MEXMOCYOAPCTEEHHbLIW COBET NO CTAHOAPTHU3ALMM, METPONOMMMA M CEPTUDMKALIMIA
(MIrC)

INTERSTATE COUNCIL FOR STANDARDIZATION, METROLOGY AND CERTIFICATION
{I5C)

i FOCT
MEXIOCYOAPCTBEHHbBIH
CTAHOAPT 33044—
2014

NPUHUUNbI HAONEXALLEN NABEOPATOPHOM
NMPAKTUKHA

(OECD Guide 1:1998, IDT)

Haganwe orunansHoe

MockBa
1 \‘ﬂ CrampapTiHgopm
e 2015

FOCT rocCT 33044-2014 CtpaHuua: 1/16

EH][id GostExpert.ru


http://GostExpert.ru/gost/gost-33044-2014
http://GostExpert.ru
http://GostExpert.ru

MoCcT 33044—2014

MNpeaucnoeune

Lenu, ocHOBHLIE NEWHUKNE W NOPAGOE NPOEEOeHa paboT No MERMCy0apCTEEHHON CTAHGADTHIALM
yeTaHdoBneMsl NOCT 1.0—92 sMesrocylapcTEEHHAR CUCTEMA CTAMOADTHIAUMK. OCHOBHEIE NONOMEeHHAr |
M2CT 1.2—200% «MewrocygapcTeeHHan CHCTEMA CTaHIapTHIALMKM. CTaH0apTe MEXIOCYOADCTEEHHEIE, NPRBM-
A ¥ PEKDMEHOALKK N0 MEFTOCYOADCTREHHOH CTaHdapTHaauKkK. Npasnna paipaGoTer, NDHHATHA, NDRMEHEHKA,
OBHOBMEHHWA M OTMEHBI

CeopeHWA 0 cCTaHOapTe

1 NOAMOTOBNEH degepansHeiM MoyIapCTEEHHEK YHATADHLIM NPEANPHATHERM « BoepoccHAckHMA Ha-
YHHO-WCCNBO0RATENSCEHEA LEHTD CTAMOANTHIALNA, HHODMALUMK W CEPTHHRWEALWK CHPER, MATEDHANDE K BE-
wectes (YN «BHUUCME:) uHa ocHope CcOBCTEEHHOMD ayTEHTWHHOMD NepeRoda Ha PYCCKWA ALK
PYEORCOAWLErD JOKYMEHT, YEIIZHHOID B NyHETE 5

2 BHECEH degepanuseiy areHTCTROM MO TEXHHYECKOMY DEryNUpoBaHme W meTponorma (PoccTau-
AapT)

3 NMPUHAT MewrccyoapcTESHHBIM CORESTOM NO CTAHIAPTWAALKA, METRONOMAN W CepTHgMKALMK (NpoTo-
kon oT 20 ckrabpa 2014 r Me 711}

2a NPUHATHE NPOMONCCoBan;

HPETHDE HAAMBHOESHAE CTHRIHR KL‘!: ETRaHE E—DHI_‘IHI.L.EHHL'FE' HAMMEHOEIHHAE HALBDHAMBHTND OpraHs
no MK (WSO 31184) 004—57 mar MR (WSO 3166 004—97 e CTaHAARTHSAWHA

ApreHUA A BeH 30 HEM M Pecnybnued Apumedna

EBenapyce B MocoradoepT Pecaybnesd Benapyce

Kupruzua KiG K hIprsscTBHOERT

Monoosa (818 fMongoaa-CtaHgapt

Focoua RU FocoTasaapT

YeEpausa LA MEH3KOHIMPAIENTHA ¥ EpasHE

4 Mpurazowm GegepaneHors arneHMTCTER N0 TEXHMYSCKOMY DerynUpoBaHne U MeTponarkin ot 20 Hoabpa
2044 r. Ne 1700-cT MesrocygapcTeeHH el cTamgapT MOCT 33044—2014 paeged B QeACTEME B KAYSCTEE HaLk-
oHanNeHoro cTadgapTa Pocouickol Pegepaumin ¢ 1 aerycta 2015 ©

5 HacToswi CTaHAanT MOSHTHYSH MEXTyHapogHoMy aokysedTy OECD Guide 1:1998 OECD Principles of
good laboratory practce (MpdHUMNE Haanexawed NatoparopHol NoaKTIAKK ).

Mepepog ¢ AHMWACKOND AakEa (en).

CrenesHs COOTRETCTEMA — WasHTr4HaA (IDT}

6 BEBEJEH EBINEFPEBLIE

Hudghopsayua off USMeHSRURY K HAcmOoRey cmandapmy Nyanusyamcs & exesod oM WD oDMalLion=
HOM yHa2amens «HayuonansHe cmandaimsis, a MEeKcm USMSHaHUD U NONDAsos — & EMeMECAUHOM WiH-
(HOPMALUONNIM YEEZEMaNe « Hauuoranensie cmandapmels. B cAyyas NepecMomDa (3aMeHes] UL OTiHaisl
HacmoAWeas cmakdapma coomeamomayiniyaa Yeedomnauie Bydem onpanukogann @ SXeMECAYHOM UHon-
MELLIGHHOM Viasamene sHaluosanskiee crmandapmes. Coomesmomayioians UHIBoDMauus, yeedonenue U
KMl PATMBLSKITICA Makke & UHihopaguorHol cucmease oflless NONBIOEAHUA — Ha COULLUANEHOM
catime Pedepansnoss a2oMMcmas (10 MEXHUYECKOMY DE2yNMUDOEaHUN U MEmponoaUy @ cemu HrmepHem

2 Crangaprdsdopr, 2015

B Pocowickon Peiepauds HACTOAL WA CTAHGADT HE MOKET STl MONHOCTEKD HIA 43CTHYHD BOCTIDOHIBE-
OEH, THRAMMPOBAH W PACOPOCTPAHEH B KaYecTee ofdunaneHors wigadws Gea paspelleHua PanepanbHoTg
AreMTCTREA NO TEXHMYECKOMY DEryIMpOBaHMIO 1 METDONOTMIA
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EpepeHue

HacToAwMa cTaHaapT NOOroToRMNEH B UENAK MAD0HA3ALME CTEYECTBEHHEE HOPM M NDEBNN C MEHTYHAPOL-
HblME OOKYMEHTAMA K, B NEPEYVID CHEpEdk, © A0KYMEHTOM DRraHkaauky SK0HOMHHYECKOMD COTRYOHHYECTES M
passutya (O3ICP) alMprHunes vagnesawed nabopaTopHol npakTen {GLP):.

HeyLoBNeTEopEHHOC Ty KEYECTEOM HEKNHHWYECKIME MCCNEO0BaHMA, Ha De3yNETaTax KOTODEIX GCHOBLIBIET-
CA CUEHES YPORHA OMACHOCTH B OTHOWEHKKE 3000080A YENoRSKa W OKPCEAWER Cpedk, G0 CTOROHE! NpaBi-
TENLCTE W NPEOCTABWTENESH  MNPOMBILLNEHHOCTH  PAJHbX  MOCYOAPCTE  NPHBENE K YCTAHOBMEHHID
MOCYOapcTEaMlu—HNeHan OICP KpUTepwes 4nA NpoEEnaHuA Nogob e MCCNEEoRaAHMA.

Bo vabemanre MCNonNbIoBaHHa Dadsblx CREM BLINONHEHKR Nog00HER MCCNEZOEaHWA. 4T0 Morno Se npena-
TCTEOBATE MESTYHARDIHON TORMBENE XMMAHECKUMA BELLECTRAME, rocyfjapcTea—udnaemel D2CP nocTaskng aana-
4y OCYLLECTRA Tl MEHOVHADOOHYH: FADMOHMIALMIO METOO0R WCNLITAHKE M HAgNEeRaLLeR NatoparopHOR NPAKTHEM.
B 1979—1980 rr. MedIyHapooHoN rpynnold 3KCNepTon, CO30aHHoR COrmacHo CneuransHon NporpammMe no
HOHTOROMID XMMASECKHHY BELECTE, NPW KCNOMNLI0BAHKK ODrAHWIALWOHHEDX | HAYyYHEX METOO08 W OfkITa, Moy-
UEHHEIX W3 PEINHYHBIY HAUWOHANBHBX W MEKTYHADOOHLY WCToHHMEDE Gen pazpabotad qokymedT cD3CPE
MpuHUKMne Haanexawed natoparopuol npasTikd (GLP)» (OECD. Principles of Good Laboratory Practice
(GLPY). Oamdeie «lTpuHuEne GLP s Geink npuHsTs:l Cometor O2CP 8 1981 r £aK NpAnoeHde K DelseHHn CoBaTa
CO3CP 0 BIavsHoM NPUIHaHKK SaHHBX NDW oUeHEE XMsprdeckx BawecTte [C(51)130{Final)).

B 1895—1996 . Guina cihopMrposada HoBaA rpynna scnepToa, KOToPan OCYLeCTEMNa MEpecMOTR OoKy-
MeHTa «MpUHLMNGl Haanesawed nasopatopuol npakTey (GLP)». Ha ocHope cOommallednd, JoCTHIHYTRIX B
¥00e paboTel ITOM rEynnel, Sena pazpaboTana oOHOBNEHHAA BEPCHE SOKYMEHTA. JaHHLIA O0KYMEHT OTHMEHS-
BT W 3aMEHAST NepBoHaHansieid oEyMedT «[pMHUMn: Hagnesaed natopatopsod npakTys (GLP ), npuxa-
Twid 8 1881 ¢

Uanes «MpuHuWnos sagnesawed nabopatopHod npakTiey (GLP s cocTOWT @ ToM, Y4Tobk 00ecneduTe
NPOABMHEHWE NEMMEHEHHA NPHHLKNE OUSHKK KA4eCTEA JaHHEE, NOMYYeHHLX 8 DeaynsTaTe HeneTaHdd. Co-
MOCTABMMOCTE YROBHA KA4ECTEa JaHHEIE, NONYHEHHEIX B DEIYNLTATE KCNETAHKA, GOPMADYVET OCHOBAHWE ONA
BIAMMHOND NDH3HEHKA aHHLIX B PasHLX CTpaHax. Ecnn oToensHeE CTRaHR MOy T GOBE0ATE Ka4SCTEY JaHHbIX HE-
NI TAHAA GEYIAX CTREH, MOHHD MISEHRETE Oy OMHDOBaHWSE WCTHTAHKE, TaKMs 0BRaI0M COKOHOMWE BREMA 1M DeCYDCE.
Mpsseerenwe «MNpuHupnog Haonesawsn nabopatopHoi NnparTred (GLP)s NoapcnaT vabexare CO0anne TEXHH:
yetkMx DapeEpoE B TOProBNe ¥ GyaeT cnocoGCTROBATE OOy LECTEME MW JALWLMTEl 3O0P0ELA HYENOBEKS W OXQaHe
OEDYHAIOLLER Cped.

CTangapT cogepsiT MNpunoseHEde A [CNpasc-Hoe), KOTOD0E OTCYTCTEYET B TERKCTE MEMIYHADOOHOMD S0KY-
rmenta OECD, Guide 1:1298 OECD. Principles of good [aboratory practice. B MNMpunoskerrm A np@BegeHsl NDRCHE-
HIHA DA NONLI0BATENSA B HACTH HAIHSHEHAA W NPAMEHEHKE NEMHLKANCE HAOANSKALWEN NabopaTopHoR NpasTViK,
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M E M o Cc ¥y O APCTUBTEHH®B H C T AHAOAPT

NPUHLWNE] HAONEXALLEA NABOPATOPHOW NMPAKTHKM

Prncples of good laboratory practice

Hata eeegessn — 2015—08—01

1 OBnacTe NpUMEHEHHA

HacToAWMA CTAHOapT YCTaHasnHeaeT MNpuHUMNE Hagnesaled natoparopHol NPasTHEA, NpegHaiHa-
YEHHBIE ONA NEUMEHREHAR NEK NPOSEIEHHMK HEKNWHHYECKUK MCCNedoBaHii Ge3onacHocTH 00LEKTOR HoNLITa-
HYH, COOSEMAWMECH B NeKapCTERHHLIX COeOCTRAX, NECTUUKMOAR, KOCMETUHECKON NPOOYELWMK, BeTeRUHADHLIX
NEenaparax, NAWEasI 3 KOpMoBRX Bo0aBKaK, & TAKKE XMMASECKHY BOLLECTEAX NPOMbILLNEHHOM HATHAYEHHA.
OEREKTE HCNLITAHWA, YALLE BCEMS, ABRMAKNTCA CHHTETHYECKMMK BEWECTEAMH K MX CMECAMH, HO TAKKE MOryT
GhlTe HATYRANBHOTD WK GHOMEHHOTS NPOMCKOMOEHKA, 3 8 OTOENEHEER CNYYaAX NPegcTasnaTe cobold KuBkLie
oprasmantel. Lens MCneliTaHkA COCTOMT B TOM, Y9To06 NONY4HTE JaHHLIE O CBOACTEAR OOLEKTOR WMCNLITaHWMA
WIHNK 0f Hx BEAONacHOCTH NS A0000aRA YEMOBEKa MANK ORPYHSIOLWEA cpeibl.

Mo HUANE HFEOQNEsawed naGopaTopHoR NPAKTHE PAcNPOCTRAHAITCA Ha HEKNHHWYECKME HCCNEOoaaHna
MEDULUMHCKOHE M JKONOMMYECcKkol DEI0NacHOCTH, KOTODRIE BEMOHAIOT & Cceba WCCNedosadks, NpOoRCOMMEE B
natopaTopHBE, TENMWHSHEX W NONSBLX YCNoBHa . MpHHLMNE HEANEKAWER NAaBopaTopHOA MPaKTKKA NEHMEHE-
Mkt ANA BOEX HEKMAHWYECHAX WCCNENoEaHWA METHLKHCKOR ¥ 2KONOrAHeckor GeannacHOCTH, TPeDyerblx IaK0HD-
OATENLCTEOM B UEMAX PETHCTRAUMK UMM NAUEHIMPOBRAHWMA NEKADCTEEHHEE CPEOCTE, NECTMUMO0R, NMWEELIX W
EOPMOBLE 000AB0K, KOCKMETUSECKDH NPOOYHUMK, BETEDMHADHEX NPEnagaros v Gpyrkue NogoiHeX NpogyKToR, 8
TAKAHE XHMASECKHY BELECTE NPOMBILLNE HHOMD HASHAYEHWA, 38 HCENKHEHHEM CNYSaes, 0cobo aroBopeHHbIX
B COOTBETCTEHK C HALUMOHANEHEIM 33 KOHOOATENLCTEOM,

2 TepMUHEI ¥ onpegeneHua

B HacToAWek CTAHOADTE NPMMEHEHE CIEOVIOWWE TEDMUHE C COOTRETCTEYIOLMMK ONpegenaHAan;
21 MprHUKNEl HAANeEKAWESW NAGoPpaAToOPHOA NPaIKTHER

2.1.1 NprHuwne! Hagnesawed natopaTopHod npakTikr (Good Laboratory Practice (GLP): Cuctewma
CEECNEYeHHA KEHECTES, HMEDLWAA OTHOWEHWE K NPOUECCEM OPraHMaalM9d, NaHKPoBAHKMA, NCDRIKY NPOBEaEHKA
W EOHTROMIO HCCNegoBaHiKih 8 oBNacTy 0xXpaHsl 300p0BEA YENCREKA KW GEACNACHOCTH OKDYHAOWER CREaL, a Tak-
e ohopMNEHE, apEHBUDOEAHMA W NDEOCTARNEHMA PEIYNLTATOR STHX WCCNEL0BAHMA.

2.2 OpraHr3auna HeNbITATENLHOMD LeHTRa

221 venbimaTenbHsIA WeHTp (test facility ) SakTvYeckos MECTS NROBEGEHKA HEKNMHHYBCKOD MoCNegoea-
HIAA MEQHLRHCKOR W 3KCNOMASECKoR DEIONACHOCTH, [E HAXOOKMTCR KONMEKTHE CNeUManicTon, NOMEWEeHHA 1 ob-
opyaoBavKe, HEeoOXoOMMLIE ONA e BoiNonHesdA. ECni  HCCNeaosadWA  BoiNONHAKTCA HA  HECHOMLEME
HCTISITATENEHSX MNOWANKAX, TO NOG TELMAROM §ACNTLI TATENLHER LEHTDE NOHWMEHT COBOEYTIHOCTE NMOLWAO0EK, K-
TOPBE N0 OTOENEHOCTH KK B COCTABE YN YY4SCTEYIOT B NPOBEAEHNA HCCNEN0BaHMA, BLMH-aR NNOWAAKY, Ha Ho-
TOROH HAXOOWTCR PYKOBOAWTENE MOCNEO0BaHHA.

222 MCnBITaTeNLHaA NNowaaka (lest site): Mecto npoRede ks Kakoro-Nwbo aTana WCCneqoRaHHd.

HanaHue O UHEN BHOE
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2.2.3 agMAHHWCTRAWMA MCNLITaTENLHOrS wedTpa (test facility management)y, Maue vne Nyua, oduumvans-
HO BOAMABNAKLUWE WCNETATENEHLIA UEHTR 1K OTEETCTEEHHLIE 33 GRraHrIauMo # CoBmogeHne B Hes MprHLKNoE
HaANeMalLen NaGopaToDHOH MPAKTHIA.

224 anMUHACTPALMA MCAEITATENEHOW NRowankK {test site management): Mugo vk nvua (e cnyyae
HAIHAYEHHA), OTEETCTBEHHOE(RIE] 38 NPOBEIEHIMG A HEW COOTRETCTEYIWErD(HX) 3TaNaloR} KCCMEN0BaAMME CO-
rnacHo MNpyHL9nar Hagnesawed nafopaTopHOR NpasTHEN.

2.2.5 cnoncop (sponsor) Pran-ecsos WK 0DHAMHEcKoE NMUD, KOTOPRoE HHRWAKDYET, oapmnaeT sakaa,
NOQOEPEHBAET WHNA YTESDHOAET NPOBEOEHWE HEKMMHAYECKOTD WCCNBAsRaAHKE MEOHUHHCKDA M AKONOrHec-
KOW BE0NacHICTH ¥ HECET OTEETCTEEHHOCTE 33 Ero OPraHM3aUMis 1 PHHAKCH DOBAHWE,

2206 pyKOBOOWTENEL KocneaosaMuA (study director), [NMus, OTEETCTEEHHOE 33 NPOBEOEHWE HEKMAHHYEC-
KNG HOCMEQOBAHKA MEOMLWHCKOR ¥ 380N0TMHeckol BescnacHOCTE OT HaYana go KoHUa.

227 oTEeTCTEeHHLIA MCCcnenoBaTens (principal investigator). Nuuo, koTopoe B cny4Yas NpPOBELEHHA HE-
CNEOOBAHKA HA HECKONERAK MCTIETATENEHER NNOWANKAY BERCTEVET OT HMEHK DYKOBIOWTENR MCCNSO0BRIHAA K HE-
CET CTBETCTEEHHOCTE 33 NEPEOAaHHEIE B M0 BEOSHWE 3TAMNL HCCNEN0BaHKA .

Mopumesan e — OTERETETESHHOM § HCCNS00BATENO(AM ) HE MOoseT SuiTh NONHOCTED NEPE0aHA OTEETCTBEHHOCTE
PYECECOHTEAR RCCNEL0BARAA 38 NPOBRNEHWE MCCNEQ0BIHWA, NOCKONEKY OHA BENNY3ET B ceER yTEEMKORHHE NNAHE wooneln-
BEHWA W NONPARKA € 3TOMY NNAHY, YTESDHAEHHE 33 KMKMATENEHOM OTHETE M TAREHTHN, ST0 BC8 WOCNEN0BA HWA COOTEETCTEY T
MpeHUANEs HAOMeREL R NaBopETODHOR NPEETHRK.

228 nporpamma obecnedeHWn KaYecTea (quality assurance programme’): [Nporpamma patoT, Beinonsae-
MisiE NEQCOHANGM, HE3ABACHMEIM CT NPOBELEHHA MCCNEOoaaHKd, M HANEARNEHHEX Ha 0GECNEYEHNE ASMHHWCTDE-
LUHMEA HCNBITATENEHOMND WeHTpa cobmiogeHida NpHUHLEncE Hagnemaled NabopaTopHOH NDaKTHEA.

225 cTaHgapTHRE oNapauuoHHEIe Npouenypel; COMN (standard operating procedures; S0OPs) Qowky-
MEHTHROBIHHBE NPOUEOYPE, CONEMHaLME ONHUCAHKWE NPOUBCCOR NPOBEAEHMA MCNBTaHHUA Wk apyrofl ges-
TENLHOCTH, K3k NpAsunog., He NEeqcTaBneHHsR JeTansso B NNaHax ACCNegoBadds KNM pysosodcTeax no
METOOaM NPOESREHHA MCNbITAHWA.

2210 ocHoBHOW nnad-rpadme (master schedule): Ceogra WrdopMaudik, NoIBONANLLEA OUEHETL pa-
BOqyIo HAMPYIKY W MCNONEAYEMan A0S KOHTROMNA NPOBSLEHHA MOCNEO08aHNA B HCNbITATENEHOM LEHTRE.

2.3 HexnnHH4Yeckoe HCCNeqoBaHMe MEOHLHHCKOH W JKONOrMYeckon BelonacHocTH

231 HEKNHWHHWYECKDE WCCMEeLoBAHME MEOHUHWHCKOW W JKONOrMYeckod BeionacHoCTH (non-clinical
heaith and environmental safety study ) JHCNEPUMEHT WNK DA WCNEDUMEHTOR, COMACHD EOTODbIM OO LEET Mok
TaHHA MOOREQIHOT KCCNERoBAHNK B NaGoparopHibi YCNOBMAR 1 YCNOBMAX CRDVHAIOWEH Cpedbl, YTo0E NNy HWTE
OAHHEE O CBEOWCTEaY obberTa whnk ern GeIonacHOCTH W NPEICTARHTL MY HA DACCMOTDEHWE PEMYTIAPYRILLIAM
opraHam.

232 KpaTEOCpOuMMOe WocnefoBaWue (shori-term study) Moonegopadde, Nposooqdicse  WHpOoES
pacnpocT PAHEHHEIMA METOOAMM B TEYEHHE HENPOOOMKHTENEHOND BREMEHH.

2.3.3 nnan wccnegosaHma (study plan). DokyMesT, onNUCRIBA0WMA LEN | METoOoNoro JKCNERHMEHTS
AnA NPORE0eHHA MCCNERoBAHWA, & TANKE BKMOYANLMA 8 0eA BCE NONDABKK, BHECEHHLIE B IKCTEDHUMENRT.

234 nonpaBHa K Nhady WecnegosaMda [study plan amendment): Lenesanpapne isce WiMeHeHie g
MN3HE KWCCHEOoBANME, BHECEHHOE NOCNE 0aTel HEHANA KCCNedoaaHKA.

2.3.5 OTHNOHEHHE OT NNaHa WoccnepoBadKAa (study plan deviaton) HenpegHAMepeHH0E OTKNOHEHHE OT
MNaHa KCCNeqoaaKdna Nocne ATk HaYana WCCNegoeaHuA.

236 TecT-cHcTeMa (test system). DHONOMMYECcKan, XMMWHecKan Wnd OWIddYecsan CcHCTeMa B oOT-
OENEHOCTA WK B KOMIHHALKKE SPYT C OPYIOM, HCNONbLIYEMAA B WCCNEZOEIHAN.

237 nepEMYHbLIE OaHHLIE WCohepgoBaHKMA (raw data) OpUuriHansl IANWUCER W J0EYMEHTORE WCMki-
TATENEHOND UEHTDA Wi WX JABeDEHHBIE KOMWH, OTDaWAMLWWE DelyNbTaTk HAGMOGEHWA 1 NDOUETYPEl, NDoSG.
OEHHEE BO BREMA HCCNEL0BIHMA.

Mopuwmesas e — MNepEW4HbIMN JBHAEMA WCCABA0BAHUA MOTyT ObiTe! GOTOrpa@nd, MHERPOR@NEMEl, k-
PONAEHKEH, UX KONWA, GUCHETE M KOMOEKT-AWCKH, paBodqe 3anncH. BRNYER 3aN4Ch NOLa3aHWd BETOMATHERPOBEHHE X NpHGED-
POE, M ORYTHE HOCHTENH QasHe, KoTopsie ofecneqneanT De3onacHoe XEEHEHHE UHORMALWE B TEUMEHAE ONDEARNEHHOID NEe-
peoas gpemesd (oM. 23107

2.3.8 ofpaszey (specimen). Mobol matepran. BIATHA W3 TECT-CUCTEME! GNA AIYYEHAA, aHANKIa KM
XOAHEHHA.

239 narta Wavana akcnepumMmedTa (experimental starting date). Jata nonyHeHua Nepee SKCHEpHMeH-
TaNbHEE TaHHBIXK N0 ACCREO0EAHHK.

2
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2310 pata okoH4YaMMA akcnepumedTa (expanmental completion date): Hdata nonyy4eHwa nocnegHux
IHCNEOBEHTANEHED DAHHLE MO KCCNEOBAMHMK.

2311 para wavyana vccnefomadia (siudy initiation date): Jarta nognucadds pysoBoguTensid Meoneno-
BAHWA MNaHa HoCNegoBaHKa.

2312 para oKOHYaHWA WoonegoBamuA (study completion date): Jarta noonucadka pyEOBOSMTENEM
HCCNEN0BAHHA FKMOYHTENSHOMD OTYETE.

24 O0LERT HCNBITAHMA

241 ofLedr HoneITadua (test item). GEuexT, npegeTasnaowyi cofod NpegMeT MCCneqoBaHIA.

242 crtangapTHell obwedTt (oBpaley), sKkoHTpONLHBIAG oBLekT (oBpaaey) (reference item,
wcontrol ieme ) OSeerT (06patet), HCNONbIYEMBLIA AMA COABMENHA C 00LEKTOM MCNbITAHKA, MMEoLUHA OdLM-
ANLHD YIOCTOEEDEHHLIA COCTan.

2.4.3 napres, cepun (batch, [0t OnpenaneHHo: KoNHEecTED O BEKTa HCNLITAHMA WITH CTAMOARTHONS 0=
KT, NOMYYEHHOE B TEYEHUE CNPENENSHHONT NEOWIBOACTEEHHOM LMKNE TAKKM cNocoBom, STO 3T0T O LekT HMeaT
CAHOPOOHER X3PAKTED W O0MmKeH BbiTe HATHAYEH B ITOM KAHECTBE,

24 4 WocHTenk (vehicle) BelwecTan, MCNonsIWeMos AnNA CAMSILMBAHKA, QWCNeRrHpOsaHus Wi pacT Bope-
HNA O0bEXTa MCNETAHMA WK CTAHAARTHOMS OTBEKTA 1 NOZECNAKWES O0NErWTE 870 BESOSHWE B TECT-CHCTEMY.

3 MpuHuMnBl HaaNeXaWwen nabopaTopHOM NPAKTHKX

3.1 Opranvzauma W NepcoHan HCNLITATENLHOMND WeHTRa

311 O6A3aHHOCTA AOMHHACTPALWA MCNLHTATENLHOND LEHTRA

3.1.1.1 AOMHHMCTRAUWA HCNEITATENEHOND UWEHTRS JONMHE rApaHTRoEaTE, YT MPWH LML HaOesawen
Natoparoplol NpaKTHk OyOyT COGMeHnLl B NONHOL OB Lene.

3.1.1.2 B 4yacTHOCTH, agMUHWMCTDAUMA A0MMHA.

a} yTEEPAMTE NOMOHEHWA, COMMAacHD KOTOREM ONPeaenAmT Muo(a), BENonHawes oBAIaHHoCTH py-
KOBSOCTEA cornackHs MNpruHuunan Hagnemallen NatopaTopHod NpalTHEM,

b} oBecneduears HANKYWE B JOCTATOYHOM KOMWHECTES KOMMETEHTHOND NEQCoHana, COOTRETCTRYIOLLIMY Md=
s LUEHAN, ODODYNOBAMWA M MATERMANSA, HEOEXOQWMOTS ANA CROSBNEMEHHOND U HAANEHALED NDORSOSHHA WC-
CNEgosaHaA;

C) oDECNeYMaaTE NOJOePHAHWME B AKTYANLHOM COCTOAHWHA OOKVMEHTILWA o0 ypoBRHe KBanudiMKaLmM,
OEpEI0BAHAK, ONETe pAGOTEH W ACIEKHOCTHE 0BA3aHHOCTAX CNEUMANUCTOE W TEXHUHECHOS NepoaHana,;

d} rapaMTAPOBATE YEeTHOS NOHKWMAHWE CROWY ODRIAHMMOCTEN COTDYOHWMKAMW, W, NPK HeobXoqusMOocTi,
OEECMEHMBATE MM COOTRETCTEVIOWES OfyJeHKe 1 NOOroToREY,

) HECTH OTEETCTBEHHOCTE 33 BEMNCNHEMHE WCCMENOBATENLCXME PaboT B COOTEETCTRMA C OEACTEYIOLLMA
CTAHOADTHEMK ONEPALWOHHLIMI NPOUSOYLAMIA. YTREDMAATE BCE OeHCTRYIDILKE CTAHJADTHEE ONERALWOH-
HbIE NPoUSayDEl @ NONDREEA K HAM,

fl HecTW OTEETCTEEHHOCTE 33 ORMAHIMIALMIO NPOrPamMMEl 0DECTIEYEHHA KSHECTEA C HAIHSEHHEIM NEepooH-
NoM 1 B2 PEANWIALMID 8 CoOTEETCTEWM C MPHUHUMNaMK Haanemawed natopaTopHol NPaKTHMKK,

g} HAIHAEMTE 00 HAYANA KCCNeNoBAHMA B KAHECTES DYKOB0OUTENA MCCNENoBaHWA COTRYIHAED, MMELWEnD
COOTRETCTEYIILAS OOPAI0BAMAE, KEAMWEWEALWIO U ONBIT RABOTE. 3AMEHA DYHCROAWTENA KCCMNEO0BANMA 0On-
HHA NPOBOOUTECA 8 COOTBETCTEMM C YCTAHMOBNEHHEIM NOPALKOM ¥ ACNHHE GhiTh GOKYMEHTHPOBAHA,

h) HasHaqaTe, B cnysae HeoOX0OWMOCTH, NDKW NEOBEQEHHY HCCNEQOBAHWA HE HECKONBEHY MCNLITATENb-
HuIX NAOWAaOKay OTEETCTBEHHOMD MCCNeqoBATENA, KOTePMK 0hnagaeT cCooTBETCTEYIOWMM 0OpalnBaHmen, Kea-
NAPHEALWMEA B ONbITOM, YTOBR KOHTPONWPOBATE NDOBEIEHWE JAHHOMD 3TaNa (ITAN0R) MCCNefoBaAHKE. JameHa
OTBETCTREHHOMD MCCNeoaarany JOnsHa NPpo0avTECH 8 COOTEETCTEMKM G YCTAHOBNEHHLIM NOPAOKOM W O0N#Ha
GuiTE QOEYMEHTHPOBAMA

i} rapaqTUpOBATE, 4T0 MNaH UCCNegoRaAHKa GY0eT A0KYMEHTANBHO YTREDMOEH DYROA0AUTENEM WCCnEno-
BAHKA,

i rapaHTMpOBaTL, 4TO PYHOBOOWTENL HCCMEZOBANKA NPeJccTaEWT cnywbe no obecneseHnio KaqecTea
OOCTYN K YTEEDHOESHHOMY NNAHY KCCNeNoBaHua;

K] obecneduBare COXPaHHOCTE MCTODHYECKWY DaAN0E BLEY CTAHAARTHEIY ONERALUMOHHEY NPOLEYR,

[} HA3H3YATE OTBETCTEEHHOTD 23 YNRABNEHWE APKHBCM {ADKKBaMK},

m} ragaHTAPOBATE BLINONHEHWE CCHOBHONS NNaHa-rpaguxa;

N} rapadTUpOBATE, YTO DECYDChl MCNLITATEMBHOD WeHTRE COOTRETCTEYHNT TReGomaMuAM, NpenbRB-
MASMBIE K MY KCNONEIGBIHKI0 B HCCIERO0a3HMIA,
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0} NPK NPOBELEHRA KCCHBO0BAHMIA HA HECKONERAX MCNBTATENLHEX NMNoWaakax 0BECnEHMBaTL YETHOE M CO-
MACOBIHHOE BIAMMOOSHCTEME MEWDY DYEOBCOHTENEM WCCNEefoBaHWA, OTEETCTESHHEM{MK) HoCnenoaaTe-
ner{apMA), cnyBoi No oDecneYe o KEFHeCTBa K CEUMANMCTARME, BhiNONHAIOLLMMIA JAHHOE WCCMET0RAHNE,

pl ragaHTHpoBaTL, YT0 O0LERT HCNbLITAHKA M CTAHAAPTHLA 0GLEET ONHCaHL A0MHKHEM 00pascm,

Q) YCTAHARMNWBATEL NPOUSaYDEl AR NOOTBEELEHHRA TOTO, YTO KOMNBOTEDHIMDOBAHHEIE CHCTEMb COOTRE-
TETEYIOT CROSKMY HATHANEHMIO, 8 TAKEE BANAJWUDYIOTCA, YNPABNSKTCA  NOAGSpHWMBRIOTEA comacHo MpMHLM-
naw HAagnesawed NadopaTopHON NPaKTAKA.

3.1.1.3 Mpy BeiNONHEHHW KE3KOre-NWBo 37anaion ) HCCnNeqoBaHa Ha HoNBITATENEHON NNOWAOKE B KOM-
METEHLMEY A0MAHKCTRALMK MCNETATENEH0A NNoWAGKA {8 CNYY3e HAIHAYEHWA | BXOOAT BCE BRLLENEREYMCeH-
HEBE DDRIAHHOCTH, Kpode 3.1.1.2, nepedudcnesdn g, i), j) « ol

3.1.2 OBAaHHOCTH DYKOBOOWTENA MCCMenOoBaHHA

3.1.2.1 Pysosogurens WMCCNegosadwa ocylecTenaeT ofles pyKOBOACTEO NPOREOeHWEN WoCnenos-
BAHKA, OTEEHAET 33 NOOrOTOEKY IAKNKSHTENLHOND OTHETA.

3.1.2.2 B obAiauHocTd pyKOROOMTENA MCCNEqOBaAHKA BXOOAT KaK MAHMMYM CRenyowie @yHkgad:

a) yTEepHOaTe NNaH WCCNeqoBaHKA ¥ NONPABEA K HEMY CBOEH NogMHCERS G YRAIaHWes DaTk,

b) rapaHTHPCBATE, YT0 CNYWEa No OSECNeYeHHD KAHECTE MMERT KOTMK NNAHa MCCNEG0EAHWA o0 CEOeBpa-
MEHHD NOMYSEHHBIMKE NONDEBKAMA & HEMY, 11 HAXOOWTECA © COTDYOHWKaMA cnyvHbsl 0BecneYeHna KeHecTaa B No-
CTOAHHOM KOHTAKTE Ha NDOTEKEHKK BOETO MCCNEa0EaHHA;

Ch rapaHTHPOEATE, 4TO NNaHel ACCNEBZ0RIHKA, NONEARKA K HHM ¥ CTAHIADTHEE ONEpauHdoHHble NpoUeTy-
Pkl A0STYMHE CIEUHANMETAM, BRINCNHRIOWKM 0aHH0E MCCNEO0BAHKE,

d) rapaMTHpo8ars, YTO 8 NNaHe KCCNeNoEaHnA 1 J3KNMIOUHTENSHOM OTHETe 0 PeIYNETATAY MCCNeqoBaHua,
BRAMOMHEHHOND HA HECKONEKKME MCNBITATEN BHEX NNOWAAKAX, ONPegEneHs DO KAaKA0Me OTRETCTBEHHOID HE-
MCNHATENR[EA) 1 KE%A0M0 M3 HCNLITATENEHBX UEHTROR # MCNHTaTeNbHEBR NNoWanos, BOBNEYEHHLIX B NpoaedeHHe
MCCNE0SaHKA,

&) FApaHTHPOEETL, YTO NDM BeiNCNHEHAY DagoT B COOTEETCTEMM © NNaHOM HCCNEOoSaHua NEoaogaTeR
OUEHER W ZOKYMEHTHPOBIHHE BNMRHWMA MoOLX OTKNOHEHKA OT NNaHa MCCNESOEIHHA Ha KSHECTES W UENOCTHOCTE
NECEGNEHRE HCCNSEOBAHWA M NDK HEOGKOOWMOCTH NPHHUMAKITCR KOPPEKTMRYHMUWE SeACTBMA, 8 TANKE NEH3HE-
BATE AGIYCTHMOCTE OTEOHEHWA OT CTAHOAPTHLIY ONEPAUMOHHLIX NPOUSAYE NEH NROBEOeHMK MCCNedoaaHHA,

fi rapaHTUDOBATE, YTO PETHCTRAUMA BCEX NEDBAYHER J8HHLIX ACCIEZ0RAHKE NEOBOONTCA B NSNHOM 00k-
EMe;

01 rApaHTHOOBATE, YTO EOMNEOTEDAIHPOBAHHGEIE CHCTEME, MCNOMSIYEMEIE B MCCNENOBEHMH, BN Iupo-
BaHE:
h) NognUceiBaTe W DATUDOBAT: ASKMKYKTENLHBIA OTYET, TEM CaMbIM NpHHAMaRs Ha ceba oTeer-
CTEEHHOCT: 33 JOCTOBERHOCTE MHEOPMALMA 4 38 BRNCNHEHWE HOCNEZOBAHWA B COOTEBETCTEAM © [pHHUMNaMK
HaaNewallen NatopaTopHON NPaKTHEA,

i} rapaHTUROEATE, YTO NOCHE 33BEPWEHHA [BENINYAR NPSKPaWEHKE] KCCNEOSBAHKA NNaH WCCNanoesa-
HIKA, IRKMHYHTENBHEIA OTHET, NEDRAYHEE DaHHEES HCCNEeZoBaRKA W CONYTCTEYHAUWE MaTeDHaNks NepegalnTcea B
apxHe.

3.1.3 OBAIAHHOCTH OTEETCTESEHHOND WCCnegoBaTens

OTBETCTEEHHEIR HCCNeAoBATE N HECET OTEETCTREHHOCTE 33 NPOBEIEHUE NOPYHEHHBIX MY ITAN0E -
CNENCBEAHMA B COOTEETCTEMK C NpUHLMNaMK Haanewawen nadopaTopHon NpakTHEN.

3.1.4 OBazanHOCTH NepcoHana, BeINONHAKWErNs ICCneaosasia

3.1.4.1 Beck nepcoHan, BOBMNSHEHHEHE B NPOBELEHHE MCCNEN0BaHMA, JONWeH 3HaTk MNoMHUWMNE Hagnesa-
Werd nabogaTopHol NDAKTHEK B YacTH, KOTOPaA MMEET OTHOWEHKE K WX YHACTHIO B MCCNEO0BaHHA,

3.1.4.2 Mepcouan, BEMNONHAK IUKWA MCCNedoBaHHA, J0NHeH BMETE JOCTYN K NNaHy MCCNedoaaH A M co-
OTEETCTEYHIWHKM CTAHOAPTHEM ONEDALMOHHBIM NEOLEBaYRaM, NDHMEHASMEIM K WX yHACTHD B HCCNELOBaAHN.
Ero obasaHHocTs0 AENAETCA BRINOAHMEHWE MHCTRVYELMA, COORQEALLMETA B 3THE JokyMenTax. [oboe oTknoHe ke
OT 3THX MHCTRYKUWA O0MKHS BbiTh 33DErHCTRWDORAH0, O TAKOM OTKNOHEHKK J0MKHD BolTe COOBWEHD HENOCpE-
OCTEEHHT DYKOBOOMTEND HCCNEa08aHnA UMK NEH HEoOX00WMOCTH CTEETCTEEHHOMY MCCNeaoBaTEmIOAM).

3.1.4.3 MNepcoxan, BeINCNHAKLWMWE HCCIEO08aHNA B COOTEETCTEMM C HACTORWMMKA MNpHHLKMNaMI Hannewa-
LWied NaGopaTopHol NpaKTHKK, 00R3aH CROERDEMEHHD M TOHHO BECTH JANACH NEPBUYHBIX JaHHE MCCNEQoBaHHA
M HECTH OTBETCTEEHHOCTE 33 JOCTOREDHCCTE NPEECTARNEHHBIX MM JaHHLIX.

3144 Nepcosan, BLNCNHAKAUMA HCCNEA0BAHKA, O0MEEH NEWHUMATE MEPE NPeIoCTOROMHMOCTY, YTob
MAHAMAIMDOBATE PHCK ANA COBCTREHHOTD F0p0aEA W ohecneddTe NONHOTY NEOBEOSHHA WCCneqopaHKs. b0
BCEX CNy4anx 3abonesaHni MK HEQOMOraHWA CNeayeT HESaMelNHTeneEHo CootWATE DYKOB0OACTRY, NOCNE Sero

]
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JACCNEBWETD COTRYAHMER OTCTPAHAKT OT yHACTHA B MCCNeSoBAHMK, YTODE 810 COCTOAHME HE MOTNC NOBNWATE
Ha NpoaefaqAe BoCcneoeaHdKA.

3.2 MNporpamma oSecneyedna KayecTea

3.2.1 OBwme NonoHeHHA

3211 Monemarens et WeHTp JOMEeH HMETE JOKYMEHTHDORAHHYIO NpoTpamMMy oDecnedeHna KasecTea,
STOGE FAPaHTHROBATE, YTO NPOECOHMEIE B HEM HCCNEL0BANKA COOTEBETCTEYIOT [PHHUMNAM HaaneHawed na-
SOpaToOpHOW MpaETHRM.

3.2.1.2 33 peiNOnHEHRe NPorpamibl oSecnese A KAYecTE OTBEHAST(IKOT] YIONHOMOHEHHOS LIS ) MAUoa),
HAIHIHAEMOB(bIE] AQMHHACTPAUMER WCTEITETENEHOM UeHTDE, HenoCpeacTREEHHD NOSHYHHAIWES(HE)CR e[ |
IHAKOMOE(BIE) C METOGAMM MCNETAHKMA.

3213 NWyopda), oTecdanwes|de) 3a obecneyeHne KaUecTaa, He oMmEHO{ bl ) GeTE B0aNeHEH (k) B Npo-
BEOSHIE MCCNEA0EAHAA.

3.2.2 OBazaHHOCTA CAY®DLI No oBecneYeH Mo KAYecTea

3.2.21 Cryba no ofecnBdaH e Ka4ecTRa JOMEHa BeNoMHATE CNenyowqe quwHELmnm:

a4} MMETE B HANKYAA IKIEMNMTADL BOEX YTEEDHASHHLIX NMAHOE HCCNEO08aHKA M CTAHOAPT HEX ONegauMosH-
Hisix MPOUSEYD, WCNOMEIYEMBIX B MCTIBTATENEHOM LEHTDE, M QOCTYN K TEXYLLEMY BADHAHTY OCHOBHOM MNNaHa-rpa-
pka;

b} NpoBepATE, YToDk NNaHd HCCNEOoBAHKWA COOep®an HHMOPMaUWID, HeolX0aKKMYKD ANA COOTRETCTENA
MprHUKnam Hagnesawed naboparopHoR NpaETHE. Jaddan NpoRepsa DonssHa OeThe JOKYMEeHTHDOBAHA,

C} CCYLWECTENATE MHCMNEXUHH 33 NDOBENEHHEM BCEX WCCNeZOBAHKIA B COOTESTCTERM © HACTOALIMAMIA Mpue-
LkNami Haanexalen nabopatopHONA NPEKTHKR @ J0CTYNHOCTRED MNAHCE WCCNEnoBaHHA W CTAHOARTHEIX ONEpa-
LMOHHED NPOUSOYE e pooHany, BOBNEHEHHOMY B NPOEEIeHME HCCNBI0BAHMA.

MpeayckoTpesl TR THIA HHCMEKUWA B COOTRETCTEHK OO CTAHQARTHBIMK CNEDauMoHHBIMKA NEOLEaYDaMIA,
ONPEJENEHHBIMIA B NPOrPaMME GEECNEHEHHA KaYECTRA.

HMHCTNEKL A OTOENEHEIK BCCIBN0BaHMA,
HMHCTEKL MM MCNETATEMEHOMD WEHTEa,
MHCNEKL MK OTOEMNeHER NROUSCCOR.

Mpruredad#e — OT4eTel NGGOSHEIX MHENSKLAR LO0N¥HE! BelTe COXpaHEHE

d] NpoBepATE 3AKNHHTENEHLIE OTYETb, NOETEEEHAATE, 4TO METOOE, NPCUEaYPEl, HAGNKOEHAR HaNo-
HEHB TOHHO W MONHSCTER M 9TO PEIYNIETATEL B NOAHOR MEDE OTREHEIOT NEPEHYHLIE JAHHEIE WCCTELoBAHN;

€] CEOSBREMERHD NPEOCTABNATE PEIVIETATE OO MHCMSKLHAX B MHCEMEHHOM BAOE A0MAHKCTRALMK HCTbl-
TATENLHOM UEHTRE, PYKOBOGWTENI0 MECNESA0BAHKA, OTEETCTREHHOMY(biM ) HCCNEOOBATEMK{AM ] 1, NDE HeoGxKo-
OHMOCTH, OPYTAM DYECB0OALKM paboTHUEaM,

fi BHOCWTE B 3AKNKMATENEHEIA OTSET NOOFOTOANSHHOE M NOONACAHHOE SAKMICHEHWE O THMEK HHCNEKLMA K1
OAatax v NpoReaeHina ¢ MHpopMaurei of atane (aTanax) NpoREDREMOrD MCCNEQOBAHHA M 0aTe NepenaYn Pelyib-
TATOE HHCHEKTHROBAHMA 3AMEHHCTDALKK WCNLITATENEHGD LEHTDE, PYHOBOJWTEMND MCCNEA0BAHKA W OTBETCTEEH-
HOMY HCCMEdoEATENI0 B CNyHae HeoDX0OHMOCTH. 3T0 32KMKHEHHE TAKKE QOMKHD COQepaTh MHDODMaUKK o
TOM, 4TO NEDEHYHEE JAHHLIE ACCTEE0BAHKA OTRANEHE! B 3AKMKYHTENEHOM OTYETE AOCTORE DHO,

3.3 NMomelaHua

3.3 O0wMe NonoMeHKA

3.3.1.1 Paamepk, YCTROWCTED WM DACNONOMEHHE NOMELWEHMA GOIEEHE OTEEHETE 33034aM MCCNEao0aaHna.
More et QoMsHel G6liTe YOTROEHE TakkuK ofpadom, STob BNWAHKME HA X00 MCCNELoBaAHWA BeNo MUHKW-
BAANEHBIM.

3.3.1.2 MNoseweHda aomEHsl OpTe CRNaHKpOBaHsl TakdM obpazom, 4Tobel Gwno obecneveHo mMas-
CHMANEHD HIONKPOEAHHOE NPOBELEHHE KAaKLOMD MCCNEdoBaHNA DAANHYHEX BHOOE [THNOE).

3.3.2 MNoMeweHWA ANA TECT-CHCTEM

3.3.2.1 B ninNpTaTensHoM UeHTRE GOMTKHD DbiTh JOCTATOMHOE YHCN0 NOMEWEHRA MK 30H, 9Tobe obec-
NEYHTE MIDNALMEG TECT-CHCTEM W MHOWBHOYANEH B NROEKTOR, SCMW HABECTHD, 4TS OHH NPEAYCMaTRHBAKT Wo-
NONLICEAHKE BEWECTE KN OPFraHWIMoB, OTHOCALWKMACH K Da3pAay SHONoriHeckl ONacHLIx.

1322 [OnA QUarHoCTUPOBAHNA, NEYEHHA ¥ KOHTDONA 3a00neaaHiie QoM BeTe BRl0enEHE NOOX00aLLL e
NOMELLEHIAA WK 30HL!, SToDE oDECNEYrTE CTAGMNBHOCTE W COXPaHHOCTE TECT-CHOTEM.

3.3.2.3 B wCnuiTaTensisom LEHTPE GOMHHE DbiTh KOMHATE XpAaHEHWA MK 30HE 4NA pecypcoa ¥ obopynoRa-
HAA. AT NOMELEHEA DGNHKHEl BBiTE MAONHMPOBAHE T NOMELEHKA MNK A0H, COABQHMALLIME TECT-CHOTEME!, B UENRK
CEECNEYEHHAA MM 3ZEKBATHONR JAWNTE OT HHBAZHH, JAMPRIHEHAA WIANK JapamEHHE,
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3.3.3 Nomewenra ana obpaGoTiM 0O LEKTOR MCNBITAHMA M CTAHOAPTHLIX (KOHTPOMNBHEIX) oBLeK-
TOB

3.3.3.1 [Ona npedoTEpALUEHWA 3arpAIHEHNA B WCTILITATENEHOM LEHTDE 0OMHL GhiTh OTAEMEHBLIS MOMEBLLIE-
HHA A 30HE ONA NOMYSEHMA U XPaHEHUA COBEKTOR MCNRITAHWMA W CTAHOARTHBE {KOHTPOMEMHER) 00ReKToa M cMe-
LHBAHAA OOLEsTOE WCMETAHHE © HOCHTEMAMM.

3.3.3.2 Xpanwnuwa gna oSkeETOR MCTEITAHMA JoMEHE Dbl T M30NWPOoaaHEe OT NOMELLEHKA 1AM 308, CO-
OBEHALME TECT-CHOTEME, H OONMHLl COOTERETCTBOEATE TPEDOBAHHAM N0 ODSCTIEHEHNID WOBHTHYHOCTH, KOMLEH-
TRALMK, YMCTOTE W cTAbUNEHOCTH, a Takke DEIonacHOMYy XPaHeHHD ONAcHEE BELLECTE.

3.3.4 Nomewerda ANA apXHUEoE

CnenyeT NpedyckoTpeTe NOMEWEHKA ANA ARXMBOS, B KOTOPBE HECEHOTHME oBecneduTE BasonacHoe Xpa-
HEHHE W CHCTEMY NOWCEE NNEH0B MCCNEqoBaAHNA, NEPERYHLIX GaAHHLIX HCCIEO0EARMA, JaKNHHHUTENLHEN OTHETOE,
OOLEKTOR MCNbITAHMA W 0bBpaiuoe. B 3THX NOMBLWEHWAR O0MEHbl GRiTe COa0aHe YCNoRKMR, 0beCneddBaolmMe
OONTORDEMEHHOE XPaHEHWE ADXMBHEBIX MaTepWancn.

3.3.5 Yopanenwe oTXo00E

CEpatoTia W yoaneqwe OTX000B JoN#HE ObiTh BeNoiHeHe Tasum obpaios, YToSe He NoOESprHYTE
ONACHICTH NEOBROEHHE NCCNEN0BIHWA 1 HE MCKAIWTE WX De3yNeTaTe. 1na 3Tors TpebyeTca obecneqdTe CooTRET-
CTEVHILLME YCNOBMA OMA cH0pa, spakeHHa ¥ BolBoaa OTRO008, 8 TAKEE NPOLEOYD HX OS3aKTUESILHA M NoCnEn yruwei
TRAHCNODTHROBKA,

3.4 ObopypoBavie, MaTEPHANLI M PEATEHTEI

3.4.1 OSopyRosaHKe, BKNICHAR BANUOWDOEI HHEIE KOMMSKTEPUIHPORA HHEE CHCTE MBI, MCNONEIYEMEIE
ANA CONAHKMA, XPAHEHKA W NOWCKA GaHHLIX, 3 TAKKE ONA KOHTRCNA NAPAMETROE SEOYHAIOWER cRedkl, N0 xapak-
TELHCTHKARM M DACNONCHEHW BONMHE COOTESTCTEOBATE UENAM W IA0343M WOCNed0aaHIMA.

3.4.2 NonsHo SeTe NPESYCMOTREHD NEpHOOWYeckos TeXHHYECKoe obonyuBarie oBoDyO0BaHKA, WC-
MNONL3IYEMOrD B HCCNe40BaHUM, BENKYAA paryfpHsIR NeEpUogUEECKMA 0CMOTR, yXOd, KanuBpoBKY 1 NoBepKy
B COOTBETCTEWH OO CTAHOANTHLIME ONEDALMOMHBIMK NPOUENYDAKMK. DTH paGoThl O0MNMHEl CONPOBOHAATECA
COOTBETCTEVICLLMMK 3anycask. Kanknbpoeky M NoBepyy cnegyeT NposcouTs B CODTEETCTEMNY C HALMOHANEHSLIMK
MMK MEXOYHADOOH LA CTAHSARTAMA HAMEDEHWUA.

3.4.3 Obopyaoeasve o MaTepuank!, KCNONEIYEMBE B MCCNBZoRIAMAM, HE Q0M¥HE BMWATE HA COCTORHWE
TECT-CHUCTEM.

344 XKuMUeokue BELUGCTEE U MY CMECH, DRAMEHTE M [aCTRODL AONHNHEI MAETE ITURETHA G YHAZAHWEM CRE-
OEHKAR & HAWMEHOBAHMK BELECTEA, KOHUEHTRALWA (B Cy-ae Heobx0auMocTH), 0aTel CEOHYEHIAA CO0%E XPaHEHKA
M HHCTPYELMID 1o Xpaderrss. JomsHa Oeme 40cTynHa Medhommau kg of WarToarTene, 0aTe NpoM3BndcTes | cra-
GuneHocTi. CpoK XpadesHya MokeT OkiTh NPOANEH HA OCHOBAHMK DEIYNETATOR AOKYMEHTHRORAHHGA NPoBEe DKM
WK aHanuaa.

3.5 TecT-cHCTEMl

3.5.1 DHUINULCKHE W XHMHYECKWE TECT-CHETEMbI

3.9.1.1 TexHiHeckHe XapakTepHCTHEM M DACHonNoMeHHe 0BopyA0BaAHKS, MCMONBIYEMOrD SNA NonyYeHHa
(PHIMKO- XM HHECKAX JaHHBIX, J0MKHE YOOBNETEODATE UENAM M 380843 WMCCNenoBaHke,

3.0.1.2 [orceHa EuTe 0fEcnedeHa COXDaHioCTE ENIMKO-XHMHHECKHE TECT-CHOTEM.

3.5.2 BHONOIrMYECKHE TECT=CHCTEMi

3.5.2.1 Ona zpavesmn, paamewenns, obpaboTkr ¥ 33w Tel SHonorvyecky TECT-CHCTEM JOM¥HE DhiTE
COANAHEI HAOMEK WMKE YENoBKA, 0DECNeYMBAIDWLME AOCTOREDHOCTE NONYYAEMBX DE3YNETaToR.

3.5.2.2 Kamnana HoBAA NOCTYNAMLAA TECT-CHCTEMA MHBOTHOM M DACTHTENBHOMD NPOMCKOMOEHHA QomHa
BTl HAOMMPOBAHS ONA OLEHKA COCTORKHA A00008EA. NDH BOIHWKHOBEHIAM 3A00NEBAHAA HITH CMEDTHOCTIA JaHHYID
MADTHD HUBOTHEX HE WCNONEIYHOT B WCCNBZ0BAHHA W, NEH HEoEXOZUMOCTH, BeaboneaneHHo NoSRERraT JBTaHA-
k. Ha momMeHT gaThl HA4ana IKCNepy MeHTa MCCNedoBaH A BCE TECT-CHCTEMEB HE QOIEHE HMETEL 3abone-
BaAHHA KWNK COCTOAHMA, KOTODBIE MOMYT COYHEWTE NDENATCTEMEM UENH UMM NpCBEOEHHK WCCNedoBaHuA.
TeCT-CHCTEME, ¥ KOTODLIX B X008 WCCNEO0BaHHA BRRBENEHE Ja00NSBaHHA WMWY TR3BMEl, CRNEOVET MICNHEoEaTE M
NEYHTE, BCNH 3T HeoBXOaUMe AnA cBecneYe s NONHoTE ecneaopaqua. JrardHoasl U neserve nobsix aabo-
NEBIHAA KAK B X008 WCCegoBaHng, Tak M A0 80 H34ana Qon#Hbl GbiTe J0KYMEHTAROEIHb!.

3.5.2.3 Davuete of ACTOMHHAEAX TECT-CACTEM, JATAX WX NOCTYTINEMAA M COCTORMMA Ha MOMEHT NOCTYNNE-
HiA QOMHKHE: GbiTe COOTBETCTEYIOWMM 0ODa30n JaperMcTRMDOEaHEI.

3.5.24 Mepen nepeoqayans e BEaOeHes 00LEKTa MCNBITAHMA WM CTaHgapTHOS ohwekta Guonord-
YECKHE TECT-CHUCTEMB! OONMHE NPOATA NEPUoL SKENWMETHIAWMKE, O0CTATOYHER ANA aganTauMdi K yCnoaMam
NEoBEOEHKE HCCNEQ0B3HWA.

G
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3.5.2.5 Boa wadopmagus, H20bXo0umMan ONA HAQnewalwel osHTigmEanme TecT-CHCTeME, SONKHa
GLiTe YES3AHA HA BXOOHEE JEESLAX NOMELWEHHA MK KoMTEAHepax. OTaenNeHBE TECT-CHETEMEI, KOTODRIE B NDG-
UECoe MoCNenoBaHHA 0oMEHE GbiTe NEPEBEOSHE] M QOHORD NOMEWLEHIA B ODYTOE WM 43 QOHOMD KOHTERHEpa 8
LEYTOR, O0sssl MMETE COOTEBETCTEYOWYIO MADKKMPOERY [08 3TO BOAMONHD,

3526 B redeHde WCNONEI0OBAHUS, MOMELWSHWA MW KOHTEAREDE GNA COOep¥aHKua TECT-CHCTEM Nogd-
NExaT perynApHol yEopee 1 casuTaproi obpabotee. Matepuans!, KOHTIKTWDYIGWME © TECT-CACTEMOR, Ha Jon-
HHbl COOEEHATE SAMPAIHRIOLLMY BELLECTE B KOMHHECTEAY, CNOCOOHEX NORMMATE Ha %00 HCCNeoosaHHa. MoncTiney
LA HHBOTHEX CRedyeT CROSBREMEHHD MEHATE, Kak 370 TpedyeToa NpakTuEoR paboTe C NatopaTopHbL MK HHMBoT=
Hizlvtd, Bog Crydan KonoNs3IoBaHEg NECTHUKOORB ACNHKHE DETE QOKYMERTHPOBAHEI,

3.5.2.7 Tecr-CHCTEMBI, HCNONBIAYEMBIE B NONEELIX YCIOBHAX, 0 THHLl DM Ty [acnonokeHbl Tatim obgazom,
TOGE NPENOTELATHTE BNHAHKE HA XO00 WCCNEI0BaHKA HIWOKOCTER ANA PACBMERWA [ONA YHHHTOREHHA HACEKD-
Mkl W NECTAUMOoE.

3.6 DODLeHTEl HCTBEITAHKWHE W CTAHOAPTHEE 0D LEKTEI

3.6.2 Monywerwe, oopabotra, ordop Nnpod K XpaHeHue

36.1.1 Jomsso SbiTe NPEOYCMOTPEHD BEOSHKE DEMACTRALWOHHLIY JANWCER, B KOTODBIX O0NHHE DbiTe
YEAIAHE XBPAEKTEPHUETARE 0T LEKTOR MoNLITAHWA ¥ CTAHOAPTHEE ODLEKTOR MCCHE00RaHHE, 0AThl KX NOMYSEHHA,
CROKA MOOQHOCTH, NEDBOHAYANEHOE KONWYECTED M CBENeHHA 0f yueTe pacxoda.

3.6.1.2 OSpatoTia, oThop NEoh W NPoUETYPE Xpadelda 00bLEETOR WCMBITaHHA M CTAHJapTHEIX 08BeKTOE
LoTAHEl OCYLLBCTRMATECA Takdm obpasom, 4ToDe! obecneymTe OOHOPOGHCCTE M CTADMNEHOCTE N0 BEDE BOIMOH-
HOCTH, 8 TAKKE NREAOTERATATE JAMDASHEHHE KK CMELUVBaHKE ITHX 00 LasToR.

3.6.1.2 Ha konTelHepe(ax), NpedHaiHaYeHHx GNA XpaHenna oDbEKTOE HCNETAHWA WKW CTaHZapTHEX
OELEHTOR, AOM¥HL BoITe NEHABSOEHE! MASHTDHKALKOHHAA MHODMALMA, CROK MOAHOCTH M HHCTRYKLMA NO HX X0a-
HEHKI.

3.6.2 XapakTepMCTHEA

3621 Kasopi ofesT WoNbTaquie W CTAHGARTHRIA OORERT OOMKeH BuiTe WOEHTHOHUHMpORaH COOTRET-
CTEYIOWHM CNoOcoBas [(HANPHUMED, HMETE KOO, DPEMMCTRALMOHHSLIA HoMEePR CNpasasHol cnymbsl No XUsMUHecroi
NMTEpaTYPe AMEDUEIHCKIND XHMHYECKorD obwecTaa — CAS-HOMED, HAXMEHOBAHKWE, DHUONOrAHeckuE Napa-
BT},

2622 OnA NpoBedeHdA KaNO0MD HCCNenoonaHiua QOMKHE ShiTe MIBECTHE TAKAE XaDaAKTEDHCTHEN 0D LaKTa
HETLITAHMA W CTAHOAPRTHOMD OBBLEKTE, KaK HOMED NApTAK [CEDHH], CTENEHL YWCTOTE, COCTAR, KOHUEHTRALMS WM
LPYTHE BENHEIE XapakTEDHCTHKMA,

3623 Ecnu ofeekT MCNITAHMA NOCTYNAeT HENOCDEICTREHHD OT CNONCORA, CNOHCOD M MCNBTATENLHEIA
LEHTR QOoN&HE palpaboTare MexXaquIm, NoIBoNAI0WMA erno MOSHTHEUUMPOBaTE.

3624 [na oex WCCNeqoBaHKA HEoDX0aWME NEoREPATE CTAGHNEHOCTE 00BEKTS MCNLITAHKA W CTaH0ADT-
HOMD COLEKTa B NpOUBCCE WX XDAHEHWA B YONORWAR IKCHEDHMEHTA.

36.2.5 Ecnv 00BeKT HCNBITAHKMA NPEOHAIHaYEH ONA BESOEHHA WM NDWMEHEHWA B HOCWTENES, CReaver
VETAHOAWTE &0 OAHOPOAHOCTE, EOHUEHT DAL 1 CTABMNEHOCTE B YCNOBAAK 3T0H CRefbl. N8 TECT-CHCTEM, NDW-
BAEHAEMBIX B NOMNEBEE MCCNBGOBIAHWAK, 3TH CEORCTER OO LEKTOR MCNLITAHMA MOMyT GbiTe CNDEOENeHE: B NpOLEeCCe
OTOENbHEX NatoparcpHbly JKCNERUMEHTOR.

3.6.26 [Onaacex MCcCnNedoBaHAl, KPOME KpaTEOCpoYHBEIR, HEoBX00MMOo COXPaHaTE ONA aHangaa npobel
W3 Ka#O0H NapTHK (Cepri) 00 LasTa WCnNsTaHMA.

3.7 CTaHpapTHee onepalnoHMEele NPpoueoypksl

371 WMonemaTensHedd UEHTR O0NHEH WMETE B HANWYWM OPOpMOEHHEE B (WCEMEHHOM BADe W
YTREDHIEHHEE A0MEHHCT PAUHER KCNETATENBHOMD WEHTEE CTAHGZAPTHRIE ONEPALMOHHLIE NpoUedyDel (SO, ko-
TOPBE MEEAHAIHEHEHR AR TOMD, 4To0E rapaqHTUROBATE KEHECTED W NOMHOTY AaHHEX, NOMySeHHLIK B NDOUSCEE Ke-
cregoparrs. NepecwoTperdes COMN Takse gonsHsl GolTe YTEEEHAEHL AOMAHACTDALUMER WCOLITATENLHOID
LeHTpa.

3.7.2 Kamooeay NoopaaneneHisi WinK K000 NNowWange »enbl TATENEHOM UEHTDE HEIaMENNMTENLHD O00-
HHbl GbiTh QOCTYIHE AsAcTEyOWWe COMN, oTHOCAWKWECA K KK AeATEnkHOCTH. B gononHesqe kK CON oonyckasToA
TAGKE WCMONEI0BaTE WHEE DeYaTHBE WADaHHA, METOOWSECKHME DYKOBOOCTEA, CNPaBoYHHEN W CNeyuanbHse
CTATLHM.

3.7.3 Omenonesna ot COT e xoge nccneaoeaniA Qomee: BT 320eMCTEHMD0BaNE 1M 32BM3KEORAHE PYED-
BOGMTENEM KCCNEOoRAHMA M (NPK HeoBXooMMOCTH ) OTEETCTEEHHEM MCCNERoRa TR AmMK ).

374 CranfapTHbie onepauMoHHRe NpoUeayDel GOMEHE BblTh HCNONL30BAHL ONA JeATENEHOCTH CRSnykn-
LWHX BAOCE (HO HE ONPEHAYHBATECA M),
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3741 O0eekTsl MCN=ITAHMA ¥ CTAHIARTHEE O0REKTH

MoCcTyNNeHHE, HIEHTHDHEAUKA, Mapkupoeka, 0bpadoTya, oTGop Npob K XpaHeHnE.

3742 DBopynopanie, MarTeprans W PEareHTh

a) OSopynoBaHme:

HENCNEICEAHWE, OSCNYRHBAHWE, Y¥O0a W Kanubpoaka.

b KOMNLETEDHIMDOBAHMBIE CHCTEME

BanKMIauWA, NopAgok paboTe 4 0DCNYKUBAHKA, GEACNACHOCTE, KOHTROME H3MEHEHHA K CO30aHUe pe-
SELEHLEE KOMMA.

c] Marepuank, PEareHTH ¥ pacTROdbI

MPHISTORNEHHE W MEDEHDOBKE,

3.7.4.3 XpaHeHWe 3anvcel, OTYETHOCTE, XIaHEHHE ¥ HIANeYEHME MHDODMELWMK, KOOWPOBaHWE HoCNeqo-
BaHKA, cOOp O0aKHEX, NOAMOTOBER OTYETOR, CHCTEME! MHABKCALMK, 0SpaboTha QanHHBX, B TOM YHCNE © HCMork-
SOBAHHEM KOMNBEOTEQWIADOBAHHEIX CHETEM.

3.7.4.4 TecT-crcTemied ([Oe NoAMEHWMO)

a) NogroToaka NoMELEHAA W COA0aHIKE YoNOBEMA GEDYREIWEA Cpeib ANE DasMELLEHHA TECT-CHETEM,

b) npoueoype, YOTAHOBMEHHEIE ANA NONYSEHHA, TRAHCNOOTHRPOEEK, DAIMELLEHIS, ONPELENEHHA XapasTe-
PHCTHE ¥ HEZEHTHOHEALMA TECT-CHCTEM, 8 TAKHE YXG0A 33 HAMK,

C) NeQroToRKa TECT-CHCTEM, HaBMOASHMA W CEMOTDLI 00, BO BEEMA ¥ NOCNE 3aBEDWEHHA HCCNEq0aa-
HIA,

d) obpalleHHe © TECT-CHCTEMAMIA, YMHADAKIWHMA MNH YMEDWHIMK B0 BPEMA HCCNEQOBAMKA,

@) chop, naeHTHpKEaUWs 1 NopRACK PatoTe ¢ 0SpaIuaMK, BENHHAR HEKDONCHID W TMCTONaTONOMMID,

f) pasMelwleHHe TECT-CHCTEM Ha MCNLITATENEHEIX NNOWagKax.

3745 Mpousnype No 0BecneYeHAD KAYECTES

FPabota nepcoHana no cbecnaselnid Ka4ecTea 3aknHaeTcA B NNaHMPpoBaHKK, COCTAANEHHH rpaduiEa k-
CRSKLAA, NPOSSASHA MHCOSKUMEA, O0KYMEHTHDOBAHWA M COCTABNEHHK OTYETOR 00 MHCNERLMRN.

3.8 MNpoepegeHne HCoNegoBaHMA

381 NMnad veocnefoBaH|A

3.8.1.1 [Ona asocro wCcNeqoaardia NNad MCCNeqoaaHng B MCEMEHHOM BUae SormseH SwlTy paspaborad
A0 Hadana MecnedosaHKa. Mnas KCCNegoBaHHA SonKeH OkiTe YTREDHMOEH OaTHROSAHHOR NOONHCLEY PYROROOH-
TENR HCCNEQ0BaAHMA ¥ EEDMPVUHMDOEaNH B COOTEETCTEMH G NPWHLIMNAMA HAGNERaWeR NabopaTopHON NpaKTHEE
NeQCOHANoM N SEeCNe4YeHHIo KA4YBCTES, KaKk ONWcano 8 4.2 2.1, nepeducnedre b, MNnad AccnedosadKa oon-
wiEH Takwe DblTe YTEEDHOEH A0MAHWCTAUWER HCNHTATENEHOMND UWEHTRE W CNOHCOPOM, 8CiH 3To TpebyeTch Ha-
LMOHANEHEIM 33KDHOGATENBCTROM MK 3AK0ROOATENLCTECM CTRAME, [0E HCCNEfoBanKe GyOeT NDeacTaENATECR.

3.8.1.2 Mamededde Nnasa iccnedonasH i

a) Monpaekn & NNady WCCNefosadsa QOMEHs ObiTe 0GOCHOBaHLI, YTEEDMISHE SaTWpROBaHHOM
NOONHCRI0 PYRCBOOWTENA MCCnedoBaHuA. MNonpassy JoMHHE XDaHETECA BMECTE C MNaH0M WCCNEao8aHnA.

by OTkNoHeHkMa OT NMNada WCCNEdoBaHHs JOMKHE! DeiTe ONWCAHR, OOBACHEHL!, MPU3HAHLI W CBOS-
BEEMEHHD NOJNACAHE DYROBOOHTENEM WCCNENoBAHHA WIWNK OTEETCTESHHEM WCCNenosaTeneM{AMH] C yEala-
HUEm 0aTel. OTENOHEHKWA OT NNAHA HCCNEN0BAHMA DOMHHLl XPAHWUTECA BMECTE C NePBUYHEBIMK 18 HH MK
MCCNEOOSaAHWA.

3.8.1.3 OcHopHOW MNAH HCCNeaoBaHnA MOET OblTe QONONHEH CREUMaNbHBIMA NPUNOKEHWAMKE GNA
NPOBEOEHKS KOATROCDOHHLIN BOCMEO0BaHMIA.

3.82 Copgepwarde NNaHa ACCNemosaHMA

MNaH KCCNEgoEAHMA O0THEH COBELMATE, KAk MAHMMYM, CNEQYIOLYK MHEODMaLHEe:

3.8.2.1 Mudopmauda of HoonenoaaHiK, 0SeeKTe WCNBITAHKA W CTaHaapTHOM obberkTe:

aj) onWcaMwe,

b)Y CyTe M UENE WCCNeOoBAHME,

C] OMNACAHKE DDBENTA WCNBITAHKWA C YEIIAHWEM K003 KN HAKMeHoBaHnA [No komednaType IUPAC, pe-
MMCTRALMOHHEI HoMep CAS, BUONorMieckne XapakTepHcTHER U T. n.];

d} MenoneayessR CTaHOapTHEN 0fwLexT.

3.8.2.2 VMHDopMau|a o CNoMcope W MCNBTATENBHOM e TDE:

a) HAMMEHOBAHHE W A0pPesc CNOHCopa;

b) HAHMEHOBAHKA W A0DECA BOEK HCTBITATENEHGLIX UEHTPOB W HCNBITATENbHEIX NNOWAOOK, YHACTEYRILLIME
B HCCNE0oBaAHHH,

cl hamMHnKR, KR, OTYECTRES W A0PEC PYKOROOMTENR HCCNEdoaaHns,
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d) damunua, uMa, oTYeCcTED 1 aapec OTEETCTREHHOM WocneaoearenA{ed} v atan(w} nccneJosaHua,
NEpEfaHHBIE EMy[HM} DYKOBOOHTENEM ACCNeJ0BAHKA BNA OTESTCTREHHOND BRINOnHEHWA.

3823 Oare:

a) garta yTeepWOeHHA NNada JCCnedoBaHKA © NOoANMCeR) pPYKCBOAWTENA Wocneacaaqus. [Qarta
YTREDHASHWUA MNaHa WCCNENoRIHHA C NOANWCED AAMHHACTRALMA WCMLITATENEHOND UWEHTRE W CNOHCODA, BCni
aTo TpelyeToA HALMOHANEHEIM 3AKOHOAATENBETEOM MK 3aKOHOOATENECTROM CTDEHBI, [A8 WCCNeqopaHqe Byner
NEeJCcTARTATLCA,

b npeoncnaragsibie 0atel HAYANa W OKOHYEHMA JHCHEDHMMENTE.

3824 MeToobl WCNuITaHAR

CobiNkM Ha COOTBETCTEBYMILKE PYKOBOOCTEA NO METOOAM NPORELEHHA HCNLITAHKE OpraHusaumK 3KoHO-
MWYECKOIND COTPYOHMYECTES W pazpuTra (O3CP), gpyrve pyKoROOCTEA 1 METODHKN.

3825 Opyree BonpoCh (TO8 NDHMEHHMO):

a) oSocHOBaHKE BRBODa TECT-CHCTEME,

b) XapakTepHCTHEM TECT-CHCTEME! B, POO. WTaM, CYBWTAaMM, HCTOHHHE NPHCDDETEHKA, KONWEECTEO,
OuanaIoHsl MaCcChl TENE, N, BoITACcT ¥ QEYIan CYLUSCTEEHHAA MHOpMaUMA,

¢} cnocod paegenwA W oDoCHOBaHME erD Beibopa;

d) ypoBHK 003 WIANK KOHUEHTDAWKWA, HYacToTa W NPOOCNMHTENEHOCTE BEOEHHA,

€] getaneHan wHdepMaUHa 0 NPOSKTE KCNSPUMERTS, BEMKYAA ONHCaHWE NEOUSOYD HCCNSa0BaHKua B
XPOHOMOMMSSCKONM NOPAAKE, BCE MCMNONEIVEMBIE METOOM, MATEDWANE W YCNOBWS, BUOLI W HACTOTY aHan®aos,
HAMEDEHHA, HABNKOEHWA ¥ NDOBEPOR, CTATUCTHUYECKHE METOOR O0paGoTEH DaHKEX.

3826 3andcH

Mepeveds BCEX 3aNHCER 1K A0KYMEHTOR, NOANEHAWMYK XDaHEHIKIO.

3.8.3 NpoeegeHde HCCNEAOBEHWAA

3831 Kamgosmy Mcocnedopaduio gonweH OpTe NPUCROEH YHHEANEHBR MOSHTUOMEALMOHHEBIA HOMED
(kog). Boem of0borTaM, HMEIOWHKM CTHOWEHKAE K JaHHOMY WCCNeqopaqHMin, TAINKE 00NHeH DbiTe NpMCBoeH
HOSHTHEHEAUMOHHBIA HOMER (Kog). OEpasusl, MCNGNbIYEMEE B MCCNE00oBaAHHK, OoMEHE DTE MASHTHEMUMDG-
BaHEl QNA NOOTES EOEHKA HX NPOMCKoMOEHAA. Takaa MasHTHDHKAUWA O0MKHa NOIBONHTE OCYLECTENATE NDa-
CINEMHMBARMOCTE COOTEETCTEYIOWEN 0fgaiua M MoCnedo8aHna.

3.8.3.2 WMooneqoeanme QonsHo GeiTe NPOBEGEH0 B COOTRETCTEMN C NN3HOM WCCNEZ0BIHWA,

3.8.3.3 Boe gauHeie, NofyqeHHRe 8 X008 NDOSEneHHA NCCNeaoeEaH|A, JomEHE DETe CEoeBpemeHHs, Dric-
TRO, TOHHD W HETHD JanHMcaHibl, 8 3aTEM NOANHCAHL M JATHROBIHI NALOA, BEOYLUAR 3TH 32MHHCK.

383534 NMNotele HAMEHEHWA NEDEMYHEIX JAHHEE J0MEHL GolTe NPOBEOEHE TakMK oSpaiom, 4Tobe He
GhINM NOTERAHE NPEQLIAYLIKE JaHHbIE, DONKHa DEITe YKAIAHE NEHYKUHE BHECEHWA WaMEHEHKA. 3ankcs 0b 1a-
BAEHEHINAY OOMEHa SbiTe 3BEPEHA JATADOBAHHON NOONKCEID BHECLUEND WX NKUA.

3835 JanHee, 33peracTpHpoaaHHEia MyTes NpAMOND BE0Ga B KOMNEOTER, A0M#HE Sl Te MOeHT uuumpo-
BaHEl BO BEPEMA MX BEOOA OTRETCTBEMHEIM 33 ITY NPOUSOYPY NHUOM{MK). KOMNL0TepraipoBaHHa s cHCTemMa
Oon#Ha oSecnevYMBaTe COXPAHEHME BCEX AYOWTODCKWX OTYETOR, YTODbl NOKSAATE BOE WIAMEHEHWA, He
CKDBIBAA HAYaNEHER JaHHs, JomkHa CpTe NPegyCMOTREHS BOIMORHOCTE OTCNEMMBAHMA BHECEHMA HIMEHE-
HAA, 4TOGE! NOHKUMATE KTO HMEHHD BHEC TE MMM HHBIE MAMEHEHHA. IT0 BOIMOMHD NP WCNSNLI0BAHIA, HANDKUKMEED,
CHHXPOHMINDOBAHHEX M OATWPOEAHHEE (2NeKTpodHEE) nogneced. Jonmusl OeTe NEUMBROEHEl NDHYHHE
BHECEHHA HAMEHEHHAR,

3.9 Oryet o peaynLTaTax MCCNeaoRaHHA

391 Ofwwe NonoweHnA

3811 Mo okoHYSHK KAKE0M KoCNEN0eaHnA JOmEaH DhiTe NOOMOTORMEH 33MOHUTENEHBIR 0TYeT, B cny-
YAE KPATHOCLOHMEN HCCNEN0BAHKA B CTAHAADTHLIA IZKMICHHUTENBHBLIA OTHET MOKET DhiTh BRNM4EHD COOTEETCTRY-
HALEE NDHNOKEHHE.

35812 OTRETCTEEHHLIE WCCNeSoBaTend, a TAKHE HaydHBE COTPYAHWEH, YY4acToyiolW[e 8 WeCcnego-
BaAHKK, NOANWCHIBAIOT OTYETE C YEAIAHMEM 03Tk

3.5.1.3 3arknOuETENLHLIA OTYET J0NHeH SolTe NOONMCaH W JaTHDO0BIH PYROBOQWMTENEM MCCNEeZoBaHnA, Ko-
TOPBIA MPHHAMAET Ha CebR OTBETCTEEHHOCTE 38 AOCTOREDHOCTE AHHBE, NPHESOSHHLIX B OTYeTE. [onsHe GbiTe
TAKCHE YEAAHD, COOTEETCTEYVET MM oT4aeT MpuHUMNaM Haanesawen natoparopHoR NPaKTHE.

3814 Monpaenesya v DONONMEHHA K 33EMOHATENEHOMY OTUETY J0NHKHsl DeiTe NpegcTaaneHs a dopme
nonpaeck. B nonpaekax AonsHs GeiTe Y48TED YEAIAHE MEHHUHE BHECEHHA WCNPAENEHAA MW D0NonHeHsE, Kask-
0,aA W3 NONPABOK AOMHE BsiTh NOONUCAHA ¥ JaTUROBAHA DYHOBOOWTENEM KCCNEqOEAHKA.
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3.8.1.5 DopMaTMpofaHHe IAKN0YMTENLHOID OTYRTA 8 COOTESTCTEMK C TPESORaHMAMK HALUMOHANLHOID
SBKOHOOATENECTEE WNK HALMOHANEHOMD DErYIMPYIOWEND OpraHa He cHUTASTCA JeRCTRHEM NO BHECEHWD M-
NEABNEHHA, A0NONHEHHUA WNK NONEABOK B ZAKMHHWTENLHER OTSET.

3.9.2 CopepwaHme J3akMoYHTENLHOMND OTYeTa

2aKMKYHTENbHEIA OTYET OOMEEH COQERMATE KAK MHHAMYM CRSayIowys MHdopMaLmio:

3921 Mudopmauus of HecnedoEaHud, o0bekTe WCNETAHMA W CTAHOAPTHOM OBkeKTE!

a) NOMHOE HAHMEHOBIHKE,

by onucaMue 0BLEETa MCNBITARKWA © YESIAHWERM KOO8 MNH HEMMeRcaaHia (No sorMennarype IUPAC, peric-
TPAUMOHHEIHA HOMED CAS, DUONOTHYECKHME XapakTeprcTHEA W T. M)

C] HAWMEHOBAHWE CTaHOapTHOM obkexTa;

d) xapasTeprcTHEl 0DLERTa MCNLITAHKA, BENICHAA SMCTOTY, CTa0WUNEHOCTE W COHCPOGHOCT.

3.9.2.2 VHdopsiauWa o CRoHCOpe W MCTLITAaTENsHOM LWaHTDE.

a) HAKWMEHOBAHME W AOPEs COHCORA,

b)Y HavmeHoBAHKMA W 30RECa BOEK HCNBITATENLHSEX UEHTPOB M HCNLITATENEHEX NNCWANCK, YHACTBYHIW MY
B HOCHE0oBaHWI,

c] PaMunEA, HMe, OTYECTES M AGPEC PYKOBOOWTENR KCCNEO08aHA;

dl PEMHNKA, WMA, OTHECTED W 30pec OTEBETCTEEHHOMD MCCneqoaaTena(er ], a Takme, ecni HeoGxoau-
MO, 3TANE) HCCNBASBAHMA, NERE0AHHLIE MY ANA BRINoNHEHHA;

&) PaMAnKEd, HMEHS, OTHECTBE W A4PEca HAYHHLEX COTPYOHWKOR, OTHETE KOTODBIX BOLWUNM B 33s5iCHK-
TEMNEHEA OTSET.

30823 ONatw

JaTel HA4ANA W OEOHYAHWA IKCNEDUMERTE.

30824 FagmodeHde cryetel N0 obecneYendio KaYecTea

2arNFHEHNE O BoINOMHEHKK NPOTDamMsisl OBECHeseHrn KHECTE JUTEH0 CoOBp#aTs CRBEOEHIKA O THNax ¥ Ja-
Tax NPOBENEHHEK HHCIEKUMA, 3Tan{bl) MCCNE00BAHWA, NDOWESWIKE MHCNEBKLMKE, DE3YNETATbl MHCNEKLKA G yKa-
SAHAEM AT, KOTOpbEe GbiNd NPEOcCTABNeHB  AAMAHKCTRAUMA  HCNBITATENLHOM UEHTPE, PYEOBOCWMTENH
WCCNEAOBAHMA H OTBETCTBEHHOMY HOCNEJ0BATEMOAM] B CNyHae HEODXOOWMOCTHA. 3TO IARMHEHRE HETDNOOHMD
ANA NogTESOHASHHA TOM, YTO B JakHHTENEHOM OTHETE SGOCTOREDHD OTLEHMEHE NEPBMHHLIE OaHHE,

3925 ONUCaHWe MATEDHANOE B METOOR WCTISTaHHA!

a) ONHCAHWE MATEPUANCE H METOO0R, NEHMEHASMEX B WCCNeaoRaHHK,

b} ccuinea va pYROBCOCTES MO METODAaM NpoasneHMa nolsmanwin O3CP nnu va gpyrve pyKoBogcTea No
METOSAM NOCBEOEHWA HCMNLITAHHA 1 METOLMKM.

38286 PesyneTare:

a) KpaTean CEOOKS pelynsTaTos,

b} BCA MHDOPMALMA ¥ 0aHHBIE, NOMYHEHHBIE NP BoINONHEHEY NRSHA HCCNenoBaHng,

C) NpegcTaBnesne De3yNLTAToR, BEMNICHAA BLISMCNEHWA W CTaTWcTMHeckyn obpaboTry nony<eHHbx
OAHHBIX,

d) oueHEa W ofoyHaeHHe PeIYNIETATOR U, B ChyYae HeoDXOOUMOCTH, BRIBOOL], 3AKNMHEHIA.

3027 XpaHeHde

MNaK HCCNeaoEaHHA, COBEETE MCNBITAMKMA ¥ CTAHIAPTHBEIE O0BEKTEl, ODRasUE., NEDBHYSHEE 08 HHBIE KOoNE-
O0BAHKA W 3AKNEHATENEHBLIR OTHET J0MHKHEl XPaHMTECA B CNELMANsHD OTES0EHHOM[=bliX) MecTe|-ax).

310 XpaHeHWe IaNKWCed W MaTepuanon

3101 B TedeHWe yCTaqoRNesMorn NepHesa BpeMEeHdd B apKMEE OOMNwHb XpaqMTeCA CNEOyowWMe
OOKYMEHTED W MATE DRk

a) nad KCCNefosanns, NepandHEE QanHse, obpasus, obLesT MCNLITaHKA ¥ CTAHOAPTHRIA 0GLEKT,
AN HTENBHBIA OTHET O KAMA0M KOCNedoBaHMM,

bl 2anucK Bcer MHCNeEUWME, BeINONHEHHEX B SENacTd NEOorpammisl 00SCNeNe iR KEA4eCTES, a8 TAKE OCHOB-
Ml MNaHsl-roaciKA,

c) ceegexwA ob ofgaloBankKn, NOOMTOERKE, KBANAPHEALKK W ONBTe paboTe NEpCoHana;

di 2anucK W oTueTe ob obocnyamBanm 1 Kanunbpoeke oSopyO0aaHKMA;

&) O0KYMERTE MO BEANMIALWMK KOMMBKTEDHIMDOBANHEX CHCTEM,

f} wcTopuuecsre anne BCex CTAHQAPTHEE NEQauMOHHEL NpoUedyp,

Q) 3anAcH MOHKTOSWHE NADaMETPOE CHDYHaWER cpeibl. B cnyyae ecny CpoK Xxpasesda MaTepHance He
YOTAHORNEH, O0MHHE DbiTe ONPEQENEHD W 3aPEMCTEHPOBAHD CEOHYATENEHDE MECTD XPAHEHWA MaTepHance
MCCNenoBaHnA. NpHYHE YyHRYTOREeHA 00paIu0s, 0DBEKTOR MCNBTAHWA W CTAROADTHEX ODBEKTOR 00 WCTENE-
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HWA YCTAHOBNEHHOD NEPKoGa KPaHeHHa J0M#He DTy 0OLACHEHE! M A0KVMEHTHD08aH:. OGpaausl, oTLeKThI KC-
NisTaHHA 1 CTAHIADTHRE OB LEKT R GOMEHR! XPAHMTRCR G0 TEX NOD, MoK WX KE34SCTED NOIBONAET WX HCNONE3I0RATE.

3.10.2 MaTepuan, ¥xpadAlMECs @ ApxXHEAX, A0NMHE ObiTe BHECEHE B KATANOM ANA obecnedanika My
YRORASOUEHHOTD XPAHEHHAA W NOMCKA,

3.10.3 Ooctyn k apssaan gonmes BeiTe BOIMOHEIM TONBKD © PA3QeleHAA 3OMUHMCTRAULMK MCNETaTeNk-
HOro uesTpa. Jonsua Seime NoenyCcsoTReHa DerMcTRanMa NPHeEMa 1 BE0aYd apEUBHLE MaTEpHanoa.

3.10.4 Ecni WoneiTATENBHEW LEHTE WKW OpraHW3Iau9s. B KOTOROoR DacnonoMed apxyue, Nnpekpalast
CROE CYLUBCTEOSAHME WNY oOnARnAeT cefn GaHKpoTOM M He WMEET NPEBONPeeMHAKOR, ADXHUBHEIE MATEDAANS
OOMNEHE ObiTe NEpedaHsl B apyHE CROHMCoRa|{0B) MooneaoaaHKalH).

MNpunoseHne A
{cnpaso4Hoe)

HaaHavyeHHe W NPHMeHEHME NPHHLKNOE HaOnexalend NabopaTopHON MpaKTHEM

A1 MpueUMne Hagnexawed NadopaTopHOR NDEKTHEY NPEOHA3HEYEME ONA 0HECNS4EHRA COMAcoBAHHOCTH W 40CTO-
BEQHOCTH DEIYNETATOR HEKMHHMHECEMY HCCNAELOEAHHA MEQWMUMHIR0M @ 3KONOMEHEcHON BEe30NAacHOETH.

A2 MNpeHyune Hegnexewen NabopaTopHoA NPAKTHEM ONpESENEHE KEBK CHETEMAa OBECNSYaHHA KA4ECTER, KECAK LY E-
ACR OPraHM3ELME NPOYECCE UOCNEOCBEAHWA W YCNOBHA, B KOTOPbIX HESNHHAYECEHE MOCNEO0BAHHA MEJWUWHCKGA W SKONOrd-
“eckol BE30NBcHOCTH 4onNkHE GHTs CNNAHMDOBAHE . BRINONHE b, NEOKOHTPCN@PEEAHE , O COMNSHE @ 3380 HEMPOBAHK.

A3 MprHUSNs sagnesawes nefopaTopHoR NPAKTHEM HENPABNEH K HA OBECNEYEHUE NDHMEMABMOCTE PEIYNETATOE
Hay HeIX MCCNenosandA. MPUEMNEMOCTE B ABHHOM CNy-3E O3HAYEST, ¢ OOHCA CTOPOHS., SOKESATEN=HOCTE W HAGEMHOCTE
JaHHEX, & Jpyrod — COBNKOEHHE NPEHYHNDE Myaa HHOM S8paweHeR ¢ NalopaToRHBIMH SHEOTHE MK
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