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BBeneunue

Hacrosmmii crangapt noJAroToBJIEH B LEISIX FTAPMOHHU3AIMH OTEUECTBEHHBIX HOPM U MPaBUII C
MEXIYHAPOAHBIMU JOKYMEHTAMU U, B TIEPBYIO OUepelb, C TOKyMeHTOM Opranuzanuu
SKOHOMHUYECKOTO coTpyauudecTBa u pazsutusi (OOCP) "[IpuHiiumbl Haamexamnein
naboparopHoit npaktuku (GLP)".

HGYI[OBHGTBOPCHHOCTB KAa4CCTBOM HCKIIMHUYCCKUX HCCHGIIOBaHHﬁ, Ha pe3y.]'IbTaTaX KOTOprX
OCHOBBIBACTCS OIIEHKA YPOBHSI OITACHOCTH B OTHOIIEHUH 3I0POBBS YCIIOBEKA M OKPY KAIOIIEH
CpeI[BI, (610] CTOpOHBI HpaBI/ITeJIBCTB nu HpeI[CTaBHTeHeﬁ HpOMBIH_IHCHHOCTI/I pa3Hbe FOCYIIapCTB
nprBejia K YCTaHOBICHHIO rocyaaperBamu - wicHaMmu ODCP kpurepreB i IpOBEACHUS
[MOXOOHBIX UCCIEA0BAHUT.

Bo u30exxanne ncnoib30BaHus Pa3HBIX CXEM BBIMOJIHEHUS MTOI00HBIX UCCIIEIOBAHUI, YTO MOTJIO
OBl MPETSTCTBOBATH MEX/YHAPOIHOM TOPrOBJIC XMMUYCCKHMH BEIIECTBAMH, TOCY/1apCTBA -
yiersl ODCP nocraBuiv 3a1a4y OCyIIECTBUTh MEXAYHAPOIHYIO TAPMOHHU3ALIUIO METOJIOB
UCIBITAHUHN U HaJyIekale Jaboparoproil npaktuku. B 1979-1980 rr. mexxayHapoaHoit
TPYIION SKCIIEPTOB, CO3IaHHOM COTJIACHO CHEIUALHOM MPOrpaMMe 10 KOHTPOITI0 XUMHUYIECKHIX
BEIIIECTB, ITPH UCIIOJIH30BAHUN OPTraHU3AIIMOHHBIX U HAYYHBIX METOJIOB U OIIBITA, IIOJTYUYCHHBIX
U3 Pa3IMYHbIX HAIIMOHAIBHBIX H MEXTYHAPOIHBIX HCTOYHUKOB OBLIT pa3paboTaH JTOKYMEHT
"ODCP. [punnumne! Hauexaiei maboparoproit mpakruku (GLP)" (OECD. Principles of Good
Laboratory Practice (GLP)). Jaunbie "Tpunrmunst GLP" 6putn npunsatel CoBerom ODCP B 1981
I. KaK npuiokeHue K periennto Coera OOCP 0 B3anMHOM NPU3HAHUY JIaHHBIX [TPU OLICHKE
xummnaecknx Bemiects [C(81)30(Final)].

B 1995-1996 rr. 6b11a chopMupoBaHa HOBAs TPYIIIA SKCIIEPTOB, KOTOPasi OCYIIECTBHIIA
nepecMoTp AokyMenTa "[IpunHiunel Haanexameit naboparopuoit npaktuku (GLP)". Ha ocHoBe
COTJIAIIEHUH, TOCTUTHYTHIX B X0JI¢ pabOTHI 3TOM IpyIIbl, ObUIa pa3paboTaHa OOHOBJICHHAS
BepcHsl IOKyMeHTa. J[aHHBII IOKYMEHT OTMEHSIET U 3aMEHsIeT IIepPBOHAYATIbHBII IOKYyMEHT
"ITpuHumns! Hajexkamei naboparopHoit npaktuku (GLP)", mpunsterii B 1981 r.

[ens "IlpunnunoB Haanexamieit nadoparopuoit npaktuku (GLP)" coctouT B TOM, 4TOOBI
o0ecrneunTh MPOABMKEHHE MPUMEHEHNS IPUHIUIA OLIEHKN KaueCTBa JaHHBIX, OJYYEHHBIX B
pe3ynbTare ucnblTaHui. CoocTaBUMOCTh YPOBHSI KaUe€CTBa JaHHbBIX, [TOJIyUEHHBIX B pe3yJbTaTe
UCTIBITAaHUH, (OPMUPYET OCHOBAHHE I B3aMMHOI'O IIPU3HAHUS JJAHHBIX B Pa3HbIX CTpaHax.
Ecnu otnienbHbIe CTpaHbl MOTYT JIOBEPSITh KAU€CTBY JAHHBIX UCHBITAHUH IPYTHX CTPaH, MOKHO
n30exaTh TyOJIMpPOBaHUS UCIIBITAHUM, TAKUM 00pa30M CIKOHOMMB BPEMsI U PECYPCHI.
[Tpumenenue "lIpuHnunoB Hajuiexaien tadoparoproit npaktuku (GLP)" no3BonuT n3dexars
CO3JIaHUs TEXHUYECKUX 0apbepoB B TOProBiie U OyJeT CHocOOCTBOBATH OCYIIECTBICHHIO
3aLUTHI 3/10POBbS UEJIOBEKA U OXPAHE OKPYXKAIOIIEH CPEIbI.

Crannapt conepxut [Ipunoxenue A (ClpaBovHOE), KOTOPOE OTCYTCTBYET B TEKCTE
mexxayHapoanoro nokymenta OECD, Guide 1:1998 OECD. Principles of good laboratory

practice. B [Ipunoxxennn A nipuBeieHbI MOSCHEHUS IS MTOJIh30BaTeNICH B YaCTH Ha3HAYCHUS U
MPUMEHEHUS TPUHIIMIIOB HaANIeXKaIe 1TabopaTOpHON MPAKTHKH.

1 Ob0aacTh NpUMeHeHUA

Hacrosauwuii crangapt ycranapnuBaeT [IpuHuune! Hajiexaiiel 1a00paTopHOM MPaKTUKH,



MNpeaAHa3HAYCHHLBIC AJId ITPUMCHCHUS ITPU IMPOBCACHUHN HCKIIMHUYCCKUX PICCJIG,Z[OBaHI/Iﬁ
0€30MacCHOCTH 0OBEKTOB UCTIBITAHUMN, COICPIKAIINXCS B JICKAPCTBEHHBIX CPEACTBAX,
MECTULHIAX, KOCMETUYECKON MPOAYKIMH, BETEPUHAPHBIX IIperapaTax, MAIIEBbIX U KOPMOBBIX
no0aBKax, a TAK)KE XUMHUYECKUX BEIIECTBAX MPOMBIIIJICHHOTO Ha3HaueHUs1. OOBEKTHI
HUCIIbITAaHUA, Yalll€ BCCTO, ABJIAIOTCA CUHTCTHYCCKHUMHU BCILICCTBAMU U UX CMCCAMHU, HO TaKXKC
MOTYT OBITh HATYPaJIbHOTO MM OMOTCHHOTO MTPOUCXOXKICHHUS, @ B OTJIEJIBHBIX CIyJasx
NPECTaBIATH OO0 KHUBBIE OpraHU3Mbl. L{eb NCIBITaHUI COCTOUT B TOM, YTOOBI ITOJIYYUTh
JTAHHBIE O CBOMCTBAaX OOBEKTOB UCIIBITAHUN W/MIIKM 00 WX 0€30IMaCHOCTH JUTS 3I0POBbSI YeJIOBEKa
W/WITH OKPYXKAIOIICH CPE/IbL.

[TpunMnel HauIeKAaEeH 1a00paTOPHOI MPAKTHKH PACTIPOCTPAHSIIOTCS Ha HEKJIIMHUYECKUE
UCCJICIOBaHUSI MEAULIMHCKON U 3KOJIOTMYECKON 0€30IacHOCTH, KOTOPhIE BKIFOYAIOT B CE0s
UCCIIEIOBaHMS, IPOBOJUMEBIE B 1a00PATOPHBIX, TEIUIMYHBIX U MOJIEBBIX yCIOBUSAX. [IpuHIHIIBI
HaJiIeKallel 1abopaTopHON NPAKTUKU PUMEHHUMBI JJIs BCEX HEKJIIMHUYECKUX UCCIIE0OBAaHUIMI
MEIUITUHCKON M 9KOJIOTUYECKOI 0€30MacHOCTH, TPEOYyEeMBIX 3aKOHOIATEIILCTBOM B IIEIISX
PETUCTPALIMY WM JIMLEH3UPOBAHUS JIEKaPCTBEHHBIX CPEICTB, IECTULIUIOB, MUIIEBBIX U
KOPMOBBIX J0OOaBOK, KOCMETUYECKOH MPOAYKIINHU, BETEPUHAPHBIX MPENapaToB U IPYTUX
HOJOOHBIX TPOAYKTOB, @ TAK)KE XUMHUECKUX BEIIECTB MPOMBIIUIEHHOTO Ha3HAUYEHUS, 3a
UCKJIIOYEHHEM CIIy4aeB, 0CO00 OTOBOPEHHBIX B COOTBETCTBUU C HALIMOHAIBHBIM
3aKOHOJATEIbCTBOM.

2 TepMuHbI 1 onpeaeSIeHU

B Hacrosiiem cranaapTe MpUMEHEHBI CICIYIOIINE TEPMHHBI C COOTBETCTBYHOIUMH
OIIPE/ICTICHUSIMH:

2.1 IlpyHIUNBI HAVIEKaLIeH 1a00paTOPHOIl MPAKTHKH

2.1.1 MpuamMnel HaUIeKamiei JadoparopHoii mpakTuku (Good Laboratory Practice (GLP):
Cucrema obecriedeHHs Ka4ecTBa, UMEIOIIAs OTHOIIEHHE K [TPOLIECCaM OpraHUu3aluH,
IUTAHUPOBAHMSL, IOPSIIKY MPOBEACHHS U KOHTPOJIIO UCCIIEOBAaHUI B 007aCTH OXpaHBbl 37J0POBbS
yeJioBeKa U 0€30MacCHOCTH OKPYXKaroIlel cpeibl, a Takke ohopMIIeHUs, apXUBUPOBAHUS U
NpPEeCTaBICHUS PE3YIbTATOB ATUX MCCIEIOBAHUH.

2.2 Opraﬂmauuﬂ HCIILITATCJIBHOI0 HEHTPA

2.2.1 ucnpiTaTenbHbIN HeHTP (test facility): @akTuyeckoe MECTO MPOBECHUS HEKITMHHYECKOTO
WCCJICIOBAHMSI METUITUHCKOM M SKOJIOTHYECKON 0€301TaCHOCTH, T/Ie HAXOJUTCS KOJUICKTHB
CIEINANIMCTOB, TOMEIICHUS U 000pyI0BaHUE, HEOOXOAUMBIE ISl €T0 BhITIONHEHUs. Ecun
WCCJICJIOBAHMSI BHITTOJTHSIOTCS HA HECKOJIBKHMX UCTBITATSIIBHBIX TUIOMIAIKaX, TO Ol TS PMUHOM
"UCTIBITATENBHBIN IIEHTP" MOHUMAIOT COBOKYITHOCTH TUIOIIAI0K, KOTOPHIE 10 OTJAEIBHOCTH UITU B
COCTaBe TPYIII YYaCTBYIOT B IPOBEJCHUH HCCIICIOBAHUS, BKITFOYAs IIOMAAKY, Ha KOTOPOMH
HAXOJHUTCS PYKOBOAHUTENb UCCIICIOBAHMUS.



2.2.2 ucnpITaTeIbHAA MJI0MIAAKA (test site): MecTo mpoBeAeH s KaKOT0-TN00 dTama
HACCIIENOBAHU.

2.2.3 aIMHUHHCTPaNMs UCHBITATEJBLHOro nenTpa (test facility management): JIumo wim nuna,
o(uIraIbHO BO3IIIABIISIONINE UCTIBITATEIBHBIN IEHTP U OTBETCTBEHHBIC 32 OPTaHU3ALIUIO U
cobmtoneHue B HeM [IpuHIIMIIOB Haaekalel 1ab0paTOPHON MPAKTHKH.

2.2.4 anMUHHMCTPAIUA UCTIBITATEIBLHOM MI0IAAKH (test site management): JIumo unu nuna (B
Cllyyae Ha3HAu€HHUs ), OTBETCTBEHHOE(bIC) 32 MPOBEJCHUE HA HEH COOTBETCTBYIOMIETO(HX)
sTana(oB) KcciaenoBaHus coryiacHo [IpuHIumaM Hapiexkaiei 1abopaTopHON MPAKTUKH.

2.2.5 cioHcop (sponsor): ®u3nyeckoe Wik PUANIECKOE JTUI0, KOTOPOE HHUIIMHPYET,
oopMIISIeT 3aKa3, MOJACPKUBACT U/UITU YTBEPKIACT MPOBEICHNE HEKITMHIHIECKOTO
UCCIICIOBAaHHSI MEMIIMHCKOW U KOJOTHUYECKON O€30IaCHOCTH U HECET OTBETCTBEHHOCTh 32 €ro
OpTaHHU3AINI0 U (UHAHCHPOBAHHE.

2.2.6 pykoBoauTeab ucciaenopanus (study director): JIuiio, OTBETCTBEHHOE 32 IPOBECHHE
HEKJIMHUYECKOT0 UCCIIENOBAHNS MEIUIIMHCKOMN 1 DKOJIOTHYECKON O€30I1aCHOCTH OT Hadaja 110
KOHIIA.

2.2.7 oTBeTCTBEHHBIH HCcJIen0BaTeNb (principal investigator): JIuio, koTopoe B ciiydae
IPOBE/ICHHUS MCCIICI0OBAHUS Ha HECKOJIBKUX MCIBITATEILHBIX TUIOMIAIKAX AEHCTBYET OT UMCHU
PYKOBOJIUTEIIS UCCICIOBAHMS U HECET OTBETCTBEHHOCTh 3a IEPEIaHHbBIC B €r0 BEJICHUE JTAITbI
UCCIICIOBAHMS.

[Tpumeuanue - OTBETCTBEHHOMY HCCIIEIOBATEIIO(SIM) HE MOKET OBITh MOJHOCTBIO NEpeiaHa
OTBETCTBEHHOCTb PYKOBOJUTENS UCCIIEOBAHUS 3a IPOBEJCHNE HCCIIEI0BAHNS, TIOCKOJIbKY OHA
BKJIIOYAET B ce0s1 yTBEp K I€HHUE JIaHa UCCIIeI0BaHM U MIONPABKU K 3TOMY IUIaHy, YTBEPKICHHUE
3aKJIFOYUTEIBHOIO OTUETa U FapaHTUH, YTO BCE UCCIIEOBaHMSI COOTBETCTBYIOT [IpuHInnam
Ha/iIexalei 1abopaTopHON MPAaKTUKH.

2.2.8 mporpamma obGecneueHusi kauecTna (quality assurance programme): [Iporpamma pador,
BBITIOJTHSAEMBIX TIEPCOHATIOM, HE3aBUCHMBIM OT MPOBEACHUS HCCIIEI0OBAaHUM, U HAMIPABJICHHBIX Ha
obecrieueHrne aJIMHHUCTPAICH HCITBITATeILHOTO IIeHTpa coOmroaeHus [IpuHIUIIOB
Ha/JIexKalel 1adopaTOpHOM MPAKTHKU.

2.2.9 cranaapTHble onepanuoHnbie npouenypni; COIT (standard operating procedures; SOPs):
JIoKyMeHTHPOBaHHBIE MPOLIETYPHI, COJIEPKAIIUE OMMCAHUE TTPOIIECCOB IPOBEIACHISI UCTIBITAHHIA
501041 )IperI\/II ACATCIIBHOCTH, KaK IIPaBUJIO, HC MPEACTABIICHHBIC ACTAJIBHO B IJIaHaX
WCCJICTOBAHMSI T PYKOBOJICTBAX 110 METOJAaM MPOBEICHUS UCTIBITAHUH.

2.2.10 ocHoBHOI# mian-rpaguk (master schedule): CBoaka napopMaiuu, mo3BostoIIas
OIICHHUTH PabOUyIO HATPY3KY M UCIIOJIb3yeMast Tl KOHTPOJISI POBEICHUS UCCIICIOBAHHIA B



HCIBITATCIIBHOM HCHTPC.

2.3 HekanHn4eckoe Uccjae10BaHue MeIHINHCKONH M DKOJIOTHYecCKOH 0€30IacHOCTH

2.3.1 HeKJINHMYECKoe UCCiIeI0BaHHe MeTUIIMHCKOM M IK0JOTHYecKoii 0e3omacHocTH (NON-
clinical health and environmental safety study): DkcriepuMeHT WU psiT SKCIIEPUMEHTOB,
COTJIACHO KOTOPBIM OOBEKT UCTIBITAHUH IMOABEPTAOT UCCIEAOBAHUIO B TAOOPATOPHBIX YCIOBUSIX
U YCIIOBHSIX OKPYIKAIOIICH CPeibl, YTOOBI MOYUUTh TAaHHBIE O CBOMCTBAaX 00bEKTa W/HITH €r0
0€30MacHOCTH U MPEJICTABUTh UX HA PACCMOTPEHHE PETYIHPYIOIIUM OpTaHaM.

2.3.2 kpaTkocpouHoe ucciaenoanme (short-term study): MccienoBanue, mpoBoIuMoe IHAPOKO
pacIpoCTpaHECHHBIMH METOJaMHU B TCUYCHHE HETPOIOJDKUTEIIEHOTO BPEMEHH.

2.3.3 mi1an uccjaenaoBanus (study plan): JIokyMeHT, ONMCHIBAIOIINH IIETTH U METOI0JIOTHIO
9KCIIEPUMEHTA ISl IPOBECHUSI UCCIICA0BAHMS, & TAKXKE BKIIIOYAIOIINIA B ce0sl BCe MOMPABKH,
BHCCCHHBIC B SKCIICPUMCHT.

2.3.4 nonpaBka K IJiaHy uccjenoBanus (study plan amendment): llenenanpasnentoe
M3MEHEHHE B TJIAaHE UCCIICOBAHMSI, BHECEHHOE MTOCIIE JIAThl HaYalla HCCIIEeOBAHNS.

2.3.5 oTkJIOHEeHHe OT MJIaHa ucciaenoBanus (study plan deviation): Henmpennamepenuoe
OTKJIOHCHHE OT IUIaHa UCCIIEJOBAHMS MOCIIE IaThl Havala HCCIIeI0BaAHHMS.

2.3.6 TecT-cucreMma (test system): bronorudeckas, Xumudeckast WM pU3ndecKasi CHCTeMa B
OTJEILHOCTH MM B KOMOMHAITMH JIPYT C JPYTOM, UCTIOJIb3yeMasl B UCCIICIOBaHUH.

2.3.7 nepBUYHbBIE TaHHBIE HccaenoBanus (raw data): OpurnHaNBI 3aMUCEH U TOKYyMEHTOB
UCIBITATENBHOTO IIEHTPA WIIK UX 3aBEPEHHBIE KO, OTPAKAIOIIUE Pe3yIbTaThl HAOTIOACHUI 1
MPOIIeIYpPHI, TPOBEICHHBIE BO BPEMS UCCIICIOBAHMS.

[Tpumeuanue - [lepBUUHBIMY TaHHBIMU UCCIIEIOBAaHUS MOTYT ObITh: oTorpadumu,
MUKPO(QUIbMbI, MUKPOIUIEHKH, UX KOIIUH, TUCKEThI U KOMITAKT-JUCKH, paboyKe 3arucH,
BKJIIOYasl 3allMCU TIOKa3aHUI aBTOMaTU3UPOBAHHBIX TPUOOPOB, U IPYrHe HOCUTENHN JaHHbIX,
KOTOpbIe 00ecrieunBaroT 0e30macHoe XpaHeHne HH(pOpMaIy B TeUEHUE ONPEIETICHHOTO
nepuozaa Bpemenu (cM. 2.3.10).

2.3.8 obpa3sen (specimen): JIro60it MaTepua, B3AThIA U3 TECT-CUCTEMBI JIJISl U3YUEHUS, aHAIHU3a
WA XPaHCHUSI.



2.3.9 nara Hauana 3kcnepumenTa (experimental starting date): /lata moay4eHus mepBbIxX
9KCIIEPUMEHTAIBHBIX JAHHBIX MO UCCIIECI0BAHHUIO.

2.3.10 naTa oxkoHuaHus 3KcnepuMenTa (experimental completion date): Jlata momyuenus
HOCJICIHUX IKCIIEPUMEHTAIIBHBIX JaHHBIX 0 HCCIICOBAHUIO.

2.3.11 nara Hayaja uccjenoBanus (study initiation date): Jlara moanucaHusi pyKOBOIUTEIEM
UCCIICIOBaHMSI TUTaHA CCIICIOBAHMUS.

2.3.12 nara oxonuanus uccjaenopanus (study completion date): [{aTa moanucanus
PYKOBOJUTEIIEM HCCIICAOBAHUS 3aKITIOUNTEILHOTO OTYETA.

2.4 O0BbEeKT HCHLITAHUSA

2.4.1 06bexT ucnbITaHus (test item): OOBEKT, MPeNCTABIAIOUINA COO0H peaMET
MCCIICJOBAHMSL.

2.4.2 cranaapTHBI 00beKT (00pa3sen), ""KOHTPOILHBIIH" 00beKT (00pa3zen) (reference item,
"control item"): O0BeKT (0Opa3zelr), HCIOIB3yEeMBIH JIJIsi CPaBHEHUS C O0BEKTOM HUCITBITAHUS,
UMEIONIHH OUIMATBEHO YAOCTOBEPCHHBIN COCTAB.

2.4.3 maprtus, cepus (batch, lot): OnpenenenHoe KOIUIECTBO 00BEKTA UCTIFITAHUS WIIN
CTaHJApTHOI0 OOBEKTA, MOIYYEHHOE B TEUCHHUE OIIPEJICIIEHHOTO IPOU3BOICTBEHHOTO LIUKJIA
TaKUM CIIOCOOOM, 4TO 3TOT OOBEKT UMEET OJTHOPOIHBIIN XapaKTep U AOHKEH ObITh HA3HAUEH B
3TOM KayecTBe.

2.4.4 nocureas (vehicle): BemecTBo, Hcmonp3yeMoe st CMEIIUBAHS, JUCTIEPTUPOBAHUS WITH
pacTBOpeHHs 00bEKTa UCIIBITAHUS UM CTAaHIAPTHOrO 00BEKTa U MO3BOJISIONIEe 00JIETYUTh €ro
BBEJICHUE B TECT-CUCTEMY.

3 IIpuHUMIIBI HAJIEKALEH JIA00PATOPHOM NMPAKTUKH

3.1 Opranu3anus ¥ NepcoHa UCNBITATEIbHOI0 LIEHTPa
3.1.1 O6s13aHHOCTH A/IMHUHUCTPALIMH UCIBITATEJbHOI0 LIEHTPA

3.1.1.1 AqMuHHUCTpaIUs UCIBITATEILHOTO IIEHTPa JI0JKHA TapaHTUPOBATh, YTO MPUHLIUIIBI
Ha/IIexalei 1abopaTopHON MPAaKTUKU Oy1yT COOIIOIEHBI B TOJTHOM 00beMeE.



3.1.1.2 B yacTHOCTH, aIMUHHUCTPALIUS TOJKHA:

a) YTBEPJUTH MOJIOKEHUS, COITIACHO KOTOPHIM OMPEIEISIIOT JIMI0(2), BHITOJIHSAIOIIEEe
00513aHHOCTH PYKOBOJICTBA coriacHo [IpuHIMIamM Hajyiexamiei 1a00paTopHOil MPaKTHKH;

b) obecrieunBaTh HATMYKME B JOCTATOYHOM KOJIMYECTBE KOMIIETEHTHOTO [IepCOHAA,
COOTBETCTBYIOIIMX IMOMEUICHUM, 000PYIOBaHUS U MAaTEPUAIOB, HEOOXOAUMOTO JIJIst
CBOEBPEMEHHOTO M HAJJIEKAIIETO MPOBEICHUS UCCIIEIOBAHMUS;

¢) o0ecrieunBaTh MOJJEPKAHNE B AKTYaJIbHOM COCTOSIHUU IOKYMEHTALUU 00 ypOBHE
KBaJTH(HUKAINY, 00OpAa30BAHHUH, ONBITE PAOOTHI M JOKHOCTHBIX O0SI3aHHOCTSAX CIICLUATMCTOB U
TEXHUYECKOTO IIEPCOHANIA;

d) rapaHTHpOBaTh YETKOE MIOHMMAHNE CBOMX 0053aHHOCTEH COTPYIHUKAMH, H, IPH
HE00X0/IMMOCTH, 00ecrieunBaTh UM COOTBETCTBYIOLIEE 00yUeHHE U TIOJATOTOBKY;

€) HECTU OTBETCTBEHHOCTD 3a BBIIIOJIHEHUE HCCIIE0BATENbCKUX pabOT B COOTBETCTBUH C
JEHCTBYIOLIMMHU CTaHJaPTHBIMU OIEPAllMOHHBIMU IIPOLIEAYPAMU; YTBEPKIATh BCE
JICHCTBYIOIME CTAaHJAPTHBIEC ONIEPALIMOHHBIE IIPOLIEYPHI U IIONPABKU K HUM,;

f) HecTH OTBETCTBEHHOCTH 33 OpraHU3ALMI0 IPOrpaMMbl 00ECIIEUeHHsI KaueCTBa C Ha3HAYEHHbBIM
IIEPCOHAJIOM M €€ pealln3alliio B COOTBETCTBUH ¢ [IpuHIMIamMu Hajiexaliei 1abopaTopHoit
IIPAKTHUKU;

£) Ha3HAYUTh JI0 Hayasa UCCIeI0BaHMs B KaUeCTBE PyKOBOAMUTEIS UCCIIEOBAHUS COTPY/THHKA,
HMEIOILEr0 COOTBETCTBYIOLIEE 00pa30BaHNE, KBATM(HKALMIO U ONBIT pabOThl. 3aMeHa
PYKOBOIMTEIS UCCIENOBAHMS JOJKHA IIPOBOJUTHCS B COOTBETCTBUU C YCTaHOBJIEHHBIM
MOPSAIKOM U JIOJIKHA ObITh JOKYMEHTHUPOBAHA;

h) Ha3zHauaTh, B cilyyae HEOOXOJUMOCTH, IPU MPOBEJCHUN UCCIIETOBAaHHS HA HECKOJIBKUX
UCIBITAaTENbHBIX IJIOL[a/IKaX OTBETCTBEHHOI'O HCCIE0BATENs], KOTOPBII 00sagaeT
COOTBETCTBYIOLMM 00pa3oBaHKUEM, KBAIM(UKAILIUEH U ONBITOM, YTOOBI KOHTPOJIUPOBATh
IIPOBE/ICHUE JaHHOT'O dTarna (3TanoB) UCcCIeI0BaHUsA. 3aMEHa OTBETCTBEHHOT'O UCCIIE0BATENs
JIOJKHA TIPOBOAMTHCS B COOTBETCTBUU C YCTaHOBIIEHHBIM MOPSJIKOM U JO0JKHA OBITH
JIOKYMEHTUPOBAHa;

1) TapaHTUPOBATh, YTO TUTAH UCCIIEOBAHUS OYIET JOKYMEHTAIBHO YTBEPK/IEH PYKOBOIUTEIIEM
HCCIIETOBAHUS;

J) rapaHTHPOBATh, YTO PYKOBOJUTEIL UCCIIEJOBAHUS MIPEIOCTABUT CIIYk0O€ 0 00ECIIEUCHHIO
KauecTBa JIOCTYI K YTBEPKACHHOMY IUIaHY MCCIIEOBAHMUSI;



K) oOecrieunBaTh COXpaHHOCTh HCTOPUYECKUX (DaiiJIOB BCEX CTAaHIAPTHBIX OMEPAlMOHHBIX
IpoLenyp;

I) Ha3HauaTh OTBETCTBEHHOTO 3a YIPABJIECHUE APXUBOM (apXUBaMu);

m) rapaHTUPOBAThH BHIMIOJHEHHE OCHOBHOI'O IUIaHa-TpaduKa;

n) rapaHTUPOBATh, YTO PECYPCHI UCHBITATEIHHOIO [IEHTPA COOTBETCTBYIOT TPEOOBAHUSAM,
MPEABSIBISIEMBIM K UX UCIIOJIB30BAHUIO B UCCIIC0OBAHNM;

0) TIpY TIPOBEJICHUH UCCIICOBAHMI HA HECKOJIBKHX MCIBITATENILHBIX IIOMIAIKaX 00eCieunBaTh
YETKOE U COTJIACOBAHHOE B3aUMOJICHCTBHE MEXKIY PYKOBOJUTEIEM HUCCIIETOBAHMS,
OTBETCTBEHHBIM(MH) UCCIIeIOBaTeNeM(sIMH ), CIIY)00H 10 00ecreYeHHI0 KauecTBa U
CIEIMAIIMCTaMHU, BBITTOJHSIOMUMH JTAHHOE HCCIICIOBAHUE;

p) TapaHTUPOBATh, YTO OOBEKT UCIIBITAHUN M CTAHIAPTHBIA OOBEKT ONMUCAHBI JTOJIKHBIM
o0Opazom;

q) yCTaHaBIMBaTh MPOLEAYPHI Il HOATBEPKICHUS TOTO, YTO KOMIIbIOTEPU3UPOBAHHbBIE
CHUCTEMBbI COOTBETCTBYIOT CBOEMY HAa3HAUEHHIO, a TAKKE BATUAUPYIOTCS, YIPABISIIOTCA U
HOJIEP>KUBAIOTCS coriacHo [IpuHImmam Hajiexamei 1a00paTopHOi MPaKTHKH.

3.1.1.3 Ilpu BbIIOIIHEHUN KaKOTO-TM00 3Tana(oB) UCCIEAOBaHNS HAa UCTIBITATEIBHOM TUIOMIA IKE
B KOMITETEHIIMIO aJ]MHHUCTPAIH NCIIBITATEIHLHOH IJIOMIAa KK (B CIy4ae Ha3HAUYEHUS ) BXOJIST BCE
BBILIIETIEPEUUCIIEHHbIE 00513aHHOCTH, KpoMe 3.1.1.2, nepeuncienus g), 1), j) 1 0).

3.1.2 O0s13aHHOCTH PYKOBOAUTEJISI HCCIEI0BAHUS

3.1.2.1 PykoBoauTenb UccieI0BaHUS OCYILIECTBISIET 00111ee pyKOBOICTBO MPOBEIEHUEM
UCCIIEIOBaHMsI, OTBEYAET 32 MOATOTOBKY 3aKJIIOYUTEIBHOIO OTYETA.

3.1.2.2 B 00s13aHHOCTH PYKOBOJUTEINS UCCIIEI0BAHUS BXOJAT KAK MUHUMYM CJIE€TYIOLIHNE
byHKIMN:

a) YTBCPXKIAATH IJIaH UCCIICIOBAHUA U TTIOIIPABKHU K HEMY CcBOCH MOAIHUCBIO C YKa3aHWEM JaThI;

b) rapaHTHPOBaTh, UTO CIYk0a MO 0OECIIEUEHNIO Ka4eCTBA MMEET KOMUH TIIaHa MCCIICTOBAHUS
CO CBOEBPEMEHHO MOJTyYEeHHBIMU MOMPABKAMU K HEMY, U HAXOJUTHCSI C COTPYTHUKAMHU CITYKObI
o0ecrieueHns KauecTBa B ITIOCTOSIHHOM KOHTAKTe Ha IMPOTSXKCHUU BCETO UCCIICAOBAHUA,



C) TapaHTUPOBATh, YTO TUIAHBI UCCIICIOBAHUH, TONPABKU K HUM M CTaHAAPTHBIC OTEPAIlHOHHBIC
MPOIIEAYPHI JOCTYITHBI CTICIIHATMCTAM, BBITTOTHSIONUM JaHHOE HCCIICIOBAaHNUE;

d) rapaHTUPOBATh, YTO B IJIAHC UCCICAOBAHUSA U 3aKIIIOUUTCIIBHOM OTUCTC O PE3YyJibTaTax
HCCIICAO0BAaHNs, BEIIIOJTHCHHOI'O Ha HECKOJBKHX HUCIIBITATCIIbHBIX INIOMIAAKAX, OIIPEACIICHBI POJIX
KaXXJ101r0 OTBETCTBECHHOI'O HCHOHHHTGHH(eﬁ) H KaKI0I'0 U3 UCIBITATCIBHBIX ICHTPOB U
HCIBITATCIBHBIX IIJIOM[AA0K, BOBJICYHCHHBIX B IIPOBCACHNEC UCCICAOBAHUA,

e) rapaHTupoBaThb, 4TO IIPHU BBIIIOJIHCHUHA pa60T B COOTBCTCTBUHU C IIJIAHOM HCCJIICAOBAHUA
MMPOBOAATCA OLICHKA U JOKYMCHTUPOBAHUC BIUSAHUA JIFOOBIX OTKJIOHEHUH OT IIaHa
HCCJIICAOBAaHUA HAa KaYCCTBO U HCJIOCTHOCTD NPOBCACHUA UCCIICAOBAHUA U TIPU HGOGXOI[I/IMOCTI/I
IMPUHHUMAIOTCA KOPPEKTUPYIOIIUEC HefICTBI/IH, a TaKKe IPpU3HaBaTh JOIIYCTUMOCTDb OTKJIOHEHHH OT
CTaHAAPTHBIX ONCPALMOHHBIX IMPOUCAYP MIPHU MPOBCACHUN UCCIICAOBAHNA,

f) rapanTHUPOBATH, UTO PETHCTPAIIHS BCEX NIEPBUYHBIX JAHHBIX UCCIICIOBAHUS MIPOBOIUTCS B
IOJIHOM 00BEME;

€) TapaHTUPOBATh, YTO KOMIIbIOTEPU3UPOBAHHBIE CUCTEMBI, UCIIOJIb3YEMBIE B UCCIIEIOBAaHUH,
BaJIUUPOBAHBI;

h) noanuceIBaTH ¥ 1aTUPOBATH 3aKIIOYUTENIBHBIN OTYET, TEM CaMbIM IIPUHUMAs Ha ce0s
OTBETCTBEHHOCTH 32 JJOCTOBEPHOCTh MH(POPMALIMH U 32 BBIIOJIHEHHE UCCIIEI0BAHUS B
cootBercTBUM ¢ [IpuHIMmaMu Hauiexamei 1abopaTOpHOI IPaKTHKH;

1) rapaHTUPOBAaTh, YTO MOCJE 3aBEPIIEHUS (BKII0YAasl IPEKpallleHne) UCCIIeI0BaHUs II1aH
WCCJIEIOBAHMSI, 3aKIFOUUTEIbHBINA OTUET, IEPBUYHBIE JAHHBIE UCCIIEJOBAHUS U COIIYTCTBYIOIINE
MaTepuaibl IepeJatoTCcs B apXUB.

3.1.3 O0s13aHHOCTH OTBETCTBEHHOI'0 HCCJICA0BATEIISA
OTBeTCTBEHHBIN UCCIIEOBATENL HECET OTBETCTBEHHOCTD 32 MPOBEACHHUE IOPYUEHHBIX EMY
ATANoOB UCCIE0BaHMs B COOTBETCTBUH ¢ [IpuHIIMnamMu Haaexamei 1abopaTopHOl IPaKTHKH.

3.1.4 O0s13aHHOCTH MEPCOHAJIA, BBITOJIHAIONIEr0 UCCIeJ0BAHUSA

3.1.4.1 Becb nepcoHai, BOBJICUEHHBIN B MPOBEEHUE UCCIIEI0BAHMS, TOJKEH 3HATh [ [pyUHITUIIBI
HaJyIeKaIel 1abopaTopHOI MPAKTUKH B YaCTH, KOTOPAst UMEET OTHOIICHHE K UX YIaCTHIO B
HCCIIEIOBAHUU.

3.1.4.2 Tlepconai, BBIMOJHSIOMINN UCCIEA0BAHUS, TOJHKEH UMETh JIOCTYII K TUIaHy
MCCJIEI0BAHMS M COOTBETCTBYIOIIMM CTaHIAPTHBIM OINEPAllMOHHBIM MPOLEAYpaM, IPUMEHIEMbIM
K X y4acTHIO B HcclieIoBaHUU. Ero 00513aHHOCTBIO SIBJISIETCS BBHITIOJIHEHHE HHCTPYKIIHM,



COJIepIKaIINXCs B ATUX JOKyMeHTaX. JIFo0oe OTKIIOHEHHE OT ATUX WHCTPYKIUHN JOIKHO OBITH
3apeTUCTPUPOBAHO; O TAKOM OTKJIOHEHHH JOJDKHO OBITh COOOIIEHO HETIOCPEICTBEHHO
PYKOBOIMTEIO UCCIICOBAHUS /N TIPU HEOOXOJUMOCTH OTBETCTBEHHOMY
HCCIICIOBATEIO(SIM).

3.1.4.3 IlepcoHa, BBINOJIHSIOUINI HCCIEN0BAaHUS B COOTBETCTBUM € HAacToAMMU [ IpuHiiunamu
HaJyIeXKaIiei 1abopaTopHO MPaKTUKHU, 00s3aH CBOEBPEMEHHO M TOYHO BECTH 3aIHCH
NEPBUYHBIX JAHHBIX MCCIIEOBAHUS U HECTH OTBETCTBEHHOCTD 32 JJOCTOBEPHOCTD
IPE/ICTaBICHHBIX UM JIaHHBIX.

3.1.4.4 IlepcoHa, BBIIOJIHAIOLUI UCCIEA0BaHNUS, 10JKEH IPUHUMATh MEPbI
IPEI0CTOPOKHOCTH, YTOOBI MUHUMH3HPOBATH PUCK JUISI COOCTBEHHOTO 3/I0POBBS K 00ECIICUUTh
HOJHOTY IIpoBeaeHUs HccnenoBanusa. 000 Beex cirydasix 3a00JIeBaHUi UM HEJOMOTaHUI
CllelyeT He3aMeUTUTEIIFHO COO0IaTh PYKOBOCTBY, IIOCIIE YEro 3a00JIEBIIET0 COTPYAHUKA
OTCTPAHSIOT OT Y4aCTHsl B UCCIICAOBAHUH, YTOOBI €0 COCTOSIHUE HE MOTJIO MTOBIIUATH HA
IPOBEJICHUE UCCIIEIOBAHUSL.

3.2 IIporpamma obecnieyeHusi Ka4ecTBa

3.2.1 O0ume moJI0KeHus

3.2.1.1 UcneiTaTenbHBIN HEHTP AOHKEH UMETh IOKYMEHTUPOBAHHYIO TPOrpaMMy OOecTieueHust
KaueCcTBa, YTOOBI TAPaHTUPOBATH, YTO MPOBOIUMBIC B HEM MCCIICOBAHUS COOTBETCTBYIOT
[Tpunnmnam Haasexaiien 1a00paTOpHON MPAKTUKH.

3.2.1.2 3a BbInoNHEHUE MPOTPaMMbl 00ECIIEUeHUS KaueCTBA OTBEYAET(F0T) YIOJIHOMOYEHHOE(BIE)
nu1o(a), Ha3HauaeMoe(bIe) aAMUHUCTPAIIMEN UCTIBITATEILHOTO IEHTPa, HEMOCPECTBEHHO
noauuHsIoIee(1e)cs e 1 3HakoMoe(bIe) ¢ METOJJaMH HCTIBITAaHHH.

3.2.1.3 JIuno(a), orBeyatoiee(ne) 3a od0ecrneyeHne KayecTBa, He JOKHO(bI) ObITh BOBIEYEHO(bI)
B IIPOBEJICHHE UCCIICOBAHMUS.

3.2.2 O0s13aHHOCTH CJIYKObI O 00ecTeYeHN 0 KayecTBa

3.2.2.1 Cnyx6a no o0ecrevyeHnIo KauecTBa JOKHA BBITIOIHATh CIEAYIOUUe (QYHKIINH:

a) UMETh B HAJIMYMU HK3EMIUIAPHI BCEX YTBEPXKACHHBIX IJIAHOB MCCIIEIOBAHUS U CTaHAapPTHBIX
OTIEpAl[MOHHBIX MTPOLEAYP, UCIIOJIb3YEMBIX B UCIIBITATEILHOM IIEHTPE, U JOCTYI K TEKYLIEMY
BapHaHTy OCHOBHOTO IJIaHa-TpaduKa;



b) mpoBepsATh, YTOOBI TIAaH UCCIIEIOBAHUS COAEPKal HH(POPMAIIHIO, HEOOXOIUMYIO ISt
cootBeTcTBUs [IpuHIIMIIaM HajIeKamel JabopaTopHOi TpakTUKH. [[aHHas MpoBepKa JOKHA
OBITh JOKYMEHTHUPOBAHA;

C) OCYILIECTBIISITh UHCIIEKIIUU 32 TPOBE/ICHUEM BCEX MCCIIEIOBAaHUI B COOTBETCTBUU C
Hacrosmumu [IpuHimnaMu Hajyiexkaieit 1abopaTopHON MPAKTUKHU U JOCTYITHOCTBIO IJIAHOB
MCCJIE0BAHUI U CTAHIAPTHBIX ONEPALMOHHBIX MPOLEAYP NEPCOHATY, BOBIEYEHHOMY B
IIPOBE/ICHUE UCCIICIOBAHUS.

HpeI[yCMOTpeHBI TPpHU THUIIA I/IHCHCKLII/If/’I B COOTBCTCTBUU CO CTAHAAPTHBIMHU OIICPATHUOHHBIMU
mnmpoucaypamu, onpeacJICHHBIMU B IIPpOIrpaMMeE o0OecreyeHns KayecTBa:

- HHCTICKIIWU OTACIBbHBIX I/ICCJ'IGIIOBaHI/II‘/'I;
- MHCIICKIWH HUCIIBITAaTCIIBHOI'O HCHTPA,
- MHCIICKIIUU OTACIIbHBIX ITPOLCCCOB.

HpI/IMe‘IaHI/Ie - OTyeTHl HO,Z[O6HBIX WHCIIEKIIUHN TOJKHBI OBITE COXpPAaHCHBI;

d) MMPOBEPATH 3AKIIOYUTCIIBHBIC OTUCTBI; IIOATBECPIKAATH, YTO MCTOABI, IIPOLCAYPHI, Ha6J'II-OI[eHI/I$I
HN3JI0KCHBI TOYHO U IMOJTHOCTBIO U YTO PC3YJIbTAThI B IMOJTHOM MCPE OTpAKAIOT IICPBUYHBIC
JaHHBIC I/ICCJ'ICI[OBaHI/II‘/'I;

€) CBOEBPEMEHHO NPEICTABIIATh PE3yJIbTaThl 00 MHCHEKIMIX B MMCbMEHHOM BHJIE
aJMMHHMCTPALIMK UCIIBITATEIBHOTO LIEHTPA, PYKOBOJUTENIO UCCIEA0BAHNS, OTBETCTBEHHOMY(BIM)
UCCIIeIOBATENIO(SIM) U, TPU HEOOXOAUMOCTH, IPYTUM PYKOBOASIIUM PaOOTHHUKAM;

f) BHOCUTBH B 3aKJIIOYUTEIBHBIM OTUET OATOTOBIEHHOE U MOANMCAHHOE 3aKJIIOUEHUE O THUIaxX
MHCIIEKIIUI M aTax UX NMpoBeAeHus ¢ nHdopMaruei o0 stamne (3Tanax) IpoBepseMoro
UCCJIEIOBAHMSI U J]aTe Mepeiaull pe3ysIbTaTOB MHCIIEKTUPOBAHUS aIMUHUCTPALIUN
HCIBITATENBHOIO LIEHTPA, PyKOBOJUTEIO UCCIIEI0BAaHUS U OTBETCTBEHHOMY MCCIIEZIOBATENIO B
cilydae HeOOXOJMMOCTH. DTO 3aKIIF0YEHUE TAKKe TOJDKHO COAEPKaTh MH(POPMAIIHIO O TOM, YTO
NIEPBUYHBIEC JAHHBIEC UCCIIEJOBAHNSI OTPAKEHBI B 3AKJIIOUUTEIBHOM OTUETE TOCTOBEPHO.

3.3 lTomernenus

3.3.1 O0uMe moJioKeHus

3.3.1.1 Pa3mepsl, yCTpOMCTBO U pacHoIOKEHNE TOMEIICHUH TOKHBI OTBEYATh 3aJja4aM
uccienoanwus. [ToMemeHus J0KHBI OBITh YCTPOCHBI TAKUM 00Pa30M, YTOOBI BIMSHHE HA X0
WCCJICIOBAHHUI OBLII0O MUHUMATHHBIM.



3.3.1.2 TTomenieHust JOKHBI OBITH CIIAHUPOBAHBI TAKMM 00pa3oM, 4To0bI ObLIO 0OecreueHo
MaKCHMAaJIbHO H30JIMPOBAaHHOE MPOBEJCHNE KAXKIOTO UCCIEIOBAHNS PAa3IMYHbBIX BHJIOB (THUIIOB).

3.3.2 [loMenieHud AJ5 TECT-CHCTEM

3.3.2.1 B ucnbITaTeIbHOM LIEHTPE JOJKHO OBITh JJOCTATOYHOE YKCIIO TOMEIICHHUH HIIA 30H,
9TOOBI 00ECTICUUTh U3OJISIIIHIO TECT-CUCTEM U WHAMBHUIYAIBHBIX TPOCKTOB, €CITU U3BECTHO, YTO
OHM TIPEyCMaTPHUBAIOT UCIIOIb30BAHHUE BEIIECTB MJIM OPTaHU3MOB, OTHOCSIITUXCS K Pa3psay
OHMOJIOTHYECKH OITacHBIX.

3.3.2.2 111 tMarHOCTHPOBAHMS, ICUCHUSI U KOHTPOJIS 3a00JIEBaHUH JOKHBI OBITH BBIICIICHBI
MOJIXOJIAIIME TOMEIIECHHUS WJIH 30HbI, YTOOBI 00€CIIEYHTh CTAOMILHOCTD U COXPAHHOCTD TECT-
CHCTEM.

3.3.2.3 B ucneITaTeIbHOM HCHTPC OOJIKHBI OBITH KOMHATBI XPaHCHUA WIIN 30HBI U1 pECYpCOB U
060py,IlOBaHI/I$I. Ot NOMCHICHHUA JOJIZKHBI OBITh HN30JIMPOBAHBI OT HOMCIIIGHI/IfI WJIK 30H,
coacCpKalluX TCCT-CUCTEMBI, B LICTIAX obecrneyeHust UM aHeKBaTHOﬁ 3alllUMThI OT MHBA31U,
3arpsA3HCHUA W/MIm 3apaXCHUA.

3.3.3 [lomemenus AJ151 00padOTKHN 00bEKTOB UCNIBITAHUIN U CTAHIAPTHBIX (KOHTPOJIbHBIX)
00beKTOB

3.3.3.1 Jlnsa npeaoTBpalieHus 3arpsi3HEHUS B UCMIBITATEIbHOM LIEHTPE J0KHBI OBITH OT/CIIbHBIC
MOMEIIEHUS WM 30HBI JUIs OJIYYEeHUsI U XpaHEHHUsI OOBEKTOB UCIBITAHUN U CTAaHAAPTHBIX
(KOHTPOJIbHBIX) OOBEKTOB U CMEIINBAHNS 00BEKTOB UCIIBITAHUI C HOCUTEISIMHU.

3.3.3.2 Xpauunuimia Jjist 00beKTOB UCIIBITAHUHN JTOJDKHBI OBITh U30JMPOBAHBI OT MOMEIIEHUH WIIN
30H, COACPIKAITUX TECT-CUCTEMBI, M JIOJKHBI COOTBETCTBOBAThH TPEOOBAHUSM 110 00ECTICUSHUIO
UJCHTUYHOCTH, KOHIICHTPAIINH, YUCTOTHI U CTAOMIBHOCTH, a TaK)Ke 0€30MacHOMY XpaHEHHIO
OITaCHBIX BEIIECTB.

3.3.4 llomemeHns 111 apXUBOB

CrnenyeT npeaycMOTpPETh TOMEIEHUS ISl apXUBOB, B KOTOPBIX HEOOX0IUMO 00€CIIeUHTh
0Oe30macHOe XpaHEeHHEe U CUCTEMY MOUCKA TUIAHOB UCCIIEOBAHUN, IEPBUYHBIX JaHHBIX
WCCJICIOBAHMH, 3aKIIFOUUTEIBHBIX OTYETOB, 00bEKTOB HCTIBITAHUA U 00pa3IoB. B aTux
MOMEIIEHUSIX JTOJKHBI OBITh CO3/IaHbl YCIIOBUS, 00ECTIEUNBAIOIIUE TOJTOBPEMEHHOE XPAaHEHHE
APXUBHBIX MATEPUAJIOB.

3.3.5 Ynajenue oTxXoa0B

OO0paboTka U yajieHne 0TXO0A0B JOJIKHBI OBITh BBIIOJHEHBI TAKIM 00pa3oM, 4TOObI He
MIOJIBEPTHYTH OMACHOCTH MIPOBEJCHHUE HCCIICIOBAHUI M HEe UCKA3HUTh UX Pe3yNbTaThl. JIJis 3TOTO



TpeOyeTcst 00eceunTh COOTBETCTBYIOIINE YCIOBHUS st cOOpa, XpaHEHHS U BBIBO3a OTXO/I0B, a
TaKKe MPOLEAYpP UX JE3aKTUBALMH U MOCIEAYIOIENH TPAHCIOPTUPOBKH.

3.4 OdopynoBaHnmne, MaTepHAJIbI U PeareHThl

3.4.1 O6opynoBaHue, BKIIt0Yasi BAIUIMPOBAHHbBIE KOMITbIOTEPU3UPOBAHHBIE CUCTEMBI,
UCIIOJIb3YyEMbIC JIJISl CO3JaHusl, XpaHEHHUS U IMOUCKA JJAHHBIX, & TAKXKe JUIsl KOHTPOJIS TapaMeTpOB
OKpY’Karollel CpeJibl, [0 XapaKTEePUCTUKAM U PACIIOIIOKEHHIO IOJKHO COOTBETCTBOBATH LIEIISM
Y 3ajjauaM UCCIICOBAHHUS.

3.4.2 JlomxHO OBITH MPETYCMOTPEHO EPUOTUIECKOE TEXHUIECKOE 00CTYKIMBAaHHUE
000py10BaHus1, UCIOIb3yEMOI'0 B UCCIIEIOBAaHUH, BKIIIOYAsl PETYISPHBIA NEPUOANYECKUN
OCMOTD, YXO/]I, KaTHOPOBKY U MOBEPKY B COOTBETCTBUU CO CTAaHAAPTHBIMHU OTIEPAIIIOHHBIMH
npoueaypamMu. T paboThl JOKHBI COIPOBOXKIATHCS COOTBETCTBYIOLIUMU 3aMUCIMHU.
KamuOpoBKy 1 MOBEPKY CIIEIYET MPOBOJUTH B COOTBETCTBHH C HAIIMOHATBHBIMU WIIN
MEXIYHAPOJAHBIMU CTaHIAPTaMU U3MEPECHHUSI.

3.4.3 OGopynoBaHue U MaTEPHAJIbI, UCIIOJIb3YEMbIE B UCCIIEOBAaHUY, HE JIOJDKHBI BIUATH Ha
COCTOSIHUE TECT-CUCTEM.

3.4.4 Xummnueckue BELIECTBA U UX CMECH, PEareHThl U paCTBOPHI JOJIKHBI UMETh 3TUKETKH C
yKa3aHHEM CBEIEHUH O HAMMEHOBAHUU BEILECTBA, KOHLIEHTPALUH (B ciiyyae HEOOXOAUMOCTH),
JIaThl OKOHYAHUS CPOKA XPAaHEHUsI U MHCTPYKLUIO 10 XpaHEeHU0. JloKkHa OBITh AOCTYITHA
uHpopManus o0 U3roTOBUTENE, aTe MPOU3BOJCTBA U CTa0MIBHOCTH. CPOK XpaHEHHsI MOKET
OBITH IPOJIEH HA OCHOBAaHUM PE3YJIbTAaTOB JOKYMEHTUPOBAHHOM IPOBEPKHU WJIM aHAJIN3A.

3.5 TecT-cucTeMbl

3.5.1 ®usnueckue 1 XUMHYECKHE TECT-CUCTEMbI

3.5.1.1 TexHuueckue XxapaKTEpUCTUKH U PACTIONOKEHHE 000PYAOBaHNUs, UCIIOIb3YEMOTO IS
NOJy4YeHUs! PU3NKO-XUMUUYECKUX JAHHBIX, JOJKHBI YJJOBIETBOPSTH LEJAM U 3a/la4aM
HCCIICIOBAHMS.

3.5.1.2 domxHa O6bITH 0OecrieueHa COXPaHHOCTh (PU3UKO-XUMHUYECKUX T€CT-CUCTEM.

3.5.2 BuosornuyecKkue TeCT-CuCTEeMbI

3.5.2.1 Ansa xpaneHusi, pa3MelieHus, 00pabOTKH U 3alUThl OMOJIOTHYECKUX TECT-CUCTEM
JIOJDKHBI OBITH CO3/ITaHbI HAIJIEXKAIINE YCIOBHS, 00ECIIEUYNBAOIINE TOCTOBEPHOCTD MOTYyIaeMbIX



pe3yNbTaTOB.

3.5.2.2 Kaxxnas HOBasi MOCTyNaroIas TeCT-CUCTEMA KUBOTHOTO U PACTUTEIBLHOTO
MPOUCXOXKICHUS JJOJDKHA OBITh N30JIMPOBAHA TSI OIICHKH COCTOSIHHUS 310pOBbs. [Ipu
BO3HMKHOBEHUHU 3200JI€BaHUS UM CMEPTHOCTH JAHHYIO TTAPTHIO KUBOTHBIX HE UCIIOJIB3YIOT B
WCCJICIOBAHHUH U, IPU HEOOXOIMMOCTH, 6€300JIE3HCHHO TIOIBEPraloT dBTaHa3uu. Ha MoMeHT
JIaThl Hayaja KCIEePUMEHTa UCCIICIOBAHMSI BCE TECT-CUCTEMBI HE JOJDKHBI HIMETh 3a00JICBaHUI
WJIM COCTOSIHUM, KOTOPBIE MOTYT CIIYKUTh IPEMSATCTBUEM LEIN WM MPOBEACHUIO UCCIEIOBAHUSI.
TecT-cuCTeMBI, Y KOTOPBIX B X0JI€ UCCIICIOBAaHUS BBISIBJICHBI 3a00JICBAaHUS WJIM TPABMBI, CIICIYET
W30JIMPOBATh U JICUUTH, €CIIU 3TO HEOOXOAMMO JJIsi 00ECTICUCHHUS TTOJTHOTHI UCCIIECAOBAHUS.
JlnarHo3sl 1 JIe4eHHE JIFOOBIX 3a00JIeBaHUM KaK B XOJIe UCCIICIOBAHUS, TaK U 0 €ro HaJajia
JTOJKHBI OBITH JJOKYMEHTHPOBAHBI.

3.5.2.3 JlanHble 00 UCTOYHUKAX TECT-CUCTEM, IaTaX UX IMOCTYIUICHHUS ¥ COCTOSSHUY Ha MOMEHT
MOCTYIUICHUS JOJKHBI OBITh COOTBETCTBYIOIIMM 00pa30M 3apeTUCTPHPOBAHBI.

3.5.2.4 Ilepen nepBoOHAYAIbHBIM BBEJACHHUEM OOBEKTA UCTIBITAHUS U CTAHAAPTHOTO 00BEKTA
OHOJIOTHYECKHE TeCT-CUCTEMBbI JOJIKHBI TPOUTH MEPUO]T aKKJIMMATU3allUH1, IOCTATOYHBIN IS
aJlanTalyu K YCIOBUSIM MPOBEICHUS UCCIIEIOBAHUSI.

3.5.2.5 Bes undopMmanusi, HeoOXoauMast sl HajuiexKalie nIeHTU(PUKAIIMA TeCT-CUCTEMBI,
JOJKHA OBITh YKa3aHa Ha BXOIHBIX JIBEPSIX MOMEIICHUH WM KOHTeHepaX. OTaenbHbIC TECT-
CHCTEMBI, KOTOPBIC B MPOIECCE UCCIICTOBAHMS JOKHBI ObITh TIEPEBEICHBI U3 OJTHOTO
MOMEIICHUS B APYTroe WU U3 OAHOTO KOHTEHHEpPa B IPYroM, TOJKHBI UMETh COOTBETCTBYIOIIYIO
MapKUPOBKY TJI€ 3TO BO3MOXKHO.

3.5.2.6 B Teuenue ncnosib30BaHus, TOMELICHUS WM KOHTEHHEPHI Ui COIEPKaHUS TECT-CUCTEM
noJyIeXxar perysipHoi yOopke u caHUTapHOM 00paboTke. MaTepHuaibl, KOHTAaKTUPYIOILUE C
TECT-CUCTEMOM, HE JIOJDKHBI COJIEPKATh 3arPSA3HSIONINX BEIIECTB B KOJIMYECTBAX, CIOCOOHBIX
HOBIUATH HA X0J1 MccienoBaHus. [10ACTUIIKY 7S )KUBOTHBIX CIIEyeT CBOEBPEMEHHO MEHSTh,
KaK 3T0 TpedyeTcs MPaKTUKON paboThI ¢ TabOpaTOpHBIMU )KUBOTHBIMU. Bee ciydan
UCIIOJIb30BAaHUS MECTUIMIOB JIOJKHBI OBITh TOKYMEHTHPOBAHBI.

3.5.2.7 TeCT'CI/ICTeMH, HCIIOJIb3YCMBIC B ITOJICBBIX YCIOBUAX, JOJIZKHBI OBITh PAaCIIOJIOKCHBI
TaKUM O6p2130M, YTOOBI MNpEAOTBPATHUTE BIIMAHUE HA X0 UCCICAOBAHUA )KI/II[KOCTGI;'I JUIA
paclbUICHUA (,Z[J'ISI YHUYTOKCHUA HaCCKOMLIX) N NICCTUIIHUAOB.

3.6 O0beKTHI UCIIBLITAHUH M CTAHAAPTHBIE 00bEKThI

3.6.1 [loaryuenue, 00padoTka, 0TOOp NPOO U XpaHeHHe

3.6.1.1 JIomkHO OBITH MPEAYCMOTPEHO BEACHUE PEIUCTPALMOHHBIX 3aMMcell, B KOTOPBIX JOJKHBI
OBITh yKa3aHbl XapaKTEPUCTUKU OOBHEKTOB UCIIBITAHUN U CTAaHJIAPTHBIX 0OBEKTOB UCCIIEAOBAHNUS,



HaThl UX HO.Hy‘-IeHI/ISI, CpOKI/I T'OJHOCTH, HepBOHa‘-IaHLHOe KOJINYECTBO U CBCACHUS 06 yque
pacxopa.

3.6.1.2 O6pabotka, 0TOOp MPOO U MPOILETYyPhl XPaHEHUST 00BEKTOB UCTIBITAHUI U CTAaHAAPTHBIX
00BEKTOB JOJDKHBI OCYIIECTBISITHCSI TAKUM 00pa3oM, YTOOBI 00ECIIEUYNUTh OJHOPOAHOCTD U
CTaOMJIBHOCTD TI0 MEpPE BO3MOYKHOCTH, & TAKXKe MPEOTBPATUTH 3arPsA3HCHHUE WM CMEIITHBAHNE
3TUX O0BEKTOB.

3.6.1.3 Ha xonTeitepe(ax), npeHa3HAUYCHHBIX JIJIS1 XpaHEHHsI 00bEKTOB UCIIBITAHUHN WIIH
CTaHJAPTHBIX OOBEKTOB, JIOJDKHBI OBITh MPUBEICHBI HICHTU(UKAITMOHHAS UH(OPMAIIHS, CPOK
TOJTHOCTH Y MHCTPYKITHS 110 UX XPaHEHUIO.

3.6.2 XapakTepucTuka

3.6.2.1 Kaxaplii 00BEKT UCTIBITAHUI M CTAHIAPTHBIN O0BEKT JOJKEH OBITh UACHTU(UIIMPOBAH
COOTBETCTBYIOILIUM CIIOCOOOM (Hampumep, UMETh KOJI, PerUCTpalnoHHbIH HoMep CripaBouHOM
CITy’KOBI 110 XUMHUYECKOI TuTepaType AMEpUKaHCKOro XuMuieckoro obmectsa - CAS-Homep,
HaMMEHOBaHHE, OMOJIOTUYECKUE TTapaMETPHI).

3.6.2.2 JIng npoBeeHUs KaXI0r0 UCCIEI0BaHUS JJOJKHBI ObITh U3BECTHBI TAKUE
XapaKTEpUCTUKU O0BEKTa UCIIBITAHUM U CTaHIapTHOIO 00BEKTa, KaK HOMep napTuu (cepun),
CTEINEHb YUCTOThI, COCTAB, KOHLIEHTPALUS UIH JPYTUe BaKHbIE XapaKTEPUCTUKH.

3.6.2.3 Ecnu 00beKT UCHIBITAHUHN TIOCTYTAET HEMOCPEACTBEHHO OT CIIOHCOPA, CIIOHCOP U
UCIBITATENbHBIN LIEHTP J0JKHBI pa3padoTaTh MEXaHU3M, MTO3BOJISIOLINMI ero
UACHTU(DUIIUPOBATD.

3.6.2.4 Jlnda Bcex vccaea0BaHUNi HEOOX0JMMO MTPOBEPATh CTAOMIBHOCTh OOBbEKTa UCTIBITAHUN U
CTaHJAPTHOI0 OOBEKTA B MPOLIECCE UX XPAHEHHS B YCIOBUAX SKCIIEPUMEHTA.

3.6.2.5 Ecniu 00beKT uCHbITaHUs IPeIHA3HAYEH JUIsl BBEACHUS WU IPUMEHEHUS B HOCUTEIIE,
ClleZlyeT YCTaHOBHUTb €ro OJHOPOAHOCTb, KOHLIEHTPAIMIO U CTA0MIIBHOCTh B YCIIOBUSIX 3TON
cpenpl. [y TecT-cucTeM, MPUMEHSEMBIX B ITOJIEBBIX HCCIIEIOBAHUSX, ITH CBOWCTBA OOBEKTOB
UCTIBITAHUN MOTYT OBITh OIPEJICNIEHBI B IPOLIECCE OTAENIbHBIX JJA0OPATOPHBIX SKCIIEPUMEHTOB.

3.6.2.6 [Insg Bcex ucclie0BaHM, KpOMe KPaTKOCPOUYHBIX, HEOOXOAUMO COXPAHATh JUIsl aHAJIN3a
poOBI U3 KAXKIOW MapTuu (cepuu) 0ObEKTa UCIIBITAHUS.

3.7 CranpapTHble OnlepallHOHHBIC NPOLEYPbI



3.7.1 WcnplTaTeNbHBIN IEHTP TOJDKEH UMETh B HATHYUU 0POPMIICHHBIE B TMCbMEHHOM BHJIC U
YTBEPKACHHbIE a[IMUHUCTPALIMEN HCIIBITATEILHOTO IIEHTPA CTaHJapPTHHIE ONEepallMOHHbIE
npoueayps! (COIT), koTopble npeaHa3HAuYeHBI ISl TOTO, YTOOBI TapaHTUPOBATH KAYECTBO U
MOJIHOTY JIaHHBIX, IOyYEHHBIX B npoiiecce uccienoanus. [lepecmorpennsie COII Takxke
JIOJKHBI OBITH YTBEPKICHBI a/IMUHUCTPALIMEH UCIIBITATEILHOIO IIEHTPA.

3.7.2 KaxxnoMy mojipa3ieJICHUIO W/WIIA KaKI0H TUTOIIAKE UCIIBITATEIBHOTO IIEHTPa
HEe3aMeUIUTEIHHO JOJDKHEI ObITh TocTynHbI AciicTBytomue COIL, oTHOCSIIUECS K UX
nestenbHocTH. B nononaenue k COII gomyckaercs TakKe UCTOIb30BaTh MHBIC ITEYaTHBIC
W3/1aHUs], METOJJUYECKHUE PYKOBOJICTBA, CIIPABOYHUKH U CIICLIMAJIbHBIC CTaThH.

3.7.3 Orknonenus ot COII B Xx0e MccienoBaHus TOJDKHBI OBITh 3apEeTUCTPUPOBAHBI U
3aBU3UPOBAHBI PYKOBOJUTEIIEM UCCIICOBaHMS U (IIPH HEOOXOIMMOCTH) OTBETCTBEHHBIM
uccieaoBareneM(sMu).

3.7.4 CrangapTHbIe ONEPAIlMOHHBIE IPOLIETYPHI JOJKHBI OBITH UCTIOIB30BAHBI IS
JESATENIbHOCTH CIEAYIOIINX BUJOB (HO HE OTPaHUYUBATHCS UMH).
3.7.4.1 OOBEKTHI HCTIBITAHUS U CTAHJAPTHBIC OOBEKTHI

[Toctrymuienue, uaeHTudUKanus, MapKupoBKa, 00paboTka, 0TOOp Mpod U XpaHEHHE.

3.7.4.2 O6opynoBaHue, MaTepHalibl U PearcHThI

a) ObopynoBanue:

WCIIOJIb30BaHKe, 00CTy)KMBaHUE, YXO]1 U KaTMOPOBKa.

b) KomnbroTepusnpoBaHHbIE CUCTEMBI:

BaJIM AN, TIOPSIOK paboOThl M 00CTYKMBaHUs, 0€30MaCHOCTh, KOHTPOJIb U3MEHEHUH U
CO3/JJaHUE PE3EPBHBIX KOIHIA.

¢) Marepuaisl, peareHThl U pacTBOPBI:

IIPUTOTOBJIICHUE U MAPKUPOBKA.

3.7.4.3 XpaHeHue 3anucei, OTUETHOCTb, XpaHEHUE U U3BJIeUeHUE HH(OpMAIINU, KOJTUPOBAHHE

MCCJIeI0BaHM, COOp TAaHHBIX, TOATOTOBKA OTYETOB, CHCTEMBI MHACKCAIlUU, 00pabOTKa TaHHBIX,
B TOM YHCJIE€ C UCIOJIb30BAHUEM KOMITbIOTEPU3UPOBAHHBIX CUCTEM.



3.7.4.4 Tect-cuctemsl (T]1€ TPUMEHUMO):

a) TIOJIrOTOBKA TIOMEIICHUH U CO3/IaHNE YCIIOBUM OKPYKAFOIICH Cpe/Ibl Il pa3MEeIIeHUs TEeCT-
CHCTEM;

b) mpoueaypsl, yCTaHOBJICHHBIE [ TOJTYYEHUSI, TPAHCTIOPTUPOBKH, Pa3MEILICHUS, ONIPEICICHUS
XapaKTePUCTHUK U HJICHTU(PUKAIIMU TECT-CUCTEM, a TAKXKE YXOJa 32 HUMH;

C) MOJIrOTOBKA TECT-CUCTEM, HAOJIIOJICHHSI U OCMOTPHI /10, BO BPEMsI M MTOCTIE 3aBEPIICHUS
UCCIICI0BaHMS;

d) oOparienue ¢ TecT-cUCTEMaMH, YMUPAIOIIUMHE WM YMEPIIUMHU BO BPEMs UCCIICIOBAHMUS;

e) coop, ureHTUuGUKaUs U MOPSAIOK pabOThI ¢ 00pa3amMu, BKIIOYast HEKPOIICHIO U
THCTOTATOJIOTHIO;

f) pPasMEIICHUE TCCT-CUCTEM Ha UCHBITATCIIBHBIX TIOIIAJKAX.

3.7.4.5 Ilpouenypsl o oOecrneyeHn o KadyecTBa

PaboTa nepconasna 1o odbecreueH1Io KauecTBa 3aKJII0YaeTcsl B INIAHMPOBAHUHU, COCTABICHUN
rpaduka HHCIIEKIUH, TPOBEACHNUU HHCIIEKINH, TOKYMEHTUPOBAHUH U COCTABIICHUH OTYETOB 00
UHCIIEKIUSX.

3.8 [IpoBenenne uccjie0BaHMi

3.8.1 I1i1an ucciie10BaHusd

3.8.1.1 JInsg kaxa0ro Uccie0BaHus IJIaH UCCIIE0BaHUS B MMCbMEHHOM BUJIE TOJKEH OBIThH
pa3paboTaH 10 Hayana uccienoanus. [Inan uccnenoBanus JOHKEH OBITh YTBEPIKIEH
JATUPOBAHHOU MOMUCHIO PYKOBOIAMTENSI UCCIIEAOBAHUS U BepU(DUIIMPOBAH B COOTBETCTBUU C
NPUHILIMIIAMHU HaJJIexalel J1abopaTopHON MPaKTHUKU IEPCOHAIOM 110 00ECIIEUEHUI0 KauecTBa,
Kak onucaHo B 4.2.2.1, nepeunicinenue b). [Inan nccienoBanus 10KeH Takke ObITh YTBEPXKIEH
aJIMI/IHPICTpaHI/Ieﬁ HUCIBITATCIIBHOI'O HEHTPA U CIIOHCOPOM, €CJIM 3TO Tpe6yeTcs1 HalmTMOHAJIbHbBIM
3aKOHOJIATETLCTBOM HJIM 3aKOHO/IaTeNIbCTBOM CTPaHBbI, I/1e UCCIeloBaHue OyieT
MMpEaACTaBIATHCA.

3.8.1.2 I3meHenune miaHa UCCIEIOBAHUS



a) [TonpaBku K miIaHy MccaeI0BaHUs JOJDKHBI OBITH 0OOCHOBAHBI, YTBEPK/IEHBI JATUPOBAHHOMN
MOJIUCHI0 PYKOBOAMTENS HcciaeaoBaHus. [lonpaBku JOMKHBI XpaHUTBCS BMECTE C TUIAHOM
UCCIICIOBAHMS.

b) OTKJIOHEHHUS OT IUIaHa Hucciaca10BaHus JOJXKHbBI OBITH OIIMCAaHBI, O6’bHCHeHBI, IMPU3HAHBI U
CBOCBPCMCHHO IMOAINIMCAHbI PYKOBOAUTCIICM UCCIICIOBAHUSA U/WIIA OTBETCTBEHHBIM
HCCHGHOB&TCHCM(HMI/I) C YKa3aHUEM JATHI. OTKJIOHEHHUS OT IUIaHAa Hcciaea0BaHus JOJIKHBI
XPAaHUTHCSA BMCCTC C IICPBUYIHBIMU JAHHBIMU UCCJIICIOBAHUS.

3.8.1.3 OcHOBHOI1 TUTaH UCCTIEAOBAHUS MOXKET OBITh JOIOTHEH CTICIIMAIBHBIMU MPUII0KESHUSIMH
JUTSL IPOBEJICHUSI KPATKOCPOYHBIX UCCIIET0BAHMIM.

3.8.2 Coaep:xanue njiaHa UCCjae10BAHUS

[Tnan nccnenoBaHus T0JKEH COAEPkKATh, KAK MUHUMYM, CJIEIYIOIYI0 HHPOPMAIUIO:

3.8.2.1 Uudopmarnus 06 ncciaeaoBaHuu, OOBEKTE UCIIBITAHUS U CTAaHAAPTHOM OOBEKTE:

a) OIHUCAHMUE;

b) CyTh U 11eJTb HCCIICIOBAHUS;

C) onMcaHue 0OBbEKTa UCHIBITAaHUS C YKa3aHUEM KOJIa MJIM HAMMEHOBAHUs [[10 HOMEHKJIaType
IUPAC, peructpanuonssiii Homep CAS, Ouonornyeckrue XapakTepuCTUKH U T.11.|;

d) ucnosnb3yemblii cTaHAAPTHBIM O0BEKT.

3.8.2.2 NHopmarus o CioHCOpe U UCIIBITaTEIbHOM IIEHTpE:

a) HAaMMEHOBAHHUE U aJIPeC CIIOHCOPA;

b) HAaNMMCHOBAHUA U aApeCa BCCX HUCIIBITATCIIBHLIX IECHTPOB U UCHBITATCIIbHBIX TNIOMAA0K,
YUYaCTBYIOIIHUX B UCCICIOBAHUU,

¢) pamuinus, UMsi, OTYECTBO U apec PYKOBOAMTENS UCCIEIOBAHNUS;

d) bamumms, UMs, OTYECTBO U aAPEC OTBETCTBEHHOTO HccieaoBarTesi(eii) u arar(bl)
WCCJIeIOBaHMS, TIEpeIaHHbIe eMy(MM) PYKOBOJIUTEIIEM UCCIIETOBAHMS 1T OTBETCTBEHHOTO



BBITIOJTHCHMU .

3.8.2.3 Jlatsr:

a) JaTa YTBCPXKACHUS IJIaHa UCCIICAOBAHHUA C IMOAIMUCBIO PYKOBOJAUTEIIA NCCIICAOBAHMA. I[aTa
YTBCPKACHUA IJIaHA UCCIICAOBaHUA C IMOAIMNCHIO aAMUHUCTPAINU UCIIBITATCIbHOI'O HEHTPA U
CIIOHCOpa, €CJIU 3TO Tpe6yeTcs1 HallMOHAJIbHBIM 3aKOHOAATCIbCTBOM HJIM 3aKOHOAATCIBCTBOM
CTpaHkbl, I'I€ UCCIICAOBAHUEC 6y,Z[CT IpECaACTaBIATHCA,

b) nmpearojgara€MaI€ JaTbl Ha4Yajla 1 OKOHYAaHUSA SKCIIEPUMEHTA.

3.8.2.4 MeToabsl UCIIBITAHUI

CchUIKM Ha COOTBETCTBYIOLIME PYKOBOJICTBA 10 METO/IaM MPOBEACHUS UCTibITaHuM Opranuzanuu

SKOHOMMYECKOTO coTpyaHuuecTBa u pazsutus (O9CP), npyrue pykoBoACTBa U METOIUKH.

3.8.2.5 JIpyrue Borpocsl (T1€ IPUMEHUMO):

a) 000CHOBaHHE BHIOOpA TECT-CUCTEMBI,

b) XapakTepUCTUKH TECT-CUCTEMBIL: BUJI, PO, IITaMM, CyOIITaMM, HCTOYHHUK NIPHOOpETeHN,
KOJIMYECTBO, JUara30Hbl MacChl TeJa, 110JI, BO3pacT U Apyras CyLeCTBEHHas HHPOpMaIus;

¢) croco0 BBeACHUSI 1 0OOCHOBAHHE €ro BBIOOPA;

d) YPOBHHU 103 W/ W KOHHeHTpaHI/Iﬁ, qaCTOTa U MMPOAOJIZKUTCIIbBHOCTD BBCACHU S ;

€) IeTayibHast HH(OPMAIIHS O MPOCKTE IKCIICPUMEHTA, BKIIFOUAsT OIIMCAHUE TIPOIIEAYP
HCCJICTOBAHMSI B XPOHOJIOTUYECKOM TOPSIJIKE, BCE UCTIONB3YeMble METOIbI, MaTepUalbl U
YCIIOBUS, BUBI M YaCTOTY aHATN30B, H3MEPECHU, HAOTIOCHUH U TPOBEPOK, CTATUCTHYCCKHE
METO/IbI 00PaOOTKU JaHHBIX.

3.8.2.6 3anucu

HepequL BCEX 3amucel u JAOKYMCHTOB, IMOJJIC)KAIINX XPAHCHHIO.

3.8.3 [IpoBenenne uccjie10BAHUA



3.8.3.1 KaxxoMy ucclieIoBaHUIO TOJIKEH OBITh MPUCBOCH YHUKAIbHBINA HICHTU()DUKAMOHHBIN
HoMmep (kon). Bcem oObekTaM, HIMEIONNM OTHOIIICHHE K TAHHOMY MCCIICIOBAHUIO, TAKKE
JIOJKEH OBITh IPUCBOCH MACHTU(PHUKAIIMOHHBIN HOMep (ko). OOpasibl, HCHIOIb3yeMbIe B
UCCJICIOBAaHUH, JIOJKHBI ObITh UACHTU(MHULIMPOBAHBI AJIS OATBEPXKICHUS UX ITPOUCXOKICHNUS.
Taxkast uneHTH(UKAIMS T0THKHA TTO3BOJIHUTE OCYHIECTBISATH MPOCIEKHUBAEMOCTD
COOTBETCTBYIOLIET0 00pa3La 1 UCCIEAOBaHMSL.

3.8.3.2 UccnenoBanue TOJHKHO OBITH TPOBECHO B COOTBETCTBUU C IIAHOM HCCIICIOBAHMUS.

3.8.3.3 Bce nanHbIe, MOTy4YEHHBIE B X0/ TIPOBEICHUSI HCCIICIOBAHUS, JOJIKHBI ObITh
CBOCBPEMEHHO, OBICTPO, TOYHO U YETKO 3aIHUCaHBI, a 3aTEM MOIUCAHBI U TATUPOBAHBI JTUIIOM,
BEJIYIIIUM JTH 3aITHCH.

3.8.3.4 JIroOble M3MEHEHUS TEPBUYHBIX JAHHBIX JOJKHBI OBITH TPOBEICHBI TAKUM 00pa3oM,
4yTOOBI HE OBUIM MOTEPSHBI MPEIBIAYIINE JaHHBIC; TOJDKHA OBITh YKa3aHa IPUYMHA BHECECHUS
W3MEHEHUH. 3anmuch 00 M3MEHEHMIX JI0JDKHA OBITh 3aBEpPeHa TaTUPOBAHHOM MOAMKUCHIO
BHECIIIETO HX JIMIIA.

3.8.3.5 [lannble, 3aperUCTPUPOBAHHBIC IYTEM MPSIMOTO BBOJIa B KOMIIBIOTEP, JOIIKHBI OBITh
UACHTH()HUIIMPOBAHBI BO BPEMS MX BBOJIa OTBETCTBEHHBIM 32 ATy MPOLEAYPY JTUIIOM(MH).
KomneroTepusupoBaHHas CUCTEMa JOJKHA 00ecTIeYnBaTh COXPaHEHUE BCEX ayTUTOPCKUX
OTYETOB, YTOOBI ITOKA3aTh BCE M3MEHEHUS, HE CKPBIBAasl HAYAIBHBIX JJAHHBIX. J[oKHA OBITH
PelyCMOTPEHa BO3MOXKHOCTh OTCJICKMBAHUS BHECEHUSI U3MEHEHU, YTOOBI MOHUMATh KTO
MMEHHO BHEC T€ WJIM MHBIC U3MEHEHHUsS. DTO BO3MOXHO MPHU UCIIOIH30BaHUU, HATIPUMED,
CUHXPOHM3UPOBAHHBIX U TATUPOBAHHBIX (3JEKTPOHHBIX ) MOAMKCEH. JIOMKHBI OBITh IPUBEACHBI
MIPUYHHBI BHECEHHS] N3MEHECHUM.

3.9 Oruer 0 pe3yabTaTax MCCaAeI0BAHUM

3.9.1 O0uIMe mMoJ0KeHUus

3.9.1.1 ITo oKxOHYAHUHY KaXKIOI'0 UCCIIEIOBAHUS JOJDKEH OBITH IIOAIOTOBIIEH 3aKIFOYNTEIbHBII
oTueT. B cinydae KpaTKOCpOUYHBIX UCCIIEIOBAHUM B CTAHIAPTHBIN 3aKIIFOUUTEIbHBINA OTYET MOYXKET
OBITH BKJITIOUEHO COOTBETCTBYIOIIEE MTPUIIOKEHHE.

3.9.1.2 OTBeTCTBEHHBIE NCCIEAOBATEINHN, & TAKKE HAYUYHbIE COTPYAHUKH, YYaCTBYIOIIHE B
MCCJIEOBAHNH, TOANUCHIBAIOT OTYETHI C YKA3aHUEM JAThl.

3.9.1.3 3axnrouuTenbHBIA OTYET TOJIKEH OBbITh MOANKUCAH U JaTUPOBAH PYKOBOAUTEIEM
UCCIIEIOBaHMs, KOTOPBII MPUHUMAET Ha ce0s1 OTBETCTBEHHOCTh 32 IOCTOBEPHOCTh TaHHBIX,
MPUBEIECHHBIX B oTueTe. JI0HKHO OBITh TaK)Ke YKa3aHO, COOTBETCTBYET JH oT4eT [IpuHimmam
Ha/IIexalei 1abopaTopHON MPAKTUKH.



3.9.1.4 VcnpaBneHus 1 AOMOTHEHUS K 3aKIIOUUTEILHOMY OTUETY JIOJIKHBI ObITh MTPEICTABICHBI
B (hopMe nonpaBok. B nonpaBkax JOMKHBI ObITh YETKO YKa3aHbI IPUUUHBI BHECEHUS
UCTIpaBJIeHUH UK gonoaHeHnid. Kaxkaas u3 momnpaBok JoKHA OBITH OANMCAHA U JaTHPOBAaHA
PYKOBOJUTEIIEM HUCCIIEOBAHUS.

3.9.1.5 ®opmaTupoBaHue 3aKIIOYUTEIIEHOTO OTYETa B COOTBETCTBUU C TPEOOBAHUSIMU
HaIIMOHAJIbHOTO 3aKOHOJIATEIHCTBA WJIM HAIMOHAJIBHOTO PETYIMPYIOIIEro OpraHa He CYUTAETCS
JIEWCTBUEM 110 BHECEHHIO UCIIPABJIICHUI, JOTIOJIHEHUIN WUJIU MTONIPABOK B 3AKJIFOUUTEIIbHBIN OTUYET.

3.9.2 Copep:xanue 3aKJIIOYUTEIbHOT0 0TYETA

3aKIIIOYNTEIbHBIA OTYCST JOJDKEH COACPKATh KAK MUHUMYM CIICAYIOIYIO I/IH(l)OpMaI_II/IIOZ

3.9.2.1 Uudopmarnus 06 ncciaeaoBaHUU, OOBEKTE UCIIBITAHUS U CTAaHAAPTHOM OOBEKTE:

a) MOJIHOE HAMEHOBAHUE;

b) onucanne 00bEKTa UCHBITAHUS C YKa3aHUEM KOJla I HAaUMEHOBaHMs (110 HOMEHKIIaType
IUPAC, perucrpanmonssiii Homep CAS, OHonoruyeckrue XapakTepuCcTUKU U T.11.);

C) HaMMEHOBAaHHUE CTaHAAPTHOTO 00BEKTA;

d) XApaKTCPUCTHKH 00BeKTa HCIIbITAHUA, BKIIKOYAd YUCTOTY, CTaOUIBLHOCTE U OIHOPOIHOCTD.

3.9.2.2 Uudopmarusi 0 CHOHCOPE U UCTIBITATETLHOM IIEHTPE:

a) HAMMEHOBAHUE U aJIpecC CIIOHCOPA;

b) HAaNMMCHOBAHUA U aApeCa BCCX HUCIIBITATCIBHLIX IEHTPOB U UCHBITATCIIbHBIX TNIOMAA0K,
YUYaCTBYIOIIHUX B UCCJICIOBAHUU,

C) (baMI/IJ'II/I}I, HUMs, OTYECTBO U aApCC PYKOBOIAUTEIIS UCCIICAOBAHUS,

d) bamumnus, UMs, OTYECTBO U aPEC OTBETCTBEHHOTO HCCienoBaTeNs(ei), a TakKe, eCiu
Heo0XoauMo, dTar(bl) UCCISTOBAHMUS, TIEPETaHHbBIE €My ISl BBITIOJTHEHNS,

e) pamunuu, IMEeHa, OTYECTBA U aJjpeca HAyYHBIX COTPYIHUKOB, OTYETHI KOTOPHIX BOIIUIN B
3aKJIFOUYUTEIbHBIA OTYET.



3.9.2.3 Jlatsl

JlaTbl Hayana 1 OKOHYaHHS YKCIEPUMEHTA.

3.9.2.4 3axnroueHue CIIy)O0bI 110 00ECIIeYEHUI0 KayecTBa

3aKiroueHre O BBHIOJHEHUH MPOrpaMMbl 00ECIICUeHUS KauecTBa JI0JDKHO COAepPKAaTh CBEICHUS
0 THUMAax U JaTax MPOBEACHHBIX WHCIEKIIHNH, 3Tar(bl) UCCIAEAOBAHUS, IPOLICAIINE UHCTICKIUH,
pe3yJIbTaThl MHCIEKIMHU C YKa3aHUEM JaT, KOTOpbIe ObLIN MPECTaBICHbl aIMUHUCTPALIUU
UCIIBITATEIBHOTO LIEHTPA, PYKOBOJUTEIO UCCIIEI0OBAHMS U OTBETCTBEHHOMY MCCIIEA0BATEIO(SIM)
B ClIy4ae He0OXOIMMOCTH. DTO 3aKIH0YeHHE HEOOXOIUMO I MTOATBEPIKACHUS TOTO, YTO B
3aKJIIOYUTEILHOM OTYETE JOCTOBEPHO OTPaKEHBI IEPBUYHBIC JTAHHEIE.

3.9.2.5 Onucanue MaTepruagoB U METO/Ibl UCTIBITAHUH:

a) OIIMCAHHUEC MATCPUATIOB U MCTOJ0B, IIPUMCHACMBIX B UCCIICAOBAHUU;

b) ccpuiKa Ha pyKOBOACTBA MO MeToAaM nposeneHus ucnbitanuii OOCP nnm Ha npyrue
PYKOBOJICTBA 10 METOJ1aM IPOBEJCHUS UCIIBITAHUN 1 METOUKH.

3.9.2.6 Pe3ynbTarsr:

a) KpaTKasi CBOJIKa Pe3yJIbTaTOB;

b) BCA I/IHq)OpMaI_II/ISI " JaHHBIC, TOJYYCHHBIC IIPH BBIITIOJIHCHUHU I1JIaHa UCCIICAOBAHUA,

C) MpeICTaBlIEHNE PE3YJIHTATOB, BKJIIOUYAsl BEIYMCIICHUS U CTATUCTUYECKYIO 00pabOTKyY
MOJYyYEHHBIX JaHHBIX;

d) oienka 1 o0cykaeHUE pe3yabTaToOB U, B Cllydyae HEOOXOJMMOCTH, BBIBOIbI, 3aKJIFOUECHHUS.
3.9.2.7 Xpanenue
ITnan HUCCJICIOBaHUA, 00BEKTHI UCIBITAHUS U CTaHAAPTHEBIC O6T)€KTI)I, O6p33HI:I, ICPBHUYHBIC

JTAaHHbIE UCCIICOBAHMS U 3aKIIOYUTEIbHBIN OTYET JOJKHBI XPAaHUTHCS B CIIELUAIBHO
OTBEJIEHHOM(-bIX) MecTe(-ax).

3.10 XpaHeHue 3anuceii 1 MaTepPUAIOB



3.10.1 B TeueHune yCTaHOBIEHHOTO [IEPHOJA BPEMEHHU B apXUBE JOJKHBI XPAHUTHCA CIIEYIOIINE
JOKYMEHTBI U MaTe€pHaJIbl:

a) TUTaH UCCIIeI0BaHNs, TICPBUYHBIC JaHHbIE, 00pa3iibl, 0OBEKT UCIIBITAHUMA U CTaHAAPTHBIH
00BEKT, 3aKJIIOYUTENIBHBIM OTUET O KayKI0M MCCIIEOBAHUY;

b) 3amucu Bcex WHCIEKIIHA, BBIOJHEHHBIX B 00JIACTH IPOTPaMMbl 0OecTieueHus KauecTBa, a
TaKXe OCHOBHbIE IIaHbI-TPA(QUKH;

¢) cBegieHUs1 00 00pa30BaHUU, OJITOTOBKE, KBATM(DHUKAIIMN U OTBITE PabOTHI IEpCoHAa;

d) 3anmcu u oT4eTh 00 00CTYKUBAaHUU U KAIMOPOBKE 000PYIOBaHHS;

e) JAOKYMCHTHI IO BaJIMJAIIMN KOMITBIOTCPU3UPOBAHHBIX CUCTEM;

f) ucropuueckue aitnpl Bcex CTaHJAPTHBIX OMEPAIMOHHBIX TPOLEAYD;

€) 3aIMCy MOHUTOPHUHTA MapaMeTPOB OKPY KaroIIel cpespl. B ciydae ecnu cpok XxpaHeHus
MaTepuasoB HE YCTaHOBJIEH, JOHKHO OBITh OMPENIETICHO U 3aPETUCTPUPOBAHO OKOHYATEIHFHOE
MCCTO XpaHCHHUA MAaTCPUAJIOB UCCIICAOBAHM. HpI/IIII/IHI)I YHUYTOXKCHUA 06pa3u013, 00BEKTOB
UCIBITAHUS U CTAHJAPTHBIX OOBEKTOB /10 UCTEUEHUS YCTAHOBIEHHOTO MEPUO/Ia XPAHEHHS
JIOJDKHBI OBITH OOBSCHEHBI U JOKYMEHTHPOBaHBl. O0pa3ibl, OOBEKTHI UCTIBITAHUS M CTAaHIAPTHBIC
O00BEKTHI IOJKHBI XPAHUTHCS 10 TeX MOP, MOKa UX KAUeCTBO MO3BOJISIET UX HCIOIb30BATh.

3.10.2 Matepwuaiibl, XpaHsIIuecs: B apXuBax, TOJDKHBI OBITh BHECEHBI B KaTaJIOT IS
o0ecrnevyeHns X ynopsoueHHOT0 XpaHeHHUs U MOUCKa.

3.10.3 Joctyn k apXxuBaM JOJKEH OBITh BO3MOXKHBIM TOJIBKO C pa3pelleHust aIMUHUCTPAIIUU
UCIIBITATENILHOTO 1IeHTpa. J[omkHa OBITh TPEAYCMOTPEHA PETUCTpallHsl PUeMa U BhITAYN
ApXUBHBIX MAaTEPUAJIOB.

3.10.4 Ecnu ucnipITaTeIbHBIN [IEHTP WM OPraHU3allksl, B KOTOPOM PACIOJIOKEH apXUB,
MPEKPAIaeT CBOE CYIIECTBOBAHHE UJIH OOBSIBIISIET ceOst 0AHKPOTOM M HE UMEET
MPaBONPEEMHUKOB, apPXUBHBIC MaTEPHAIIBI JOJIKHBI OBITh TIEPEIaHbl B apXUB CIIOHCOPA(OB)
ucciaenoBanus(it).



Ipunoxkenue A (cnpaBoyHoe). HazHayeHue M IpUMEHeHHe
NPUHIHUIIOB HAJIeKAIEeH JTJa00paTOPHON IPAKTHKH

[Tpunoxxenue A
(cipaBOYHOE)

A.1 IpuHIMIBI HaISKAIIEeH Ta00paTOPHON MTPAKTUKH MPETHA3HAYCHBI I 00CCTICUCHHS
COTJIACOBAHHOCTH M JIOCTOBEPHOCTU PE3YIHTATOB HEKJIMHUYECKUX UCCIICIOBAHUM MEIUIIMHCKOMN
U DKOJIOTHYECKON OE30I1aCHOCTH.

A.2 TTpuHIUIIBI HaJIISXKAIIEeH JTa00paTOPHON MPAKTUKHU ONPE/IEIICHBI KaK CUCTEMa 00eCTIeueHUs
Ka4eCTBa, Kacarolascs OpraHu3aluy IIpoLecca NCCIEA0BAaHUN U YCIIOBUM, B KOTOPBIX
HEKJIMHUYECKHUE UCCIIEIOBAaHMS METUIIMHCKOM U SKOJIOrHYeCcKoil 0€3011acHOCTH AOKHBI ObITh
CIUIAHUPOBAHBI, BBITIOJIHEHBI, TIPOKOHTPOJIMPOBAHBI, O()OPMIICHBI U 32apPXUBHPOBAHBI.

A.3 [TpuHiuns! HajuIexKalei 1adopaTopHOI MPaKTUKKM HAIIPaBJIEHbI Ha o0ecrieyeHne
IPUEMJIEMOCTH PE3YyJIbTAaTOB HAYYHBIX HcclieoBaHUM. [IpuemiaemMocTs B JaHHOM cilydae
03HayaeT, C O/IHOM CTOPOHBI, J0KA3aTEIbHOCTh M HAIEKHOCTh JTaHHBIX, C APYToH - COOII0IeHHE
IIPUHLIUIIOB TYMaHHOT0 00paIieHus ¢ J1a00paTOPHBIMU KUBOTHBIMHU.
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KiroueBsie ciioBa: NpUHIMIBL HajaIexalel 1adoparopHoit npaktuku, GLP, HeknmuHu4eckue
UCCIIEI0BaHMsl, TOKCUKOJIOTHYECKHUE UCTIBITAHNUS, 00eCIIeueHNe KauecTBa UCTIBITAHUM, TeCT-
CUCTEMBbI, MEIULIUHCKAsA 0€30MaCHOCTh, 3KOJIOrHUecKas 0€30IacHOCTh




