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Mpenucnoeue

Llenu« npurumne cTangapTuaagiy B Poccrcko il Pegepausqs yeTanoanaHs PeaepansHsiyM 3asoHoM oT
27 pewabpr 2002 r. Ne 184-03 ¢ TeXHWYECKOM DENYNUDOEIHWAL, 8 NPABHIE NPHMEHEHWA HALKOHANEHEBX
cradgaptoe Pocowiceond Pegepaymns — [OCT P 1.0—2004 «Crangaptraayms B Poccyickoil Pegepayun.
CHeHOBHEBIE NOMNOMEHAAD

CoeneHWa 0 CTaHAARTS

1 NOQroTOBNEH Naboparopwei npoSnes KNMHKEC-NAtopaTopHoN JHUarHocTHikn MockoBoxod Memx-
UMHCKOH akanemui um. . M. Cevanora Ha 0CHOBE COGCTRRHHOMND AYTEHTHYHOMN NEREeR0Aa CTAHAADTA, YEI A H-
HOTO B NYHETE 4

2 BHECEH TasH#yeckM KOMHTETOM No cTanaapTuaaymd TH 468 «MeauuMHCKNE TexXHONoramM e

3 YTEBEPMOEH W BBEJEH B OEWMCTEBME Mpukaiom ©e0epansHOMD aredTCTEA Mo TEXHUYSCKOMY
PErYNUPoEAHMIG W MeTRONOTHK OT 27 gekabpa 2007 r. Me 532-cT

4 HacToAWMA CTAHZapT WOEHTHHEH MEXdyHapogHomy cTasgapTy MCO 151922002 «Magenua medu-
UMHCKHE GNA OHarHOCTAER 0 Witro. MamepeHqe BannevH B npobax GUonordyecsons Nponciosde A, JnucaHne
pedepanThex MaTepuanoss (IS0 15194:2002 «/n vifro diagnostic medical devices — Measurement of
guantities in samples of biclogical origin — Description of reference materialss ).

HaumeHoRaHKe HACTOALWENS CTAHIAPTA MAMEBHEHD OTHOCHTBNEHD HEMMEHOBAHUA YHAIAHHOID Mekgy-
HAPOOHOMD CTAMGADTE ANA NPMBEE0eHWA B cooTeeTcTEMe ¢ TOCT P 1.5 (nogpasgen 3.5).

MpH NpAMEHEHAH HACTOALLEMO CTAMAADTA DEKOMEHAYE TCH MCNONBICEATE BMBCTD CObINOHHLIX MERTYHI-
POOHEIX CTAHOAPTOR COOTRATCTEYIOWME WM HBUWMOHANBHEE CTAHIARTE Poccuickon Pegepaund, cRedaHna &
KOTOPRE NPUEEOEHL B QONINHATENLHOM NPpUNcxeHry B

5 BBEOEH BMNEPBLIE

HMiughopsayus off paMesesusx K Hacmaoaedy cmasdapmy mpnukyemes 8 exezodno uadaeas Mo
LHhOpMaLUTHHOM YRATAMENs « HayUuoHansHse CMandapmbis, 8 MEKCIT UIMBHERUT U RONDAG0K — 8 BXHEME-
CAYHD Ladasaamiulx LHDODMaYLoHHE Frazamanay «Haluoranesse cmaddapmsis. B cnyywae nepacMompsa
{AamMeHsl) UL OMMeHs HAaCMofwWes0 cmakdaoma copmaamamayowies yeedosmnenus Sydam omyimukoaann
8 EMEMECEYNO UIDFEEeMOM URDODMAUUOHHOM YREZEMETE «Hayuorankise cmardapmes. Coomaemom-
EMIOLWAR WHIhopManUa, yee JOMISHUE U MEKCHTE! DRIMELLSINTICR Makxe 8 uNhopMauuornod cucmeme obLe-
20 NOMLIDEFHUA — HE OPUUUaNEHOM Calme PedepanbHo 20 d2eHMcimaa 1o MEXHUHBCKOMY DE2RUDOEaHLING
U MEMPOTOaL0 & camu Mumeapiem

£ Cravgaptundopm, 2008

HacToRLWA cTaHaapT He MOKeT BiTe NONHOCTE MMM YACTHUYHO BOCNPOMIBE0EH, THDAKWDORAH U pac-
NpOCTREHEH B KAYECTEE OPUUMaNLHOrD HanaHua Gea paspeweHnA degepansHoro aranTeTea No TEXHUYECHD-
Ky PEMYIHDOBAHHID 1 METPOMOTHAKA
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BEeegeHue

CucTema pedepaHTHERX HIMEDEHWA HeoDxoauma AN NOMYYEHKA TAKMX DE3YNBETATOR WAMEDEHWA 0NA
HAYHYHBIX, TEXHONOTHHECKME W NDAKTHMHYECHIN IENSA, KOTODbLIE JOCTOBEDHE, CPABHMMB! W NPOCNEXMHBANTCA A0
ITAMOHOE HAVBEICLLIEND METRONOMMYECKOnD YPOBHA.

CTaHgapTHbMH cBpasyamMHd RRNAKTCR BELLECTEA, HCNONLIYEMER ONA NONYY9EHWA TAKOA NPOCNTeXHBaE-
MOCTM, HECMOTRR HA BREMEA, PACCTORHME M DAANKYHA METOOMK BENONHEHWA WaMepeHur. CTangapTHeIR obpa-
38U QOMmEEH BT cHab#e H QORYMEHTALKMER, COOB DALY EA ONHCAHMA, PEIYNLTATE HIMEDEHHA, MHCTDYELMK No
NEHMEHEHAID, aHHEE O CTAEMNEHOCTH K YCNOBKAX XpadeHuA. HacToAwKi cTaHjapT onpegenseT cogepsa-
HHE 1 hopMaT Takol NOgaep+HBIIOWER JOKYMEHTILMN,

CTadgapTHbie 06pailsl KCNoNsIYVDTCA OA OOHON M3 TREXK OCHOBHLIX LLENEA:

1} EanMBpoRKH aHAYEHKN, BHOABIEMEL MAMEDHTENEHON CHCTEMON KNKM NDUMACAHHEIX PYIOMY CTaH-
OapTHOoMY 0Bpaauy,

2} MOOTESpHOEHWA WKW KOHTPONA NPABMNEHOCTH IHAYSHWE, HAMSDEHHED B KOHEPETHOH NaGopaTopHu
WK rpynne nabopaToprEiE,

3} OUBHKKA IKCTINYATALUMOHHLIX X3DAKTEPNCTHE HOBOH METOOWEN WIMEDEHHA.

MakcHMansHo NpHeMAeMan HEONDeaeneHHoCTE WAMEDEHNA IHAYEHKA, NPHAWCAHHOID CTAKOARTHOMY
ofpaily, 3aBUcHT OT TpaBoBaHKi K pesynNeTaTam METOOMKH MaMaDeHna.

MocXonsKY NPABANEHOE NPUMEHEHKWE CTaHOAPTHOM 0bpaiya obyCcNoBRNEHD &ro onNHCcaHkes, Heobxoqu-
MO CNE00BATE YEAIAHMAM NDWNATIEM0A K HEMY OOKYMEHTALMM.

MperMyLLEcTEa HANWYHA CTAHGAPTOR NPHBEaeHE: & [1].
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HAUMOHANBHBIA CTAHOAPT POCCHMWUCKOW OGEOEPALUM

M3IOENHWA MEOQWUWHCKKWE ONA QWATHOCTHEM IN WTRO

Hameperne BenWYdH B NpoGax GHONOMMYECKOrS NPOWCXOMOEHMA.
OnuvcavMe cTaHAAPTHLIX oBpa3uos

In witro diagnostic medical devices. Measurement of guantities in sam ples of biological crigin.
Dascription of referenca materiaks

Oarta geeneHsa — 2009—07—01

1 OBnacTe NpUMeHEHHA

HacToAwMA cTaugapT yeTadaeneaeT TpeGoEaHnA K COQepKaH1io M NOCTRORHMD oNuCaHWil cTangapT-
Hibix 0Gpa3uos. DMK NPWMEHKME: KCTAHAARTHEIM COpa3LaM HANBLICLLErD METRONOMMHECKore NOPROKA, KNaccH-
DUUMPYEMLIM KK NEDBUYHEIE ¥ BTOPHYHEER JTAN0HEl, NPUMEHAEMER KaK kanuGpaTops NME0 KOHTPONEHEE
MaTEPUAnk! ANA Pedue pEHTHEDN METOZHE BRNONHEHKE HAMEDEHUA. HACTOALLMA CTaHAAPT He NPMMEHASTCA K
CTAHAAPTHEM 0EpaIUaN, BEXOOALIMM B COCTAR MAMEDMTENEHEIX CUCTEM AN8 QUarHoCTHIM in wifro.

HacToAwmMA cTangapT conepMuT HHCTPYELMK No cBopy OCHOBMEIX DaMHE ANA ofNpeaaenesid 1 npeg-
CTABNEHWEA NDUNMCAHHOND CTAMOARTHOMY 0B PAaLY AHAUSHWA BENHUMHEL

HacToAwwWA cTaunapT TaKe yCTadaARNMAART COAep#MaHne CepTuduEaTa.

HacToAwmMA cTaHganT He NpMMeHsIoT K NPOLeccam NDOMIB0LCTES CTAHAAPTHE oBpaiyon.

2 HopMmaTHBEHLIE CChINKK

B HACTOALLEM CTAHOADTE MCNONBIOEAHSL! COBINMKN HA CREOYIDWLKWE MEXIYHAPOLHBIE CTAHAANTE

EH 3751992 CucTeMbl GUarHocTHEW in vifro. TpeBoBadna K MapkupoBRKe pRareHTos Qna QuarkocT gy in
wilro ANA NpoEeccHoHAnBHOM MCNoNEICRAHWA

WSO 31:1992 BenuyiHial 4 &g MHAL R

3 TepMuHEl ¥ onpeaeneHWuA

B HAacToALWEM CTAaHGapTE NPpUMEHEHE TEDMKHE N0 [2], a TaKKe CNegyowHe TEpMIHE C COOTRETCTEYIO-
LM ONPEaenaH manm:

3.1 nepBruHLIA aTanoH [primary measurement standard): 3Tanod, yTESDHOEHHEIA HAK WWDOKD NPH-
IHAHHLIA K3k oDnagamnwmil HAMBLICLLMMK METRONOrMHECKUMK CRBOACTEAMK, BOCMDOMIBOSHMMOE IHAYEHHE
KOTOpOro NPMHATD GEa CpaBHEHMA C OPYTHMMK 3TANOHAMK TOR He BENK4HHE [2].

I puedaEHre 1 — Mo#ATHE MEPBERYHOMND 3TENOHS APHMEHAMD KB ANA GCHOBMBX, TAK W QN8 NPCASEOGHE X
BEiTH-EH.

I PAMEYEHBR 2 — Cnoao smeasurements BRN0 BEMN0YSHS 8 TEDMKWHE QDA COMAacOEaHMA C UeNb nprMaHa-
HHR 3TaNGHI.

MpuurevyaH«se 3— 3TanoHw BENHYEKT B cedR cTaRAERTHEE O paIys.

3.2 BTOpMYHBIA aTanod (secondary measurement standard); 3Tanou, aHaqdedne BOCNPOMIB0IHMOR
BENWYHHE KOTOPOTD YCTAHABNMBAETCA B PEIYNETATE CRMYSHWA G NERBHYHSEIK ITANOHOM TOR M BeN4dnHE [2].

I pHMEedaH#re 1 — CNoEd A measuremants Geino BEN0YeHs 8 TEPMHHE GNA COrMACOEaHNAA C L8Nk NpHMdaHe-
HWA ITERGHAE .

MpuMedaHne 2 — 3TanoHk BENOHEKNT B CEBRA CTAHARRTHEE OBpEILLI.

LENEETEY ofpHyHENEHOE
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3.3 martpuua (MaTepHanbHOW cHcTaMEL) (Matrix (of a material system)): Boa KOMNOHEHTE MATEDHANk-
HOH CHCTEME! 33 MCKMTIOYEHWEM AHANKTA.

3.4 marpuunbiA adpdrext (matrix effect) Bnuadne ceoicTea npobsl, HE3ARMCHMOE OT NPUCYTCTREMA aHa-
NATA, HA NAMEDEHWE W, TEM CAMBIM, HA IHAYEHHE MIMEDASMON BEMHYAHLL.

Nepuwmewarwe 1 — Ia0EHHOA NPHYMHOA METEWSHOMD ApEKTA ABNAETCRA BAWAKILIAR BENWYUHA.

NMpumeuas e 22— MaTpuuansid ahd 8KT 3aBNCHT OT ABTANEHLX CTAOMA HIMEPEH®A, OMNWCAHHEX B NPoUSayPe
HAMEPEHHA.

HPHHEP — Ha yiMeperUe KOHUEHMPaUUY KOAUYEECMas BEWECMES HAMPUR 8 MASIME ITaMEHHOL 3MUCCL-
OHHOU CMeXmpoMentpuel MomNem ToanNuAmMs ERIKOCME npoﬁhr.

3.5 HommyTabenLHOCTL MaTepuana (commutability of a matenal): CnocobHocTe MaTepuana NpoAErTL
TE e KOMWYECTBEHHEIE BIAHMOOTHOWEHAA MEX Oy PeayNsTATaMK HAMePEHKH B JaHHOW COBOKYNHOCTH METo-
OME, NPENHAZHASEHHBLIX ANA WAMEDEHHA TON ME BENKIAHBL, 4TO W MERTY O¥UOISMbIMH B3AWMO0THOLLIEHWAM,
NOMyHEHHBIMIA TEMH HME METOOAMEAMK NP MCCNEA0BAHMA JPYTHX COOTBETCTEYIOL MY MATEPHANDB.

n PUMBYNAHHWE— ,q]'lﬂ CTEHGADTHEX 'EIEIFIEEIJI}B. HWCNOME3VeMEX GQNRA EENWhDOEKE METOGRE WarapaHEd, npe-
HEIHAYEHHLIX ANA Buonoryeciny I'Ipl:lﬁ. HAQYrHe COOTEETCTEYIDLLME THN:l MATEJWANOE Y BENEDYANT B calfa Gonswoe yuo-
no I'IFI-CIfl OT 30008 E X H GoneHs% KOHEQSTHE MK Gonessame AMY.

3.6 orverreport) JokysmeHT, co0epHallvi JeTaneHyio MHHopMAagne o cTaqgapTHom oBpasye, gonon-
HAILLYIO MMEMILLYHCH B CRDTURMEATE MNKM BO BEKNAGHLILE B YIEAKORKE.

mn PHMBYEHHE — D anHaR HWHEHDPMILUHA MOKET EACATECA NPUMOTOBNEHWA CTAHOAPTHOID l'.'uﬂ-FIE:I-LI,E. MeTogoBR
HAMEDeHWA, DEKTODDE, BNAAKLW KHX HA NPAEWNEHOCTE, CTATHCTHYECKDR I:Iﬁﬂﬂ BT i PeayNeTATOE W cnocofa YOTAHOBENEHHA
NECCNesHBaeMOCTH.

4 Knaccwdukauua W HAMMEeHOBaHWe CTaHOapTHbIX obpa3uoe

4.1 OnucaHue CBOHCTE CTAHOAPTHLIX 08pasyon
CTaupapTHeii obpaiey qomkeH 0BNagjate CEOACTEAMK, KANI08 W3 KOTODLIX A0MN#HD BEiTe ONKCAHO B
COOTEETCTEWM OO CNEOYIOLIAM COOeDHaHrem:
a) cMcTemMa (TO eCTh CaM MaTep4an);
b} mobGol COOTRETCTEYIOWMIA (&) KOMMOHEHT (L)
C] poOBEENUYMHE (BENHYMHA B oDwem cueicne ).
Ecnn cBOMCTRO ARMASTCA HAMEDABRMOA BEMWHMHON, OHO DOMDEHD MMETE AHAYEHWE, IKBHRANSHTHOE!
a) YHCMOBROMY IHAYEHMIC, VIMHOEEHHOMY Ha
b} BOoUHMLY KaMepaHua.

Mpumep — AMMEcModaHHeil candspmneild ofpasey (cepmud UHUDOEGHHED pegdepeHMHLI0 Mama-
puan) (BCR; CRM 303) — Kameuud [(lf), xoHueHmpayUR KOANUYECMES GSWECMAS [BOCECMAHOENSHHDED)] & =
= 2472 vmone/n (U= 0,018 wamonedn; k = 2), ade U agnaemen paclwiypesHol HeonpedeMeHHOCTH b UIMEDaH IR
npu ek ope moKps iR k.

4.2 CucTesma

421 DyHELWMA

CrangaprHsid obpaiey AonmeeH BeiTe CNocoDEH BRINCNHATE VHELHA:

a) kanubpoBRodHOrS MaTepwana (kanubpartopa) — onpegensTes KanHbpoaod Hy D iyHELMK KOHKDET=-
HOH METSAMEA WIMEDEHHA (KOTODAR MOMET GbiTe TAKKE HCNONLIOBAHE ONA KANWGPOBKKA ADYIOTo CTAHSARTHOMD
ofpaaualunm

b} KOHTRPONLEHOro MaTEPUANE — OUBHMBATE AHANKMTAYECKYID NPABWMNEHCCTE MNK HEONPEOeneH-
HOCTE MIMEDEHWUA YCTAHOBISHHOR MMM HOBOH METOOMKK HAMEDEHHA B KOHEDETHOH NabopaTopui WK rpynnea
nabopaTopHi.

B pamMeax KOHEPETHON WIMBPUTENEHOA CHOTEMEl B KOHKDATHOW NabopaTopud cTaH0apTHeIA obpasew
MOKET BRMONHATE TOMLEDS OOHY W3 DYHKUWA, 3303HHbIX TEPMHUHAMW 4 KANWEROBOYHEEA MaATEpMans («kanwipa-
TOps ) NHB0 « KOHTRONBHLIA MATEpUans.

4 2 2 MNpUseHEHE M DAIDE L HKA

MpHMEHEHWE M DAIDELIEHWA CHCTEME BONMHL COOBQHMATE CNEMYIOL YD HHDDDMALIMK

a) orecrpadueeckof A0HE NDUMEHEHWA [HaNDHMED MEXIYHAPOOHAA, HAUKWOHANBHAA, MECTHaRA ),

b) oTRETCTEEHHOM OpraHe, BeAaARLIeNM DaspalleHHe [HANDUMED Oprad BNacTH, Yy PERIEHHE, KoMTa-
HyiA, nabopatopual;

C} CEpTHHMMKALWA 3aARNEHHLIX CEORCTE.

[ ]
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MpAaMedyaHse— OTEETCTEEHHEIE ODM3HE B NEREYMWCNEHHA D) BENYaRT B cefn BoamupHy OpraHH3aLMs
anpaeooxpaHedia (B3], Nporpamsy cTEHQERTOE, MAMEDEHWA ¥ HCCNEO0EEHAE EBponesAckod KoMMCouM, HELWOH B NbHE
METRONOTWHECKMA MHCTHTYT, NPOMIEQIWTENA OTAAREHEXE CTAHAAPTHRES o0paZUoE, CNeURANMEMDOBEHHYI BS0HUHHCKYED
naftopaTopuia. B NEpEHMCAEHUE C) HEKOTOPEIE IHEYEHHA CEDACTE MOTYT BT cepTuprunpoeasss Mporpammol cTaspap-
TOE, HAMEQEH®A W HCCcnednsaHWRh EBponedckol KoMMCCUM WK HELWOHENEHE M BHCTHTYTOM CTAHOEPTOE M TEXHOINOIHA
{MNIST) CWA . Opyrde 3SHAYEHWR CBORCTE MOrYT Ol Te NPHBEOEHE TONBKD GNA MHEOPMALWEN.

4.2.3 HMepapXuueckos NONoKEHHE CTaHJapTHEX 00PaIL08 BREICLLErD NORAAKS B CHCTEME pedapeHTHbIX
H3MEDEHHIA

3TANOHSBI BECLEMD NOPALKS BOMEHL BbTh KN3CCWdHUHDOESHEl B COOTBETCTBMA C WX NONOKEHWEM B CHC-

TeME pedepEHTHEX HAMEDEHWA ONA KOHKPETHOR BENWHUHL CNBOYIWM oGpasos:
a) NeperYHbiA aTanoH (cKm. 3.1);
&) BTOPHYHEE 3TANoH (M. 3.2).

4.2.4 MoeHTHUEaUHoHHEIE Ko (KogE)

CramgapTHony ofpaiuy aonweH GeiTe NPUNMCaH nEEH THIOWESLWOHHEBR KOO, ECNW BOSMOMHD, B Onuca-
HKE CTaHgapTHOMD oBpasya AomeHa BbiTe BEMKOMEHE WISHTWHKLKMA NOTa.

4 2.5 XapakTepucTHEN CTadgapTHoro obpasua

XAPAKTEDUCTHMRN CTaHOapTHOM obpaiya OomeHb SeiTe ONMCAHE! B CREOVIOWHE TEPMHHaX!

a) NpPoOWCEKoHOEHNE W NPUPOOA MCKOOHOTD MaTepHana;

HEODMEHAYECEHRA, CDTAHHYECKHA, CUHTETHYECKMA, HATYDANBHEIA, GHoNOr MUECKMEA YETaHOBNEHHOMND pO4A,

HANPWMED YeNOoBSYeCKMA, CBAHOH,
b} matpuua:

- NPOCTER, BCHCTAHAADTHRIA 0B0a38L COCTONT K3 YMCTOMD KOMIOHEHTA B XOPOLWD CNpeaengHHon cpene;

= CHOMHAA, BCME KOMIOHEHT NDEOCTARNEH B Y3CTHYHD HIBECTHOW CPERE, HanpUuMep B CTaBuiuadpoBaH-
HOW KDOBH MMM CRIBOPOTKE,

c) OHIMYECKDe COCTOAMME 2HANKMTA B cTaH0apTHoM obpasye:
pacTeROR, KONNOWD A BIRECE

d) duavyeckoe COCTOAHKME CTaKgapTHOM obpasua:
TEEDOOE BRUWECTED, MAOKOCTE MMM raa;

) roMOrEHHOCTE M hadbl:

ONMCAHWE CTAHAARTHOMS 0Bpasya B TEPMUHAX OOHOH MMM HECKONEKHE HHOWAMOGYANBEHLIX MOMOTEHHLIX
HNK HETDMOMEHHEE Das, HANPHMED, KPOBE MOKET DACCMATPWEATECA KAK KOG MHALKA roMoreHHol haisl nnai-
Mil H HEMIMOTEHHOH DAkl KNETOK.

4.3 KOMNOHEHT (KOMMOHESHTE)

KoanoHe T () Sorekes (Mol ) BeiTe Ha38aH (HBl) B COOTEETCTBHA C NPUHATOR MEXOYHADOOHONA HOMEH KM=
TYDOW, BEMdHAaR, Hanprsep, mobsie HeobxogumMse YE3IaHWA ANeMEHTAPHEX YACTAL, OTHOCHTENLHOR MOMEKY-
NADHOH MACCH WM MOMAPHON MaCChi, COCTOAHMA OKMCMNEHKMA, MHOKECTEEHMEX RopsM; ANA DEpMEHTOR —
Homep 8 Knaccudrkayye epManTos.

Mpusmepbl — Anughamuvecrud sapSoxcunam (S do Cap HescmepudUUUDOBaHHEIGE), HulpuHoseH
{340000), meneso (=), vzogepuesm | nasmamdeavdposesaiel (EC. 1.1.1.27), ocHoanod dhakmop pocma gul-
pofngcmos (Nenoeeyeckuld, pekoMmBunupoaadHen QHK).

4.4 PogBeniudHbl (BenHYAHa B oGWaM cMeICna)

Pog seniiuHe (BENHYUHA B ODWEM CMBICNE]), HANPWMED MACCA, KONWYECTED BELLECTES, YHCIOEAA N0NA,
KOHLEHTRALMA BRLUECTRA, A0MHEH GTh YCTAHOBNEH BO Boax CNyYaax. Ecnn He momeT GuiTe BepaseHs NpocTos
OTHOLLBHHE MEXDY KOMIOHEHTOM M CUCTEMON, Aom«Ha OeiTe NPHBSOEHA CORMKA Ha MPOLEOYDY WAMEDEHAA.

MpumedaHde 1 — TepmMeH «BENHHHHE B ODWEM CMBICNSr [2] 03HAMEET TO He, 4T MexayHapogHaa degapa-
YA ENWHWuEcHDR Xapie # nafopaTopsod MeguurHe {(IFCC) v MesgyHapoaHeif coa SMCTOR U NDMENBOH0E XM W8
{IUFALC) oficasEqBKIT KK P00 BENWHHHE.

Mpumevyanne 2 — CoDTEETCTEYHILME HEMMEHOBAHHWA W CHMEONE! ONA pOO0H BEAW-HAHE (BEMMHRH B obwen
cislcne] npeesgeds B MCO 31 W nyBnukaunas MexqyHapogHod @ egepagsEd KNMHAYBCEOA XHM ke 4 nadopaTopHoil Magum-
yuHsl (IFCC) u MemnyHapogHono CODEa YWCTON B NPRENaaHoA darum (ILURAGC).

4.5 Yucnopos IHaAYSHHD

Hyono IHa4alqy g B pesynsTaTe WCCNedoBaHHE BeIGUPENT Tak, YToBs IHaYaWWe yuchpe: Heonpe-
OENEHHOCTH MIMEBDEHWA DACTIONATANWEE HA NOCNEOHEM UMK (BCNW NEQEAR IHAYALL A UKD Da MeDbl HEONDERE-
NedHocTi 1T unn 2} Ha gayx NocnegHuy MecTax. Yucnose e sHadvenna Bonee 4em C H4eTelPeMA yudipanu no obe

CTOPOHE! OT QECATHYHON OTMETIM DOMHHE! GLITE DACNONOKEHE TPYNNaMA No TPW LMdpe: CNEEa WM Cnpaea
OT HE#_
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4.6 EQMHALA H3IMBDEHWA
HMabpanHol anuHHLER HIMEDBHHA DoNHHA GbiTe 8guHiuEa CH unW Apyran |3 MesIyHapoaHD NpHaHaH-
HialX G MHML.

Mpumesas e — BoeMApHOWR OPraqH«zanMeid IQPEEOOXPEHEHWR YCTEAHOENEHE HEEOTODR S BHECHCTEMHEIS S0H-
HHLE, HAJE BEEMBIE MERQYHAPOOHE M B0NHELSMA.

4.7 NocTpoeHne oSWenprHATEIX 0B0IHAYEHHA M pADOYMX HAMMEHOBAHKWA
OBWeENpHHATEE [CHCTeMaTHYEckHe ) 0B0IHAYEHHE M IHAYEHHE QOMEHLl COCTOATE M3 ANEMEHTOR, YEa-
FAHHE B4 2—4.6, W Bkl Th NpHEEOEHL B COOSDMAHNA, B CODTEETCTRMME C MyHKTOM 4.1,

Mpumep 1 — Mepauuknsil cmatdapmusl ofpaley daa kanubpoaru/vonmpond (BO3 15 XXX, cepmug uyu-
pogaH, meodunulupogaHasil) — Kommoredm; pod eanuyuds = [xxx + xx) edunula; cpedHAR U pAcWIUPEHHER He-
onpedengrHrocms, npuaedennan & hopde yamepaana, onpedensinoes dra dogepumensHol SepoRMHOCm U
0,95,

Mpumep 2 — CucMmeMamuyeckoe HAUMEBHOBAHUE RANUBpaMopa dNR EEMaMONOaUHBEK080 AHAMUIAM o0
momem Suamb:

BmopuyHed cmaHdapmusild obpeiey dnR samubposky (emeemcmeenHeil opzad NN, mpodywrm
Ne YYYY) —

SOUMPOULUME!; YUCHOESR KOHLEHMPAUUA = (XXX = wv) eduvnuly,; cpedHAn U paclwuperHan Heanpadeneq-
HOCME [YposeHs dogepumens ol eepoRmyocmu 0, 95).

AelReLUmE YUCTOBAR KOKLEHMPALUR = vy = 2] edunuy; cpedran U paciyuperHan HeonpadeneHHoCme
{ypoBeHs dogepumensHol aepoRmAcciry 0,95).

mporME0LUMBE YUENOEEA KOHLEHMPALUA = (222 + yy) edunuy, cpedHAA ¥ pacWypeHHan Heonpedenax-
HOCME [yposeds dogepum ek ol sepoRmyocmu 0, 95).

4.8 PaBouyre HAWMOHOBAHWA
Pafioues (TOHAMANLHOE) HAXMEHOBAHWE O0MHHO BRITE CKOHCTDYWDOBAHD WCKNI0YEHME M OB wenpruHATo-

ro HEHWMEBHOBAHWA INEMEHTOE, HE ABNAICWMECA HEOGXOOWMEIMI OMNA NOHUMaHWUA DYHEKLHKM CTaHZapTHOND
0Bpaila Nps HIMEpE UK.

fMpumep 1 — Pafioves HEVMEHDESHUE AR Mamepuans, npueededHoe & npusmepe T ¢ 4.7, WOMem &bLI2NR-
demb cnedymwusm ofpaiow: BO3F (15 XXX] — HomnmodeHm.

Mpusmep 2 — Pafoves HauMedosanue a ofwel ghopue dna Mamepuans, npueededHoso & npuMepe 2 k4.7,
momem ewiznademe credywwun ofpszow: KanuSpamop [omeemcmaedsslld opzad NN mpodyrm
Ne YYYY) — spumpolyumed, Mefyou e, Do o um e

itk dawe mak: Kanulpamop fomeamcmaerHHeil opead NN; npodysm Ne YYYY) — enemuu kpoauy.

Pafioyse HaWMeEHOBaHWE ONA COOTEETCTEYIOWEND KHAMBWAYANEHOND NEpOOyETa MOoMeT ObiTe NpEICcTaE-
neHo cnagyiowns obpasos: «anuGpatop (koMmnaqua NN, npogyer Mo YYYY; cepun Ne AAAA) — knETH:
KPOaHH .

5 Onucanue cTaHgapTHoro obpasuya

5.1 Pazgens onMcaxun
Onicarue CTaHgagTHore oGpaila HaMBRCILETD MaTRoNOrM9eCckoro NopALEa JONHMHD BEMKHETE B ceba,
No MaHbLIER Mepe, INeMeHTel, 0B03HaYeHHBE KAk obAsaTensHse (O) 8 Tabnuue 1.

Mpumeysasne— MNopAgok ANEMEHTOE, NEpeMHCnaHybxE 8 TalnMye 1, MoMeT BuTe M3MEHEH @ NONONHEH Oo-
NONHATENEHEMN PE30SNaMA. HENPHMED PE3OME, BCAHW 3T0 TRelyeTca.

Tanwus 1 — OCHOBHEE SNEMEHTEl SNWLCAHKA CTEAIAPTHOMD I:IEIFI-EiIJE HAWERCLUEND METDENOrMYeCckord NoprRAKS

Tin'!
Moapasden HACTOALETD
JnemanT .

n) o
TuTyNeHBIE NHCT C -
ConepaHne G —
MpagucnoBre C —
FUCEM W npefocTepexeHdn o Be3onacHocTr H 5.2
BeeneHne c
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OxoHusHEE madnuge T

Tun'!
P—— Moapasgen kacToRugara
G ﬂ CTaHgQapTa

HanmeHoEaHHE H --

OBNacTs NPAMEHERHA H 5.4
TepMuHbl W ONPaOeneHds H -
CHMEBONE @ COHPAILBHWA H -
TepMHUHONOrKa H 55
OfocHoBaHwe swlbopa cTAHOARTHOMO Ghpasya e 58
QCHOEHEIE KAPAHKTEDHCTHEM [+ 5.7
CReuyndM-eckEe XapakTepucTHE e 58
MoaTeepHaeHue s 59
Mpegnonaraemos HCNONEI0EAHKE L+ 5.10
MHCTRYRLHA NO NEAMEHEHA K o 511
MoCTaBLyHE C 5.12
Bufinuorpadiva ' 5.13
MpunoxeHsa o 514
OaHHue [ 515

" DBo3HAYEHHA TANOE PEAAENCE B HECTON LW EM cTaHgapTe: O — ofnazatensHee; [ — gononHETeneHwe; & —

CcnpasosiHse; H — HOpMETUEHSIE.

5.2 MpegocTepeMeHnn O PUCKAX W Mapkl Ge30nNacHocTH

521 JonsHo BeiTe NDEBNEYEHD BHMMAHNE K NE0A 0NACHOCTH, CBAIAHHON CO CTaHAAPTHEIM CBpa 3L oM
W Brg npuMeseHuan. JomsHe GelTh ONWcans! Bog HEOBXoauMele Mepel GeaonacHocTy. MoryT npuMeHATeCH
HALUMWOHANEHEBE, PErAOHANBHEIE W MECTHEIE HODME W NPaBKNE G230NaCHOCTH.

5.2.2 MudopMaumns 0 prckax NonsHa OblTe HANEYATAHA NPONUCHEIMI DYKBAMH WNKW BeIOQENEHA NoMy-
HADHEM LPHAEDTOM!

d) HeNnoCpEACTREHHD NOCNE HA3IBAHKMA CTAHAaPTHOr0 0BpaIua, Ecny CnacHoCTE CBAIAHE C CAMUM CTaH-
AapTHeiM oBpasuom, HanpusMep, CTaHgapTHeR obpaley npeacTasnaet cobod HATHBHEIA MATEDMAN YeNoBa-
YECKDTD MPOMCKOMASHHA, BOIMOMHD, © HANWIUEM WHOEELWOHHOTO argHTa (HO ¢ OTPUUATEMNbHBIMA
LEIYNLETATAMM TECTOR HA AHTWTENE K BMY, NOBEPXHOCTHEIA AHTWUIEH BHDYCA renaTtiTa B ¥ aHTHTEna ¥ BHpyCy
renatita C), paguoakTUEHGLIA MATEDMAN KN KPLHHOTEH,

b) B KaA4YECTEE NPEIYNPEHIEHHA B MHCTRYELMK MO NPUMEHEHNKD, HANPHUMED ONA HIMEDEHHA, NPW KOTO-
POM MCHONEIYETER YPARHOBELIMBAHKE Ta30. (ofpaaceadne aapoaona CAVE).

MpegocTepexenks 06 ONAcHOCTH # Mepsl DEA0NACHOCTH HE HYBMEDYIT.

I PMMEYEHHS— TEECTE HCTOMHHEDE, HH¢IGPMHP'5'A€ILIJ.HK. 0ff ONBCHOCTH, LOMEHE UATHROBETECR.

5.2 Beepgenue

Beegesue OONMHHD COOBNHATE PACNONOMEHHLE B M0GoM NoOpAAKE CNegyiolHe CREeHHA

8) HAMMEHOBAHWA WIMEDREMBIE BENWHKHH, ONA WIMEDEHWA KOTODRIX NPEONCNATSETCA HCNoNB30RaHe
CTAHAARTHONS 08paILa, CyKAIAHNEM CHCTEMb], KOMMOHEHTA W POAA BENHYNHE [ BENHYHHE B OGLLEM CMBICTHE];

by onucadue cTasgapTHore obpasya B oooTRETCTEMM C paagenon 4,

C} OCHOBAHWA ONA BbB0DE KOHKDETHOND GCHOBHOMD MaTEPKWana ANA cTaHaapTHOro obpasua W MeTona
cTabrnuaauuy (Hanprsep BeYKA reMonyaar, CTabuNHANDOBaAHHLIR 3AMODEMABIHAEM ),

dj METogMKa (METOOMKN) pEDEPSHTHOMD HAMBDEHKA WOW BDYTHE METOOHEN MIMEDEHKWA, NCNONBEI0BEEH-
HEHE ONA NEUNACEIBAHAA 3HAYEHKR CTAHOADTHOMY oBpaaly,

&) NogTeepHAeHre, YTo coBnoeHsl cnegyiiike TReBosaxua K cTaHapTHoMY obpasgy:

= NPOCTEsHBIEMOCT b L0 METOLKKNA MIMEDEHUA MNK CTAMOADTHOMD 0GPaILa BECIUETO METRONOrHYEckD-
roNopAOKa [ECn K MaesnTCR )

= OpraMn3aumA Mobedx COBMBCTHED MCCNeOoRAHMA M OLEHKA PEIYNETATOR, NONYYEHHEDX NPK CERTHEM-
KALHOHHBIX MCCNE0BaHHAX MaTapHana;
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= yWono naboparopuil, y4acTBOBABIIMX B NOJOGHEIX MCCNEenOBIHWAK,

« YHCMO NONYYEHHBIX MPW WCCNBIOBAHKAY DE3YNETATOE, OTOPOWEHHEIX B COOTBETCTBHM C YCTAHDBNEH-
Hial M NDEBMTAMM,

54 O6nacTe NpAMEHEHKA

Oauubii pasjnen JomkeH CogepmaTe onpeianetka NpeamMaTa JoKyMEHTAE C yKasaHHien oGnacTid npumMe-
HEHKAA.

MNMpumeyadHde— NyHITE pA3ASNE BENO4ENT B cadA:

a] MCNONEIVEMYH METOAWEY (METOQHKN) PEhepeHsTHOID HIMEDEHUA WKW WCNONB3YEMEA OB ENPUHATEIA MeTan
MAMEPSHWR MMM METOAHEH MIMEDEHKA, JNA KOTOPL X CTEHABETHEIA o pasel, NpHMEHRETCR]

D} METOAL HAMEPSHHA WNK METOOHEM HIMEDEHWA, 4NA KOTOPEX METEPUAN 3AEE00MO HENDUIOLEH,

C) BNMAKIWLNE #a cTAHAAPTHEA ofpa3ey BENMYUHEl, HENPUMER NekapcTEa, MeTalonuTe, goBaesn, MARpobHeE R
pocT;

d} WHPOPMELHID O BEaxsax Tpedyerelx fpouedypay Npe0EapuTensHoR 0BpaboTi cTasgapTHoro ofpasua, KoTo-
pHE HE BRAONHAKTER B OTHOW eHMA BHoNornieceEns Npol & COOTESTCTEWM C 334aHHOR METOAHEOH HIMSPEHWA (HANpHMEP
BOCCTEHOBMEHHE NEDEMNHIMEOEAHHONS METEpRANS]).

5.5 TepMmuHOnoOrua

5.5.1 OfGwwre TpeGoBAHMA

Damvikel (i pasnen A0NMeH OO0 DA TE CNUCAHXE NOHATHA U TERMUHOE, NPUBEOSHHLIX B OTTHCAHWA M HEaHa-
KOMBlY BOAMOMHOMY NONLICEATENHD MMM EI:.IEIIII:IEHHHI W3 pAOAS BOAMONMHEL B COOTEETCTEBHM C OCOBBHHOCTAMM
DAHHOTD CTaHOapTHOro obpaaya.

Mpuwmeuwssuwe—MNogpazgen « TepMAHONOMWAY REMASTCA OONONHEHWEW E pasneny «TepMUbel W Onpegens-
Hif o (O, TEENMUY 1) M RHOCDE T3KHe & paageny «CHMBONE U COEPEWEHUAs (oM. TaGnMYY 1), 8 TEpMUHE MoryT BrTe BEND-
“eHbl B NNG0A W3 HAX MNW pECNDedenedsl No 060RM DaZOENEM.

2.5.2 Homexknarypa

HaumeHoBaHKA HIMEPAEMEBX BENHYUH, 8 TRICHE WX HANKCAHWE K CTRYETYRY NPHMECLAT 8 COOTEETCTEMM C
NOCNEaHKMKE PEEDMEHSALMAMM SETODMTETHEY HCTOYHHEDE.

HaumaHoBaHKA POSOB BENWHWH {BENHIHH B OGLULEM CMBICTE), MX CHMBONE W 80RHALB HaMEDeHIna A0 FH-
Hibl COOTEETCTEORATE MEXOYHADOAHEIM CTaHgapTaM capan MCO 31 [3].

553 PaBouyne HaumMeHsEaHKa

B chyuae ynoTpebnedra pabodux HaumeHoBasMi Hx NPHBOOAT B cHODKAX NOCNE Nepeoro yoMAHaHHA B
TaKCTE CBENPUHATOND HAHMEHOBAHHA.

5.6 ObocHoBaHWe BeIGOPa

MpoK3IBoSCTEO W BsIG0D CTAHOAPTHLX 08PAILOE ARNANTCA NPEAMETOM MHOMODAKTODHOW ONTHAMWIA LMWK
W ONpeaenakiTeA KNHHWYECHMMM NOTREBHOCTRMK, NPOMIBCACTBEHHBIMK BOIMOMHOCTAMK, METDONOMHHECEHMMI
NoTREBHOCTAMH, AHANUTHYECKMMH NpoBneani, CoobpakeHHAMK IKOHOMHER, 3THEY W BEI0NACHOCTI, 8 TaK-
#e TPEGORAHUAMEA KOHBYHOMD MCNONBEI0BAHKA. ITH 0G0CHOBAHKA J0TEHE ShiTs NPUBE0EHSE! B ONWCAHMM CTaH-
AapTuoro obpaaya.

5.7 OGlMe XapaKTepHCTHEN

571 TpovcxokOeHie HCXOAHOMD MaTENWaNa GONMHS BbiTh YCTAHOBMESHD B COOTEETCTEHNA C TEDMMHA-
M nNo 4 2.5,

572 Nomsue: GbiTh YHAIAHE CYLLECTEEHHLIZ JETANM OTHOCHTENLHO MCXOOHONS MATEPHana, NoCKONbKY
OHM BMKAKT Ha CEORCTEE KOHEYHOro NPoOysTa, HaNPUMED NON M BO3pAacT A0HODOR, TEMNERATYPA 1 ANHTENkE-
HOCTE XPAHEHHA ChIBOPOTHH KPOBH BMECTE o0 CrYCTHOM 00 WX Pa3feneH A, TEMNEpaTypa v BpemMs XDaHeH s
CLIBOPOTEW NOCNE OTRENEHHA OT CIYCTHA. Jon#Hel BblTh yYTEHE 00YCNOBNEHHEE CAHMTAPHEIMN NDABKNAMA
mMepsl BEIONACHOCTH, HANPUMED, NTPH MCCNEI0BAHMK MaTEpUana YenoReHeCKoro NPOUCXOMOEHKA Ha NOBEDX-
HOCTHBIR AHTHIEH BADYCa renatuTa B, anturena K expycy renatura C, adtuTena K BMY v ka gpyrna Mapeept
WMHCDEKLME, NPAMEHHTRIEHD K KaMI0N BIATOR NOpUMA.

5.7.3 Jomsss BelTe ONKCaHL J8TanNH NPOUE0YRE BAATWA NPods ncxoaHoro matepuana. JomsHa bsiTe
YEE3aHa NPOLELYDa OYWCTEM MCXOOHOMD MATEDWANE C KOHTPOMNEM HE 3arpRIHEHWA.

5.7.4 B onvcaduy cTaHgapTHors obpaiua Acn#Hel BelTe 3808H600 BEWECTES W KOHUEHTRAUNK NODRX
Oobapok.

Mpumep — Jofaery K cmaddapmyubiv oSpazlan, UCTONLIYeMaLM 8 KIUHUYecHod nafopamoply, Moy a-
wom g cellf aHMUKDaEYNIAHME, anmusrkcudanmel, admumukpofiee cpedemes, cmafunyiamops:, CMaywaan-
e cpedemes, aelUlecmEes, MOKPE/SHOLWUE NOBEPNHOCTE WADUROE.

53.7.5 PuavyeckDe COCTORMWE W diaskl cTadaapTHone obpasua DonHel GiTe YCTAHOBMNEHE B COOTEET-
CTEWA C 4 2.5,

G
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5.7.6 JonwHa ST 32ABNEHA OLUEHER TOMOM8HHOCTA BHYTDM NPOSE 1 MeXay npoSamMu no OTHOWEHHIO K
MUHAMANEHOMN SHANMTHWE CHOW NOPLUMK (CM. 5.9 2).

fMpumep — AmmecmosdaHAell cmaddapmuaed obfpazey npedemaenmem cofol NopowWor AUGHUARIUDO-
BAHHOLU MEAHU, NOMBLUEHHEID 80 hnanoH. EED EOMOREHHOCINE @HYMpY ¢hnakona Geing vocnedoaara 8 mpex dyd-
AupoeaHHulyx Mpobax, vawdan waccold 200 Me, e3AMBIY U3 Mamepuans & kawdou v3 20 ¢gnanoros. Mewcnarow-
HER gapuayus Sena vccnedoaans 8 odHol Apode us kawdoso uz 60 pnaroHod, BEIGDAHHEIX U DARNUYHELY MECTT
HE AuaduausaiuonHed naowadke. HHEMpYyEYUR No NPUMEHEHLN YEMEHAANYEEEM, YHO sparoMendyeMan Mac-
C8 MUHUMANLHOL GHanumuyeckel mopluy donwmya Suime 200 Mae.

5.7.7 Ecnw poamMoosHo, DoMmeHa BeTe onucada drnanyeckan fopMa cTasgapTHoro obpaaya, HanpuMep
(popsa, paiMepsl, 9Hcno obpalgoe, YHCNo JeTaneqn.

Mpusmep — AmmecmogaHied cmandapmusil ofpaiey, cMexMAHNEIS hUNLM DR SMR CHeRm Do g o oMW em -
pu, npedHaIHEYEHE! & KEYECTMES JMAN0OHHOED HEMOYHURE ANR KEnLEpoary WrENEN B8CopALLL CMeRm Do MEemn-
pod. Mamepusn cocmoum w3 mpex uHdueudy aneHLX PuIeMpoe U 0dHOERD Nycmozo depHamenn ruNemMps pas-
smepor 10« 10 « 50 vy, Kawdeil dunemp udeem udedmuthuraywotvell HoMep. Bepxaul neastl yeon unsmpa
CAUNEH, YREIRIGAR B0 NPEELUNLHDE TONOKEHUE & MEManIuYyeckoM depramens,

5.7.6 Bonucadkn cTadaapTHOr ohpasua gonsHa BuiTe NpPHEEeHa NPUMEHEHHAR NPOLEOY DA CTEPMMK-
TALHK.

5.7.9 B onucanuu cTadgapTHorg ofpaiua AonkHel BT 3adaHsl TUN, MATEpHan, cnocod 3anupa‘us,
ATMOCEDa KOHTEAHSDA WIANK YNaKoBKA.

5.7.10 JomssHe BeiTs NDHEEOEHE YCNOBWA XPAHEHWMA JaKPRTOND KOHTEAHEDA, HANPUMED TEMN2DaTyYRa,
BRAMHOCTE, OCBRLEHHOCT B, [ omsHs DbiTh YCTARORNE B CTENEHE HECTAGHNEHOCTH B NPEANHCAHHB YCIOBK-
A% W HACTOTA MPOREDOK CTATKMNBHOCTH MATEDWANA 8 TEHEHWE CROKE GBACTBKA (M. 5.9.4). Oonmeo BeiTe yKasa-
HO, HMEET N MaTEPHAN CrpaHWYeHHYI0 CTABUNEHOCTE NOCNE OTHRHTWA KOHTEAHREpa.

MpumedadHne — Tasne cTESQERTHE E 08 pasysl OBEYUHO NOCTABNAKTCR B 3ANEMETAHHEX Gnoxax.

5.7.11 B onucanvd cTaHgaptHoro obpaaua 0on#Hel DeiTe MOeHTAGMUMDOBEaHE! CHOCTEMEl KaYBCTRa,
KOTOPRIM CNEeqoEand B NPOUSCCE NPOWMIBCACTER, oBpaboTil, Xpavednd, pacnpocTpadeHyi CTaHgapTHOrD
ofpaaya, HanpUMep B cOOTEETCTEMK C [4]—[B].

5.7.12 Jonsed DulTh YCTAHOBNEH BCAKHWA DACK, CEA3AHHBIR 0O CTAHOARTHLIM COPaILoM MNK ero NpumMe-
HEHUEM, 1 DETaNUIMpoBaHs Mepe: BeaonackocTi (cym. 5.2).

5.8 CneyndHyecHne XapakTepHCTHEN

5.8.1 XapakTepucTHEK CTaHZapTHOro obpasya, BNUAKLLME Ha Moy BeNUYKHyY, JNA KOTOROH Npraege-
HO IHAYEHWE, DOMEHE BblTe ONHCAHLL, N0 MEHBLLLER MEpe, WHDOPMALKEN, KOTOPRAA 330aHA B COOTRETCTEMM C
582—-581Z

5.8.2 MpruBOIMOEHOCTH MONEEYNARHBIA COCTAR WM GHONOMYecxan hyHELMA KaKO0rs YL e CTBEHHOM
KOMNOHEHTE A0MKHE ObiTh YCTAHOBNEHE B COOTBETCTBHA C 4. 3.

5.8.3 [on#Ha GeiTe YEA3AHA BEAMYKHA, KOTODOR NDUNUCAH0 IHaYEHNE.

5.8.4 HUCTOTa OCHOBHOND KOMIOGHEHTA B «UMCTOMY CTaHaAapTHOM 0bpasue nonkHa GelTe YCTAHOBNEHS
KK Maccoean, obkeMHan 0onA, J0NA KoONW4ecT B BRIUECTEE MNKW YMcnoean 0onA. DonsHa BelTe yeTasoBneHa
HEWIMEHEHHAA DWMONOTHYECKAR AKTHBHOCTE NOTEHUMANLHD HECTE0WNEHOrD GHONOMMYECKOrD KOMMIOHEHTa
[avanuTa).

5.8.5 MaTtprua mateprana AonNHHa SwiTe ONKCaKa B COOTRETCTEHM ¢ 4.2 .5, napeunchnaswe b,

I PHEMEYEHHA2 — BamHou HHPOPMALWEA JNA BRCYLUEHHE X H NADEWNWIMpOBAHHEY MATERHENOE ABNABTCA
nponopusa nfiors oCcTaTHE PACTEODWMTERA. UTO OoN#HD D81Th YEA3AHO B ONWCAHAA METOGH KW,

5.8.6 MamepReman BaK<HMHa, ANA KOTOROA NPHESOE8HD IHAYEHNE, GOMKHE ki Tk HETHD I2AARNEHE C YEala-
HMEM CHCTEMES, KOMMIOHEHTA, POOE BEMHHHHEl M COOTRETCT BYRMWUMX cNewrdnEkan i ANR Kamaoro maHEx {cm. 4.1).

5.8.7 JonwHs GeTe NPHBESOEHE JaHHEIE OTHOCHTENEHO HAYYEHHOR CTEMNEHN KoOMBMYTABENLHOCTH (CNN
NPHAEHAMO ), HENPHUMED ANA KEATANUTHYE CHIA KOHUEHTRAUNA (DepMEeHToR.

5.8.8 JonweH GbiTe 33084 TAN WKANE, B KOTOPOR HIMEBDAETCA IHAYEHWE KOHEDETHOMR BEMWUHHE, TO 80Tk
HOMHHANBEHAA, ODOMHANEHaA, QUOepeHUHANEHAR (TAK HAZLIBASMAA WHTEPEAMNEHEA ) UK WKEANS OTHOLLEHMA .

I PHEMEYEHHE — MoK HeofEoaMMOCTH SonsEeH BeiTe NpHEEREed pAL BOIMOMHBEIX IHEYSHHA.

Mpusep — MNpabs cmafuAnInposaHHol Kpoey Mowem Obime UCAOILI0GAHE KER cmandapmHybil obSpazey
A HIMEBDEH IR DEIHULEl HOHLSHMPILUL KOMUYECMEa SR SCITEE CARIAHNEIX C OCHOBAHURMU 2PY MR (s U3GLIM oK
OCHOBAHUL ] @ Kpoal u, ecau mpedyemca, @ dughghepenyuansrod wrane (.. —4.2-4.1 .. - 0,1 0.0 0,1 ... 4,7, ..
4 2 ) MMensN; KOHUEHMPaYUR HOAUYECT S8 a8 Wecmes uoHa kapfonema aodopoda, UIMBDEHHER & WHKAMES BM-
Howelwd (0,0 0.1 0,2 ..} smaonsdr.
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5.8.9 JonsHb HCNONbIOAATECA BOUHHUL CHCTEMBI CH (ecni BoasomHo ). MRE NpHMEHEHAH NDOKUAR0 k-
Hisl ¥ 8 0MHIALL B ONMCEHWH CTaHaapTHOM obpasua AonkHe Deime NPUBEEHE] MX MEXTYHAPDOAHO COMAaCORaAHHLIa
OnNpeaenaHia UK ONPEaeneHHs, oNHCAHHEE DAHHONR METOOMKOA MAMBDEHHA.

53.8.10 HeonpeoeneHHoCTE MAMEDEHKWA 0NMHA GbiTk BRPAMEHS KAK KOMOWHHPOREHHAR CTAKOAPTHAR
HEONPEOENEHHOCTE WM MHTEDBAN, PACCYMTAHHEIA W3 PACIIMPEHHOR HEONPEMENSHHOCTA C YCTAHOBNEHHEM
YROBHEM OOBEDMTENEHON BEDOATHOCTH.

NpuwMmeudsde— KoMNoHEHTE HEONQEdaNeHHOCTA HAMEDEeHHA BRI 3BAHE HEMOMOMEHHOCTRD MaTapWana @ He-
CcTalMNEHOCTEH B NPOWECCE NPANMCEIEEHMA IHAYEHNRA, AHENATHYECKON BEaApHaUdar Mexdy DEZNAYHBIMK EEGI}FIE.TI}FIHHMH.
onegaTopas«E, Kan HGFIETCIFI&MH WAMEDHTENEHE X CHCTEM, NPOYeOYpaMH HAMBPEHHR | BHENWTHYECKUME CEpWAMK. Heonpa-
AEMEHHOCTE BENOHAET B cala KEK CHCTEMATHYECKWE, TEE W CNYHERHBIE HOMMNOHEHTSI .

Mpumeg 1 — AmmecmoaanHen ofpasyoesn cueopomia (Ne 348 NN, soccmanoemeHHan) — ApoeecinepoH,
KOHYBEHM DALUA KOMUYBCMAa aelyecmaa ¢ = (40,3 = 1.0} MMonein; HeBI8BWEHHER CpedHAd U DEC UDEHHAR He-
onpedensHHocms, NpuraedenHan @ UHM8paane ¢ ypoaHes dosepumensHol sepoamyocmu 0,595,

flpumep I — AMmMecMOEsHHAR YUEMOMa onpedelTeHHOED MBMEQUANE VEMABHOGMEHE KEK DMHOCUINENH0E
codepHaHUe KONUYECMES BSLUECMEa (ARMyansHos/ meapemuveckoe) = 0, 9963 (0, 9936, 0.9875); medvarna (0,25- u
0, 7 5-gh panmuite).

5.8.11 OnNUCeBRNT NPOCHEKUBAEMOCTE NDPHNWCAHHOND AHaY2HMA cTagapTHoro obpasua.

5.8.12 Obecnevyedus kauecTBa B NnabopaTopuu, onpefenqBlueHd JHadeHHe CTasgaptHore obpasua,
OoNWHD BETE MOOTEEDMABHO CIIHYSHWERM C 3TANDHOM.

5.9 NeagreepsaeH e

5.8.1 MNnanMposaxKue opraqnaausy 3ECNepuMeHTa

OoresHo BuiTe ONUCAKO CERTHDWEALKOHHOE HCCNegoaaHKne CTAHGARTHOMD 0BpasUa.

n PHAMESEHHNE— ,qEI.HHEIE Woocnedoaadie 3asHCcHT 07 NGUDOGOL CTas0adTHOM l'_'lEiFIEIJLLH # cnocoba erd npuka-
HEHHA. Kak Npaeuno, ank reMoreHHCT: 1 cTalMNEHOCTE J0ONHHE BrTe WCCNSO0BEHE A MPUNHACHBAHMA SMY IHEBHAA.
HeofxonMMo TaGKe NPWHATE PELEHWE O MAKCUMENEHD JONYCTHMOR HEONPeOaneHHOCTH WIMEepaHHRA NPWNHCEHHIND 3HaYa-
HWA, MOTOMY ST 0T ATOMD 3a8MCHT ORMAHHIAUWA SKCNEBPUHMEHTE.

5.9.2 OusHEa rOMOreHHOCTH
OormeHsl BeiTe ONMCAHE MCCN2A0BAHKA TOMOMEHHOCTH CTaHgapTHoOMD 08paiua kak eHyTpr npodel, TaK K
MERLY NPOGaRIA.

Npwweywas e — QONONHHETENEHES LETANY, BENOWAR CTATHCTHYECKY D aBpalioTiy, cum. [7].

5.9.3 CTatHCTHYECKAA OLUEHKA DEIYNILTATOR
MpoBOOAT CTATACTHHYECKYH: OLUEHKY DEIYABTATOR, NOMNYHEHHbLIX NDW KCCNE00BAHNH, W ONMCHIBAKT METO,
OLEHENA,

n PUMESNBHWE— ,anItHIE LOMEHE G&lTe BHHMATENEHD NpoEepEHEl B OTHOWEHHAW WX COrABCOBaHHDCTH H ERNG-
O AU WX FHANERWW B COOTEETCTERA lﬂ-], 4 3aTeM OUSHEHE B CODTEETOTEMM C HJ WM € HCNONBI0OS3HWEM BNeTEPHATHEBHDIX
HENSDEMETDHYSCEHE METOO0B.

5.9.4 OueHga cTabuneHoCTH
MNpouegypa ousHkl cTABMNEHOCTH OMHHA BT ONMCAHA C YHETOM HALGWOHANEHLIX, DETMGHANEHEX 1
MECTHEX NPERKM, 8 pEIyNeTaTk — NPEACTAANEHL C COOTEETCTRYILLEN CTATHCTHYECKDH 0GpaboTRoN.

NMpumesasune 1 — OnAcTasdap e o0pasU0E BuICIWEND NOPAOKE cTAGMNEHOCTE, NPEANCNArE0WER COXPaH-
HOCTE ANA NEHMEHEHAA CRoKoM 0T B 4o 10 NeT, ARNASTCA WENATENEHON Yenksd. YACTO BOIMOMHD BNPE0ENn T, 38 E3E0A OT-
HOCHTENEHD KOPOTEMA NEEUo0 BRBEMEHE (HANPUMED HECKONLED HEQENE)] NPOWCXOAMT DaspYWEHUHE NPk Nomewesin npal a
PEINUYHEE TEMNEPATYRHEE DEMAMB], BKNSMEA TEXME, NPW KOTOPEIX PEIPYILEHHE NPOMCXO0RT BRCTREE, YesM NPM Npeana-
raeMoA TEMNEpaTyYpe EpaHEHHA.

OeAcTEME COOTBETCTRYIOLLMY BNMAKLIMY BRNHYMH Ha CTAGMNHOCTE OMMHO Bl T 4OKYMEHTHDORAHO.
Oomesa GuiTe ONACIHA NPOLUAOYPAE HIMEDEHUE, BEMMOYAR 28 KANUEpOaKY 1 KOHTPOTE TOUHOCTIA.

NMpumesadaue 22— MNpousaypel MOHMTORPWHTE CTAGWNEHOCTH CTAHOERTHOrD 0OPEIUA HE NPOTAMEHHN CROKA
BI0 MGOH0CTY BEMOHAINT B CEBA HIMEDEHNE XEDELTEPDHCTHE BENWHMWH YEDE3 JANNEHKPOBAHHEE MHTEPBATLI B TEYEHHE BpE-
MEHH HCNONE30BAHWA CTAHGAPTHOIG 0BpasLA, HENPHMED WIMEPSHWE KOHYEHTPALU W rEMornofuHa B nnasMe ofpaIuoenro
npenapars cTafunnIMpoBEEHHOA KpDBN.

Mpumep — ERAGKOHE ¢ MBMEBQUENOM KDAHUAUCE ADU MeMTepamypay Mudye 20 “C, nmae 37 “C. mmioc 45 °C
wnake 56 °C 4 UIMEPAAUCE & NEQARNEALHLIE Npobax MocTe ¥paHesUR 8 meverue 110, 244 u 604 Awed. IHavuMbrx
UIMBHEHUT COOM MM SHHLUY SHAYSHUD M0 OMHOWaHUM ¥ SHIYSHUAM Npol, XPaHUSWUXCH IpU MuHye 20 °C
{npu makold memnepamype MaMapuan MpoReun cMaiuNeHocMs N0 CPEEHEHU ¢ npodod, XpaHuewedcR NP M-
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Hye 90 °C), ve ofHapyweH0 crHAMUCMUYecky. MBMepuan oXasanch docmamoiHe cmalunsheisM. CmalunbHOEME
ApogepRIOMm Ha APOMANEHUY 8CE20 cPOKE 20dHOCM U MEMEDUANE.

5.9.5 NMpHNKCE BAHWE IHAYEHKA
Mnax acnepUMenT a W pediepeHTHON METOLMEN BEINONHEHHA HAMEDEHHWA, HCNONbIYEesMEE 0NA NPHINHCI-
BAHWA IHAYSHHA, OOMNAHE BbiTh CNHUCaHB (CK. Takse [7]).

MpuMeyaHds e — 3HEMSHWE QAHHOA BENEAMHL MOKET BETE NPUNUCAHD HA CCHOBS OGHOR XO0POWD AOKYMEHTH-
POBEHHON METOOMKA HIMSBPEHHA B 0aHsA nafoparopus (oM. 5.9.6). 0HaKG B0 MHOTAX CNYHEAX NyH L HE pE3YNETETH NONY-
YEKIT #8 OCHOBS NPWENSYMEHNA B COBMECTHEE WCCNE00BAHMA HA BHCOKOM METPONOINHE CHOM YDOBHE HECEOMNBEMX ONaITHEX
naBopaTopMi, BCNW BOIMORHO, HCNONEIYHILWWE PAIHEE METOGE! W JAKE DA3HEIE NPHHUANE H3MBDEHNA.

5.9.6 3xadenue v HEONPEOENEHHOCTE MIMEDEHNA, MPUMHCAHHEE C NOMOL D O8HOH METOOMKN BLINo-
HEHHA WAMBDEHKA B 0gHOH nabopaTopun

Honwua GeiTe exbpada pedrepeHTHAA METOGMER BRINOMHEHUA HAMEDEHKA HAHBCLUEID METPONOMMYac-
KOro nopAgka. feTany MeTogued, BEniodan SogseT HeonpeqeneHHoCTH, JonHE! GbiTe OnMcaHsl MK npuee-
OeHbl B COBINEAX QA TORS, 4TODE! OHA MO GBTe BOCNPOMIBSOeHE B OpyTol nafopaTopun.

MpuMedanwea 1 — Jomked BecTice paGoqWi KYDHAR, B KOTOROM RECHDYIOT CAOBBDEMBHHD BHECEHHEIS N0~
npaeEi, 3anuce of ofcnyxueaHHd ofopynoEaHuA. OTHETH O NOATEEDHOSHEN METOONKN HIMEPEHNA W QEHHLIS HOHTRONA.

BoTueTe TAKEE JONKHbL Bkl Th 0TRaMeHE CNEgYI0WLMe INEMEHTE IKCNepHMEHTa:
&) YMCNO NOBTORHBIX AHAMNKIOE B CEDMM,
B) Y4HChO Cepui;
C) HHTERBAN BREsMaHN MEXTY CEDHRAMM,
d] 4HCno paanNMYHEX onepaTopoa;
&) YWCNO DAANHYHBE MIMEDHUTENEHLIX CHCTEM, NPHMEHEHHEX ANA OOHOW W TO #e 38034,
f} NoCTaBRWMEN ¥ HOMEDA NAPTHA peareHToR.
CHoHYaTENEMER DEIYNETAT (DEIYNLTATE) M ATTECTORAHHOE IHAYSHUE [IHASEHNA | TONKHEl CONPODON-
OaTLCA COOTEETCTEYIOWMMK HEONPEASNeHHOCTAMNA (C. 5.8_10).

Mpumedadne 2— QononHwTeNeHEE QETSAW MeToOuks caa_ [T], (8]

59.7 PernoHansHoe NpUaHaHne

B onuMcanMd cTaHgapTHoro ofpasta AomiHe BeiTe NEQEYMCNIEHE! DEMMOHE, B KOTODLIX OH NPHIHAH B
EEYECTEE CTaHOapTHoro obpasua.

510 Mpegnonaragmos MCNoONLIOBAHWE

HonwHo BeTe 3aABNeH0 NpedNonarasmMmos MCHoNe30BaHre cTangapTHoro cbpasua (om. 4.2.1). JonwHe
ObiThe OOKYMEHTHDOBAHEL MARACTHLIE OFDAHWYEHMR NPWIGOHOCTH, HANDUMED, BCNH SHAYEHWA WIMEDEHKA
HANHEpAToORa WK KOHTRONEHOND MATEDWANa, NPEaNoONaraeMex ONA HCNONLITBAHKA B MaToAWKe padepak-
THOM MIMEPEHHA, TReDYIOT KODPeKUMKE, OTNHYAI0WERCA OT NEHMEHSEM0N K IHaYEHHAM HATUBHOMS MaTepKua-
na. PekomeHOOBaHHAA B ONWCaHWK cTangapTHoro obfpasya cratucTudeckas obpaboTeka adadewmi,
NOMNYSeHMHLIX NONEI0BATEMNEM, A0MNMHa GbiTE YKalaHa OnA Kawaod npegnonarassoi GyHELKMY CTaHgapTHOMD
ocBpaaua, no KpanHei MEpa, B PopiE CObIMEN HE WCTOYHMEN B METOOMYECHON NMTEpaType.

Mpusep 1 — HeonpedeNeHHOCME UIMBDEHUA KENUGDOERD MOMen GLiMe PACCYUMANE U3 Heonpedenawu-
Hocmy kanulpoeky, NOAYYEHHDD € NPUMUCEHEBIM IHANEHUEM KANUGpoEoYH0RD Mamepuana, u cpeduereadpa-
MUYECKDED QMEAOHEH UR MOSMODASMOcMy MemodUury UIMEDEHUR, © FYEMOoM YUCHE USMepaHUl, MoNyYeHHbIX HE
ranufpamope. PopuMyny dnR pacyama o, [O).

Mpumep 2 — Ona mogo smols Apogepums ApSUUILOHHOEME Npoyedypel UIMePEHUR, SLM0MHAEMOD &
Aafopamopuy, SUcho TOEMapHLLY uiMeperuld emardapmuoes oBpazys 8 KEYECTMES KOHMPONLHOSD MAMEDUERNS
eerfUpaEMCH COMEEMEMAgHHD NpUeMaemold epoRMmESEmyY oWUEOYHOR0 MPUHRNMUA WAL TOXHEED OMGpacs -
gaHuR cepud. ODUEHKE NpasUNBHoCMY Apoaodtimch cpagHeHuey cpedHEED IHAYEHUR MOMYYeHHBY JaHHEIX ©
ApUANEAHHEIM IHEYEHUEM € yYemoM HeonpedenedHocmel yzMmepedus ofoux 3Havenul. Mowxem nompeSoaame-
LR UCKARYeHYE BblTadam i ux IHaveHul. dopmyny dng pacyema ca. [I].

Mpusep 3 — Mpu UycHoALI0BEHUL CMAHdEpMHOE0 oODEFWE ANA KOHMPONA MRAGUMLHOSMU & kawdold aHa-
AUMUveckod cepuy, SKAKYER Yembipe onpadefesud cmandapmyoso ofpaiya 8 KEYECHTE8 KOHMPONLHOED Ma-
Mepuana, MORem Buiie NPUWBHEAD ENedyLEs KOHMPONMLHOE MPAEUAS: HU aduH pesyRbMam He doAweH geiio-
dume 38 Apeden npuemneMocmu + 3 5. 8 amom cAyYEe cUCMEMAMUYECKER NOZpEIHOCTE 2 8 onpedenfemen ©
gepoRmHocMen 0.55 v eepoAmMHocMe AowHo20 omBpaceiaanun 0,01 (cpedyenead pamuyBCROe DIMKMOHEHLE
fnogmopAeMocmy npouedypel UIMBDEHUR GLIDAWIEMER CUMBOITOM S¢).
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5141 MHeTpYEUMA NO NPHUMEHEHA KD

5.11.1 BezonacHOCTE

Mepewi naparpad MHCTRYELWA MO NDMMEHEHWID AONKEH COARDHATE NPEaynpexaeHie o Heobxogumoc-
TH COBNKOaTE OCTORGMHOCTS (Ch. 5.2). B MHCTDYELMIO N0 NPAMEHE HAK JOMHKHE BTy BEMOYEHEl COOTEESTCTRY-
FOILLME MEDk BEI0NacHoCTH, KACaWKHech oBopy0oBaHWA, MaTepHanos, npod W oTionon.

5.11.2 O0wme nonoseHua

Jorsa GulTe NpegocTasieHa AETANLHAR MHCTRYHLMA N0 NDHMEHEHMIO, BEMDHAI0WAEA B ceBa No mMeHs-
LWEH MERE CNeqyiowy s HpopmMaLme:

a) Tpabyamnie YyCNoBWA XpaHeHHa i cTabuNsHOCTE cTadgapTHoro oipaiia nocna NonyYeHua M OTHD k-
THA BHELLUHEND KOHTEAHEDa;

b} npoueayYDa OTKDLITHA BHYTREHMHETD KOHTEAHERAa;

c} nogroToeka Npobe:;

d} TeXHONOMMA CTTAMBAHKWA W BOCCTAHORIMEHMA C NOCNE0YIOW MM CMELLIMBaHMEM,

&} Npoueaypa nonyYeHuA MEHKEMANEHON aHANHTSSCKON NEoGEI M AHANMTHYSCEGR MOPLAA;

f} npouegypa HaMepeHKHR (pEKDMEHOYEMaR MK 0GA3aTeNBHaA),

g} Tpefyamele YCNORWA XPaHEHKA W CTaBuNEHOCT L CTAHAARTHOND 0BpasLa NoCne STHRETHA BHYTDEHHE-
M KOHTERHEDE,

h} yoaneswe OCTABWENICH MATEDHANE NOCNE WCNoNbLIoEAHWA.

5.11.3 Peargutnl

YEAIAHHLIE B WHCTRYELMM NO NDUMEHEHKIO DEAraHTsl AGMHHE ObITh BOEHTHDHULWDOBAHI.

5.11.4 Mpubopel

OomeHbl BeiTe NEPEYKCIEHE NPUE0PLI, HEOBXOOMMEIE ONTA MCNONLIOBAHWA CTangapTHoro obpasya.

5.11.5 Cpepa

Ecnw npuseneswe ctadnapriorne obpaiya tpedyeT cneuvans bl YCNOBWA OHpYHEDWEN Cpedbl, aHi
AONHHEB! BETE YKAZAHE.

5.11.6 Mamepremsle obbemsl

Mpk HeohxoQMMOCTH B ONWUCAHKMW CTAROApTHOMD 0BpaIua gomkHa DeiTe yKalasa TemnepaTtypa (gna
razoe — Qasnesda ), NpKn koTopol (oM) namepAaaTeA obkem. PaibapneaHna, NDUroToRNEHHBIE NYTaM gobasne-
HHA 0OHOM SEbEMa MUOKOCTH K APYTomy, 0oNHHsl BeTE YEA3aHsl CNegyowmm obpasom:

a) epasbapnedns V, — V,» ecnin ofeem V, 3afanucro pacteopa paibannes, YToGs nony4uTe o6LWiA
ofbem v, KOHEYHON CMECH, HanDUMep palsecT 23 Mn — 1 ;)

b) «pazbasnenue V', + Vo, ecni ofeen V', 3anaxuono pacteopa jofasnet K ofbeny V, pACTBOPMTENA,
HanpuMep 25 + 875 mn.

Tamwe oboavavennA pasbaenerinA, kak « Vo Vo nnk oV (Vo e, NPUMEHATECA HE OOMHHE, MOCKONEIY OHK
WENONBIYIOTCA C PATHLIMIA IHEYEHHAMA.

3.11.7 BoccranoeneHuwe nHodMNMaMpoBasHore cTasaaprHoro ofpaaga

Oonesisl BeiTe NPHEEIESHE OSTANKW BOCCTAHOBNEHHA.

NMpumesasue— NuoduniadpoBaHHsy e CTAHAAPTHERE ofipasus — sanbonee vacTo ynoTpednaemsii 8 KNHHW-
WeCHIA NaBopaTopky THI CTAHASPTHX 0BpEILOE.

5.11.8 Cchiner Ha NATERTORAHHBE HA0ENKA

Ecni 8 NOPAGKE MCKMOYeHWA TeXHWYECcKHe coobpameHds ONpaBgeBaKT NoArcTOBKY CTAHOAaPTHOMD
08paILa C MCNONEI0RAHMEM NATEHTORAHHEIX MA0ENKUA, JOMMHE MPUMEHATECA NOAOMEHAA, ykalzadHse B [10].

512 MNocTaBwmk

Domeesa BulTe NpUBsdeHs WOeHTHDHKALMA NOCTABW MES CTaHaapTHorS ofpaaua.

513 BubnuorpadHa

OosymeuTe, cofepsalliwe JonoNHUTENEHYI0 MHEODMaALMID, HO HE ABNRKILMECH HeobXoguMbIMA OnA
NP MEHEHMA CTAHOANTHOMD 06RE3LA NNA &ro NEeanonarasord KeHoNsI0EaAHWA, SONHHS BbITh NEDEYRCNEH
B BubnuorpadrK K onKMcaHuio cTaugapTHoro obpazua.

Npumesadne 1 — Buneorpa@ua MoweT BeiTe NPELCTAENEHA B MOPME NpUNO=eHAA (CM. 514} 1 MOo=aT
BENKHETE B CEBA QOEyMEH TSI

a] HELOCTyMHEE nyDnuyuHEo;

D) COYHBWAS TONLKD GNA HH GO P8 LW,

o) CRYEAWWe CEOPEE QNS CTPREE0K MY N0ATOTOEKE ONMCEHAA CTaHapTHoMo obpaaga.
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f pPHMEYMABHNES z—ﬂ{IKHMEHTH— MOTYT fisiTh PAINWHHOMD TUNE, HANPAMED PErAdHANEHBIE H HAUWHOHANEHEIE
CTAHAANTS, NPAEIELE BXTal, PEKOMEHJALMA MBI YHAPOOMKEY KW PETWOHANLHEY HEYYHBX OPrEHM3ELHA, CTATEN @3 Ha-
YHHBIX HYPHANOE, DYXOB0ACTEE, CTAHRAPTE NPOHIBOSMTENEH WKW RHEOPMAWWA O NEOOVELHW, OTHETE O ME'HH'IEEDFI-ETEIFI--
HEX WCNeI TAHHAX.

5.14 MpunoxeHnn
HNauHee 1 HHPopMALKMA, HE BKNOHEHHEE B OCHOBHYD Y30 Th OTHETa, J0MMKHE BhiTe NPUBELeHE B NpMA0-
WEHWAK.

Mpuweuadse— JonyckaeTcA BHOCHTE B NPUNOEEHRA
a) QAHHBIS O MOMOTEHHOCTH (oM. 5.8.2);

b) BaHHBI® O NPWAKWCE BAHEW 3H3%EHHA (CM. 5 0.5 5 9.6]

c) Bulnworpadimes (ow. 5.13);

d) aTHKETEM (oM. pa3gen &)

g) cepTapHEaT (CM.pazaen 7);

fl BROMEeHWS B YNEEOBKY (CM. pa3agen 8).

5.15 [JaHHkie 0 paspelleHHK W NepecMoTpe

Oonmikd GeiTe NPUBEIEHE JaHHEIE OTHOCHTENEHD PAAPE e HHA HA 4aHHYI0 NYENHIELMID ONWCaHWA CTakH-
gapTHoro ofpasua u o MoGoM NpeQIeCTEYIOLEM 8ro NI0aHUH [ManaHnax).

6 MaprupoBka

STHRETHH HA BHYTREHHEM M BHELLHEM KOHTEHHEDAX OOMEHL COOTBATCTECEATE EH 375, HauMeHosaHwe
NPOOYETA HE ITHEETHE QOMHHO DeiTE NPWREOEHS B COOTRBETCTEHM C PAIGENoM 4.

7 Ceptudpurar

CepTHpHEaT AOMHeH BENDYaTL B CEEA NYHETE B COOTEBETCTBHH C [3]. a Takwe:

8) MEEHTHPWEALMK HHOWEROYANEHON NOPUWK cCTaHgapTHoro obpaaya;

b)) HCTOMHWKKE MNKA NDOWCXOMAEHKE CTARAARTHOND 0Bpanua;

c} METOO NPUroTOBRNEHWA CTaMdapTHoro obpasya,

d) TpascnopTHpoBaHMe cCTaHgapTHOoro obpaa;

&) MHCTRYELMIO M0 NPEBHNEH0MY 05QaLWaH KD GO CTAHIADTHEM 0DDaIL0M, BEMKHAA YENOBWA XDAHBHKER,
COOK MOOHOCTH, CTABUNLHOCTE NOCTE OTEYNOPHMBAHKA;

f} aTTECTOBAHHOS IHAYEHHE W HEONDEJENEHHOCTE ANA KAKI0H HIMEDASMOH BENUWIHHE T YHCTOM NpKH-
HATEIX IHAYEHWE, NOMYYEHHEX TP HETBITAHAAK,

O} HEKOTOPLIE yEaZaMWA ONA CTATUCTHYackon obpadoTem;

Mpumedadume | — OCHOBHEE ABHHBIE, NOAYYSHHE 8 MHOWEHRAYENEH MW NEE0RaTOPHAMA, # MeTOgR, olsliMHD
YNOMHEHIEMEIE 8 NEANCHKEHEK WNH B OTYaTe.

b)) HEATTECTOBAHHBIE IHAYEHWA (¢ DEKOMEHOOBAHHEE AHAHEHHAR , ¢y KAIAHHBIE IHAYEHWA S ) W IHAYEHHA,
NONYYEHHEIE C MOMOLWEK NPOLEOYD HUILWHAX MeTRONoNMHackiy YPORHEH, BO BCaX CYHAAX CNPHESHaHHan oLa-
HOK M MED HEONIPEOSNEHHOCTEN,

i) WCNONSACBAHWE IHAYEHWR ANA KANWEPOBKK W KOHTRONA NPABMNEHOCTH (YACTO CO CCLIMKOA Ha MONHEIA
OT4aT);

i} METOIR MIMEDEHKER, MCNONBIOBAHHEIE NDH ATTECTALLAA,

K} nobee 3annadupoBaHHse Npoeed cTabHNeHOCTH,

I} MmeHa onepatTopa, OTEETCTEEHHOrD CNELMANMCTa MiNKM HalMeHosadua nabopaTopwi, y4acTeoBas-
LMY B WCMEI TEHWAK,

M) CChINKY HA JAKMOYUTENEHEIR OTYET, CONEDMAWMA BC MHOPMALMI0, OTHOCALWYIICH | ONHCAHMWIO
cTaHpapTHOrS obpaaya;

M) MNOCTARLMKS CTAHAARTHOMND oBpasya (ecnu oH OTNHY3ETCA OT ATTECTYIOWEND VY DeMOeHHA ),

o) npunoxedus (oM. 5.14). Mocnone3ogsasne NpAnoseHdi He DOEHD CYLWEeCTEEHHD YEENWYWRATE pai-
MED cepTudHKaTa;

pl Oary cepTHdivEami.

I pHMMEYdaHRE £ — CEPTH{‘]I-IIZEIT AonNEsH S 08BETECR NPEIHEHHEM METPOINOTAYSCEHEM SDraHIM .
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B capTudmiaTa 0OMmHaA BT NPUBR0EHA BCH WHDODMALAA O NPOACKOMIEHUW, NPMIOTOBNEHWA 14 MGk
OONONHEHHAX K CTaHgapTHoMY oBpasuy, TO 8CTe HE A0NMHO BeTe MHoPMALMK, ONYLEHHOA No coobpameaHy-
A KOMOMIEHLAATEHMOCTIA

& BnoweHue B yNaKoBKY

B cnyuyanx @cnW K cTaHaapTHoMy 06pasiy He NpUnaraeTcd cepTpHEaT, CTaHgapTHsR ofpaseuy gonseas
CONPORCWOATECA BICHEHWEM B YNAKOBKY WHEROPMAUKOHHOID Marteprana. Bnoxedne B ynaxossy JOMsHS
COAEEHATE KPATEYI0 BEDCHID NONHOMD ONKCAHWA cTadgapTHoro oBpasya, yecTaHoBNEHHOMD B paanens 5, sknio-
YAA NYyHETR, 3303HHEE B paagena 7 {ecnu Heobxoaumao).
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NMpunoxedne A
{cnpaBoqHoe]

Obpasubl CEBORCTE, OTNHYHLIX OT BEMNWYHH

8.4 HacToAWwWA CTAHOAPT YCTEHABNMERET TREGOREAHWA K CTAHAAPTHHM oBpaiyan enicwero NopRAKE. Kaxgne 34a-
HEHHE BENHYWHE, NDWNWCAHHDS TaKoMy oBpazly, NpaaHaIHA%EHHOS ONR MCAONE30BAHAA © METOOWKAMHA MIMEPEHAR,
HAXOGWTCR B WKANE DEINMHHA MNK WEANE OTHOWEHKA ¥ BelPAMAETCR SHENOBE M SHEYEHHEM, YMHOKEHHLIM HE BIUHALY
WIMEPEHARA {CM. 4_1), W CONPOBCHAEETCR 3HEMEHHE M HEONPEJENEHHOCTH HIMEDEHUA.

5.2 CeOACTEE, OTNMHHEIE OT BENHYHH, TaKEE MOryT b Te ONPELENEHE WNH BOCNROMEES0eHE OBPIIUAMH, HO NEH-
MMCEHHEE WM SHA%EHWA HE MOTYT G5iTh BRIPAMEHE YHCNOBLIM JHIYEHHEM, YMHOKEHHEIM HE EZHHELY HaMepeHUA. Takne
SHEYEHHA MOTYT BeTs B GPOGHHANLHOA (NOPRAKOEDA ) MK HOMUHANBHGA {KBANUDUKALMOHHOR ) WEane.

5.3 B opoMHansHOA WKANE SHEYEHWR MOTYT BHTe NREACTAENEHE CAOREME HNH HHCNEMH, BERPEEA W MMKE PEIMED
COOTEETCTEYH WKWK CAOACTE. 3TH IHAYEHAA MOrYT BHTE RCNONB30BAHL! ANA PAHKMPOBAHHA CEOACTE, OOHAKD DEINHMHA ¥
OTHOLWEHWA N0 WEANES HE WMET IHEYEHWA ANA COABHEHWA. [PHMEDOM MOXET CNYEHTE IHAMEHWE KOSUEHTPALWM £ 30 UNH
EMOBE LWEHHERS , MPRNACAHHLIE KOHTRONSHOM Y PACTEGPY LNA QUETHOCTHYSCHAE NONGC0E, NOKA3H B3 W WX S0HLEHTPALWD
anefyMUHa B MOYE Do NATMAHEVHOA wkane (0, 1, 2, 3, 4 ANH «HENOELIWSHHAR S, # COMHUTENEHO NOBH WEHH AR, ¥CNETKS
NOEBILEHHEAT, aNOBE LWUEHHAR D, & CHMEHD NOBH WEHHEA ).

A4 B HOMMHENEHOA WEANS 3HAYEHARA MOTYT GHTE BRIPAHEHE CNOSEME WNH TEPMUHAMA (HEWMEHOBEHWAMK) Gea
CERASH C PRIMBDAME COOTEETCTEYIWME CBORCTE. JHAMEHHA MOTYT GETh NPeCTAENEH: B NKGoM yIOGHOM AW COTNaco-
8aHHOM NopAGEE. MDUMEDE M SHEYEHHE B HOMWHENEHOR WHENE MOMET CNYHWTE PAA TEPMEHOE THNOE NEAKOLHTOR B KOH-
TRONEHOM ME3KS KDOEW MM PAL IHAYEHWA ONA TPYNN KPOEK.

4.5 DNWCEHWE MATEPHANDAE BelCLISMD METPONOrMHECKOTD NOPAOKA GNA CEBOACTE, MMEH WWE NPANHCEHHEIE THaYa-
HUA B OPOMHANSHOR M HOMAHENLHDA WEANAX, AONEHO NONHOCTEED, HECKONSKD 3T0 BO3MOMHO, COOTESTCTEO2ATE Tpedoea-
H{RM K CTEHAERTHEM GODa34aM ANR BENWYHH, NPHESOEHHE X B HECTORLWEM CTAHOAPTE. MCKNKMEHWA KACRK TCA

- CREQYEILLAE W3MEHEHHA TEDMAHOE:

A) WBENMMHHA® — HE 4 CACACTEOS, B TAKKE COOTERTCTAEHHD B KOMMNNBKCHE TEDMUHAN,

) aHIMEpEHHEs — HE CWIYEEHWE D 8 TAKEE COOTEETCTESHHD B HOMNNEKCHEIX TERMBHAN,

- TEXHWMECEWE WIMEHEHMA:

B} MCNONb30BAHWME SHEYEHMA, HENPEMER, ONWCAHHEK B A3 WA A 4,

1 HMEHWWY HEONPELENEHHOCTE M2 HEHMA, BBIDARMSHHYH YHCN0M HENPABWAEHO KRACCHd YR POBEHHE X QDA KL WA

A) HEBOIMOMHOCTH KANWMED0BAETE HOMUHENEHYID WLANY.

MpHseyaHuwe — ECndNOHATHE «CTAHGEpTHEA 0Bpaseuy » BOCNPUHEMAETCA TONLED KEK MATEPHWANAIALRA IH3-
HEHHA BENWY#H, TO 00Da3Gbl, MMEHWWE NPUNACAHHEE IHAYEHHMA CEOACTE B HOMUHANBHOA WNW OPOWHANEHOR WEANSX,
MOTYT CNYEHTE «06pa34aMi CPABHBHHAD .
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Mpunowedue B
{cnpaBoYHGE)

CeegeHda O COOTRBETCTEWH HALMOHANLHLIX CTAHAAPTOBE PoCCHRCKOA DanapanMn
MEHAYHAPOOAHLIM CTAHOADTAM

Tafinwue B

OEoamadeHE oo NDMHOM
OEodHaMBEHNE W HARMERTEANNE CODTRETETEYOWErS HALMDHANBHANS CTAM18pTa
MR EROARGTD CT ANLEpTA

EH 3758402 -

MO 394992 FOCT BA17—2002 MocyqepoTeEHHaA cucTeMa ofecnedMedHrna BOUHCTES WaMe-
pEHAR. EQWUHULIE BENWYMH

" C-I}EITBE-TC'I.'E}'H:II.IJHﬂ HAUMOHANEHBIA CTAHO2PT OTCYTCTAYAT, No ero YTEEDHOSHAA DPEEDMaEHOYaTCA MCNONEI0EETE
nepeeonq HE8 PYCCHMHA A3 QAaHHOMD MEeXOYyHapoOHOrD CTaHZapra. MNepeeoy QE3HHOMD MEXAYHAPOOHOID CTRHOARTA

HAXOOWTCR B PaaepanNbHOM WHDODMALAOHHOM LEHTDE TEXHUMECEWY PEMAMEHTOR M CTAHJAPTOR.
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