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Mpeaucnoewne

Llenu, oCHOBHEE NPUHLKNALL KW CCHOBHOA NOPAACK NpOREOEHHA paboT No MEMMoCYQapcTBEHHOR CTaH-
OapThaayuu yoTamoaneds: MOCT 1.0—92 sMewrocynapcTeeHHans cHcTemMa cTadgapTazaumy. OCHOBHLIE
nanowedua s 1 FOCT 1.2—2009 «Mewrocy0apcTEEHHAA CHCTEMA CTaAHOADTHIAUMK. CTAHOAPTE MERTooy-
OAQCTEEHHLIE, NRABWNE W PEKOMEHZALMK N0 MEXMOCYIAPCTEEHHOR CTaHZapTHaauky. MNpaewna paspatoTes,
MOMHATAA, NPUMEHEHKE, OGHOBNEHMA K OTMEHLI

CeeOoHHA 0 cTaHOapTa

1 MoOAroTOBNEH:

Tagepankieiid rOCY JADCTESHHBIM YHUTAPHEIM NPEINpHATHEM «BCepocCMACKWA HaydHo-HoCneaona-
TEMNLECHHA LUEHTP CTAHOADTHIALMA, WHROPMAaUKK ¥ CepTUdWEAUWK CHpPRR, MATEQWANCE W BRWECTER
(YT «BHWMUCMEx );

TexHHHECKsM KOMATETOM N CTaKdapTHaauxu TK 339 «Be3onacHocTe Chipea, MaTEpWanos ¥ BEwWeacTas
DenepansMoro areHTCTEA No TEXHAYECKOMY PEMYIIADORAHHID M METDRONOTIAM,

Mexrocy 1apCTEEHHBIM TEXHMYECKHMM KOMMTETOM No CcTAKgapTHaaumK TE 3389 «belonacHocTe ChIpbLA,
MATEDHANOE W BELLECTED

2 BHECEH ®enepankHaii areHTCTEOM M0 TEXHHYSCKOMY PENYNTHPOBAHKKMID K MeTDONOrH9

3 MPHUHAT MesrocydapcTEEHHBIM COBETOM N0 CTAHOARTHIALWK, METRONOTAA W CepTHUDHEALWMK
(npoTokon ot 9 woabpa 2012 1. Ke 533-M)

33 NpUHATHE CTAHOAPTA NPOronNoCOBanA;

KPH TEDE AHAMMEHOEAHHE CT DA -E':-:p. CTpdHu EDEPEI.HI’.‘HH.DE' HIMMEHDOBYHHE HELADEIMEHOrS DRprass
no MK {ACT 11466 004 —147 na MK (WSO 3166 004 —0G7 N CTAMDA0THIALHA
ApMEHHR Al MuHaKoHoM#kE PecnyBnigd ApseHEn
Eenapyce BY MoccTangapt Pecny@nued Banapyes
KeaaxeTaH K MeooTangapT Pecny@nued KasaxcTaH
Kb pred3cTaH KiG KelprelzcTadgapT
Mongoas Lol Mongoea-CTangapT
PoccuAckan degepayns RU PoccTRHAERT
TagsHEMCTaH L TansukcTRHAGRT

4 HacToAwKA CTAHAAPT MOEHTHYEH MeXdyHapodHomy nokysedTy DECD series on Principles of Good
Laboratory Practice and Compliance Monitaring — No 7 — Conzensus document — The application of the
GLP princigles to ghort term studies: 19949 [KoncencyoH i gosyment no GLP. Npumesesse MNpuHyknose Hagne-
WALLEA NabopaTopHOA NPAKTHEN K KPaTEOCDOY MM HCCNe JoBaH|AR: 1980 Ne 7 1Wa cepru QoRyMesToR OpraHi-
JALMKA  IKOHOMHYECKOND cOTpYOHMYecTBa KW pazewtra (O3CP) o MNpuegunax GLP v MoHWTOpKHNE
COOTRETCTEMA L

MexgyHapogHs@ gokysMest paspaboran Patosed rpynnoi O3CP no GLP.

Mepeach c aHrMWACKONS A3kKa (an).

ODHUMANEHEIR JKIEMINAPD MEXIYHAPOAHOTD AOKYMEHTA, HE OCHOBE KOTOPOMS NOGroTOENEH HACTORLLKA
MERIOCYIAPCTEEHHLIR CTAHAAPT, MMeeTeA B PegepansHom areHTCTEe N0 TEXHUYSCKOMY DEMyINHDOBaHMID W
METRONOTHE Poccldckod Degepauuu.

CTenesds cooTRETCTEWA — woedTHuenan (IDT).

B HacToAWKA cTaHOapT BHECEHD CNeqyiowes peiaklModHOS HAMEHEHHE HAMEHEHD HAWMMEHOBANMWE
CcTaHaapTa.

HavmeHoeaHue HACTOAWEID CTAHDADTA WIMEHEHS CTHOCHUTENLEHD HAMMEBHOBAHKWA MEXIYHApOLHOM
OOKYMEHTS B CER3M C 0CODEHHOCTAMN NOCTROEHHA MERTOCYOAPCTEEHHON CHETEMEl CTAHAARTHIALMA.

5 MpukazoM PegepansHoro areHTCTES NO TEXHHHECKOMY PEMYNHPOBAHAI0 M METDONOTHK 0T 27 nekabpa
20121 Mo 2156-cT mesrocynapcTeeHH i cTangapt MOCT 31886—201 2 preger B JBACTEWE B KAYSCTEE HALUM-
OHAnNLHorD cTaMgapTa Pocouickol Pegepauin ¢ 1 aLeapa 2003 T.
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6 BEBEOEHEBMNEPELIE

Hudghopaayus of USMEWEHURX K HaCMORWeaMy cmardapmy nybnuxyemcs & exesodio bazdasasidon
UHODMAYLDHHOM Frazamene s Haluoranesee cmaddapmee, & MEKCT UIMeseMLD U ToNpagoy — & exena-
CAYMO U3FARa0MEY URDODMALUONNEY YRATAMENAX ¢ HayloHaneHwe cmandapme s B cnyuae nepecampa
(FAMEHED) LU OMMaHL HSCMOALWESD cmandapma coamaamomeyiiyes yaadomnemnus Bydem onyBaLuKoeaHo
8 @XSMECcAYHG Uadasaamom unghopMayuoNHomM yrazamens « Hayuoranenese cmasndapmeis. Coomesmomay-
WOLER UHGOPMAYUR, yasdoMIEHLE U IMEKCTE DAIMEIWanMcA makse 8 uiihapialuolinod cucmeame obweaan
NOLI0EIHUA — Ha OhuLLaAnEHOM cadme PedepansHoso a2eHMomas No MEXHUYECKOMY DeSyNUDOaaHUN U
MEMPAnoELY 8 Cemu MHmapHem

S CTannapTaHdopes, 2013

B PoccHickod DeaepauMid HAacTOALLMA CTAMOADT HE MOEET DT NONHOCTRI0 KK YacTUYHo BOCNDoKMaBe-
OEH, THDAMWPOBAH 1M DACNPOCTRAHEH B KAYeCTRe ODHUMANEHOMS KagaHuA Bel paipeweHdA DegepansHors
ArEHTCTES NO TEXHWHECKOMY PErYNHPOBAHKIO0 W METPONOAH
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CopepxaHue
T OBRacTe MPHMMEHEHMA. . . . . . . . . . . i e e e e e e e e oo
2 MpuseHesse NoHHLHMNTOE HAgNexawed NabopaTopHOA NPAKTARA K EDATEOCDOMHBIM HCCNeJoBaHHAM . . . 1
2.1 Mpesedaman k MNpudgunam GLP . . . . 0 . o o oo
I
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BeepeHwne

B pamkax TRETLEND KOHCEHCYCHORD CHMNOAMYMA ORraHydaalqi ILoHOMUHYECKDTD COTRYOHWHYECTRA M paa-
BHTHA [O3CP) no Hagnexalleld natopaTopHol npaktyee [(GLP), cocToRpwerocs 5—38 okmAbpa 1992 1. 6 ropo-
ge Mutepnasene, (Interlaken) lWeetuapwa, Pabodan rpynna akcneptos O23CP GLP nog npegceaaTenecTaos
r-wi &.E. Muew (M. Francisca E. Liem ), AreHTCTES MO OXpaqHe Okpyaiiowed cpeas CLUA, ofcyouna sonpadce
HHTEpNpeTaynd MNpudyunose GLP npruseHd TeNLHS K KPaTKOCPOHHLIM HCCNedoeannas. JoxnadqqEcm Ha crm-
MOANyMe BelcTynun g-p Xanc-Bunerenem Xemtek (Or. Hans-Wilhelm Hembeck, ®egepansioe ynpagnesne
Mepuardd No GLP). YyactHukamu Paboded rpynnel Seind Kak NpedcTAEWTENH HAUWOHANEHBIX OPraMoE MOHK-
TopMHra cooTeeTcTExA MNouduunam GLP, Tak 4 ACNeTaTeNsHblX UEHTDOE CRegyiowMs cToad, ABCTRanum,
ABCTprid, Hewexod PecnyGnuie, CuMnssaqu, Spadyud, Fepranan, Mpnadigki, Hugepnadgos, MNonswi, Wee-
ure, lWeerduapud, Benukobpuradun i CoeguHennex IWTatos AMapkki. Beinv chopMpoRaHsl ABe paboyre
Noargynne Nog NpegcedaTensCTeomM r=#iu Nuen (KpaThocpoYtee BHONOMMYECKME MCCNEO0BaHHA) W O-pa Xen-
Geka (DUIHEO-EMMHYECENE HoCNeqoBaHka), B kEa4ecTee 0oKNagH|on aeicTynand r-d Dasug Nowr {David Long)
[(DpaHyWA) ¥ g-p CTedad XapcTos [ Steghen Harston) (MTepranna)l. B gokymedTe, paipabotadHom Pabover
rpynnoi, NpMEOOATCA cooTreTcTRyowME MprHykne GLP O3CP, a e capin npusMedaHvi 0a10TCcA pasomesHga-
LA MO WX MHTERNDETALMA B OTHOLWEHWK KPATHOCDOYHEE KCCNSa0BaHKA.

FPaapaboradHii Paboseh rpynnod NpoesT JokyMedTa Gwn Hangasned cTpadamM — vynedam O3CP ana
NOMYEHHA KOMMEHTADHER. Ha OCHOBE NONYYEHHBIX 3aMEYaEHAR TERCT Dbln NEpacMoToeH U paccrmaTped Tpyn-
non O3CP no Mpasgunam GLP Ha nAToM copewanyy B mapte 1993 1., Ha kaTopom GblnNd BHECEHE NONPaBKW B
TEKCT, Nocne 4ero oH Dl Hanpaenes 4NA paccMoTDEHHA HA COBMECTHOM COReWaHAR MEyNNbl No XM MAHECKAM
BEWECTEAM W YNDaRNAKLWLErs KOMATETA CREUHan EHOA NPONEaMmis [o KOHTDOMKD XMMUYecsdy selecTe. B xone
201 CeCCHA COBMECTHOTD COBSWAHMA JOKYMEHT C HEIHAYMTENEHBME PEOIKUAGHHERMI H3IMEHEHAAMA Bbin
oaobped; GeNG TAKKES PEHOMEHAOBAHG CHETHE OMDEaHMYEHHE B 8r0 NPAMEHEHKA MO0 SFMO00A FeHePanbHOrD
CEKDETADA.

B ceaTe npuHATHA B 1897 r nepacrotpentsx NprHuunoa GLP O3CP gasHsi KOHCEHCYCHEIR BOKYMEHT
Oein paccaoTped Paboqded rpynnoi na MNpuHunas GLP M nepecMoTpeH QN NPUeaeSeH S M0 B COOTESTCTaMHE
< BHECEHHEMI B [prHgmnie: GLP nameredmami. Od BN ogobpen Pabowei rpynnoit no NMprsuwnam GLP e
anpeng 19991, 3 3aTEM 1 Ha COBMECTHOM 3acefaHyi KoMATETa NO XMMHYeCkM BawecTEam | Padtouei rpyn-
Mkd MO XAMAYECKMM BELLECTBAM, NeCTHUMEaM KW BHOTEXHONOMME 8 aarycTe 1999 1. 1 DEKOMEHIOBAH K CHATHIO
CEKDETHOCTA NOQ IMMG0H MeHEpanLHoro CeRpeTapa.

Kpowe Tora, Pabodas rpynina O2CP no Npeagynam GLP paapaboTtana npdmedadse  MNpsuudnan GLP,
KACADWEECA KPATHOCPOYHBIX MCCNEO0BAHWA, KOTOROoE BuiNg g0bpeHs HA COBMBCTHOM 3acedaHud KomuTeta
No XMMHYECKHM BEWECTEaM W Paboqeld rpynne No XEMHYEckHM BELLECTEaM B agrycTe 1990r,

MpuHgine GLP npeacTasnasoT cofol pyKoB0acTes OOWEero xapasTepa, NepRoHadan:H0 pazpatoTaH-
HOE ONA CNPedeneHna TORS, kakkm oDpasom cnedyeT NNaHHpoBaTe M NPOBOLWTE MCCNEADBAHWA XDOHWHECKOR
TOKCHYHOCTH, 8 TAKKE NPeOCcTABNATE OTHETE 08 3TWX HCCNeaoeadMAx. Paclwikpenine obnacTd NpuseHeHInA
MprHuKnos GLP B apyrdx BOax HecneasBasg, KoTOPLIE MOMYT 3HaYHTENEHD OTNMYaTECA OT HCCNeqoBaHKMA
XPOHMYECKON TOKCHYHOCTH, NPHMBEND K HEOGXSOWMOCT HHTERNPETHROBATE NpumeHeHue MprHuxrnoe GLP &
KOMKDETHE M oBNacTaM,

Oomor na obnacten npumeHesua Npadiusnce GLP, koTopan moxeT TpefosaTe JansHERWER MHTERNpE-
TALMK, ABNAKTCA KpaTEOCpOYHBIe Moonedoeadna. MepecMoTpeddeie Mprduyne GLP O2CFP 1 HacToAWKA
OORYMEHT NPEQCTABNAKNT JansHedlles DYKOBOOCTES N0 OCYILECTRNEHKK OEATENEHOCTA B AaHHOA cBNacTH.
OoHako CNeayeT OTMETHTE, YTO NOHATHE « KpaTROCROYHEIE MCCNEA0BAHWA» OXBATHERET TAKOE pasHoobpaine
BHACE WCCNEO0BAHHA, 4T0 NPHIHAHD HEBOIMOKHEIM CRODMYNHPORaTL BCeODLEMMBLLEE, YETHOS W B TO Me
BpEMA EDATHOE ONpegeneH e, Nockoneky OICP He yIanocs A0CTHYE HOHCEHCYCE HM OTHOCHTENLHD TOHMHOMD
ONPELEneHna, HA OTHOCHT 2NEHD NOMHONS CNMCKA KPETROCDOMHBIX MC TaHKA,

B nepecMoTpesHex MNpuuuwnax GLP O3CF gaxko cneayiwes onpeiena e KpaTtkocpoHHs X Hoonego-
BAHWA. #HMCCNEQ0oBaHKEe, NPOBOOMMOE WWDOKD DacnpocTPaHEHHEMKE CTAHIAPTHEIMA METOOAMA B TEYEHHE
HENPOOOMEATENLHOTO BREMEHK S . KOTOROE OCTABRNRET OTEDLITLIM ANS HHTEDNPETALNA BRDAMEHAE 1B TEHEHHE
HENDOQOMEATENLHOMO BpemMerds. B CBAIW ¢ WHPORMM DasHOODDaInes COOTBETCTEYHLWA HOCNeqoBaHKA
HEBOIMOMHD CEAZATE 3ITO BRIDAMEHWE C HCCNeJoBaHvem OnpegeneHHol NpodonMETeNEHOCTH, TOMHO K
BCECTODOHHE CNPEaenfAebiM KAK KPaTHOCPOYHOE HCCNedoaaHe. ITO NPOUCKOONT NOTOMY, Y4TO WCCne 1 osE-
HHE, CHATAWESCA @ HENPOOOMKKTENEHEIM [KPATEOCDOYHER |5 B KOHTEKCTE GHONOTMHECKIE MCCNeoBaHKA,
HE MOMET DACCMATDWBATECH KAK aHENPOOONEHTENEHOE | KDATHOCPOHHOE Je B P IMK0- X MMHYECERE WCCNE L 05Es-
HKUAX. HangeTca uenecoolpasHess paccMaTpyBaTe BRONOTMHECKME W EHIMKD-XHMHYBCERE HOCNegoBaHKMA
NO=-PAIHOMY B CERIH C NEHMEHEHHEM MONOHREHKA O KDATEOCDOHHBIX HCCNEOBAHKAK,
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Mo yEazauHeM Belwe NnpuydHan Padoyan rpynna O3CP no GLP npuanana Gonese NnoneadkeiM paccmoT-
PETE TE XAPaKTERUCTHEN NPOBESAEHMA HCCNES0BAHKA, KOTOPRIE NOIBONAKT ONDEAENMTE 610 KaK « KDaTHOCOY-
HOE WMCCNegomades. K Tagum xapakTepHCTHEAM OTHOCATCA ONWTENBHOCTE HAWOONEE DamHelx ITanoo
WCCNEA0BAHKA, HACTOTA NPOBEAE HIAA TAKKX MCCREN0BaHWA W CIOMHOCTE TECT-CUCTEMEL, 8 TAKKE pEIAnM pato-

Thl W HATPY3KA NEpCoHana, koTopan OygeT yEenWYHEATECA BMECTE C pAcTyYLeR YacToTol NpoRe0e HWA NECe-
O0BAHWA. CNegyeT oTMETHTE, YTO NPW ONPEReneHidd TOr, YTo CHMTaTE «KpPAaTKOCOOUHEM HOCNeaoaaHuams,

OOMAEH MPHCYTCTEORATE NPAKTHECKA CMEICT, O Y8M MOBOPHMIOCE Bl LS,

Vil
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M E X 0 C ¥ O APUG CTUBTEMHH B W C TAHOIAPT

NPUHLMNE! HAONEXALLEA NABOPATOPHOMW NPAKTUKM (GLP)
MpyrmereHWe MpuHurnoe GLP K KpaTEOCpOYHEBIM HCCNenoBaHMA M

Frinciples of Good Laboratory Practce {GLEF).
dpplication of GLF principles to short term ludies

OataBeegeHua — 2013—01—01

1 OBnacTb NPUMEHEHWA

1.1 HacToAwMA CTaHOapT pacnpocTPaHASTCA Ha YETAHOBNEHME NPOUESYD W METOOO0E NPH NPoBE Qe KA
EPATHOCDOYHEIX HCCNEAOBAHKA B COOTRETCTEMM C Tpebopanmamn Mpuuyunos sagnesxawei nabopatopuoi
npakTdid (ganes — GLP).

MpaHyane GLP O3CF apnaioTed oCHOBONONArakWMMK ¥ HE OTHOCATCH K KAKOMy-NHE0 KoHEPeTHOMY
BHAY WA QUCHANNTAHE ACNLITAHKA. Mepasid onel T cTpas — wnexoa O3CP o MoHKTODMHMY COOTEETCTRMA GLP
Dlln NONYYeH NPeHLE BCEro NEW AoNMoCOY HBE HOCNEA0BAHKAK TOKCHYHOCTH BEWECTE. ABNAACE NPELMETOM
paccaMoTpeHuA & MpuHudnax GLP O3CP, kpaTEOCpOYHEBIE MCCNaqona kg MOryT CTaTk NPMHAHOHE BOIHHEKHOBE-
HWA 0CoBbix NpoBNesM GNA opraqos MOHUTODMHMa COOTRETCTEMA Mpruyunanr GLP, 4To ocHoBaHD Ha CYLLECTRO-
BaAHKKA OCobEX NPOLEOYD W METOOOE.

1.2 NepecwoTpeddse Mpusykns GLP onpegensioT spaTKOCPOYHOE WCCNEO0BaHMe K3k «MCCneqoea-
HIE, NPOBCGUAMOE WKPOKD PACNPOCTEaHEHHBMA CTAHOARTHEMA METOOAMH B TEYEHWE HEMPOSOMEHTENLHOMND
ppeneHis [1] inyeer 1L2.3.2). K KpaTeocpoqHER BHonorieeckiM MCCneqoBaHHAM OTHOCATCA HCCNedonaHia
CCTRON TOKCHYHOCTK, HEKOTOPRIE MCCNeg0BaHna MyTareHHOCTH, 2 TAKKE MCCNegoBatkneg CoTRON JE0TORCHH-
HOCTH.

1.3 PHIMKO-XHMHYECKHE MCCNEQOBaHKA NPeacTaeEnaknT cobol HCCNeqoBarkA. HCNBITEHWA 1K HIMEDE-
HKA, KOTOPRIE NPOBOOAT B TEYEHHE KPATKOMD (HENPOOSTHMKTENEHOMS) NERMOOE BREMEHK (KK NPaBHND, He
Gonee 0QHoN patoYen Hegania), NPK EOTODRIX MPHAEHRINT LWHPORD MCNONEIYE Ml 2 METOOE [ HANDHMED, B COOT-
BETCTEMM C PykoroacTeamy O3 CP No MCNBITEHWARM ) 4 NONYH3I0T NerkoB0cnpospodMM bIe PEAYNLTATE, Bepa-
HASMBIE NPOCTEIMM SUCNEHHEIMK SHAYE HAAMK MMM CIIOBECHEIMK BRIDaHEHHRMM.

THNHMYHBIE DHIARG-XHMAYECENE HCCNEA0BAHKE BEMKDHAI0T B Ce5a, HO HE OrpaHHY¥BaKITCA HCCNedoea-
HUAMMK KHMHYECEMY XKAPaKTERMCTHE, TEMNEDATYRE MNEaBNEHKE, JaBNeH4 A napa, koaddryMenTa pacnpedena-
HUA, BAPEIBYATRIX CEORCTE ¥ NpOYME NOGOGHLIX HCCNEA0BAHKNA, ONA KOTODLIX CYWEeCTEYIOT PykoaoacTea no
NPOBELEHA WCNBETAHKE. DOHaK0 peryndpyolve OpradelOpradesl DEFMCTPALMA H NPHEMa MHgopMaLHK
cTpad — 4nedca O3CP gofsMel YEAIHEATE WHEDODMALKMIZ, O KAKKK MCNBTAHUaY CNeqyeT HanpasnaTe B WX
AA0EC, 8 TAKHE KAKHE WCNBTAHKA CNE0YeT BRNONHATE B COOTRETCTEHA ¢ Mprsurnamas GLP.

2 MNpumeHenwe MprUHUKMNOB HagNexawWwen NabopaTopHON NPAKTUKW
K KpaTKOCPOYHbIM MCCNefoBaHHAM

21 NprMedadra K NprHgunas GLP

211 Opranviauya i NepcoHan HCNLITaTeNLHOro weHTpa (1], nyur 11.1.2)

2.1.1.2 OGA3aHHOCTH AOMAHKCT DALMK MCNeITATENBHOMD UeHTpa ([1] nyudeT 11.1.2)

AOMUHHCTRALWA MCNBITATENLHMOMD UEHTPA QOMMHE HAIHAYATE 00 HAYana WCCNedoBaqHis B KaLYecTae
PYHOBOOMTENA HCCNEO0eaHHe COTRYOHMED, HMEIDWers CooTReTCTRYIoWee obpaloearme, BanvdHEaumia 1
CNEIT paboTe.

MapgaHue I'.'I-¢IH UWaneHOE
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JaMEHa pyKOBOOMTENA WCCNedosaHus Jon+sHa OwiTe NpOBEIeHa B COOTBETCTEMM © YyCTAHOBNEHHEM
MOQAOEOM H gorysedTHpoeana (1], 11,2 gl

Mpumesas e — HasHa¥YeHWE PYKOBOOWTENE HCCNEOOB3AHMR REMASTCA OOHWM M3 KNKYEEHX DEWEHKA INA
ofiecneqeHHA HAANEHELLETE NNGHYPCBAHUA, NPOEELEHHA WCCNednBAHNA 1 MODMUDOBEH WA 0T4eTE ob nocnegoearuu. Co-
OTEETCTEYSIUAA KEANARDAEILHA BYKOEDIMTENA WCCNE00BEHHA B DonNeWeR CTENEHM OCHOBRBAETCR HA ONETE, HEM Ha
yriyBnaHsom obpaiceasn .

2.1.2 MNporpaMma cBecnederdma kadecTaa (1], nyHeT 11.2)

2121 OBwme nomosenna ([1], nywser [L2.1)

HMonsimaTensH s d UeH T GonHeH MME Ty J0KYMEHTH POBAHH YD NporpamMy 00ecnedye v KavecTea, yTob
NOCECAMMBEIE B HEWM MCCNEJoBaHWA cooTEETCTROBANM [pKHLMNam Kagnemawed nadopaTopHod npaktex {[1],
myHeT 1L2.1.1).

NMpuMeaaHHE

1 Boe comnke a nporpammy ofiecneqedda KEHSCTES B HECTOALYEM CTAHLAPTE CREOYET UHTEPNPETHROEATE G yHE-
Tom Npusunnog GLP O3CP W (2] B oTHow esH i bl 38K0-EMMAHE CRAE HCCNeQ0BAaHUA CNeayaT NpH3HATE, HT0 Npoq@eE onyd-
MUEDEAHHEE CTEHAAPTE {HENPpUMep. ceprs MCO 9000) @cnoneaywT TepMuH <obecnevsHWMe EEYECTE3x B OPYrom
AHAHEHM,

2 [MokyseHTAUMA NPOrpaMmel obecneqeHina Ka4ecTEE A0NKHE BENOYETE B CebR OAMCEHME NEOBRNSH WA MHCNSKUKHA
HECNeNoBaHAR, MENEITATENEHB X WEH TDOE, NPOUSCo0E, KK Onpedansda e [£].

2.1.2.2 BUasl HHCNEKLAA

2.1.2.2.1 Vincnexyrn wccnenopaHii

MHCne UMy HecnegoBadid NRaHdDyeTeR B COOTEETCTEXM C XPOHONOMMER JaHHOM WCCNedoBa KA, kaK
NEaerNg, NEPESHAYANLHD NPOBCAMTCA BIABMNEHHE KDHTHYECKHE had MCCNegosaHHa.

2.1.2.2.2 VIHCNEeKUWH HCNGITATENEHEX LEHTDOR

MHCNEKLMH MCNEITATENBHBIX LEHTROR OCHOBLIBAMTER HE HA KOHEDETHRK HCCNEAOBAHKAK, 4 OXBATRIESKDT
OGLWHE TEXHAYECKKE CO80CTES ¥ BHOL QEATENEHOCTIA B DAMEAX MCNLITATENLHOID LEHTRa (MoHTax, cnywba
MNOOOEQHEA, KOMNLCTERHLIE CHCTEMEI, OOYHEHWE, MOHRTORHHI OKDYHIIOWER COedbl, TEXHHYeoKoe ODCNy -
BAHKE, KANWGPOBKA W T. 4. ).

2.1.2.2.3 HMucnexyms npougccoa

HMHCNeKUHH NPOUSCcCon TAKEE BENONHAKTEA HEIABWCHMO OT KOHEDETHLIX MCCNedoBsaHkiA, NPOBOLATCA C©
UEN5E MOHKTODHHME NPOUEQYD MNH NPOLECCOR NOETOPAKWENICA XApaKTEPa W, KaK NEaBWURo, OCYLLECTENARKT-
C8 Ha Bul BopodHold ocHoBe . JaHHble HHCTEKUMKH NPOBOASTCA B CRNYYAAK, KOMaa NpoUecs QOCTATOYHS YacTo ooy-
WECTENAETCR B MCNETATENEHOM UEHTPE, BCNeJCTBNE YErs CHMTARTCA Head@EeKTHEHD HNW HeWE NecooBpaaHg
MNECBSAMTE NECBEPKY OTOENBHBX MCCNEOoBaHKA. CNeayeT NRUaHaTE, 4TS NPOREOEHWE MHCNERUKA NPOLECCOS,
MNOBTOPAKWLMECA C OHEHE BECOKOR 9acToTol B X008 KOHKDETHOMD 3TANa, MOKET NDHBECTH K TOMY, 4TO HEROTO-
ple HOCCNeOOBAHMA HE WHCNEKTHRYIOTCA Ha WHOWBAIYANLHON OCHOBE B X008 MMCNEDHMEHTaNbHER ITAN0E
WoCnedoBaHHA.

2.1.2.3 OBA3anHocTi nepoconana no cbecnevesmo kadectea ([1], nyuer 11L.2.2)

MepcoHan no abecneqYeH e Ka4ecTea oBR3aH BRNONHATE, HE OFPaHHRYHMBAACE MK, HKENEREHHCTEH-
Hislg iy HELMA. [epcoHan No oBecneYeHd Ka4ecTBa ormHeH:

a) WMETE B HANAYHK KIS MNNADE BOEX YTEEDHOEHHEX MNAH0E MCCNE JOBaHHA W CTAHIADTHEX GNepaLM-
osHHEX npoueayn (COMN), MCNoNE3yeMsx B MCNETATENEHOM LEHTPE, M A0CTYN K TEKYLEMY BADHAHTY CCHOBHOMS
nnada-rpadmka;

b} npoeepaTte, yToGRlI NNAH MCCNeS0BaHMA COgep¥an uHgopmaumo, HeobxoguMys ana cobnngeHMa
MpeHUMNoR Hagnexaweld nabopaTopHol NEaKTEM . JadHan NpoRepEa GOMEHa OuiTh QoY MeHTUDOEAHA,

C) OCYWEeCTENATE CHCTEMATHYBCKHIA KOHTPONE 33 NPOBEeHHEM BCEX MCCMNEd0BaHHA B COOTEETCTEMM C
MpyHyMnams Hagnaxawed nabopaTopHol NpakTMKK, GOCTYNHOCTLID NNAH0B Hecnegoaaqua u SO nepooxa-
ny, BOBMEYEHHDMY B NPOBEOeHHE KCCenoBaH«a [1].

Mpumeswasne— HMi-33 BRCOKOA YECTOTEl @ PYTHHHOM: X3PAKTEDE HEKOTORHX CTAHIADTHEE KRETHICA0MHEIX
MECCNEN0BAHKWA, KEK YEAILIBEETOA B SO0HCEHCYCHOM AakyMensTe (2], He Tpefyercr sHonesT npoaaHea cnyxbon obecnedeHqn
KEYECTES KaHA0MT HOCNeA0BEHMA B OTAENEH0CTH B X008 3KCNEDHMEHTANBHOI0 STANA MCCNEeanaaH KA. [TEH HANMYEH NoOo-
fHbIx yCNO8AA NPOrPEMME HECNSKLWE NPOYECEE MOKET GXEETLIBATE HECNESoBaAHUA NBorg BALE. MepEoIHYHOCTE TAEMX
MHCNeKUUA goneHe BeiTe YKE33HA B yTEEpHOSHHB COM no ofecnedeHin Ka4eCTEA © yHETOM SWCNE, SAcToTh WiWnm
CAOEHOCTH HCCREQOEEHWA, NPOBGOUMEX B MCIETATENEHOM UEHTRE. YaCTOTA MHENEKWMA QONEHE DeITe YEA3AHA B COOT-
gaTcTay oWy COT no oBecneqaHdn KAHSCTER, 3 TAKKE Jon#Hs Deite SO, rEpEHTRPYOWHE, 4TO BCE TAKKE Npouscce Gy-
AYT PErYNARHO WHCNEKTHPOEATRCA,

2
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d) BHOCHTE B OKOHYATENEHLIA OTYET NOAFOTOBNEHHDE M NOONMCAHHCE 3AKMTICUYSHWE O BUGAX MHCNEELN-
OHHBIX NPOBEROK A GATaX WX NPOEEIEHKUA ¢ MMbopMaurei of aTane(ax) NpoBEPAEMOND MCCNEIoBEaHUA W aaTe
Nepegaqdn peaynsTaTos MHCMEETH POBAHWA A0MUHMCTEAUMH HCNBITATENLHOMND UEHTPE, DYKOB0OWMTEND NCene-
LOBAHMA W CTEETCTBEHHOMY WCCNEACEATEmo. 3T0 JasmoqYeHKe TAKKE QONMHD CoOQepsaTe MHopMaUro o
TOM, YTO NEPRMYHEIR O8HHE B WCCNEA0BAHAR OTRAREHE D 3aKMIOYATENLHOM 0TYETE OocToBepHo [1].

Mprmeyad«e— ECNA AHCNSKSHK OTOEMEHSIE WCCN8L0EEHNWA HE NPOBOOANMCE, B 38 Kn0qeHM cnysbe obec-
NEYEHEA EAYECTES JONMHO BRTe YBTHO ONHCEHD, KEKEE BHOE MHCNEKLWA (HANPEMED., MHCNSKLWA NPOUBCCOR ] W KorLa Hieinu
ocywecTaneHs. B saxnwvedid cnyefe ofecneusHen kaHecTas JomuHo OslTe YERIEHD, 4TO 3BKNKHMUTENEHE R oT4eT Brn
MOLESPIHYT AYAUTY.

2.1.3 Nomewenda ([1]. nyEeT 11.3)

2.1.3.1 Otwme nonosesda (1], nyeeT 11.3.1)

Pasmepe, yCTPORCTRSD M PACNGNOMEHHAE NOMELLEHWA 0NA NPoSe4eH e MCCne JoBaHKH A0MHHB OTEEYETE
330a4aM HCCNeqoBAHHA. NoMELWEHMA O0M#HE DbiTh YOTDOEHE TAK, YTODB OKAILIBATE MAHWMANBHOE BIAAHKE
Ha xo40 wccnenoeand (1], nyeer 11.3.1.1).

Mosewenna JoNHHe BuiTe CNNAHWEOEIHE TakkM obpalonM, 4To0k BeIN0D GDECHeYEHT MaKCHUMANEHD
HIONKPOBAHHOE NPOBENEHHE MCCNETOBAHHIA paInMYHbx BUgoa (Tance) (1], nyaeT 11.3.1.2).

I pPHAMEBEYEHAS— C-'E.'ILIE'DTE'EH HOH :'IFIDE.I'IE MOW, B NEpaEYD DYepeds ana BeonoriYeck X HoonegoaaH\si 1 vilio.
FENASTCH BOZMOMHOCT: IAMPAIHEHHAA TECT-CHOTEME]l, NE3TOMY WCNETATENEHBIE WEHRTDE QONEHE YCTAHOBHTE CREACTEE of-
CNYEMBEEHAA W NDOGEQYPel, KOTO PRI E-E'E-}'GRI:I EHO NPe0oTEpaW AT WHNHA KOHTPON#P YT BEQOATHOCTE TAKME JATPAZHEHHA.

21.4 ObGopypopanWe, MaTepHan W pearedTsl ([1], nyHeT 11.4)

OonwHo GETeE NPeLyCcMOTDERD NEQHOOMYECKOE TEXHWHECKDe ohonysrBanne oOopyQoBaHHe, MCNONEIY-
SMOTD B MCCNEA0BAHWM, BKNKHAR DErynADHEA NpouNakTHLSCKRA OCMOTR, YUCTRY, KANKEpoaky, B COOTBET-
CTEAN C COM. 3T padoTel GOMEHL CONPOBONIATECA COOTESTCTEYMILLIMAMI 3anKHcamMy. Kandbpoaky cnegyer
NEOBOOMTE B COOTBETCTEMKM C HALMOHANEHBIMKA WNK MEROYHADPOOHBEIMK CTaHOARTaMK Wamepedwa ([1],
nyseT 11.4.2].

I pPHMEYE3H®E— H.EI'I'-#IS-FIEIEI:.E OonsHa npy HeoBxogumcoTd oSecnedseate NEGCAEHHBEAMOGTE HIMEDEHHA,
FAKNHKYEHNWYHDCA B YCTEHOBNEHWY W CBRAZA C OCHOBHBIMY @IMINHECEnMY BENNYMHEMK, NOIOeRXHES MM COOTESTCTEY-
EIUMMHA HaUWoHansHeIMH ODraHaMK. 'ﬂ'ﬁ-l:lﬂ!r'nl}ﬂﬂ Hee Cnegyat nepadasyecid NRosenATE ANR GESCNeEHHA TOMHOCTH @3-
MEPSHKAA B TEYSHAE DNATENEHOND BpaMEHA. BewecTea, HCNDNBIyEME & ONA H.EJ'IHEFIIZIE-HH. A0MNHH: pACCMAaTpHBaATECA B K3-
HEeCTEE CTAHGAPTHLIX {IEFI&E'I...I:I B, HO HE OONMHE NOANEHATE 00038 TENLH OMY XDaHEHH K.

2.1.5 Tecr-cucreme ([1], nymer I1.5)

2.1.5.1 DHIHHECKHAE W XHMHHECKKE TECT-CHCTEME ([1], nyHxT 11.5.1]

Mpumedanme — CylwecTeYaT HacTWHHoE coBNageHde TpedoBaHui K oDHIMHECKHM 0 XHMMAHaCKAM
TeCT-CUCTEmMans B paagena [1.5.1.1 ¥ TakoeeiM K «OBopygopaduio: B paigene [1.4.1 [1]. Jauuos coanagesse,
NO-BHAMMOMY, HE WMEET NPAKTHYSCKOTD IHAYSHWA ONA Wocnegosaddih atore Tina. Ona ofopygosanks,
HCNONEAYEMOTND B (DHIMYECHHX M XHMHYECKHY TECT-CHCTEMAX, O0MEHO DETE NPedyCHMOTREHD NEPHOLHHECHOE
TEXHUSECKoE 0BCIYKMBAHKE  BLMICYER PErYNAPHLIHA NDOMEUNEKTUHECKMA OCMOTD, YHCTRY, KankbpoBky, 8 cOOT-
peTcTEMM c COMN, kak yrasano eeiwwe {[ 1], nyurT 1L4).

2.1.5.2 Buonormyecene Tect-cuctemsl 1], myurr 11.5.2)

Jna xpakeHys, pajMewe A, oDpatoTA M 33WHTE DHONOrieeckis CHCT2M JOMmEHE SETe COI3gaHsl Hag-
NEXaWe Yenoaua, cOecneYraaiolne A0CTOREPHOCTE NONYYasMbix pesyneTaTos (1], nyaet 11L.5.2.1).

BHOBE NOMNYYEHHLIE TECT-CHCTEME MHRBOTHOMD W PACTUTENEHOTS NPOWCKoEAEHWA A0MHHE BoblTe MIGnK-
POBaHL QNA OUEHKK COCTOAHWA X 300 p0BES. MPH BOSHAEHOBEHWA 3300N2BaHKA UMK CMEDTA JaHHYH NapTHIO
HE HCNONBIYIOT B MCCNE00BaHMK K NPW HeobxooumocTy BesboneaHedHs NOGEEpranT IBTanaikd, Ha MomenT
HA%ANA HCCNeJOBAHWA BEE CUCTEME AOMEHE BeiTe 300p0BE. TECT-CHOTEME, ¥ KOTOPBIX B X008 HCCNEqOBaHMA
DbiNH BRABNEHE 3850NERAHHA H TRABME, CNEOYET HADNHDOBATE W NEYH|TE, 8CMA 3TO HE0BX0QMMO ONA NGMHO-
Thi MCCNEOoBaHHA, JAArHoas 4 Nedeske NoSeEx 3abonesanii Kaxk B X008 HCCNEA0BaHHA, Tak W 00 ero Haqdana
Q0B BbiTe JOKYMEHTHpoERRE ([1], nyHeT [1.5.2.2).

Honwka GelTe NpEAYCMOTREHE PEMMCTPALKA JaHHEX Ob MCTOMHKEAX TECT-CHCTEM, aTax MX NoOCTyNNe-
HWA W COCTOAHKMK Ha MOMEHT NoCTyNnesna {[1], myusT 11.5.2.3).

Mepea NEPEOHAYANLHBIM BESOEHMEM HCNLITYEMONS MNK CTAH4apTHONS 06 bLEKTa HECNeAnBaHuA BUono-

THYECKHE CHUCTEME OOMMHE NDORTH MEDHOO  AKKNMMATHIAUMK, QOCTaToYMbBIR ONA aganTagdd K YCHoBHAM
HoocnegosadEA ([1]. nyukr 1L5.2.4).
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BoA mucbopmauna, Hecbxodrman 4na Hagnesawesd naeHTHEWEALMA TECT-CHCTE MBI, J0M#Ha GRITE YEa-
3AHA HA OBERAY NOMELWLESHWA UK HOHTERHEPAX. OTAENEHSEIE TECT-CHCTSME, KOTODEIE DONMHSE GbITe NegeBane-
Hisl W3 MY NOMEWEHHA MMM KOHTERHEDOR B NPOUSCCE WCCNEQOoBAHKA, OOMMHE WMETs COOTRETCTRYRILLYHD
mapedpoeky (1], nyaer 1L.5.2.5).

MNoMeweH e ¥ KoHTERHEDEI BNA COOE0HMAHWA TECT-CUCTEM NOLNeaT PerynapHonl yOopEe U CaHUTapHON
ofpatoTre. MaTepians, KoHTAKT MDY LWME C TECT-CUCT 2800, HE QOIHHEl COOeMHaTE 3arpAIHAKLWL MY BEWLECTE
B HOMMYECTEAX, CNocobHBIX NOBMNHATE HA X040 MCenenoeanda. MogeTUnKy ANR HUR0THEY CNEOVET CROSRDEMEH-
HO MEHATE. BCa CNydan MenonsIoeaHnA NecTHUW 0B JoN¥HEl e T ACKYMEHTHRpOEaHE ([1], nyHeT 11.5.2.6).

NMpuMevuaHHA

1 MHDOoOPMALSA O TECT-CACTEMS. ONE AOKYMEHTHRPOEEHWA pOCTA, XHaHecnocol HOCTH W OTCYTCTENA IAMPAIHEHEA
NAapTHA TECT-CHOTEM 7 Wiirg Tp2ByeTCeA BSdeHM e 38NACSR. BasHD, 4Tof 0 ANA neCnedoBaHK A 0 Witre Bend raesTadg ngupo-
BEHH W 33PErMCTRMPOBAHE NPOMCKOKGEHHE, CyBWTAMME W oBCN Y HHESHHE TECT-CHCTEME.

2 XApPEKTEpHCTHEE TECT-CHCTEME, B NEDE Y OHEpeds 4NA W CCNeO0BaH WA I wiIro: oMeHs Baxss 0Gecneyd uTe, 4Todki
TECT-CHETEMEl MCNONE30EAMNACE 8 COOTEETCTERW € TEM, KEK OMHCAHD B NNAHE MCCNEROBAH KA, @ HE DsiNW 3arpAzHeHs. 3To-
ro MGHHD QOCTHIHY Th, HANP@MED, NyTEM NEPYOLEHSCHOT0 TECTUPOBEHWA HA TEHETHHECKME MAPHEDE ., KD HOTHNE WM TEC-
THROBAHUA HE MHEONNAIMY.

3 M3IonAysa TECT-CHCTEM: NPY TPOBEIEHHEM EPETROCPOYHbIX BHOMOMEHSCHALE HECNEQOEIHAR MI0NALNA BHHEOT HbiX
MMM PACTHTENEHSIX TECT-CHOTEM MOXeT He noTpebopateca. B COMN WoNBITATENEHOMD WBHTPE ONMEHE SkiTe ONpeaanesa
CHCTEME OLEHKH COCTOAHNA 300 POELR (HANPHMED, ACTOPHYECKHE JAHHEE 0 KONOHAK W @HEOPMALWA O NOCTAELY@HS, Q8-
Hele HafnaaeHUA, CEpONGrHHecHEA OWeHEE) M NOCNeL Y0 LWE JeACTE®S.

4 KoHTpON: METEpMe APy HLUWE MATEPHAN0E B HCCNBA0Ea HEAK /N wird. ecbxognuc ofecnedneaTs, wTof aoda,
CTELNAHHARA NoCcyaE W npodes nabopaTopHoe oBOpyYO0BEHHE HE COOBDHANY BEWECTE, KOTOPLIE MOTyT MeWaTe NPoBeOe-
HHKI WCMBITAHSA. [NR LOCTHHEHHA DEHHOA Uend HeolioguMo BKNKYATE 8 NNAH HOCNEL0BAHWA KOHTPONbHEE FRYANE.
MepaoauyecEos TECTUPOEEHHE CHOTEM TAKME MOMAT NOMOHE QOCTHMEHEH 3TOR LENM.

5 XApRKTEPWCTHEE KYNeTYPaNeHOR CRP2k: TN CP2J, HEMPSOHEHTE # HOMERE NAPTHA CPen {HANZUMER, BH THERO-
THEW, ChIBOROTEA KPOBA W T. 4.] CNeayeT A0kYMEHTHROEAT, B COM cnegyeT pAcCMETPHEATE NPOUSCE NOATOTORKA U NEHE-
Ma TakWE Gped.

& Mononb302aHue TECT-CACTEME NDH ONPE0eNEHEbIE YENOBHAY HEKOTOPHE CTREHE — Ynedsl O3CFP MoryT npe-
HHMAETE PEWEHHE 0 NOBTOPHOM HCNONEI0BAHWH MWBOTHOMD ANKM OAHOBZEMEHHOM HONRTAHWH HECAONSKME TECTHRYEMbIX
OOBLELTOE HA OOHOM HEBOTHOM. [TpH 3TOM Baizai2aseT osabousHHocTe TEEA npofineMa & ofinacth GLP, kak seobeons-
MOCTh COXPAHSHWA BOSH WCTORHYECKOR GOKYMEHTALMM O NPCLNOM MCMONEI0EAHEM MHBOTHE X BD ECEX CNYYaARN, 3 TAKHE
YNOMWHAHWE 08 3TOM B 33KNKHUTENEHOM 0THETE. KpOME TOrD, HEOBX0AMMO GORYMEHTANEHD NOATEEDHOATE, HTOATH METO-
Abi HE COANEKT NOMEX NPY OYEHEE TecTEpyesMorolux] ofvairajos).

2.1.6 Tectupyemeie W CTAHQAPTHEIE 00 LEKTLI {oBpasust) ([1], nyHET 1LE)

2.1.68.1 XapasTepucTuka obeekroa wccnegopanma ([1], nyusT 1L6.2)

Kaw b TECTHPYEMEH ¥ CTaHIapTHLIE ofpasey gonwMeH DelTe BASHTUOMLWMDOBRAR COOTRETCTEY K LLMAM
0EpaIo KW HMETE ODLENDHHATLIE MEXOYHADOOHLIE HAWMEHOBAHWA (HANDHMED, KOO, PErHCTRAUHOHHBIA
HOMER CIPAROHHOR CNy#ibel No XHMAYECKDH NWTepaType AMepUEaHCROre xuMudeckoro obwectaa (CAS
Homep), HanseHoeradve, Buonoruyeckne nagametpe ) ([1], myseT 11L6.2.1).

OnA Npopeaesds KaX0or0 KOCNeqoBanKua QOMEHbl DblTh MABECTHLI XaPAKTEDHCTHEH TECTHDYEMBIX K
CTAHOADTHEIX COLEKTOR, TAKKE KAK HOMED NADTHH (CEDKKA], CTENEHE HHCTOTE, COCTAR, KOHUEHTRALMA W gpyrie
BANHLIE XapakTepiucTikd ([1], myuer [LE6.2.2).

Ecrnw TecThpyeMbee oObesTol NOCTYNAKT HENOCPERCTBEHHD OT CNoHCoPa, CNOHCOP M MCNETaTeNsHLIA
UEHTR GOMEHbl paipaboTarte MexaHinas, NoIaonALwEa iy BaesTiduLuposate (1], nyseT 11L6.2.3).

B TeueHHE KaMOoro WCCnedosaHHa HeoBxogumo NposepATE CTAGMNEHOCTE TECTHRYEMBIX W CTaHaaR-
THEIX O0LEKTORE B NPOUECCE WX XPAHEHWA B yonoBWas agchepuimenTa ([1], nyueT 11.6.2.4).

Ecrnv TecTUpyeMBIR 06 BEKT NDEaHA3HAYEH ONA NPUMEHEHWA B ONpedane ol Cpense, cneqyeTt yoTaHo-
BWTL EM0 OAHOPOOHOCTE, KOHUBHTDAUKKD U CTaBrNBEHOCTE B YCNOBKMAX 3TOR cpeabl. MpH NONEBL X MCCnegoaaH -
AX 3TH CBOWCTEA TECTHRYEMBX ODLEKTOBR (HanDUMEep, KOHTERHEDHLIX CMEeCer) onpedenswnT B Npouecos
OToENbHEE NAGopaTopHLIX 3kcnepumenTor (1], nyvuer 1L6.2.5).

OnA kasooro $CCneacspadda, EpoMe KpaTRocpodHoro, HeoBx0OuMo coXpadaTe ONA asandsa npobsl 1a
KamOod napTHK (cepuM ) TecTrpyenoro obwerTa ([1], nyaeT 1LE.2.8).

NMpumMedE=HUA

1 HeobzoOwmMo MMeTs QOCTOBEPHY R MHOODM ALK O XAPEKTEPUCTALER KEMI0A CE0 MM TECTHDYEME X WNK CTEHDAD-
THeix oleekToR, YTobbl cnocoBCTEOBETE NP@HATHE MHOPMALHA BCEMH CTREHEMA — Hnedanu D3ACP, pekomeHayeTca e
chydde HeoSxoguMocTH @OPMUPCBATE 3TY UHPODMEYHAI0 B CODTRETCTEWH C NEPECMOTREHEBIMY NDUHYUNEMH GLP. Ecin

4
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TECTHRYEMBIR OB BBKT HAXOQHTCR HA PEHHEN CTANHY pA3RESOTEN, TO JONYCTHMO ERiNONHATE ONPE]RNEH HE 3HANW THHECHOR
XAQAKTEQMCTURY NOCNE NpoBefeHna BUonornHeckore vccnenoradna. Ten He meHes, Heolxoosmo, YTobsl Qo wa«wana
HOCMEA0BAHHE HMENACE HEEOTOPAA WHEO PMALWA O XUMWHECEOR CTRYETYPE TECTHRYEMOro ofbarTa.

2 Yrolw cnocolcTECEATS NPWHATHID PE3yNETATOR HECNENOEAHME BOSMW CTPEHAMY — wneqsamin DACP, cTalune-
HOCTE TECTHRYEMEIX W CTAHLAPTHE X 08 LEKTOR B YENOBWAX XPAHEH WA JONMHE GNPEGENATECA NPH HEOBX0MMOCTH 8 COOT-
BETCTEWM C [MpeHunnams GLP.

3 CyWEecTEYIOT IHAMMTENEHEE BAaSNWHHE MEHAY TPEEOEIHUAMM OTOENbHBIX CTPAH — Ynedos 33CP, kacasuysmi-
CR CUSHKM KOHGESHTRAUWN, CTAOMNEHOETH 4 O0H0PIAHOCTH TECTHRVEMOrD 0OREKTE 8 CPEde HOCHTENA {PACTECPHETENA).
KpoMe TOMD, GNa HeRoToDRE KPE TROCPOYH bl BHON0MAYE CREX HENLITAHKHA HE BCETHE BOIMOMHO HOHOBREMEHHOE Npoaeqe-
HUE NEA06H R BHENWI0E. ECNH NG HEKOTOPEI X M3 3THX TECTOR BREMEHHON RHTEPEEN MEXLY NOGTCTOELOM i NRAMEHEHAEM
ofbdsg cTali#neHOM BEWECTES COCTABNAST BOETD HECKONERD MRHYT, TO ONpedeneHne cTabuneHooTe TECTHDYEMOrD 0bb-
SHTa MOMET BuTe HeoOocHoEaHH M. (TP HHNMER B0 BHAM BHUE LAHH S NPAYAH B, BARHO, wTobe anannTuseckue Tpefoea-
HUR BRNY YRAEHE B NNEHE HCCNEI028HUA 1 YTEEDHAEHE. 8 TAKEE NOAHOCTER WHTEHE B 33KNHMUTENEHOM GTHETE.

4 NaHHee, oTHOCAWWEeCA & [NyskTal ILE.2.4 W 11L6.2.5) pazgeny «XApakTepHCcTHES s TECTHRPYEMEE H CTAHLAPTHE X
oBpa3UoE B [1] (oM. BeIWE ), MOTYT BhiTe HEMIEEETHR B TOM CNYMEE8, SCIM fH I RO-XEM M- B CEME UCCNBNOBIHMA NROBONATCHR
HMEHHED O AX ONDe0enaH@a.

21.7 CrarpaapTHiee OnNepalnorHEe Npouenypkl (1], nyHeT 11.7)

Mfpharedadse—Npumeps, nprEsgeHHee B {nyHETe ILT .4 .4 [1]1{TRCT-CHCTEME), B CCHOBHOM OTHOCATCA & GHo-
NOTHHSCKAM TECT-CHCTEMAM, W NO3TOMY MOryT He COOTESTCTEOESTs HOHTEKCTY @HIWED-NKUMHHSCKHEY ACCNeJoBasH .
ALMWHHCTRELWA MCNBITATENEHOTD LWEHTRE HECET OTEETCTEEHHOCTE 38 OBeCNEYeHHE TOMD, 4T0 cooTaeTeTEyoW ne COMN paa-
pabioTaHe ONA HOCCNEOOE3HHR, NOOEGOHMEX B NOMELSH@EAN .

2.1.8 MNposegenude ioccnegosamsa (1], nyHeT 118}

2.1.8.1 Mnau wccneaoeanmA (1], nyuer L5 1)

MnaK nccnefosaHia B NHCLMEHHOM Brae gomsed OepiTe paspaboTad go Hadana woecnegoeanmka. Mnad
HCCNEAoBaHWA J0MWEH BHTE yTESDHAEH JATMPOBARHOA NOQNWCED DYKDBOOWTENA HCCNEA0EaHAA W Bepki-
UHDOEEH B COOTEETCTEMK C NpHHUMNaMK Hagnexawen nabopatopHol NREKTHKK NepeoHancs no obecnede-
HHKD KAYeCTRS, KaK OnucaMs B nepeducnadni b)), 1L2.2.1 [1], npuaagessoM Beilwe. [Nay iecnedosaH9ds Taske
ponseH BelTe YyTRE CEOEH A0MUHACTDAUHER WCNLITATENSHOMD USHTPA K COHCODOM HCCNegoBaHUA, 8CNK TEro
TpebyeT HALWOHANLHOE JAKOHOAATENECTED MW JAKOHOOATENECTAC CTPAHL!, HA TEPPUTORM KOTOROR NPOBO-
OAT HCCNeaoBaAHME,

COCHOBHON NNaH HCCNegoBasna MOMeT GblTe QONONHEH CNELWANEHEME NDHNCKEHHAAMA QN8 NPoBege-
HWA EpaTHOCLOYHEY MeCneaseaHii (1], nyueT 11L.8.1.3).

MpusmeydaHae — ECNd KOHKPETHOE KRATHOCQOMHOE WCCREJ0BAHWE UMK CEPMET TAKME WCCNES0BaHWE NDoEG-
OATE WCNETATENEHOM UEHTPE HASTO, TO UENecooSpa3IHD NOArOTOEM Te BAMHEIA OCHOBHOW NNaH HCCNel0EAHAA, CO0E pHE-
WhAE BENEWYH Y4acTe 0GWeR AHPOPMALNE, YEEILREBESMOR B aTOM NNAHE, W 3ARAHSE YTREERMAEHHEA A0MHEHNCTRAELHER
WCNETETENSHOMD UEHTPA, BYROBSAH TSN M AME] HCCNBQOBAHHA, OTEETCTESHHEIM{ MK ) 32 NPOBEOEHWE TAKWX HCENSL0EA-
HUA, W cnywboR ofecnedaHrn La4acTRS.

HononseHWA K KOHEPETHOM Y WCCNE008EHHD. EXO0RLWE B AAHHE B NNEHH {HANDUMEeD, nogpobHar neopMauua o
TeCTApYEMOoM OB BBKTE, LATa HAYMANE SHCMBPWMEHTA), QoNKHE OkiTh WAGAHE B KAMBCTEE JONONHUTENBHOTD QOKYMEHTAE,
oBAZATENEHD NOANACAHHOND CTESTCTESHHRIM PYSOBOOWTANSM Wwocnegdoaasur. TaguM obpaioM, NNEH ACCHEQOBEH WA
npegcTagnaeT cofof KOMBHHUPOBAHHEIA ZO0RYMEHT (OGIWHA NNEH ACCNS40EAHAA W ADNONHEHAA £ KOHEPSTHOM Y HCCNE0-
Basum). Baxso, 4Todel JaHHES SONCAHSHWA 8 KPATYAEALWLME CPOKH NPeA0CTAENANACE 30MAHHCTRALWH UCNe TATENRHOTD
GEHTRE # NepooHany no oBeCneye HHID Ea4ecTaS.

2.1.8.2 Cogepxanke nnada wecnedosanna ([17, nyuer 11.8.2)

Mprmedads e — CoNepHaHiea NONHOTD NNARE MCCNSA0BAHKA (T. 8. OCHOBROID NNEHA WCCNEAoBAHWA W 0oNon-
HEHWR K KOHEPETHOMY WCCMSQoBAHE) AOMNKHE COOTESTCTEOEAETE ONMCAHWH B NepechoTpedsk MpHaurnax GLP O30
HPOME BOSMOMHEIN HCKMOYEHUWA, yRa3anAHEX Htwe. MNEH ACCNe80BAHKA JONEEH COO0EDKATE CNANYHWLHE CREOSHMA, HO He
OrPAHHYYEATECA MM

“HopManrs of MCCNEnoBAMWK, TECTURYEMOM W CTAHGADTHOM OGRerTax:
a) NoNHoe HAMMEHDBAHWE MCCNEN0BIAHMA,
b) cyTew uens uccnegoeanua ([1], nepeywcnenwaa), by ILE.2.1).

I PAMEBY3HMNE— NanHen MYHET = ET OETs anywsH, 2CcnA HEOBEOGUMEA MHBOPMaLUA COOSpEUTCH B
MONHOM HEHMEHOBEHHK HTCNedDEaH A,
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C) ONWCAHKME TECTHPYEMOrD COLerTa C YEAIAHWEM KO4A UK HaUMMEH08aHKA [No HoseHknaType Meigay-
HAROOHOMD COKIAE TEOPeTHYSCKDW W NPUENagHoA xkMid (IUPAC), perdcTpaudoHHBIA HOMED CNpaBOo4MHON
CAYRGE MO XMMASECKONR NHTERaTYPEe AMEDHEIHCKOMD XMMUHecsoro obwecTtaa (CAS), BUONOrHYeckde xapak-
TEPUCTHEM A T.M.],

d} MenonsayesMeld cTaHZapTHEA (KOHTRONEHBLIA)} 0BwekT ([1]. nepeyrcnenwac), d) ILE.2.1);

apyrve Npobnessl, OTHOCALWKECA K NnakHy (rae HeoSxogussn) (1], myusr 182 5):

a} obocHoRaHWe BR00pa TECT-CHCTEMEI,

b} xapakTepHCTHEA TECT-CMCTEMbL. BWO, pOO, WTAMMK, CyGWTaMM, ACTOMHHE NPUMOGPETEHMA, KONK-
YECTEO, JHanasoHsl MAccul TENE, NoN, B3IPACT W SPYIran CYWeCTEEHHAA MHopMauXa,

C) cnocolb seedeHds W obocHoBaKKE ero BsIGopa,

d] YPOBHK 003 WIANK EOHUEHTRALMKIKMAY, 4acToTa W NPpoasnEKTENEHOCTE BESOSHWANpHMeHaHHA ([1],
negevrcnesus al — d) 11L.8.2.5).

Mpumeswas e — PACCMOTDEHNE BIWENEpEMLCNasHEy Npobnew [nepsancnedsn a) — d)joseT He Tpebo-
BATLCA ANA G HIME0-KHMUMECKME HCCNELOBEAHUA,

2} AeTansHAA HHPODMALKA O NPOSETE IKCNSPUMEHTS, BEMDYAA GNUCaHne NPoLenyD Mecnagonaqus o
XKPOHONOrHYECKOM NOPRAKE, BCE MCNONEIYEMLIE MaTOOL, BELBCTER W YCNOBMA NPOEESEHKA MCCNEd0EaHnA,
BUOE W YACTOTY AHANKIOR, KAMEDEHWA, HABMIOeHAA ¥ NPOBEROK, CTATUCTHUYECKKE METOOR 00RaBaTK OaH-
HEIX (NpA HanuduiE) (1], nepedvcnesne e} [1L8.2.5).

Mpumesas e — HHPOPMBELWED JONYCEKASTCA NOLABATE B KPATKOA, CHATOA (rOpME, WA OO CORMKOA HE8 C00T-
paTCcTEyw@e COM wne FykoBOACTES NO NPOBEDEH M OB TAHHA.

2.1.9 OTt4aT o peaynsLTaTax MccnegosadKi ([1]. myuer 11.5)

2.1.9.1 Obwwe nonosernd ({17, myusT 1.9.1)

Mo OEOHYaH KA KaWAOTS KCCNEO0BaHAA JorneH BelTe NOAMSTORNEH 3AMI0SHTENBHEIR oTYeT. B cny4as
KPATHOCOOUYHEE MCCNE00BaHWA B CTaH AN THIOBAHHLIA JAKNOHHTENbHER OTHET JoNYCKaeTeA BKNKHaTL CooT-
BETCTEYIOWEE NPHNomeHEAe (1], myReT 11.9.1.1].

Mpume«wa«s e — Ecnu HPATHOCQOYHE e HCCNE00B3HEA BRINONHAOTOR & WENONEI0 BEHWSM GHWWE NNAHGE Ho-
CRed0BEHWA, TO MOEKET I'II:ITFIE'ﬁDEETI:Eﬂ CoA0aHWE CTAHLAPTHIAPDEEHHRIE 3ZKNKMUTENREHEX OTHETOR, COOSPEAWIWE
Eiifl.l'thd.l'g,‘ﬂ HALTh TFl'E'E'yE MO ONA TaKAX 0THaToR 0fLLERA HHPOPMALWA W A0 AHEE yTESDAAEHHE X AOMUHUCTRAGMEeS WCNLITA-
TEMNaHITD LEHTDE W DYRIBOOUTENSM[AMIE] WCCNeHOBEEHWR, OTESTCTEEHHBIM{EIMKM ) 38 NPOEEHEHWE TAKME HCCNeOoBEa HEA. ,HCI-
NSNHWTENEHAR HH¢IIZI|:I‘HE UHA & HOHERETHE S WECNEQ0EaHHWAK, BENHDYEEMEA B JBHHEE OTHETRI {HANPAMER, I'I\'.'l.l:l|:ll:|-ﬁlr|EE| M-
POPMALMEA O TECTHRVEMOM ofbekTE W NoMyseHHE R ACNEHHE X PEIYNLTATAE |, MOXET GkiTe 33TEm BENYWSHE B £AYLCTER
AONONHATEN EHOMS QURYMEHTA, TOANHWCAHHOND 1 DATHROBAHHOID PYEDECAMTENEM MCCNEQoEAHMA. HEJONYSTH MO MCNONLIG-
EaHWE CTAHOAPTHIWPOBAHHOMD 3ZRNEHTENBHOMD OTHETA, BCNW ANEs BCCNefoBaRWA NepECMETPHERETCA MNW WiMenAETCA
A0 MNW B0 BPEeMA NPOEEGEHWA WCCRENCEAHUA, KPOME CNYHE8E, KOMNE B CTAHLAPTHIMDOBAHHEIH IBXNHKYHTENEHRIA OTYHET
EHOCAT COOTRETCTEYHIW HE HEMEHEHWA.

2.1.9.2 CogepsaHye sasniountensHorg otdeta ([1] nyset 1.8.2)

Mpumesas e — CoNepeasie 3AENKYUTENEHGIG OTHETE B8 nonHoM obfbeme (T 8. CTEHABQTHIMPOBAHHOMD
ABKNHMTENRHOD OTHETA W QONANHEHWA K 0SKDETHIMY WECNS0BAHMK ) BOMNSHD COOTRSTCTEOBAT: GNUCEHHMED, NDUBEIANH-
HOMY B NEpecMoTReHHEE Mprsuings GLP O3CP dpoMe yra3aHHE X HIHE ACHTDHEHUA.

3AKMNOYATENLHBLIA OTYET JOMNMEH COOEDHATE CNegyiowyk HHOODMALKED, HO HE OMaHUHUBATLCA e.

- HOEHTHERMKALMOHHEE JaHHBE OTHOCHTENEHD WCCREOO0BAHWSR, TECTHDYEMOrS W CTaHJapTHOMRD
O BEKTOR!

a) paIasepHyToR HAKWMEHOBAHWE!

b} MogHTUHEAUHOHHEIE JaHHBIE OTHOCHTENEHD TECTHDYEMOro 06LekTa — Kog WK HAWMEHOBAHNE
(UPAC, CAS HoMep, GHONOMMYECKWE XARaAKTEDHCTHEY W T, 4.);

C) WaeHTHEMEALMA CTAHDARTHOMND GO BEKTA © NOMOWED XMMKYECKOID HAWMEHOBAHKA,

d} xXapaKTepHCTHEM TECTHRYEMOID OBREKTa, BENKHAA YWCTOTY, CTABWMNEHOCTE W OQHOROOHOCTE ([1],
nepeducnedds aj — d) 11.9.2.1).

Mpumesaunmne— B‘:ILIJE'?'H&SEH:-!III'E' MOMET BeTe HENQHMEHAMO, 82NH ACCNeqOoEasMe NPOBDART © UWEeNeH Gnpe-
AenesHA TEKAK QaHHE X

G
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2.1.8.3 ZakndeHue

B aakni4deHin nporpamiiel 0Gecnade A KA4ecTEa NepEYMcNAKNTCR BEOL] M 0ATh NPO2EZEHHEBE MHCNEK-
UWA, BEIMYAR NPOMHCTEKTUDOBAMHRIA 3TAN (3Tank), a TaKke 0aTki HANDARNEHAA OTYETOR O PEIYNETATaX
HHCMEKLMA A0MUHACTDALAM HCMBITATENEHOM UEHTRA, DYROBOIWTENN KCCNEN0BAHWA W OTEETCTEEHHOMY [biM)
socnegoeatenolam) (ecny npuMeHrsn ) JadHoe 3anoYe e CNYHAT NOSTEEPHASHWER TOMD, 4TO 8 3aKNK4In-
TENLHOM OTHETE OTPaKEHS NepBUdHEE gaHH e ([1], myHsT 11.9.2.4),

I pPAMEBYEHAESE — Moser noHanoGeTeCR aT PA3WTE NDCEELEHHE HHCNSHL M NROUECTE, B sakniMeH M Eﬂj‘l{ﬁlﬂ
clECNEMEHWE KAYSCTER GONMHD DalTh SaTHD YESIBHD, WTD 38 ENHNYETENEHBIRA OTHET Gen NOOBEPTHYT S OHTY.
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