI/Ie I/ICCJ'IC}IOBaHI/Iﬁ IINIICBBIX l'[pO)lyKTOB nu HpOJIOBOJ'ILCTBeH-
HOT'O CBIPbs (JlaJiee — UCTIBITATENbHBIE 1A00PATOPHH).

Il. Tepmunsl U onpeneseHust

AHATUTHYECKUH CHTHAJ — MMOKa3aHWUS M3MEPHUTEIBHOTO MpHbopa, nc-
MOJIL3YIOIIUECS JIUIsl pacueTa pe3ynbrara (BeIUYrHa ONTUYECKOU TUIOTHOCTH,
pH, Macca, o0beM u T. 11.).

Banupanus Merofa — JOKYMEHTHPOBAHHOE MOJTBEPXKIEHUE MPHUTOI-
HocTh Merona Juist KoHTposii MO B nuieBod NpOAYKIUH M MPOJIOBOJIb-
CTBEHHOM CHIpbE.

Bocnpon3BoauMocTh — CTETIEHb OIU30CTH APYT K APYTY HE3aBUCHUMBIX
PE3yNbTAaTOB, MOJYYCHHBIX B CTAaHAAPTHU30BAaHHBIX YCJIOBHUSAX: OJHUM U TEM
K€ METOZOM, Ha HJCHTUYHBIX 00BEKTaX HCIBITAHUH, B pa3HBIX JabopaTopu-
SIX, Pa3HBIMH OIEpaToOpamH, C HCIOJIb30BAHUEM PA3JIHYHBIX KOMIUIEKTOB
000pyIOBaHUS U CPEACTB M3MEPCHHUs, MPEAYCMOTPEHHBIX U peaTu3aIliu
METOo/a.

JAnana3on ompeneasieMbIX BeJIHYHMH — WHTEPBaJT MEXIYy BEPXHUM U
HIDKHUM 3HAYCHUSMH KOJIMYECTBA CICHU(DUYHOrO aHAIWUTA, Ui KOTOPOro
YCTaHOBJIEHA MPUTOJHOCTh METO/A.

HcxonHo U3BeCTHOE 3HAYEHHME — 3HAUEHHUE, KOTOPOE CIY)KUT B Kaue-
CTBE COTJACOBAHHOTO ISl CPAaBHEHHUS W IOJIYYCHO KaK: a) TCOPETUYECKOE,
Oasupyroleecss Ha HayYHBIX MPUHIUNAX; 0) YCTaHOBIEHHOE, MOJyYEHHOE C
UCIIONIB30BaHUEM pedepeHTHOro 00pasia; B) MPUITHCAHHOE WM aTTeCTOBAH-
HOEe 3Ha4YeHue, Oazmpyromieecs Ha HKCIEPUMEHTAIbHEIX paboTax (cTaHmapT-
HBII pedepeHTHBIN 00pasen).
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JInHeiiHOCTH — CITOCOOHOCTH METOZA B Mpe/Ieax 3aJaHHOTO ITUara3oHa
JlaBaTh Pe3yJIbTaThl, BEIMYMHA KOTOPBIX U3MEHSETCA B JIMHEHHON 3aBUCHMO-
CTH OT KOJIMYECTBA CIICIIN(PHIHOTO aHAJHNTA B CTAHAaPTHOM 00pasiie.

Meton 106aBOKk — croco0 OmpeseNeHHs XapaKTepPUCTHK aHaJTUTHYe-
CKOIl METOMKH, OCHOBAaHHBII Ha JOOaBIICHIH B 00pa3el] 3apaHee H3BECTHOTO
KOJIMYecTBa (KOHIEHTPALUHI) UCCIEAYEMOTO BelecTBa (KOMIOHEHTA).

Mertoa KOHTPOJISI — JOKYMEHTUPOBaHHAsI IPOLEAYpa ONPEAEIICHUS 110-
Ka3aTenel Ka4yeCTBEHHOI'0 ¥ KOJUYECTBEHHOI0 COCTaBa MUILEBON MPOAYKLIUU
1 TPOJOBOJIBCTBEHHOTO CHIPBS, BKIIIOUAsl ONMCAHHUE 0OOpPYIOBAHUS, PEaKTH-
BOB (IIOCJIE/IOBATEIHLHOCTH CIIEIU(UUSCKUX OJIMTOHYKJIEOTHOB, KOHIIEHTpa-
UM, COCTaB PAaCTBOPOB H T. II.), 0OPA3IOB M YCIOBUU MPOBEICHUS YKCIICPH-
MEHTA.

O0opynoBaHue — TEXHUYECKHE CPEICTBA, KOTOPBIE HCHOJB3YIOT IS
BOCIIPOM3BEICHUS CTaHAAPTU30BAHHBIX YCIOBUII Merona (amrumgukarop,
TEPMOCTAT, HEHTPU(YTa, XOJIOAWIHHUK U T. 1.).

IToBTOpsAiEMOCTHL — CTENEHb OIU30CTH IPYT K IPYry HE3aBUCHUMBIX pe-
3yJbTaTOB, NOJYYEHHBIX B CTaHAAPTU30BAaHHBIX YCJIOBHSAX: OJHUM U TEM XK€
METOJIOM, Ha WJICHTHYHBIX 00BEKTaX HCIIBITAHHUH, B OJHOW U TOW ke Jabopa-
TOPHUH, OJHUM U TEM K€ ONEPATOPOM, C UCIOJIB30BAHUEM OJHOIO U TOTO K€
KOMIUIEKTa 000PY/IOBaHUS U CPENICTB U3MEPEHHUS.

IIpaBUIBHOCTD — CTENCHD OJM30CTH 3HAYEHUS, TIOIYIEHHOTO HA OCHO-
BaHUH CEPUHU PE3YJIBTATOB, K HCXOJHO N3BECTHOMY 3HAUCHHUIO.

IIpenesa KoJIU4YECTBEHHOI'O ONpeieJieHUsi — MUHUMaIbHOE KOJIMYECTBO
(xoHIEHTpanys) CHEIUMUIHOTO aHAINTA, KOTOPOE MOXKET OBITh KOJIHYe-
CTBEHHO OOHApY’KEHO C OIPEeICHHON TOUHOCTHIO TJAaHHBIM METOIOM.

Ipenen odHapy:KeHHS — MUHHMAaJIbHOE KOJIHYECTBO (KOHIICHTPALIHS)
cHeuu(pUYHOro aHAJINTa, KOTOPOE MOXET ObITh OOHAPYKEHO NaHHBIM Me-
TOAOM.

IIpenn3MOHHOCTH — CTENEHb OJIM30CTH IPYT K APYTY HE3aBUCHUMBIX pe-
3yJbTAaTOB, MOJYYEHHBIX B CTaHAAPTU30BaHHBIX yciaoBUsX. KonuuecTBeHHas
(opMa npencTaBiIeHHs MPELM3MOHHOCTH BKJIIOYAET JBa MOKa3aTess: MOBTO-
PAEMOCTb U BOCIIPOU3BOJAUMOCTD.

IIpo6a — mpencTaBUTENbHAS YacTh MPOIYKTa, OTOOpaHHAas B COOTBET-
CTBUU C MpaBWJIaMH U CTAaHJApTaMH, YCTAHOBJIEHHBIMH JJIsi JAHHOTO BHJIA
TIPOTYKITUH.

Pe3yibTaT — OKOHUATENbHOE 3HAUYEHUE AHATUTUYECKOTO IOKa3aTens,
MOJTy4aeMoe TNPH BBIIIOJTHEHUH MeToja. B 3aBHCHMOCTH OT METOAa MOXKET
OBITh KAa4eCTBEHHBIM (TIPUCYTCTBHE/OTCYTCTBHE CICHU(PHYHOTO aHAIUTA B
po0e) WK KOJIMYECTBEHHBIM (TOUYHOE 3HAUYCHUE KOHIICHTPAIIUH/COIEPIKAHUS
crenu(pUIHOro aHAIKTA B TIPOOE).
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PedepenTHblil 00pa3en — paCTUTENBHBIN, )KUBOTHBIN MM MUKPOOHBIH
MaTepHaj, CBONCTBA KOTOPOTO OJAHOPOJHBI U MO3BOJISIOT HCIOJIB30BATH €r0O
Jutst BeIsIBIICHHS. M uaeHTHGUKanun MO B KauecTBe MOJIOKHTEIFHOTO KOH-
TPOJIA.

CnenuYHOCTh — CIIOCOOHOCTh METOJIA OTPEEIATh UCKIIOUNTEIHHO
aHATU3UPYEMBbIil KOMIIOHEHT.

Crneuuduynsiii anaaut — cnenuduanasie a1 MO Oenok wn moce-
nosatenbHocTh JJHK.

CpeacrBa u3MepeHHsl — KOHTPOJIBHO-U3MEPUTEIBHBIE TPHOOPEI, KOTO-
pBI€ UCTIONB3YIOT AJISL BOCIIPOU3BECHUS CTAaHIAPTU30BAHHBIX YCIOBUI METO-
Jla, 3aHECEHHBIE B | 0CyTapCTBEHHBIN peecTp CpeacTB U3MEpEHHUH (Hampumep,
pH-metp, criekTpohoTOMETp, aHATUTHYECKHE BECHI, TEPMOMETP U T. JI.).

CranaapTHslii pedpepeHTHBI 00pa3en — 3To pedepeHTHBII oOpaser,
CBOMCTBA KOTOPOTO HMOATBEPIKICHBI CEPTH(PHUKATOM (CBUAETEIBCTBOM) U 03~
BOJISIFOT HCIIONIB30BATh €TI0 IS BBISIBICHUS, HICHTU(GHUKALNHI U KOJTNYECTBEH-
Horo omnpenenenus [ MO.

XapakTepucTHKH (CBOHCTBA) MeTOAa — BKJIIOYAIOT: CICIU(PUIHOCTE,
J'II/IHeI‘/IIHOCTI), Juara3zoH onpeacida€MbIX BCJIWYNH, NPEACIT 06Hapy>1<eH1/1;1 nin
KOJIMYECTBEHHOT'O ONPE/ICIICHHS.

I11. O0wme mos10:KeHUs

3.1. Lenbto Banupauuu MeTogoB KOHTposia MO B mumieBbix NpoayK-
TaX W MPOJIOBOJILCTBEHHOM ChIphe (ajice — BATUIAIMS METO/IOB) SIBJISICTCSI:

— YCTaHOBJICHHE TIPUTOTHOCTH METOJa JJISl OIICHKH COACPIKAHUS CICIIH-
(hbUYHOTO aHAJIUTA B UCCIICAYEMbIX 00pa3iax;

— obecrieueHue eANHCTBA U3MEPEHUSI COJICPKAHUS KOMIIOHEHTOB, MOITY-
YeHHBIX ¢ puMeHeHrneM [ MO, B yIIOJHOMOUYEHHBIX OpraHax rocyaapCTBEH-
HOTO KOHTPOJIS ¥ HaJ30pa, a TAK)KE B UCTIHITATENBHBIX JTA00OPATOPHUIX, aKKpe-
JUTOBAHHBIX B YCTAHOBJICHHOM MOPSIIKE Ha IMPOBEICHHE UCCIICAOBAHUMA K-
MIEBBIX TPOIYKTOB M MMPOAOBOIBCTBEHHOTO CHIPHSI.

3.2. Banuganuu moijiexar:

3.2.1. BHOBS BBOIUMBIE METOABI KOHTPOJIA, KOTOPBIE OYIyT HCIOIB30-
BaThCst 151 BbIsiBIeHUS MO B MUIIEBBIX MPOJYKTaX U MPOJAOBOJBCTBEHHOM
CBIPBE.

3.2.2. PaHee BBeICHHBIC B HCIIOJB30BAHHUE METOABI KOHTPOJIS IOCIE
BHECCHHUS M3MEHEHHIA, KacaloNMXcsl 00JaCTH WX MPUMECHEHUS, YCIOBUH MPO-
BEJICHU, 3aMEHBI IPUMEHIEMbIX B HUX CPEICTB U3MEPEHUI 1 000y I0BaHUS.

3.3. Banupganuioo MeTOOB MPOBOJSAT HA OCHOBAaHUHM MPEACTABICHHOTO
Pa3pabOTYNKOM YIIOJTHOMOYEHHOMY OpPraHy IOCYIapCTBEHHOTO KOHTPOJIS W
HA/I30pa MaKeTa JOKYMEHTOB Ha METOJIbI KOHTPOJIS.



MVYK 4.2.3389—16

3.4. Banupmanuro mpoBOIAT ¢ NMPUMEHEHHEM OOOPYAOBAaHHS W CPEICTB
U3MEPEHUs, aTTCCTOBAHHBIX UM BHECEHHBIX B peectp ['occranmaptom Poccuu
i Munsnpasom Poccun. CpencTsa n3MepeHus! TOKHBI HIMETh JOKYMEHTHI,
MOJITBEPKIAIOIINE UX MTOBEPKY MM KaTHOPOBKY, BEIIAHHBIC OPTaHU3AIHIMH,
YHOJIHOMOYCHHBIMU Ha COOTBETCTBYIOLIHIA BU JESITEIHHOCTH.

3.5. [Ilpu BanumanMu HOBBIX METOJOB OIPEACISIIOT XapaKTCPUCTHKH
(cBoiicTBa) METO/IA M TTOKA3aTEH €0 TOYHOCTH.

3.5.1. XapakrepucTiuk (CBOWCTBa) HOBOTO METOAA JIOJDKHBI OBITH
OTIpEe/ICIICHBI HA CTAJHH €T0 Pa3padoTKH.

3.5.1.1. XapakTepuCcTUKH JIJIsl KAYSCTBEHHBIX METOJIOB:

— CTIeIU(UIHOCTE;

— Tpezien 0OHapYKEHUSI.

3.5.1.2. XapaKkTepuCTHKH sl KOJTMIECTBEHHBIX METOIOB!

— CHEeU(pUIHOCTH;

— JIMHEHHOCTE;

— JIMana30H OMpPEeCIAEMbIX BEJTUYHH;

— Tpees KOMMIECTBEHHOTO OMPEIeIICHHS.

3.5.2. [Toka3zaTensiMu TOYHOCTH SBJISIFOTCS:

— IPEIM3HOHHOCTH (IIOBTOPSIEMOCTH, BOCIIPON3BOIUMOCTH );

— IPaBUIILHOCTb.

[Toxa3zaTeny TOYHOCTH OMPENEITIOTCS TONBKO IS KOJIMIECTBEHHBIX Me-
T010B KOHTpoist T MO.

3.6. [Ipu peBanmumanuu MeTonoB KOHTpolsi MO ommpenensioT mokasa-
TEIH TOYHOCTH, a8 TaKXKe IOATBEPKAAIOT XapaKTEPHUCTUKH, OIpPECICHHBIC
JUTSL KQUECTBEHHBIX U KOMMYEeCTBEHHBIX MeTooB (1. 3.5.1.1—3.5.1.2).

V. Oprammauna U NMOPHAIOK NMPOBEACHUSA BaJIMIallMA ME€TOI0B

4.1. Banmpauuio MeTo10B KOHTpoJis cogepxanust ' MO npoBozdr B 1Ba
JTamna.

4.1.1. IlepBsIif 3Tall BaNUIAWN BHITONHSIET OpraHU3alUs, pa3padoTaB-
I1ast WIM MCIIOJIB3YIoIas MeTo | KOHTpod. Ha mepBom 3Tamne moATBEpKAAIOT
XapaKTEepUCTUKH (CBOMCTBA) METO/A M MOKA3aTeH ero TOYHOCTH (TIOBTOpsie-
MOCTb, BHYTPHJIA0OpaTOpHAst BOCIIPOU3BOIHUMOCTD).

4.1.2. Bropoii 3Tan BaJdMIalUK OCYIIECTBISIIOT MCIBITATENILHbIE J1a00-
paTopuy MO HOPYYEHHUIO YIIOJIHOMOUYEHHOTO OpraHa roCcyJapCTBEHHOTO KOH-
TpoJisl ¥ Hajzopa (He MeHee NByX Jjabopartopuii). Ha BTOpoM sTame Bammpaa-
LU OTIPEIENAI0T TPABIIBHOCTh U MEXIJIa00paTOPHYIO BOCIPOHM3BOANMOCTD
METO0/1a, a TAK)Ke TMOATBEPXKIAIOT XapaKTEPHCTHKU (CBOWCTBA) METO/A.
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4.1.3. Ins mpoBeaeHUs BTOPOTO 3Tala BaUAAUN pa3paboTInK MeToa
IpeJCTaBIsIeT B YHNOJTHOMOYEHHBIH OpraH roCyJapCTBEHHOTO KOHTPOJA U
Ha/130pa CIIEAYIOMHE TOKYMEHTHI:

— 3asBKY Ha [TPOBEJICHUE BaINIALINH;

— MeToI, 0(OPMIICHHEIH B BH/IC CTaHAAPTHOW OIIEPAlMOHHON TPOLEHy-
pol (manee — COII) (mpmox. 1);

— OTYeT O MPOXOXKIECHUH IIEPBOTO dTara BaTUAAIMH C OPOpPMICHHEM
MPOTOKOJIOB UCCIIEAOBAaHUH B COOTBETCTBHUHU C MPHIIOK. 4;

— pedepeHTHBIE 00pa3IIHI.

4.2. Ilepen mpoBeieHHEM BTOPOTO dTala BAIUIALUH JOJDKEH OBITH CO-
CTaBIICH IDIaH MCCICIOBaHMN. B ItaHe MOIDKHBI OBITH OTpa’kKEHBI: OpraHU3a-
MK U J1aboparopuu, Ha 0a3e KOTOPHIX OyAeT OCYLIECTBIEH BTOPOW JTall Ba-
JUIAINH, TTOCTIeIOBATEIBFHOCTD MPOBEICHUS HUCCIICAOBAaHIA W HEOOXOIMMOe
KOJIMYECTBO M3MEPEHMH, HCIOJIb3yeMoe 000pYAOBaHHE U CPEJICTBA H3Mepe-
HUS, He00X0AuMasi KBATM(UKAIHS TIEpCOHAIA.

4.3. OnpenenceHue XapakTepUCTUK (CBOMCTB) MeTOJa OCYLIECTBISIOT C
WCIIONIE30BAaHUEM HAJICKAIIAX METOIOB CTATUCTHYECKOH 0OpabOTKM NaH-
HBIX. JlJI ompeseneHusl XapaKTepUCTUK (CBOMCTB) MeTOJa OJKHBI UCIONb-
30BaThCs Cllenble BEIOOpKH o0beMoM He MeHee 30 o0pa3ioB (B cymMme s
00pasIoB, collep KaIIUX U HE COJICPIKAIMX ClIeUN(UYHBIA aHAIHT).

4.4, ]1nsa momydeHus HAJCKHBIX OIIEHOK MOBTOPSEMOCTH W MeXiadopa-
TOPHOW BOCIPOM3BOIMMOCTHA METOIa HEOOXOAUMO, YTOOBI STH OLICHKU OBLIH
MOJYYCHBI TP MUHAMYM 15 M3MepeHusIX Ul 3asgBICHHOTO TUara3oHa KOH-
neHTpanui (o 5 u3MepeHuid [uig 3 KOHICHTPAuil — HU3KOW, CpeJHel U BbI-
COKOH, BXOJISIIIIMX B 3asIBJICHHBIN IHATIa30H).

4.5. [locne npoBeieHUs! UCCIIETOBAaHUI B COOTBETCTBUU C IUIAHOM BaJlv-
JAlMM M aHalii3a IMOJYYeHHbBIX JaHHBIX JOJDKHO OBITh C(OPMHUPOBAHO 3a-
KIIFOYEHHE O pe3yibTaTaxX MPOXOXKICHHS IEPBOTO WIIM BTOPOTO 3Tama Balld-
Januy. MeToa CUMTaeTcsl yCIEeIIHO BaluIUPOBAHHBIM, €CIIH 10 pe3yIbTaTaM
MeXJIa00pPaTOPHBIX UCTIBITAHUN B UCHBITATEIBHBIX Ja0OPATOPUAX IOIYIECHO
He MeHee 95 % MpaBMIIbHBIX PE3YIbTATOB.

V. O6padoTka U opopMiieHne pe3yJIbTATOB BAJIUAAIUH

5.1. Pe3ynbTaThl M0 NMEpBOMY M BTOPOMY 3Taram BalHAauu odopmiis-
IOT B BHJAE COOTBETCTBYIOIIMX OTYETOB C IPHUIIOKEHHEM BCEX MPOTOKOJIOB
UCCIIEJIOBaHMH, a TaK)Ke B BHJE aHAIN3a JaHHBIX M 3aKJIIOYEHHs O pe3yJsbTa-
Tax Banmuganud. OT4eTsr 0pOPMILIIOT HE MEHEE YeM B JBYX IK3EMIUIIpax.

5.1.2. Or4er no mepBOMy 3Taly BaIMAALMH IOANMCHIBAIOT PYKOBOJIH-
TeNb W WCIIONHUTEIHW TEPBOTO 3Tama padoT, M yTBEPKAAeT PYKOBOIUTEID
OpraHM3aliH{, TPOBOMBIIEH MTEPBBIN 3Tal BAIUAALMH.
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B oTtdere nOmKHBI OBITH OTPa’KEHBI:

— Ha3BaHWE METO/Ia, HA3HAYCHHE U 11eJIb UCITIOJIb30BaHHUS;

— XapakTepUCTHKN (CBOWMCTBA) METONA, MOATBEPXKICHHBIE Ha IEPBOM
STarne BaluAaliN;

— ITOKa3aTeNld TOYHOCTH METO/Ia, ONPEICICHHbBIE HA TIEPBOM 3Talle Balu-
JaLuu;

— BBIBOJ] O BO3MOXKHOCTH TI€pEJady METO/a Ha BTOPOH 3Tall BaTUIAINN.

5.1.3. Oruer mo BTOpOMY 3Tamy pabOT MOINHCHIBAIOT PYKOBOIUTENb
BTOPOTO 3Tana paboT, OTBETCTBEHHBIM HCIIOIHHUTENb W YTBEPKAACT PYKOBO-
JIUTEIh OpraHU3aluy, IPOBOIUBIICH BTOPOH 3Tall BaIUIAIMH.

B otdere nOmKHBI OBITH OTPa’KEHBI:

— Ha3BaHME METOJIa, HA3HAYCHHUE U 1IeTIb UCIIOIb30BaHMUS;

— XapaKTepUCTHKN (CBOMCTBA) METOMA, MOATBEP)KACHHBIE HA BTOPOM
JTarne BaluAaIIN;

— IIOKa3aTeNld TOYHOCTH METOAA, ONPEACICHHbIC U MOITBEPKACHHbBIC HA
BTOPOM dTalle BalnuAAIIH;

— BBIBOJ] O PUT'OAHOCTH MeToAa I BeIsABIeHUS [ MO B MUIIEBBIX Mpo-
JQYKTax U IPOJIOBOJIBCTBEHHOM CHIPBE.

5.2. Ilpy nonoXUTEAbHBIX pe3yibTaTax Baauaauuu Ha ocHoBaHuu COIl
U OTYETa O MPOXOXKAECHUH BTOPOTO 3Tala BaJHJalud YIOJIHOMOYEHHBIM Op-
TaHOM TOCYJapCTBEHHOTO KOHTPOJISI M HAZ30pa BBIMYCKACTCS METOAWIECKHUH
JOKYMEHT IO MCIOJIb30BAHUIO BAJIMIMPOBAHHOTO METOZAA JUISl BBISBICHUS W
naeatrukanny MO B MHIIEBHIX MPOIYKTaX M MPOIOBOIHCTBEHHOM CHIPBE.

5.3. Ilpu oTpunaTeNbHBIX pe3yIbTaTaX BaJHJalud B OTUETE YKa3bIBAIOT
HEOOXOJMMOCTb TPOBE/ICHHs JIONOJHUTEIBHBIX HMCCIICAOBAHUI M aHaiIn3a
TIOJTYYEHHBIX JQHHBIX C IEJNbI0 YTOYHEHHH XapaKTePUCTHK M IIOKa3aTelel
TOYHOCTH METOJa.

OTpHLaTeNbHBIM PE3yJIbTAT BANUAALMN MPU3HAIOT B CIEIYIOUIUX CITy-
qasx:

— €CJIM BBISIBIICHO OTCYTCTBHE CIIEIN(HUIHOCTH U JINHEHHOCTH;

— €CJIM BBISIBIEHO HECOOTBETCTBUE Mpejiena OOHApyKEHUs WU Mpesena
KOJINYECTBEHHOTO OIIPE/EJICHNS 3HAUCHMM, OTIPEJICJICHHBIM Ha 3Tare paspa-
OOTKH ¥ MOJTBEPIKICHHBIM Ha TIEPBOM dTaIle BalnAaI1H;

— €CJIM BBISIBJICHO HECOOTBETCTBHE IOKa3aTesied TOUYHOCTH 3HAYCHUSIM,
YCTAQHOBJICHHBIM B MPHJIOK. 3.
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VI. Baiuaauusi METOA0B KOHTPOJIS, PEACTABICHHbIX
3asiBUTeJIeM Npu perucTpaunu HOBbIX 'MO Ha TeppuTopuu
Poccuiickoii @enepanun

6.1. Banuganus METORZOB KOHTPOJIS, IPEICTaBICHHBIX 3asBUTEIIEM TIPH
peructpanuu HoBoro I'MO Ha Tepputopuu Poccuiickoit ®denepaunu, nposo-
JUTCA B OJJUH JTaIl.

6.2. Banmumanuio OCyIIECTBIAIOT aKKPEAWTOBAHHBIE B YCTAHOBJICHHOM
MOpPSJKE HMCHBITATENbHbIE JabOopaTOpuy MO MOPYYEHHIO YIIOJHOMOYEHHOW
OpTaHM3aINK TOCYJapCTBEHHOTO KOHTPOJIA M HaA30pa B 00JacTH KadyecTBa U
6€30M1aCHOCTH IHIIEBBIX IPOAYKTOB.

6.3. [l mpoBeeHNs BaTMIAINH 3aIBUTEIb MIPEACTABIICT:

— MeToJ1, 0(OPMIICHHBIH B BUJIC CTaHAAPTHOW OMEPAIMOHHON HPOIEIy-
PBI, COAeprKallel CBEICHNS O XapaKTEPUCTHKaX (CBOMCTBAxX) METO/a;

— pedepeHTHBIC 00pa3IIbI;

— cTaHAapTHEIC pedepeHTHBIC 00pa3Ibl (TIPH UX HAIUIHH).

6.4. [lpy Baymmanuu MOATBEPXKIAIOT 3asBICHHBIE Pa3pabOTUMKOM Xa-
PaKTepUCTHKH (CBOIMCTBA) METO/IA:

6.4.1. [l Ka4eCTBCHHBIX METOJIOB!

— crenupUIHOCTb;

— mpenen 0OHapyKEHUS.

6.4.2. JIns KOJIMIECTBEHHBIX METOJIOB:

— cHenu(UIHOCTD;

— JIMHEMHOCTE;

— IMama30H ONpeAesieMbIX BeIUIHH;

— MpeJie KOJIMYECTBEHHOTO OIPE/ICIICHHS.

XapaKTepUCTUKHU (CBOWCTBA) METOJA MOJTBEPXKIAIOT B COOTBETCTBHUU C
TIPAIOK. 2.

6.5. PesynpTar Banmaanuu oOPMIISIOT B BHJC OTYETa HE MCHEE YeM B
JIBYX SK3eMIusipax. OTYeT MOJIHCHIBAIOT WCHOJHHUTENIN U PYKOBOIUTENb
HCCIICIOBAaHUN 110 BaJIMJAIlMM M YTBEP)KIA€T PYKOBOIUTENIh OpraHM3aIUH,
MPOBOJISIIECH BaINAAIHIO.

6.6. B oTuere OKHBI OBITH OTPaXKEHBI:

— Ha3BaHME METO0J1a, HA3HAUEHUE U 1Ie]Ib UCIIOIb30BAHNUS;

— TIOATBEPKIACHHBIEC XapaKTEPUCTHKH (CBOMCTBA) METOA;

— BBIBOJ O MPUTOJJHOCTH MeToja Al BblsABieHus: MO B nuieBbIx mpo-
JyKTax ¥ IPOOBOJIBCTBEHHOM CHIPHE.

6.7. Ilpu MOJI0XKUTETBHBIX pe3yNbTaTax BaJIMIAMK Ha OCHOBAaHHHU OTYe-
Ta O MPOXOXKICHUN BAIMIAINHN YIIOJTHOMOYEHHBIM OPTaHOM TOCYIapCTBEHHO-
TO KOHTPOJISI ¥ HAA30pa BBITYCKAETCS METOINYECKUH JOKYMEHT IO MCIIONb-
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30BaHUIO BAJIMJMPOBAHHOTO METO/A JUIA BBISIBICHUA U uacHTHGuKamu MO
B IUILEBBIX MPOJYKTaX U MPOJOBOJIECTBEHHOM ChIpPhE.

6.8. IIpu oTpumaTenbHBIX pe3yabTaTax BAUAAMN B OTUETE YKA3bIBAIOT
HEOOXOAMMOCTh TIPOBE/ICHHS JIONOJHUTEIBHBIX HMCCIIECAOBAHUI M aHaiIn3a
MOTYYEHHBIX AAHHBIX C IENbI0 YTOYHEHHS XapaKTEPHCTHK W IIOKa3aTeseH
TOYHOCTH METOJIA.

OTpHLaTeNbHBIM PE3yNbTAT BANUAALNA MPU3HAIOT B CICIYIOMIUX CITy-
qasx:

— €CJIM BBISIBIICHO OTCYTCTBHE CIIEIN(HUIHOCTH U JINHEHHOCTH;

— €CJIM BBISIBIICHO HECOOTBETCTBHUE Mpejiena oOHapyKEeHUsI WU Tpesierna
KOJINYECTBEHHOTO ONPEEIICHNS 3HAUCHNAM, ONPE/ICIICHHBIM Ha dTaIe pas3pa-
OOTKH ¥ NIOJTBEPIKICHHBIM IIPH BAIUIAIHH.

VIl. HopmaTuBHbBI€ CCBIIKH

1. ®enepanpupiii 3akoH oT 05 mronmsa 1996 r. Ne 86-@3 «O rocymap-
CTBEHHOM PETYJIMPOBAHUH B 00JIACTH F'€HHO-MHXEHEPHOH eI TEIIbHOCTI.

2.TOCT P UCO 5725-1—02 «To4HOCTB (NIPpaBUIBHOCTH ¥ TPEII3HOH-
HOCTB) METOJIOB U Pe3yJIbTaTOB U3MEPEHUI».

3. MV 3.3.2.1886—04 «Banuaamus METOI0B KOHTPOJISI XUMUYECKUX H
¢u3nKO-XMMHUYEeCKHX MoKa3aTeneil kadectBa MUBII: opraHuzamnus, mopsmaox
IIPOBEICHUS U NPEACTaBICHUE PE3yIbTaTOBY.

4. Validation of analytical procedures: text and methodology, Directive
ICH Q2 (R1), 2005.

5. The fitness for purpose of analytical methods. A laboratory guide to
method validation and related topics. EurachemGuide, 1998.
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Mpunoxexwne 1

TpeGoBanusi
K COCTABJICHMIO CTAHJAPTHBIX ONEPAIIMOHHBIX MPOLEIYP HA METObI
KOHTPOJsi TMO B nuieBbIX MPOAYKTAX H MPOAOBOJIHLCTBEHHOM ChIpPhe

l. O0uue MoI0KEeHUsT

1.1. IIpu cocraBnennu COII cnemyeT pyKOBOIACTBOBATHCS CICAYIOIIIMHA
MpaBHJIaMU:

—1ekct COIl momkeH OBITH SICHBIM M YETKHM, HE IOITyCKATh JBOSKOTO
TOJIKOBaHMs, O0ECIeYMBaTh BO3MOXKHOCTb BOCIIPOM3BEICHUS IPOLEIYPHI
00y4EHHBIM JTUIIOM;

— IIPY ONKCAHMHU TMPOLEAYPHI LEJIECO00pPa3HO HyMEpOBaTh 3Tarbl Mpo-
HOCAYpHI MO MPUHIUITY «OAUWH MYHKT — OJHO Z[eflCTBI/IC)), ‘-ITO6LI B HaﬂLHeﬁ-
[IEM JaBaTh CCBUIKY HA HOMEP KOHKPETHOIO 3Tala MpOLEAypHI;

— IIPH MCTIOJIb30BAHUH (PU3MUYECKUX BEIMYMH HX Pa3MEpPHOCTH JOJDKHA
ObITh ykazaHa B cucteme Cl, 3a HCKIIFOUCHHEM TeX CIIydacB, KOTAa JAOIyCKa-
€Tcs HCIOJIb30BaHUE JPYTHX OOIIENPHU3HAHHBIX CHCTEM.

1.2. CranpmapTHas onepanyoHHas IPOLIEAYpa A0JDKHA OBITh YTBEPIKACHA
u 3aHeceHa B peecTp COII opranmzanuu-pa3paboTdrka ¢ MPUCBOCHUEM I10-
PSIIKOBOTO HOMeEpa.

I1. CocTaB/ieHHe CTAHAAPTHOI ONEPALIMOHHOI MpoLeIyPhl HA METOIbI KOHTPOJIsI

2.1. CranmapTHas OmepaI[MOHHAS MPOIEAypa HA METOIbl KOHTPOJIS
JIOJDKHA COZIEPIKaTh CIIEAYIOUINE PA3/Iebl:

— Haumenoanue metoga.

— JlaThl yTBEp)KICHUS U/UITU [IEPECMOTPA.

— Haznauenune n 061acTh NpuMEHEHHST METOAA.

— TepmuHBI 1 0003HAYEHMUS.

— XapakTepHCTHKa METO/a.

— XapakTepucTHKa 00pa31oB.

— Marepuaisl u 060pyI0BaHHE.

— IMopsiox paboTs!.

— WuTepnperanust pe3ysibTaToB, BKJIIOYas ACHCTBUS B CIIydae OTKJIOHE-
HUSL WIIM HECOOTBETCTBHS TPEOYEeMbIM MapaMeTpam.

— Ilpunosxenus.

— Ccpliki.

2.2. B 3aBucMMOCTH OT 00JacTH NMPUMEHEHHs pPas[esbl MOTyT OBbITh
00bEANHEHBI, IEPENMEHOBAHBI HIIH UCKITIOUCHBI.

111. A3n03keHne pa3iesioB CTAHIAPTHOMH ONepallMOHHON Npoueaypbl

3.1. B pa3zuene «/laTel yTBEpKACHHS W/WIN NEPECMOTPa» JAOJDKHO OBITH
ykazaHo «Paspaborana Bmepsbie», ecian COIl paspaboTana BrepBbIe HIIH
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«B3amen COII Ne ...», ecnu 310 nepecmotpernas COIL. B ciydae nepecmoT-
pa COII nomkHa OBITH AaHa KpaTKasi HCTOPHUS IONPAaBKH. DTOT pa3esl MOXKET
OBITh BKJIFOYEH B TEKCT TUTYJIBHON CTPaHHIIBL.

3.2. B pa3nene «Ha3znauenue u o0iacTh NPUMEHEHHSI METO/1a» JTOJKHBI
OBITH yKa3aHbI [eNb MPOBEICHUS IIPOLIEAYPHL, TAC U ¢ KaKOW IeTHI0 UCTIONb-
3yeTcsl METOJI M OOIIUE MOJI0KEHHUS TI0 YCMOTPEHHIO pa3padoTIuKa.

3.3. B pa3gene «TepmuHBI 1 0003HAYCHU» TOIDKHBI OBITH pacmupo-
BaHbI BBEJICHHBIE TEPMHHBI, a TAK)KE 0003HAUCHHS U COKPALICHUSL.

3.4.B pazmene «XapakTepuCTHKa METOAa» IOJDKHBI OBITH yKa3aHBI
YCTaHOBJICHHBIE HA JTare pa3paboTKN XapaKTepPUCTHKH (CBOWCTBA) METO/1A.

3.5. B pazmene «XapaktepucTiuka 0Opa3oB» JOJKHBI OBITh YKa3aHBI:
MOPSAZIOK 0TOOpa 00Pa3IoB, MX KOJIMYECTBO, HEOOXOAMMOE ISl IPOLICAYPHI,
IIpaBUiIa MPOOOTIOATOTOBKH B XPAHEHHUS 10 OCYIICCTBICHUS MPOIEIYPHI.

3.6. B pasnene «Marepuansl U1 000pyIOBaHKHE» JOIDKHO OBITH YKa3aHO
BCe HEOOXOMMOE IS IPOBEICHHS TPOIICTYPHI:

— PEaKTHBBLI,

— CTaHAAPTHBIC 00pPa3Ibl, APYTHE KOHTPOJIBHBIC MaTepHaisl (IIpH HEO0O-
XOJIMMOCTH);

— KOHTPOJbHO-U3MEPUTEIFHOE U APYyroe o00opyaoBaHHE, HEOOXOIMMOE
JJIs1 BBIIIOJIHEHHUA METO/Ja.

3.7. B pa3gene «llopsamox paGOTBD» MOKHBI OBITh MaKCHMAIBHO IIO-
JIpOOHO M3JI0KEHBI BCE ATarbl paboThI:

— IpeABapyUTEIbHEIE pabOTHI (TIOATOTOBKA TIOMEIIEHHSI, 000pYIOBaHMUS,
pabodero mecra, peakTHBOB, POOBI, KaIMOpoBoUHOTO rpaduka). [Ipu HE0O-
XOIMMOCTH CIIEAYeT yKa3aTh CCBUIKU Ha cooTBeTcTBYyIoMmme COII,;

— ONMCaHMe IMPOLEAYPbl BKIOYAET MepeyeHb, 00beM, IOCIeI0BaTeb-
HOCTH OIEPAIiif, IEPUOJUIHOCTh M YHCIO U3MEPEHUi, TpeOOBaHUs K Mpel-
CTaBJICHUIO NPOMEKYTOUHBIX W KOHCYHBIX PE3YJILTATOB (‘II/ICJ'IO 3Ha4Yalux
mudp U Op.), YKa3aHUSA O MPOBEIACHUH KOHTPOJIBHOTO OIBITA, OMHMCAHHE Ole-
panmii o yCTPaHSHHIO BIUSIOMNX (HaKTOPOB.

3.8. B paznene «HTepnpeTanus pe3yIbTaToBY JOJKHBI OBITh YKa3aHbI:

— MOOBIe BEIYUCICHHS, TPeOYyeMbIe I TOTyUeHIs] OKOHIATEITHHOTO pe-
3yJIbTATa;

— KPUTEPUU TIPUHSTHUS PEIICHUS O Pe3ylIbTaTax aHaJIN3a;

— OLICHKY JIOCTOBEPHOCTH pe3yJibTaTa MM KPUTEPUH TOTO, 4TO HCCIie-
JIOBaHHE MTPOBEJCHO MPABMILHO.

3.9. B pazzgene «IIpunoxeHns» KOKEH ObITh IPUBEIEH MEPEYCHb BCEX
BCIIOMOTaTeNbHBIX MaTepualoB, €ClIi OHM HEOOXOIUMBI /I paboThI 10 JaH-
Hoi COII (Tabmrauble MaTepransl, GOPMBI OTIETHOCTH H T. IT.).

3.10. B pazgene «CcbUTKM» yKa3bIBAaIOT IE€pPEUYECHb JOKYMEHTOB, KOTO-
pBI€ TOJDKHBI YIUTHIBAaTECS IpH pabote ¢ ganHor COIL. B atom xe paszene,
IIPY HEOOXOJMMOCTH, TIPUBOSATCS CCHUTKU HA JINTEPATYPHBIC HCTOUYHHKH.
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MpunoxeHue 2

Omnpenesienne XapaKTePUCTUK (CBOHCTB) MeTO/Ia KOHTPOJISI

l. O0uIne MoJI0KEHUsI

1.1. XapakTepucTuku (CBOMCTBa) MeTO/Ia JOJDKHBI OBITh YCTAHOBIICHBI B
nporecce ero pa3padoTKH.

1.2. JIns meromoB koHTponss MO B NMUIIEBBIX MPOAYKTaxX M MIPOJIO-
BOJIbLCTBEHHOM CBHIpDhE OLICHWBAIOT B 3aBUCHMOCTH OT HA3HAYCHUS MeEToja
CIIEIYIOIINE XapaKTePUCTHUKH (CBOMCTBA):

1.2.1. XapaxkTepuCTHKH A1 KAaUeCTBEHHBIX METO/IOB:

— CTIEU(IIHOCTB;

— mpenen 0OHapyKEHUS.

1.2.2. XapaKTepUCTUKH AJIs1 KOJIMYECTBEHHBIX METOJIOB:

— CEeU(PUYHOCTD;

— JIMHEUHOCTE;

— Mana30oH ONpeAesieMbIX BeIUYHH;

— TIpe/ieN KOJIMIeCTBEHHOTO ONpPEeeIICHIS.

Il. Onpenenenne cnienupuanOCTH

2.1. Metona, obnamaromuii crienuuIHOCTHIO, JaeT BO3MOKHOCTh OTIpe-
JICNIATh aHAIM3UPYEMOE BEIISCTBO B MPHCYTCTBUU JPYTUX BELICCTB H/HIU
MpUMeECeH APYTHX BEIIECTB.

[Ipu onenke cenuGUIHOCTH METOJIa YCTAHABIUBAIOT (AaKTOPHI, Mellla-
IOIIHE FUTH BIFSIONIUE Ha ompeneneHue. [Ipyn Hanwdmu Takux (pakTopoB OHU
JIOJDKHBI OBITH yKa3aHsl B COII Ha MeToT KOHTPOJIS.

2.2. JI7s OUEHKH CTIEMU(PUIHOCTH MOTYT OBITh HCIIONB30BaHBI 00pas3IIbl,
MOJIy4€HHBIE METOJIOM J00aBOK, WM CTaHIapTHBIE 0Opasubl. B uccrnegoa-
HUSX JOJDKHBI OBITH MCIIONB30BaHBI KaK 00pa3Ilbl, COAep Kalie onpeaense-
MO€ BEIIIECTBO B M3BECTHOM KOHIEHTPAINH (TIONOKUTENbHBIE 00pasIibl), TaK
1 00pa3ipbl, 3aBEIOMO HE COJCpIKAIINe OIpeaeieMoe BEIIeCTBO (OTpHIIa-
TeJbHBIE 00pas3IbI).

I11. OnpeneseHue MuHeiiHOCTH

3.1. JIuHEeHHOCTh METO/Ia OTIPENENIAIOT, IPOBOSI aHATH3 Po0 ¢ pa3nny-
HOW KOHIleHTpanuel (mpu pa3paboTke METOJla — HE MEHEee 5 KOHIICHTPAIIHA,
IpU pEeBANKIALNU — HE MEHee 3 KOHLEHTpAIUii) aHaIU3UPYEMOTO BEIEeCTBa
WK 00pasIoB, COAEPIKAIINX BHECEHHBIH CIenn(UYEcKUil aHAIUT B JHama-
30HE, IPEyCMOTPEHHOM MeTooM. [1o pe3ynbraram aHanmsa CTposT rpaduk
BPYYHYIO WIIH C TIOMOIIBI0 KOMITBIOTEPHOW 00pabOTKH, I TIOCTPOCHUS Tpa-
¢uka ormeyaror Ha ocu OX — 0XHAaeMOe KOJMYECTBO aHAIN3UPYEMOTO CO-
eanHeHwst; Ha ocu OY — BeIMYMHY aHATUTHYECKOTO CHTHAJIA.
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3.2. CrangapTHOE OTKJIOHCHHE W JOBEPUTEIBHBIN MHTEPBAJ TOUKH IIe-
peceuenus rpaduka ¢ ocsto OY ¥ HakJIOHA JIMHUU PErpecCUd MOTYT OBITH
BBIYMCIICHBI METOIOM HAMMEHBIINX KBaJPATOB WIX C IIOMOLIBIO KOMIIBIOTED-
HOH 00pabOTKH ¢ MAKETOM CTaTUCTUYECKHX IPOIrPaMM Ul PErpecCHOHHOTO
aHanu3a.

3.3. BeIBoJ O JIMHEITHOCTH MOJKET OBITH CJIeNIaH MPU COOJIIOJICHUH Cile-
IYIOIIUX YCIOBUU!

— U3MEPECHHbIE 3HAYCHMS JICXKAT HA JIMHUUA PErPECCUM UM PAaBHOMEPHO
pactpeneneHs! o 00e CTOPOHBI OT Hee (OTKJIIOHEHHE He JOJDKHO MPEBHIMATh
10 %);

— k03¢ urment xoppemnsauuu npessimaet 0,9;

— Ha4aJl0 KOOPJAMHAT HAXOAUTCSA BHYTPU JOBEPUTEILHOTO HHTEpBaja
TOYKH TepecedeHus rpaduka ¢ ocbto OV (ecnu rpaduk ITOMHKEH MPOXOTUTH
yepes 0).

1V. Onpenesnenne npeaesia o0HaApyKeHUS

4.1. Ilpenen oOHAPYKEHUSA MOXKET OBITh YCTAHOBJICH C UCIIOIb30BAHUEM
BU3yaIbHON MIIM MHCTPYMEHTAIBHOH OIICHKH.

4.2. IIpu ucnonap30BaHUU BU3YaJIbHON OIIEHKH IPOBOIAT aHAIH3 00pa3-
LIOB C Pa3IMYHOI M3BECTHOW KOHIIEHTpauuei cnenuduunoro aHamura. [Ipe-
JIeTIOM OOHApY)KEHHsI CYMTAIOT HAUMEHbBIIYIO0 KOHIEHTPALUIO CHe(pUIHOTO
aHaINTa, KOTOpast JOCTOBEPHO OINPEAEIIETCS C MOMOIIBIO BalIUANPYEMOTO
MeToJa.

4.3. Ilpu UCTIONB30BaHUH MHCTPYMEHTAIFHOW OIICHKH Ipenesl oOHapy-
KEHHS METOJ/la YCTaHABIMBAIOT PACUCTHBIM ITyTEM II0 COOTHOIIEHHIO aHAJIH-
THYECKOTO CUTHAJA aHAJIM3MPYEeMOil IPOObI M KOHTPOIBHOTO pacTBopa (co-
OTHOIICHUE «CUTHAJ/IIYM»). ITO COOTHOIIICHHUE TOJDKHO OBITH He MeHee 3 © 1.

V. Onenka npejesia KOJIM4eCTBEHHOr0 onpeeeHust

5.1. YcranoBnenue mpenena koiudectBeHHoro ompenencuus (limit of
quantification, LOQ) npoBoanTcst pacyeTHBIM IIyTEM HA OCHOBAHHH BEJIHYH-
HBI CTaHIApPTHOTO OTKJIOHEHWS M yTJia HAKJIOHA TpaduKa TPH ONpEIeCHAH
JIMHEHHOCTH.

5.2. ®opmyJa pacyeTa Tpeseaa KOJIMUeCTBEHHOTO OTpe e HH s

LOQ = 1OSTD , TIIe

SD — crannapTHOE OTKIIOHEHHE CHI'HAIIA,

b — HakTOH KATHOGPOBOYHOM MPSIMOTA.

5.3. JIng OLeHKH Ipezesa KOJMYECTBEHHOTO OINPEAEIeHUs] pEKOMEHIY-
€TCsl UCII0JIb30BaTh HE MEHEE 5 NOBTOPOB Ul HECKOJIbKUX KOHLEHTpaLUi U3
HIDKHEH 4acTH AMana30Ha ONpeensieMbIX BETUYHH METOAA.
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MpunoxeHune 3
Onpenesienne noka3areJsieid TOUHOCTH MeTOAA KOHTPOJISI

l. O0uue moI0KeHUsE

1.1. Ouenky mokaszareneil TOYHOCTH METO[a MPOBOST Ha OCHOBAaHHH
pE3ynabTaTOB BHYTPUIA00PATOPHBIX (IS OLICHKH MOBTOPSIEMOCTH) HIIH MEX-
71abopaTOpHBIX (IS OLCHKH BOCIPOM3BOJUMOCTH) UCTIBITAHMN. Mexnabopa-
TOPHBIE UCIIBITAHHS JOJDKHBI NPOBOAMTHCS C NPHBJICYCHHEM HE MEHee JIBYX
HE3aBUCHMBIX JIAOOPaTOPHIA.

1.2. Tloka3areny TOYHOCTH — NMPELU3UOHHOCTD U IPABUIIBHOCTD — OIIpe-
JETAI0TCS TOJBKO IS KOJTMYECTBCHHBIX METOJIOB KOHTPOJISL.

1.3. KoHueHTpanuu oInpeaensieMoro crennpuyHoro aHajaura B oOpas-
[aX, HCMOJB3yEeMbIX MPH OMpEICICHHH MOKa3areleld TOYHOCTH METOja,
JOJI’)KHBI OBITH PaBHOMCPHO pacnpe€acyiCHbl B IpEACIax, YCTAHOBJICHHBIX IJIsA
OIPEIENsIeMOro MoKa3aTeJsl.

I1. OnpenesieHue NOBTOPSIEMOCTH

2.1. TIoBTOpSIEeMOCTh METOJIa XapaKTEPHU3YeTCsl CTaHAAPTHBIM OTKJIOHE-
HUeM moBTOpseMocTd SDr. CTaHIapTHOE OTKIIOHEHUE OMPECIISIOT IIPH MHO-
TOKpaTHOM (MHHUMYM |5 M3MepeHuil) uccineqoBaHuN HECKONIBKUX 00pa3IoB.
MHorokpaTHOE ONpeAeieHNe MPOBOAAT IPH CTaHAAPTH30BAHHBIX YCIIOBHSX,
TO €CTh BBHITIOJNHSIOT CEPHIO OTPENeICHUI OHO 3a APYTHM B OJHOI mabopa-
TOpUU C MPUMEHEHHEM OJHOT'0 METOJA, OJHON MpPOObI, OTHUM OIEpPaTOPOM,
Ha OJTHOM KOMIJIEKTE 000PYyIOBAaHUS U CPEACTB U3MEPEHUSI.

2.2. 15151 OIICHKH TIOBTOPSICMOCTH MPOBOJISIT ONMpPEIS/ICHUE OKa3aTens B
obpasnax, BHIOPaHHBIX W MPUTOTOBJIEHHBIX B cOOTBeTCTBUH ¢ COII Ha MeTox
KoHTpoJis. OIEHKY MOBTOPSIEMOCTH METOJ]a MPOBOAAT HAa OCHOBAaHHHM MHUHU-
MyM 15 m3MepeHUil s 3asBIICHHOTO JAHMANa3oHa KOHIICHTpPAIUi (TO eCTb,
UCTIONB3Ys 3 KOHIEHTPALWH, 10 5 OmpeAeleHud A KaxIoi n3 Hux). Pac-
CYHTHIBAIOT CTAHAAPTHOE OTKIOHEHUE PE3yIbTaTOB, TOMyYSHHBIX B YCIOBUIX
noBTopsieMocTH (SDR), 1 HOBepUTENBHBIN HHTEPBAT CPETHETO 3HAUCHUS IS
HU3KOMH, CPEJHEHN U BBICOKOW KOHLEHTPALUU IMAIIa30Ha.

2.3. loBepuTeNbHBIE HWHTEPBAIBl CPEOHEr0 3HAYCHUS I[IPU YpPOBHE
HaJIeXKHOCTH 95 % ciIyXKaT OleHKON OBTOPSIEMOCTH METOA.

I11. Onpenesienne BOCIPOU3BOAMMOCTH

3.1. Bocnpou3BOaAUMOCTh METOJIa XapaKTEPH3yeTCsl CTaHAAPTHBIM OT-
KJIOHeHHeM BocrtpousBoaumocti SDy. [lns onpeneneHus BOCIPOU3BOAUMO-
CTH IIPOBOJAT OIpEJeJICHUE ToKa3areis B o0paslax, BEIOpaHHBIX M MPUTO-
TOBJIEHHBIX B cooTBeTcTBHU ¢ COIl Ha MeToJ KOHTPOJIS, B Pa3IMYHBIX Opra-
HHU3aLUAX, OHUM METOIOM, Ha MAEHTHYHBIX YacTSAX OJHOH MPOObI, YUUTHI-
Bas cieaytomue GakTopbL:

— pasHbIe OIIePaTOPBI;
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— pa3nuyHble KOMIUIEKTHl HCIBITATEILHOIO O00OPYAOBaHUS U CPEICTB
n3Mepenus, npegycmorpennsle COII Ha MeTO KOHTPOIISL.

3.2. JInd OLeHKU BOCHPOM3BOJUMOCTH MPOBOJAT ONpeesieHHe MoKa3a-
TeNng B o0Opasmax, BEIOpaHHBIX M MPUTOTOBIEHHBIX B cooTBeTcTBHU ¢ COII Ha
METOA KOHTpONs. [l MONMydeHHs OLEHKH BOCIPOU3BOJMMOCTH METOAA
HEOO0XOIUMO IPOBECTH MHUHUMYM 15 M3MepeHu# s 3asBICHHOTO THAIa3o-
Ha KOHIICHTPAaLui (TO €cTh, UCIONB3YA 3 KOHIEHTPALNH, [0 5 OIpeAeIcHni
JUISL KKI0# M3 HUX). PacCuMThIBAaIOT CTaHOaPTHOE OTKJIOHEHUE PE3YJIbTaTOB,
MIOJYYEHHBIX B YCIOBHAX BocnpousBoaumoctu (SDy), M noBepuTenbHBIN HH-
TepBaJl Pa3HOCTH CPEJHUX 3HAYCHUI, NONYYSHHBIX B PAa3HBIX J1abOpaTOpHsIX
JUIS HU3KOM, cpeiHell U BBICOKOM KOHLIEHTpAIUM JUana3oHa.

3.3. JloBepuTenbHBIE HHTEPBAJIBI CPEIHETO 3HAYCHUS IIPH YPOBHE
HAJEXXHOCTH 95 % ciayKaT OLEHKOM BOCIIPOU3BOIUMOCTH METO/A.

1V. Onpenenenue npaBUIbHOCTH

4.1. Inst HOBOTO METOJa C LEJIBIO OMPEEIICHNS TPaBUIBHOCTH IpUMe-
HSIOT CJIETYIOLIHE TTOIXOIBL:

— HOBBIIl METOJI CPAaBHHMBAETCS C APYI'MM METOAOM, TOYHOCTh KOTOPOTO
YCTaHOBJICHA;

— MCHOJIB3YIOTCSl 00pas3Iibl, MOJy4YEHHBIE METOIOM «100aBoK». OOpa3ibl
C BHECEHHBIM B HHUX BEIECTBOM B KOHLICHTPAIMSIX, OXBATHIBAIOIINX JHAaIla-
30H ONpEETIEMbIX BEINUNH, HccieayroTcest B coorBeTcTBuu ¢ COIl.

ITo pesynpraTaM aHamm3a CTPOST TpauK, IS STOTO OTMEYAIOT Ha OCH
OX oxmgaemMoe KOJIMYECTBO aHAIN3UPYEMOro BemlecTBa; Ha ocd OY — n3me-
PEHHOE KOJIMYECTBO aHAIM3UPYEMOTO BEIIECTBA.

4.2. Jlns onpeliesieHns IPaBUIbHOCTH MPOBOJIST ONpeielieHHe 3HAYCHUsI
mokaszaresst B o0pasnax, CoAepXalluxX aHAIN3NPyeMOe BEIIeCTBO B HE00XO-
JTUMOI KOHLEHTpAIMK (HU3KAas, CPEelHssA, BBICOKAas KOHIEHTpAIHs). AHAIN3
MIPOBOASAT HE MEHee 5 pa3 Ul KaKA0i U3 KOHIIEHTpanuii.

IIpn oTcyrcTBMM cHCTEMAaTH4eCKOW OIMMOKHM HM3MEpEeHHBIE 3HAYeHUS
JIOJDKHBI JIeKaTh Ha MPSMOH JIMHWH, ITPOXOSIIIEH Yepe3 Hadyano KOOPANHAT U
UMEIOILEN HAKIIOH.

PaccunThIBalOT CTaHIapTHOE OTKJIOHEHHWE W JOBEPHUTEIIHLHBIN MHTEPBAl
TOYKH nepecedeHus rpaduka ¢ ocsto OY u yron HakioHa rpaduka. J{ist mo-
cTpoeHHs TpaduKa UCHOJIB3YIOT METOJT HAMMEHBILIUX KBAJIPATOB, Ul pacueTa
KO3()()MIIMEHTOB — PETrPEeCCHOHHBIN aHaIM3. ANTOPUTM pacueTa 3aBUCHT OT
METO/1a aHAJIN3a U IIaHa SKCIIEPUMEHTA.

4.3. IIpaBUIBHOCTh CUHUTAIOT YAOBJIETBOPUTENHLHONW HPU COOJIOCHUU
CIEIYIOUINX YCIOBHIA:

— 3Ha4YEHUs, MOJyYEeHHBIE 110 METOJIMKE aHalnu3a, He JOJDKHBI pasiiu-
YaThCs Ha 3HAYMTENILHYIO BEIMYHMHY (HE JOJDKHBI NPEBBIIATH JOBEPHUTEIIb-
HBII MHTEPBAJ CPEJHEro 3HAUCHHMS);

— noBepuTenbHBIH uHTEpBAN (P = 95 %) ToukM mepeceyeHus rpaduka c
ocbio OV 0oyKeH BKIII0YATh HAYajlo KOOPIUHAT;,

— noBeputenbHbld uMHTepBan (P =95 %) Hak/lOHa JIMHUU pPErpecchu
JIOJDKEeH BKITIoUaTh eauauity (1) u 651Th B mpemenax 0,9—1,1.
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Mpunoxexwve 4

IIpumep ¢opMbI MPOTOKOJIA BAIHAALUT

1. Opranuzanus:

2. llogpaznenenue:
(HanmeHnoBaHue 1a60paTOpHH, IIPOM3BOMBIICH HEIIOCPEICTBEHHBIE UCIIBITAHHS (MCCIIEI0OBAHH)

3. COIl, B cOOTBETCTBHU C KOTOPOIl MPOBOAWIACH OLIEHKA PE3yJIbTaTOB
(HOMEp, Ha3BaHUE, AaTa IPUHATHA):

4. CBezieHus 00 HCIIONIB3YEMBIX CPEACTBAaX M3MEPEHHS U UCIIBITATCIHLHOM
000pyA0BaHUH, BKIIOYAIONIME HH(GOPMAIIMIO O IOBEPKE CPEICTB U3MEPEHUH
1 KaImOpoBKe 000pyIOBAHUS:

5. CBenenust 00 UCHONB3YEMBIX PEaKTHBAX:

6. CBeneHns 00 HCIIONB3yEeMBIX 00pasax:

7. Pe3ynmbpTaThl HCCIICTOBAaHHIA:

8. BeiBox:

Hcnbrranus IIPOBCIIN:

Hcnonuurens (®.1.0. Ucnonuurens)

PykoBoaurens nabopatoprn (®.1.0. PykoBoaurens)






