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Mpeaucnoewne

Uenu, ccHOBHBIE NPUMHLMNEL KW OCHOBHOA NOPAACK NpOEEAEHHA paBoT NO MEMIoCY J3PCTBEHHON CTaH-
OApTAIaUWM yeTauoaneds: MOCT 1.0—92 sMexrocynapcTEEHHAA CHCTEMa CTaHIapTHIaUHK. OCHOBHLIE
MOMoMeHEA» | MOCT 1.2—2009 «MexrocyoapcTeeHHan CHCTEMA CTaH0apTHIaUMd. CTaHOapTE MERrocy-
DAPCTESHHLIE, NPABUNE W PEKOMEH DAL MA N0 MEXMOCYIAPCTEEHHOH CTangapTHaaymy. Noasuna paspatoTeM,
MDMHATA, NPWMEHEHUE, CEHOBNEHHA W OTMEHEI %

CeepeHWA 0 cTaHOapTe

1 NoOOroTOBRNEH:

PefepankHBEM MOCYLADCTEEHMEIM YHHTADHEIM NPpeInpHATHEM «BCepoCCHACKMA HaYYHO-WCCNeaoRa-
TENLCKAR LEHTD CTaHgapThiaaunmd, WHopMaurh W CepTHRWKILMY Chiped, MaTEpHancs v BEWEecTE:
(YT «BHWMLCMBx );

TeXHAYSCENM KOMHUTETOM N CTAHJARTHAaUMK TK 339 «BeaonacHocTe CHpPER, MATEDMaNnos ¥ BEWECTE
enepansHoro argHTCTEA NO TEXHRYSCKOMY DeryIIADOBAHHID 1 METRONOTAM,

Meaxrocy1apcTEEHHBIM TEXHUYECKHMM KOMMTETOM Mo cTasgapTraaymy TK 338 «be3onacHOCTe ChIpLA,
MATEDHANOE W BEWECTEY

2 BHECEH ®egepanoHbii areHTCTEOM M0 TEXHHYSCKOMY PENYTHPOBAHWKD B MaTDonor9

3 MPHUHAT MesrocyoapcTEEHHEIM COBETOM N0 CTAHOAPTHAALMK, METRONCSTMM WM cepTudMkanmM
(npoTokon oT 9 woabpa 2012 ro Ne 53-I1)

3a NpUHATHE CTaHOADTA NPOrenNoOcosani;

KPL! TEDE AAMMEHOESHAE CT AR HD.:I CTRAHE] Cﬂﬂl’.l.!l'.l-EHHﬂE HAAMEHIAIHAE ASAOHANERDITD JOrad
no MK ACS 2166} D04—47 no ME A4S0 3168} §04—1a7 No CTEHQApTEIANAR
AprEHUR A MuHzkoHoRuEM FPaonyBnugn ApueHdn
Eenapyce BY MecoctangapTt Pecny@nued Banapycs
Kb prod3cTEH ] KepresscTanmapt
Mongoas Mo Mongoea-CrasaapT
Pococuicean denepalyni U PococTaHnapT
TansuEucTaH Td Tag#HECTaHQspT

4 HacToAWMA CTaHOapT MOSHTHYEH MarayHapoasomy aokymedTy OECD series on Principles of Good
Laboratory Practice and Compliance Maonitoring — Mo 8 — The role and responsibilities of the study director in
GLP studies: 1989 {Pone W oBA3aHH0CT A PYEOBOOWTENR MCCNeNoBaH E, NOE3IMMEX B COOTBETCTEHM © MpHs-
UmnamK Hagnesxawen natopatopHo npakTrin: 1989, Mo 8 na cepun gokymeHToR OpraHnaaymy 3KoH0Mueac-
KOO COTPYOQHAYecTaa 1 pazentua (O3CP) o Npaugunax GLP 1 sosdToprure cooTeeTeTEMA ).

MexgyHapogHsi gokymeHt paspatoras Paboven rpynnoi O3CP no GLP.

Mepeaod C aHMARCKONS A3kKa (an).

OHHLWANEREIR JKIEMINAD MEXAYHAPOOHOTD ACKYMEHTA, HE OCHOBE KOTOROMD NOGroToENEH HACTORLLAA
MEMTOCYIAPCTESHHLIR CTAHOAPT, MMeeTeR B PegepansHomM areHTCTaEe NO TEXHWSECKOMY DEryNHDOBaHHID |
METDONOrHN.

CTeneqs COOTEETCTEMA — WoeHTih4Han (IDT).

B HacTOAWKA cTaHOapT BHECEHD CNEeqyIoWEs PelakUMoHHOS HAMEHEHHE HAMEHEHD HAMMEHOBAHWE
CTaHgapTa.

HavmeHoBaHWe HACTOAWSID CTAHIADTA WAMEHEHS OTHOCUTENSHS HAMMEHOBAHKA MEROYHAPOLHOM
ACKYMEHTE B CEA5M C 0CODEHHOCTAMM NOCTROEHMA MERTOCYAARCTEEHHONR CHOTE MBI CTAHOARETHIALMM

5 Mpwurazom PegepansHOrs areHTCTEA N0 TEXHWHECKDMY DEMYH POBAHWIO WM METRoNoriK 0T 27 oevabpn
2012 1. Me 21 58-cT mexrocyoapcTBeHHeli cTangapt MOCT 31881—2012 aeeged B 08 ACTEME B KAYSCTER HALMK-
OHAMNBHOTD CTaHgapTa Pocciickol Senepadiad ¢ 1 AdeapA 2013 T,

& BBEJEH BMNEPELIE
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Hucbopmayua of usManenugx X Hacmoswesy cmandapmy nybnukyemcs g exezodko yadasgasmom
UHRCEMALYLOHROM FREZEMENE « RALUOMaNEHES CRIaNdapmeis, & IMEKCHT ULAMEREHU DT U TONDAG0K — & SXaMa-
CAYHO Ladaeaemely UHIDOJMALUOHNEIX Yiadamenax eHayuonanksbie cmandapmes. B cayyae nepecMompa
(FaMEHL) UL OMMats RACMOALWESD cmandapma coomeamomeyiolwes yaadomnenua Bydem onySnukoaano
8 BEXEMECAYHO LU208ASMOM UHBOPMEUUOHHOM Yiasamens s HaluosansHee cmakfaomats. Coomeemomay-
HOWAR UHGOOMAEYLUR, yaedoMNeHUE U MEKCME DAaZMEWaDmcs makxe @ uribapraluasnod cucmeme obilesn
MOMLI0ESHUA — Ha ohuyuansqoM caldme QedepansHos0 a2eHMamMEsa RO MEeXHUYECKOMY DESYIUDOEIHUN U
Mempanoaul 8 cemu MimepHemn

S CTannapTaHcdope, 2013

B PoccHackod TedspauMil HAcTOALLMA CTAMAAPT HE MOEET DT NOMNHOCTRI0 HMH YacTHYHO BOCNpoKMane-
feM, TUDARKWPOBAM 1 DACNPOCTRAHEH B KEAYECTES OMDMUMANEHOMS KAOAHKA el paspelueHda DefapaneMoro
AreHTCTES NO TEXHWHECKOMY PErYNHPOBAHKIO W METPOMNOTAH
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BeepeHwne

B pamkax TReTeErd KOHCEHCYCHOMD CHMNO3MY KA DRraHd3agui 3RoH0MUYECKDOrD COTRYAHUHECTER M pal-
puTvA (O3CP) no nagnexaweld nabopatopuol npakthee (GLP), cocToRewerccA 5—8 owtabps 1992 r. e
Mutepnasese (Interlaken), IWeekhuapua, Pabodas rpynna a€cnepTos Nod NpescenatenscTeos f-pa Jaewaa &,
Mypa, pyYKOBOOWTENA ORTaHa MOHWTOPWHIa cooTeeToeTEMA NpuHuunas GLP Benwkobputanuen (Dr. David F.
Moore). ofcyguna eonpoc ob meTepnpetadn MNpuHuunos GLP npuseHsTensHs K ponn 4 OTEETCTEEHHOCTI
PYEOROOWTENA MCCNeqoBaHKa; AoKNag4rEol CHMNOInyMa Sein 0-p Xanuy Peyer, Weelyapockoe deaepanis-
Hoe Giopo 0GWeCTEEHHOrD agpasoaxpanieHia (Dr. Heinz Reust). YyacTHvEami Paboded rpynne Geand npea-
CTABMTENKH KAK HALMOHANBHBIX GREFEHGE MOHWTORKHIE COOTBETCTAEWA MpdHuMnam GLP, Tak 4 MCNeITATENBHBIX
naGopaTtoplid ABCTpHH, Kanaaesl, Poccvickod Pegepausmy, TuanaHgud, Mepamadyyg, JSnoHgn, Hugepnadoos,
WeeAuapr«, BenveoDpuTadgeg i CLUA.

MpoekT paapaboTadqoro Paboded rpynnoi JokyMenTa Bein Hanpaenad cTpadam — dnedas D3CP an\
EOMMEHTARWER. HA OCHOBAH KK NOMyYEHHE KOMMEHTADKER TEKCT GolN NEPECMOTREH W paccMoTReH [pynnoi
O3CP no GLP a npouecce NATOrS coseWwaHna B mapte 1993 r. anAa BHeceHnA NoNpaeck, 2 aaTem Hanpasnad
ONAPAcCMoTDEHRMA HA COBMECTHOM 3aC203HKMK MDY NNL MO XMMAHECKHM BEWLECTEAM W Y NPaBNAMWErD KOMKTE-
Ta CNeUWansHoA NPOTpaMMel KOHTROMR XMMUHECKHX BeWecTE. B xoge 20-A CECCHH COBMECTHOMD COBBLYAHKA
DOEYMEHT CBHECEHHEIMA HEIHAYHTENEHEMK PEOAKUATHREMKA MIMEHERMAMK DolN oA0DpeH H PEKOMEHLOBAH K
CHATHIO GrPaHMHEHIA B M0 HENONEI0BAH KA NGO 3MMA0H FeHepansHOrs CeKpeTapa.

B coeTe NpMHATAA B 1997 1 nepecMmoTped e MNpusgunos GLF O3 CP HacToRAWWA KOHCEHCYCHBIA J0KY-
MEHT Gbil PACCMOTOEH W MCNPABNeH ONA NPHESJeHHA Bro B COOTEETCTEME © HIMEHEHWAMK, BHECEHHEIMH B
MpuHUKne GLP O3CP, nocne 4ero Bein ogobpes (a Noake W paccekpedeH Nod 3rdaod reHepansHoro cekpara-
pR) PaGosel rpynnagd B anpene 1999 1, a 3aTem W Ha COBMECTHOM 3acefadii KOMUTETE No XMMAYECKHI
pelecTaam W Paboysi rpynine No XHMAYeCEHM BELACTEAM, MECTUUWIAM 4 BHOTEXHONOMMK B asrycTe 198081
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M E X 0 C ¥ O APUG CTIBTEUHHGB K CTAHIOIAPT

NPUHUWMNE! HAONEXALWENA NABOPATOPHOW NPAKTWKW (GLP)
Ponk W 00AIAHHOCTH PYHOBOOMTENA MCCNEfoBAHKME B cooTRETCTEMH C MNMpyHuMname GLP

Frinciples of Good Laboratory Practice {GLF).
Ihe role and responsibilities of the study director in the application of GLP Principles

OataBeegeHuA — 2013—01—01

1 OBnacTs NpUMEeHEHUA

HacToAWMIA CTaHJapT CNMCHBAET ponK M obA3aHHOCTY PYHCROOMTENA ACCNEQ0aaHMA, KOTOpoE Npoao-
OWTCA B HCNBITATENEHOM UEHTPE B COOTRETCTEMA ¢ MNprHurnans GLP.

2 Ponb pykoBOOAWMTENA HCCNeOBAHWA

2.1 PyEOROOWTENE WCCNEACRAMWA ABNAETCA UEHTPANBHEM 4 0AHCTESHHBM NALOM B oDacneqeHni
KOHTPONA HCCNeaSBANKA, MNP 3TOM 0H HECET OCHOBHYID OTBETCTEEHHOCTE 34 06WEe HaYYHOE NPOBEdeHHE
HCCNEaoBaHUA. MIMEHHS 3TO ABNAETCA NEPBOCTENEHHDA PONBID DYEOBOAWTENA MCCNEO0BaHHA, W BCE Wano-
#eHvse B Nouauvnax GLP obaiaHHocTi 4 OTEETCTEEHHOCT BRITEKAOT M3 Hee, ONWT NOK3ILIBasT, 4T 8CnK
OTEBETCTBEHHOCTE 33 HAANEKALEE NPOBELEHHE HOCNEJ0RAHKWA BOANAFAETCA HE Ha OOHO NHUD, TO NEpCoHan
MOMET NONYy4are 0T HAX NPOTABOPEHHELIE YEAIAHKWA, 3 3TO, B CEOK OYepelb, MOMET NDABECTH K HEYIaYHOR
pEANHIALNA NNAHE MCCMEJ0EIAHNA, NOITOMY HA YCTAHOBNEHHLIA NECHOL BDEMEHM MOXKET HEIHAYATECA TONLKD
SARH PYHOBOOMTEMNE MCCIEOSBAHA .

2.2 XoTA HEKOTOpLIE W3 OGAIAHHOCTEHd DYEOBOOWTENA WCCNenoBEaH|A MoryT GbiTe OenerivpoBaMe,
HaNpHMEep B cRy4Yae cyBnogpagHorG KCCNENoBEaHMA, PYKOBOAKTENL HCCNEA0BAHMA HE MOMET NepeaaTe CROID
CCHOBHYID OTBETCTEEHHOCTE B KAHECTEE UEHTRANBHOMD M 8QHMHCTBEHHOMD NKLEA NDH OCYILECTEMEHKH KORTRONA
HCCNEaoBaAHKA.

Tars obpasom. QOIHHOCTE PYROBOOKRTEN S HCCNegoean kA NpeHaHaqveHa ans obecneyeH ua KoHTpOna
HAYYHBLE, 3AMAHWCTPATHEHEE M HODMATHEH X SCNEKTOR MCCNeIoBaHWA. PyKoBogrTeNs HoCNe oBaHne peLwwa-
T aTy aagady NYTeM KOopIHHALMA JaHHbX, NPEROocTasNSeMbly AQMAHACTDEUWEH KCNBITATENBHOMD LEHTRE,
HEYHE M TEXHNYSECKHM MEpCoOHAN0M W NEorpamMson cbecnededns kaqvecTea.

2.3 MNpyunposegesiia MCCNeqoBaHHA Ha HECKONBEHAX MCNBTATENEHEX NMNOWANKaX PYKOBOOHTENE MCCTE-
OOBaHKA HE BCErLa MOMET OCYLWECTENATE HENOCPESCTEEHHBIR HAOI0P, NCAToMY NPOUEOYPLl HCCNeZoaanna
MOTYT KOHWTPONMWDORATECH Hagnexawrn obpaiom nogroToBNEHHEM, KBaNKMEHMUMPOBAHHLR M OB THGIM
COTRYQHHEDM, 3 HMERHD, OTEETCTREHHEIM MCCNegoBaTenam. OH, JEACTBYA OT MMEHH DYKCBOOWTENA HCCNeqo-
BAHWA, HECET OTEETCTEEHHOCTE 34 NOCEEOSHKE ONPESENEHHMBIX ITAN0E HCCNeJoBanMA B COOTBETCTEMM C
OeRACTEYIOWHE K MpUHLMNamMy Hannesaled NnabopaTtopHoM NpakT MK,

24 C HayyHol TOUKKM 3pEHHMA DYKOBOGUTEN: HCCNeJoRAHMA = 3TO, K3K NDEBMNG, YYeHRIA, OTBEYaRIWHIA
38 padpaboTey M yYTEBEDHAE HKE NNAHA KCCNEAoRAHKA, 8 Takke HabnoaeHue 3a cOopoM DaHHBIX, HX AHANMIOM K
COIGAHHEM OTYETA. PYKOBOOKTENE HCCNEOOEAHWA TAKKE HECET OTEETCTEEHHOCTE 33 COCTARMEHKE IAKMIIHN-
TenbHBX 0EWMx BeBOOOE 08 KCCnedoRaHHK. HENAACE BEOYIWLMM YYEHEIM, PYHOBOOMTENL MCCNed0BaHIvAa O0-
#EH EOOPOMHWDOBATE CBOW OSHCTEWA C OpYTHMH YYACTEVIOWWMH B WCCNegooaddh yHeHbiMi  didne
OTBETCTBEHHEM{M ] HCCNEI0BEATENEMIAMM ), COXDAHAR MHEDODMALNID O NONYHEHHEX KMKA B X008 HCCNeZoaaHikna
pEAYNLTATAX M OUEHABAR COOTBETCTEY IOWHE WHINEWIYANEHLIE OTHETLl GNA BEMKYEHUA B 33KNKYHTENEH A
OTHET 0D MCCNeqoBaHHK.

MagaHue ohMUuHansHoe
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2.5 CagMHHUCTRATHEHON TOUKH JDEHWA PYKOBOOMT &Nk MCCNEQ0BaHMA JOMHEH 3aNpaLWHEaTE K KOO pOM-
HHPOBETE NPEOOCTABNACMEE aOMUHHCTDALMER WCNETATENEHOMD WEHTPa PECYDCE, TaKWE Kak NepooHan,
0GOopYOCEAHUE K NOMEWEHNA, YTODE 0BECNEYMBATE MX COOTEETCTEHE W BOCTYTHOCTE ANA HAGNERILWErD Npo-
BEOEHWA MCCNEA0BAHKA COFMAcHD NNaHy-rpadiuky.

2.6 PysonogWTens WCCNedoBaHWA TAKKE HECET OTEETCTECHHOCT: 33 COOTDETCTBME BRINONHASMEX
patoT perymMUpysoLLEMY (HOPMATUBHOMY] OoyMENTY. BICTYNEA B 3TOH ponK, pyKOBOOWTENE KoCNeNoBaHWA
HECET OTEETCTEEHHOCTE 38 OBECneYe i NposeSeHHA HCCNeqOBaHKA B COOTRETCTEMA ¢ MprHLMnany GLP, B
KOTOPEIXE YHATEEASTCA HA HEoBXOOMMOCTE NOONWCAHWA PYKOBOOUTENEM WOCNEIoBaHWA JaKNI0YMTENEHOM
oTHETa 0f WCCNEA0BAHMW, NOOTEEMMASI0LENs B0 TPOBE0EHHWE B cooTEaTCTEME C MprHuMname GLE.

3 OBA3zaHHOCTHM dOMHHHUCTPAUMK MCNbITAaTENLHOMD LeHTPA

AOMAHMCTRAUKMA HCHETATENLHOMS UWEHTPA HECET OTBETCTEEHHOCTE 3a obecnededne paboT ueHTpa B
cooTaeTcTedd ¢ Mpwauwnami GLP, yto exnkyaeT addrer TMaHyD oprasysauunio so scex obnacTAx gearenk-
HECTH W HAAHAYEHWE GOCTATOHYHOMD YHCNa KBANMEHLMPOBEHHBLIX ¥ GNbITHEK COTPYAHMKOSR, B TOM SHMCNE PYES-
BOOWTENSW MCCNedoBaHKA, 8 NpW HeobXoaNMOCTH NPOBEIeHWA MCCMeO0BaHHA Ha HECKONBEEWK MNoWankay —
OTEETCTEEHHOMND! bIX) MCCNEOoBATENA{2H ).

3.1 Haavavyenwe pyxoBoAMTENEeA HCCNedgoBaHKA

AOMAHKUCTRALMA MCNETATENSHOND UEHTDE O0MKHA YTEEDOWTE O0KYMEHT, ONPegenaow i NpoLenypsl
BEGORa M HAIHAYEHWA PYKCBOOHMTENER HCCNEAOBAHWA, X JaMECTHTENEA ¥ OTBETCTEEHHOTObIX) HECNEA0BA-
TEMA(EH], 8Cnii 3T0 TRpeByeTCA HaLWOHANSHE A NPOMDaMManii COOTRETCTEMR NpHHydnan GLP.

MEk HAaHAYEHAW DYKOB0GMTENA MCCNE00BAHMA 3MMHACTIEURA ACNLITATENLHOMD WEHTPa AonHHa Dbl Te
B KYPCE 8r0 TEKYIWKK MKW Npeanonarasse s pabouns sarpyaor. 0na oueskd obwema padoT, BeNonHaeMpx
COTOYOHMKSRMA KCNBITATENBEHOMNS UEHTRA, BMOMET DeTh MCNONEICEAH OCHOBHORA NNaH-rpadiK, yeTaHapnueae-
Mt KA O M DYKOBOOHUTENEM MCCNEA0BARWA, KOTODRBIA BKMOYAET HHDOPEMA LA O TANAR M PACTACEHA M HESNE-
OCBAHAA W ABNSSTCR NONEIHBIM HHCTRYMEHTOM YNDABAEHWA NP PACHPELEN EHWH KCCMEN0RAHNN,

Samedy pYKOBOOWTENA WCCNEOoBaHKA WWNA OTBETCTERHHOTD WOCMEA0BaTENA CneayeT NpoBoaWTE |
COOTAETCTEMK C yCTAHORNEHHEIMK NPOUEIYDaMy ¥ 06AIaTENEHO A0KYMEHTHDOBATE.

3.2 NogroToBKa pYKOBOOAWTENEH HCCNEOOBaAHWA

ANMAHHCTRAUKA MCNLITATENEHOMO UEHTRa GOMNEHA 0D ECneYMBaTe HANKYHME O0KY MEHTALMK O NOLroToaK:
PYKOBOOQWTENA KCCNEO0BAHKA B PAMKAX BCEX AcnekToR erd padoTel. YYebHas nporpasmma QonHHa obecnady -
BaTh, 4TOGE PYEOBEOOMTENE MCCNEO0BaHHWA NonyYan rnybokoe nodrMadde Npdiuinoe GLP ¥ cooTeeTCTEYIO-
LWHME aHAHKWA NpoUedyp WCNLTATENsHOMNS USHTPA, BKMHGYAS OCBEOOMMEHHOCTE W NDAKTHYECKOS IHAHWE
OonOnHATENEHEY DYE0B0OCTE A MPABKN, OTHOCALLMECSH K MCNETATENEHOMY LEHTRY W ONpEJeneHHoMY TNy
voocnedgoeaqia (Hanpvsep, Pysosoactea O3CP no MeTtodam vonbiTadnd). NMogroToeka MOoMeT BNioYaTe B
cefA yaeb YR NPAKTHEY MO0 HAZA0OPOM KOMNETEHTHBIX CoTpyaHHEcR. MNeprogs HabnogeHus MK y4ebHan
MEAKTHEA B PAMEAY KEHO0A W3 QUCUANNWH, BOBNEYEHHE X B #CCNEA0BAHWE, MOMYT 0aTe 0SWes NpegCTaBNaHWe
0 COOTRETCTEYWKME NPAKTHYECKKHE AcNEETaX KW HAYYHEE NPHHUANEX, 3 TAKKE CO08RCTEOBaTE B hOpMpoBa-
HtH EOMMYHAEITHBHEIX CBAZEN. [OCEWEHAE BHYTPEHHME # BHEWHHE CEMUHADOE W KYPCOR, YNEHCTED B Npo-
eccHOHANBHB oblWecTEax W JOcTyn ¥ COOTRETOTBYIOWEH MUTepaType NOABONKKT DYKOBOAWTENRM
WCCNedoBaHus NOAGEDHMEATE TEKYLLYH CCOeQOMNEHHOCTE O paspaboTkax B CBOER HayHoR obnacTty. MNpo-
HecCHoHANLHOR PEIBUTHE JOMKHD ShiTe NOCTORHHEIM KM NEEKOLHMYBckH NPOBapRTECA. Boe 0by4eHWE cneayeT
OCKYMEHTHPOBATE, M 3AMNKCH CNEAYET XPaHWTE B TEYSHHE CROKE, YCTAHOBNEHHOMD COOTBETCTEYIOLIMMHA 0D a-
HAMK BNACTH.

LoEyMEHTHDORAHHEIE JANMCIA NOGOGHOR NPOrPAMME JOMHHE OTRAMATE NROMPECe B ODyYEHHK W HeTED
YEAIBIBATE HA TWN KCCNEgOoBAHKE, B NPOBEOEHWA KOTOROND COTPYOHWE CHMTAETCA KOMNETEeHTHRIM, Bpema oT
BREMEHH MOMET BOIHWEHYTE HECOXOOHMOCTE B NOBLIWEHKA KEaNUHKaLMKE 1 NEQEN0OroTOBKE, HAMDWMED
MaGNEe BEEOEHAA HOBBEE TEXHONCMAN, NPOUSAYD WM HOPMATHBHBIX TReDoRA KA.

4 OBbA3aHHOCTH PYROBOOAWTENA HCCNRefoBaHHWA

PyEoBOOMTENE MCCNEO0BAHHA — NHUG, KOTOROE HEeCeT OBWYE: OTBETCTEEHHOCT 38 HayYHoEe NPoOBEAES-
HA2 MCCNeqoBEaHUA ¥ MOXKET NOQTEEROWTE COOTBETCTEME HCCNeqoeaqHa [prHUKMnEan Hagnexawen nabopa-
TOPHOW NpakTHex D3CP.

2
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41 HHHunMpoBaHWe HCCNegoBaHnA

PyKOBOOHTENE MCCNedoBaHns LonweH yTEepAWTE aTHPOBaHHOR NoOANHCRKD MNaH KCcnegoaanina, nog-
rOTOBMEHHLIR O0 870 HaYana. 3ToT oKy MEHT oNHKEH YETHS OnpedenaTe MOpALOK NOCES0eHMA M LEMK Mocna-
OOBaHKA, a Takwe cnocod WX QocTUMeHHA. MoSee KWCNpasneHnA NNada JocnegoBavus QoMHHe DeiTh
YTREEHOSHSE BRIWEYROMEHYTEM cbpaion. 0NA ocnegosasus, NposogALeraca Ha HeCKONBEKKK NNOWaagay,
nrad WCCNenoBaHWA OOMKeH WOEHTHOHUEPOBATE W ONPEgEnaTe DONk M00Oro(uix) OTEETCTEEHHOND! LX)
HCNONHWTENALER) W N0DBIX HCNETATENBHEX LEHTROR W MO TATENLHEX NNOWAO0K, BOBNSYEHHEIX B NDORELE-
HIKE HCCNEaoBaHKA.

PykoaognTeNe HCCNSd0BRaHKA, OO NHCE BAR NR&EH MCCNEL0BAHHA, NEUHUKMAET Ha CeBA OTBETCTEEHHOLTE
33 8o NpoBELEeH e, NOCNE Yero Nnad KCCNEdoBaHHA CTAHOBATCA OdHLMaNbHEIM PAaDOHAR QOKYMEHTOM SaH-
HOMD MCCNeqoBaMKa (0aTa Hadana uecnegosadda ). Moy HeobxoQuMOCTH, BCNH TOro TREGYeT HAUWOHANLHOE
IANOHMOOATENLCTED, PYKOBOOMTENE HCCNEQOBAHWA J0MKEH yOeOWTRCA, 4TO NNaH WCCNegoBaHd A DeRN Nogni-
CAH CNOHCOPM W AAMAHHCTRAUMER MCNBTaTeNLHoro LeHTRa,

Mepen HaYanom HCCNeqoBadka PYKOBOOKTENE O0MHeH oBeCnesBaTe JOCTYN K MNaHy MCCneZoBaHiia
NepcoHany No oBecneYe i Ka4eCTea 4N NPOREPEY HANKMSKA BCEA WHRPODMALMK, HEODXoOUMon ANA Cobnk-
peHua Mpdeydnos GLP.

PyroBoqHuTens MCCNE0oBaHra JoNHeH YOOCTOREPUTECR O HANKYHKA JKISMIINAROR MNaHa Keocne oBa KA
¥ BCEMD NBRCOHANS, YHACTEYICWETD B MCCNENoBaHHK [BRNI04aa nepooHan cnys el obecneYeH ks kavecTaa), oo
OAaThl HAYANA IKCNERPUMEHTANBHONS MCCNEN0BAHWA.

Mepeqa Hadanom NOoeEX WCCNELoBaTENLCKWE pAD0T PYKOBOAKTENE HCCNEoBaM KA Jomsed YoeguTeCR,
TS ONA BEBOAHEHHWA WCCNEOoBAHHA A0MHHUCTPALKS MCNLITATENEHOMD YaHTpa obecneYqna Hanwdue gocTa-
TOMHBIX PECYDCOR, HENBTYEMEIX MATERHANCE M TRCT-CHCTEM.

4.2 MpoBegeHWe HCCNELOBAHWA

PyKoB0OWTENs MCCNeNoBAHHA HECET OTEBETCTREHHOCTE 23 001Wee NPoRe A8 HME UCCNe0O0BaHKUA 1 JONMEH
checneqqeare, 4ToGH NPoUE0yDEl, MANOKEHHSE B NNAHE KCCNeaoBAHKA, BENKHAA NONPAEKK, KOTORLIE MOy T
NOCNEAOBATE, M BOS NAHHBIE, NOMYYEHHBE 8 X008 HCCNEA0BAHKE, DbiNi NONHOCTED AOKYMEHTHRORAH B . Che-
UAHUBCEHE TEXHMHECKHME 0BR3aHHOCTH MOTYT BLTE NepagaHtl KOMNaTeHTHOMY NepocoHany 1 AoMHbl BeiTy
OOEYMEHTUDCEAHS].

YUaACTHE PYKOBOOWTENA HCCNE00BAHMA B X048 MCCNEO0BAHAA AOMKHO BRMKYATE oDI0D NDoUEe Sy R 1 4akH-
HELX MCCNEAOBAHAA, B TOM HUCTE NOMYY MM C NOMOLLEK KOMNBOTEDHIMPOBAHMEK CHCTEM, YTOOE ODRCnEYn-
BaTk CODMICOEHKE NEPEQYCMOTREHHLIX NNAHOM HCCNeasBaHka NPoLedyD H ME COOTEETCTEXE CTAHAADTHEIR
onepayusiieiM Npoyegypam (COM). Tun vyacToTa ob30pos 40N#HE GeiTe 38000y MEHTHROBAHL B 3aNHCAK ob
HCCNEA0BAHWA, C TemM YTODsI BRiNa BOIMONMHOCTE OAHAKSMUTECA C HHMK.

Mockonuey BoE peeHAA, KOTODEIE MOTYT NOBNWATE HA LENOCTHOCTE HCCNedcRaAMUA, DONNHE B KOMEY-
HOM CHETE YTEESPHOATLCA PYHOBOOUTENE: MCCNBO0BaAHNWA, BaAMHO, YTODE OH NOCTOARHO G oCaanosneH o
Xoge MecnefosaqHa. 3To ocobanHo BRMHS B CNYYAE BREMEHHOMS OTCYTCTEMA PYROBOOWTENA HCCNefoeaHmna
MPW NPORELEHAH ACCNEN0RaHWA K MOMET BbiTh AOCTATHYTS TOMNLKO MyTeM NOAAE pRAHKA IChQe T HBHOR KOMMY-
HHKALMIA CO BCEM BORNEYEHHEIK HAYYHLIM, TEXHAYECKWM U A0MHHUCTDATHEHEIM NEepcoHanoM, a Taowe
OTBETCTREHHL M{EMA) HCCNBA0BATENSMIAMA ] NDH NPOBEOEHMA UCCNEO0BAHMA HA HeCKOMEKKUK NNOWADEAX.
B cuny weoBx0fumMOoCcTi EQMBYHUKATHEHLIE CER3IW O0MMHEl oDecnedWeate, YTodkl OTKNOHEHMA OT MNaKa
HCCNE008AHUA MoK BeiTes NEgeaaHkl B KPATYARIKME CROKM, 8 BOIHMERMILME BONPOCEH JOKYMEHTHPOBANEL.

Ecny pasube PEMMCTRMPVIOTCE HA OYMAMHOM HOCHTENS, PYEORSAMTENE WCCNBO0BAHKE DOMEEH Noa-
TEEQAWTE, 4TO JaHHEIE DelNd NONYYEHEl B CO0TBETCTEMA ¢ MprMyunamy GLP 1 nonHocTEG, M B TOYHOCTA J0KY-
MEHTHROBAHE. OTEETCTEEHHOCTE DYHOBOOWTENA WOCNeJOBAMWA B OTHOLWEHWA JNSKTROHHBX OaHHLIX,
JAMNACIHM BIX C NOMOL B KORMMNEOTEPUIAPOBAHHONR CUCTEME, COBNAOAET C JAHHEIMH HA BYMAMHOM HOCHTEMNE.
Kpome Toro, pykoaaguTens MCCnNegoBaqHg 8 JonseH 00ecneqyeats, Y4TOG: KOMNEOT 20 IMD0BAHHEIE CUCTEME
Ol BANWOWDORAHE, NPAIHAHSE NPUTSAHEMEA ONA ACTHONEIOBAHWA B WCCNEOO0BAHMK W COOTRETCTBOBANM
NPEAYCHMOTREHHOMY HAIHAYEHMID.

4.3 3aKnNYHTENEHLIA OTYET

JaKMOYHTENEHEIR OTYeT 00 WCCNedoBaHy e QonseH NpescTaBgnATE CoBoR NoapobHbIR HAYHHBIA O0KY-
MENT, 8 KOTOROM MINArawTca Leny MCCNegoBaHna, ONUCeIBATCA MCNONLEACBAHHEIE METOOE M MATEPHank,
CBoBLEMTOA ¥ HANWIMPYIOTCR NONYYEHHBIE JaHHBIE, 8 TAKKE opMyNHDYOTEA NONYYEHHLIE BelBODEI.

Ecnu pyEoBOQHTEN: MCCNENoRaAHMA YAOBRNETROREH NONHOTOH, QOCTOREPHOCTRIO M TOYHOCTERD, CKOTODkRI-
Md OTHET NP ACTABNSET HCENSAGRAHKE M ero PEAYNeTATE, TEM0A W TONBKD TOrA8 DYKOBO AWTENL HCCNER0BaHWA
NOANMCHIBAST W JATHMRYET IAKMOYHTENEHER OTYET, TEM CaMBIM NDHHRMaA OTESTCTREHHOCTE 38 QOCTOBED-
HOCTE OakMe. [pd aToM HEODXOAMMO YEAILBATE CTENEHE COOTRETCTEWA MecneloeaHuA MNpuHywnam GLP.
Take pyKoBOOWT &Mk MCCNEROBAHWA DOMEEN NAYHO YIOCTOBEDHTECA B TOM, 4TO B OTYET BHECEHL] JAKNI0HEHHE
Ccnybel 0DECNEYEHHA KAYBCTE W 3ANMCK O N0 OTENOHEHHAX OT NNaHa KCCNenoBaHKA.

FOCT rocT31881-2012 Crpanuua: 9/12

ERI[dd GostExpert.ru


http://GostExpert.ru/gost/gost-31881-2012
http://GostExpert.ru
http://GostExpert.ru

rocT 318812012

4.4 Apxual

Mo okoHYAMKK (B TOM YHCNE NPEKPaLWLEHAE ) MCCNEJ0BaHHA PYKOBOOWTENE MCCNeqOBANKA HECaT OTRET-
CTEEHHOCTE 33 CROEBDEMEHHOR APKHMBNDOEA HWE NNAHA WCCMEO0BAHAA, 33KMKHATENLHOMD OTHETA, NEPEHYHEIX
OAHHLIX U CONYTCTEYEILEND MaTEpHaNa. 3akmoYnTensH Ll OTYET JOMHMEH BLNI0YaTE B c20A YKaJaHMe Ha MacTo
¥padedns acex 00paauce MCNeTYeMEX W CTAHOAPTHRIX oD BEKTOR, NPENARATOR, MEPENYHLIX LAHHLIX, NNaHa
HMECMEAOBAHHS, JAKMOHKRTENEHOMD OTHETE W OPYTHE CONYTCTEYIOWME DoKVMEHTOR. MMocne TOro, KAk GaHHbE
NEpeOainTos B apXHe, OTESTCTEEHHOCTE 33 HHX NOMHTCA Ha 3SMUHHCTRaUMW MCNETaTENEHONO JeHTpa.

4.5 Cybnogpagki

Echiv 4acTe Kakoro-nkbo WCCnedoBaHuws BeiNonHASTCA Ha cybnogpAgHOR OCHOBE, TO PYKOBOOMTENL
WoCNadoBaHua (M NepcoMan cnyxbe 0SecneYeHnA KaYacTEa ) QoMK IHATE O CTATYOR COOTRETCTRMA [pHHLM-
nam GLP panHod (cybnogpagHod} opradmaagns. Ecnu cyGnoapsaHas opradnzagyqa e cooTeeTcTeyeT MNpui-
uinam GLP, pykoBoauTeNs MCoNagonaHia AoMMeH YEaiaTe 370 B 3aKnKHMTENBHOM OTYETE.

5 HCHPEBHEHHH M OTEKNOHEHWA B NNaHe HCccnegoBadMA

51 WcnpapneHua, BHECEHHLIE B NNaH HCCNeJoBaHWA

McnpapneHus, BHECEHHEIR B NNaH WCCNEdoBaHHa, OonwHe GeiTe oOpMNeHs B BAGE O0KYMENTE ©
WMHCPOPMELMER O NPEQNONArasMel HIMEHEHWAY B KCCNEO0BAHWY NOCNE OATk HAYANE WCCNEedoBaHWA W 40
HaYana NPoBESSHKA NOOBEPMUSTOCA MAMEHEHWI MCCNegopanka. MCnpasne Hua MoryT GoiTk TAKKE BHECEHb
HA OCHOBAHWK HEDHMASHHEK NPOWCILECTBINE B0 BPeMA HCCN0BaAHKA, KOTODEIE AOMKHE NOTRES0nATE NpK-
MEHEHHA THAYAMED MEPONEHATHA, B MCnpannesdax JoniHe BeiTe YHaiakel NPHYMHEl BHECEHAA MIMEHEHIAR,
OHM A0NHHE Bl Te NOCNE8RORATENEHS NROHYME POBAMLI, 0ATURCBEHL!, NOANWCAME W PAA0CTAHE PYKOBOGMTE-
Nl WECNENoBaHuA BCEM NONyYaTenAM NepBaHaYanNsHOT0 NNaHa MCCNEToaaHWA.

5.2 OTHNOHEHWA OT NNaHa HCCReaoBaHKA

B To BpEMA KAK UCNpaBNeH|e NpeacTaansioT cobol npeqnonarastsle MaMeHeHna B NNade kecneasaa-
HA, NOG OTHNOHEHHE M NOOPAIYMEBAETCA HENDEAYCMOTDEHHOE HAMEHEHWE, NPOMCXOIAWEE BO BDEMA BEINOM-
HEHMA HCCNedoBaHnA. Takad WHGopMau[a 08 HCCNegoBadkK, KaKk OTENOHEHHA OT NNaka WoCneqoBaHuaA,
Oon#Ha BelTe YEA3a4a B O0KyMEHTaAUMK oD vooneagoeanny. MogobHeE 3ase4aHrs MOryT BiITe BHECEHE OPYTH-
MK BOBNEYSHHLIMK B MCCNE0REAHME COTRYOHUEAMM, OOHAKS TOMNLED DYHOBOOWTENE WCCIEOoBIHAA WM
OTEETCTEEHHEIW(&) HCCNeAoRaTEMBl K} MMEIT NPAB0 CECEEPEMEHHD NOATREPMOATL, ONWCHBATE, OB LACHATE,
OAaTUOCEATE W XDaHNTE WX BMECTE C NEPEHYHEMKE DaHHBIMKY HCCNEAoBAHKA. PYREOBOOWUTEN: MCCNEA0BAHHA
ACNHEH YTREPHEATE N00se NEEANDRHATEIE KODDEKTHRYIOWM®E AeACTRHA, PACCMATDHEATE BONPOC O LENEeco-
OSPAIMOCTH NPOBESEMHA KOHCYNETAUWA © GPYMAMA YYeHBIMA 008 SNpedenains Bo3gedcTena nogobHom
HHPOPMALLF M Ha MCCNEA0EAHWE W OTRAMATE (K NPH HECEKoAMMOCTH 0GCYHGATE ) JaHHEE OTRNOHEHAA B JAKTID-
HATEMEHOM OTHETE.

6 Keanutukauva pyKoBOAWTENA MCCNenoBaHWA

KeanudveayMa pyYKCROAKTENR MCCNeR0aaHKa By QT NEeanKCaHa HA OCHOBAHWK TREOORAHWA K Kas oMY
OTOENEHOMY HCCNEQOBAHMID, Y ETAHOBNEHWE KEANKEHEALNOHHEIK KPR TEDHER ABNASTCA COAAHHOCTEID a0MK-
HACTRALMK WCNBTATENEHOMD UEHTRE. KpomMe Toro, agMUHWUCTDALWA HCNBITATENEHOID UWEHTPa OTREYAeT 33
BEGOp, KOHTROMNSL M NOOZE0HKY DYROBOQWUTENA KCCNeOdoBaHKA NPk oDecnEYeH H NPOBELEHHA HCCNEQOEaHKA B
COOTEETCTEMM C MpdHuMnamy GLP. MydruaneH e Toeb0nanKa K KBAaniHEaumMy, YCTaH0BNEHHBIE 306 HHIAC-
TRAUMER HCNBITATENLHOMD LEHTRS ONA OCNMHOCTH PYKOBOAWMTENA MCCNEADBEHWA, A0NKHE DbiTe OTpaMEHs! B
MEQCOHANBHBIX OOKYMEHTAR KAAPOBOrD yHeTa. B AoncnHe ke ¥ cepeeaHoi TeXHHYECKoR nogroToake (obpaao-
BaHHI) KOODOUHHPYIOWAR PONE PYROBOOUMTENA HeonaaosannA TpebyeT, 4Tobsl CHNBHLIMKA CTOROHAMKA JaHHS-
o NMLE GoiNd HABBIKK B 00NACTH KOMBMYHHEAUWA, pEwaHina npoBnem 1 ynpasneHna.

7 KOMMYHMKAUHOHHLIE CBA3W NPH NPOBEOSHWK HCCNefoBaHWA

PyEoROOMTENL MCCNEq0BaH WA HeCeT 0BW Y OTEeTCTESHHOCTE 33 NPoEE0eHWE HoCnedoaadKa. Onpeag-
NEHWE ¥OTBETCTERHHOCTE 32 obwee NpoBEIeHWE MCCNEL0BaHKA W 3GKNKYHTENEHBIE OTYETH MOKET TONKS-
BATLER B IWUAPOKOM CMECNE ANA TAKKMK HCCNEO0BaHWH, B KOTODbIX PYKOBOOKTENE HOCNEg0BaHHMA MOEKET BTk
recrpafHYecsd yoaneH oT DakTHYSCkoR IKCHENAMERTANEHOR paboTel. NpH HANKYWKA HECKONERMY Y POBHEA
YNPESRNEHWA, MCCNEOCBATENBCKOTS NEQCOHANA W NERCoHaNna cny#ie 0BeCcneYe HHA KAYECTES O4EHE BAMH,
YOG CYWECTEOBAN M YETEHE DAArDAHMYEHA R NOMHOMOYHA 1 KOMMYHAKSLAOHHEX CBAISH, 3 TAKME BOAMOHKE H-
HiblX Ha HAX OBAIZHHOCTEMN C TeM, Y ToD! PYKOBOOWTENE HCCNea0BAHWA MOT 3D EKTUEHO BeINOMHATE CBOK 068-

]
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3aMHocTd 8 obnact GLP. Mpr Hanu4ue voccnegosaqdi, NEoacoalMEcs Ha HeckonkbEMy MoNblTaTeNLHbIX
NACLWAAKAX, SAMHHECTPALMA WCNBTATENEHOND WEHTDE QOoMEHS obecneHHBaTE YETHHE KOMMYHUEALWOHH e
CEAIA MEXDY PYROBOOHTENEM MCCNEL0BAHKA, OTRETCTEEHHLIM]M) MCCnegoaaTenem{AmMK), NoorpamMmon]asim)
ofecnaqdenna Ka4ecTea ¥ MCCNELOBATENLCKMM NEpCoHAoNM,

MpH HocnegoBaHKay, CTEETCTBEHHOLTE NG BRINCMAHEHWKD KOTORRE GRiNa JeneripoBala OTEETCTEEHHO-
MY (B HCNOMHATEN AM ], DYROBOOWTENME(K) MCCNeNoRaHHA ByOeT(yT) ONAPATECA Ha JaHHbIX COTRYOHHKOS,
4Tobbl FAPEHTHEOBATL, 4TO COOTESTCTEY DWWHA[E) 3Tan{k ) MCCNedoBaHWA NPOBOOAT B COOTBETCSTEMM C NINAH0M
HCCNeaoBanva, cooTeeTCTEyWMe SO 1 Morduknam GLP. OTaeTcTEEHHBIA HCCNegoeaTeNs QOMEeH Can-
3ATECA C PYKOBOOMTENEM MCCNEAoBaAHWA NDH BOIHKMKHOBEHUA COBBITHHA, KOTOPBIE MOMYT NOBNWATL HA YRAZ3aH-
HELE: 8 NNEHE WCCNEA0BaAHWA CObesTel. BoE KOHTAaKTE NpK ofrmeHe MHopMauMel CnedyeT JoKYMEHTHPOBATE.

BiarMoOeACTEWE MEXDY DYKDBOOWTENEM HCCNeqoaaning W Cnywbol oDecneveH A Ka4ecTea HeoSxagK-
MO KA BCEX ATANAX MCCNEq0BaHHA.

HoMBMy HMEALMOHH BIE CRAZM MOMYT BHNIOYaTe B ceba:

« AKTHBHOE MPHBENGYEHKE CNyMbbl 0GeCneYeHWA KEa4ecTed, HANPUMED K CEOEBDEMEHHOMY DACCMOTRE-
HIKD MNaHE KCCNegoBAHKA, PACCAMOTREHMID HOBLIX W NEgeCcMOTEEHHLIX SO, NOCEWEHA D NEPCoOHANOM CNyW-
Okl ofecnedeHa Ka4ecTEa COBSWAHKA B HAYAnNe NPOBSASHMA WCCNEeLOBaHWA W DEWEHWR BOIMORHSLIX
npofness, kacawkxca GLP;

= BLICTDbLIR OTEET HA OTHETR 06 MHCNEKLKA K ayOMTe © YRaZaHWEM KOPPERTHPYIOWWE DERCTEHA 1 NEK
HEOGXOOMMOCTI NOOOSREAHKE CRAZK C NEPCOHANOK CNy#Ee oBecnaYeiina KAYECTER, HAYYHEBIM M TEXHKYEC-
KHM NEQCOHANCM & LENBIO COQEACTEMA B NOOAYE OTRETOR HA NONYHEHHEE B X008 WHCNEKLMXEYAHTa DaHHBIE
[pE3yNeTaTe ).

8 3aMeHa pyKOBOOWTENA WCCnefoBaHWA

PyroBoguTens HCCNegosaHus HeceT OTEaTCTEEHHOCTE 33 obwes NEpoBeeH e MCCNeJoBaHMA B CooT-
peTCTEMM C [prHgunasy GLP. noatomy oH Jomsed yAocToESPUTLCA B NONHOM COOTRETCTEMM JaHHbM [pus-
LMMEmM £amaoro aTana MCCNeaoeadia, B TOYHOM CNEO00BaHHW NNaKdy MCCNegoBannA, 3 TAKHE B TOM, 4TO 8Ce
HAGMKOEHAMA NONHOCTRIG  OOKYMEHTHUPYIOTCA. TEoPETAYECKM OAHHAR OTESTCTEEHHOCTE MOMET ObiTe
MONHOCTE K EANK3I0E3HA TONLKD TOMDA, KOrga pYKOBOOKMTE N HCCNEO0Ba HMA MOCTORMH NDHCYTCTEYET B0 BRE-
KA NPoEEfeHHA KCCNeAoBAHKA. 3TO HE BORraa OCYLWECTEWMO HA NPAKTUEE, TAK KaK HEWIDeNHD DyayT BOIHK-
KaTk NEpHodsl &ro OTCYTCTEWA, BO BPEMA KOTODLIX NOARNASTCA HEOBXoaAMMOCTE B erg aamene. Mockonkky
COCTOATENLCTEA, NPM KOTOPEX PYKOBOOATEMNS MCCNEdoBaHHa MOoXEeT GuITk 2aMeHed, He onpegeneHe MpuHymn-
nami GLP, ol QonsHsl DACCKMATPHBATECA HA YDOBHE BRNONHASM B MCNHTATENsMEIM UeHTRoM COMN . Janse
CON oonsHs TACKE AMETE OTHOWEHWE K HE0EHOIMMBIM ANA 38MEH B DYEOBOIMTENA HCCNEdosaHKa NpoLELY-
Pant 1 DOKYMEHTALMNA.

Pewenne 0 3aMeHs WNd BPeMeHHoM QenerupoBatiy OTEeTCTESHHOCTH NPUHUMAET A0MAHKCTPAL KA
HCNBITATENEHOMG yedTpa. Bee nogclswe pewewnda cnegyeT OoKyMEeqHTHpOoRATE B NMChMEHHOol dopue.
CylecTayioT ABA YCNOBRKMA, NP KOTOPLIX MOMET DACCMATPMEATECA BADMAHT AAMEH, 003 K3 HKX WMEI0T JHa4Ye-
HKME TONEKD ONA ACNMOCOoYHEE MCCNEN08aAHKA, TAK KE3K MOKHO MPESN0N0MMTE, 4TO B TEHEHWE KDATKOCDOYHOrD
HCCNeaoBaHuA PYKCBOOMTENE MCCNEO0BaAHWA NPWCYTCTEYET NOCTOAHHO. HeoGxogumocTs 3aMEHE DYROROGN-
TENA UCCNET0RAHMA, ARNAIOWETSCA OOHMM M3 KNOHSBRIX COTRYOHNUEOR, DYEBUAHA B CRYYAES OKOHYEHWA CROKa
ero patoTe. B aToM cnyYase 0gH0A M3 CTOROM OTERTCTEEHHOMD NUUA, NPWWESAWErs Ha IAMEHY DYKOBOOWTENS
HCCNEnosaHna (NPK CONeRCTREMK NepooHana cny#bel obecnedYera KadecTea), HeohxoaMMo B KpaTyaiwwe
COOKM YEEOHTECA B COOTEBETCTEMH MCCNEO0BIHHA, NPOBEOeHHLIX HE CETOOHALMKA deHes, [prHyrnas GLP.
Mpoueaypa M NEKYKEHB 3AMEHE PYKOBOOHTENA KCCNeAdBAHKA OOMKHE BbiTh JOKYMEHTHUDOBARE 14 NOOTRED-
HAEHB AJMUHUCTRAUMER KCNBITATENLHOMD UEHTPa. TAIKE DEXOMEHOYETCH JOKYMENTUDORAKME DEIYTILTATOR
NPOoKMEXYTOYHOMD PACCMOTDERMA CoOTEETCTEMA MprHdunan GLP B cnyyae ofHapysedda HEJ0CTaTEOR UK
CTHNOHEHMA,

Ho aTopoMy KEYry COCTOATENLCTE, NPHBOAALLME K BDEMEHHOMY OTCYTCTEBHK PYKOBOOHTENA WCCnanosa-
HIKA, OTHOCATCA NPAIOHAUKA, HAYYHBE COBRWAHKE, DONeads MMM HeCcHacTHwR chydad. KpaTeocpodsos
CTCYTCTBME MOMET He NoTpeGosaTe opMansH0A 3aMeHE PYRCROOUTENR MCCNEAoBaHNA, SCITH NPK BOAHKEHOD-
BEHA NDCONEM KW HENDEOBALEHHGIX CHTYALMA © WM MOXH0 CRAIATECA. ECnK & nepuol oTCyTCTBMA DYKOBO-
OWTENA WCCNeJoBaHWA OWMOASTCA NPOBEOeHKe IHAYHMLIX ATAMN0S WCCMeOoBEAHWA, OHW MOMYT ObiTe MWbo
nepeHecers: Ha bonee yooGHoe Dpema (C BHECEHHEM B CNy4ae Heohx00MMOCTH MAMEHEHMA B NNAH WCCNego-
BAHWA] |WNK MokeT ObiTe PACCMOTREHA JaMEHa DYKOBOQWTENA WocnedoseadnA nubo nyTem dopMansHoro
Bl QBWKEHAA COTDYOHWKA B KAYECTEE JaMaHbl pPYNOBOOHTENA WCCNEOoBaH«A, NMEo Bpeme Mo Nepadaqn oba-
IAMHOCTER KEANKPUUUPOBAHKOMY COTDY AHMKY ANA BRNONHEHHA JaHHOM KOHKRPETHOMD 3TANa MCCNejosaHnua.
Ecnd oTCyTCTEHE PYHOBOAMTENA MCCNEO0BaHHR MOKET BulTs Bonee NpOOOMEMTENLHBIM, TO NPEQNOHTEHKE
OON¥HE OTOABATECA IAMEHE, A HE NEpeaade 0BAIaHHOCTEH.
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BepHyBLWLMACA PYEOBOOMTENE HCCNES0BAHKA HEIABHCHMO OT ToT0, Bl N OH 33MEHEH WK HET BO BpEMA
B0 OTCYTCTAMA, OOMKEH B KPaTYaRILXE COOKH YCTAMDBATE, MMEMNK NH MECTO oTENoHe WA oT Mouiuunos GLP.
OTHNOHEHWA oT NpuHgunos GLP, BoaMdELLME B OTCYTETEHE DYHOBOQWUTENA MCCNEO0oBaHWA, O0MMEH DOKYMEH-
THPOBATE BOIBLATHEWHACA PYKOBOOHTENE HCCNEO0BIHWA.

9 MpasoBOKW CTaTYyC PYKOBOOAWTENA MCCNeOOoBaHWA

Mognvcs pyKOBOOWTENR HCCNEA0BAHWA, BHECEHHAA B JAKNIOHMTENEHEIR OTYET W HMEIOWAA IOPHIHYEC.
EVIO CANY, NOOTE2OHWOAET OTRETCTREEMHOLTE PYKOBOOWTENA MCCNEN0EaHAA B OTHOWEHKHK BelNONHeHWA HCone-
OCBAHWA B COOTEETCTERM C [puHuknasy GLP w gocToREpHOrS NPedcTaBneHia MEpEnHHLIX JaHHBIE B
AAKNKHMTENBHOM OTHYETE.

B TO We BpeMs CNeayeTt YY9UTelBATE, 9TO KPHAKYECHaA OTRETCTESHHOCTE DYROEOAMTENA KCCNE 0BaHHA
YVETAHABMKBARTCA HAUWMOHAMNLHEIM 3aK0HCaTENLCTEOM W CYOONpOMaIB0acTacM, a He MNpusgunase GLP
Q3CP.

BudnuvorpacgHa

[1] ENVIBC/CHEM (2817 Principles on Good Laboratory Preclice — QECD seres on Prscigles of Good
Laboratory Practice and Complance Monitoring — Mo 1. (M puHuMne sagnexawei na-
DopaTODHOR NPakTHEH. Capra aokyMesTos D3 CF o NMpiHuMnes sagnesawen nadopa-
TOPHOR NPASTHEE M MOHUTOPHEHIE CoOTEETCTERA. Mo 1]

¥OK B02.3/504.03:615.9/615.07:004.9:006.354 MHKC 13.020.30

KriHessie cnosa: NprHEUWne Hagnexaweid natopatopHol NpaskTdad, GLP, HeknHHHYeCKEWE HCNBITaHHA,
OGECNEYEHWE KAYECTEA, DYROBOOWT &N HCCNEQ0BaAHWA
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