COBET EBPA3UNCKOW 9KOHOMMUYECKOW KOMUCCUU

PELLEHUE
ot 3 Hos16ps1 2016 1. N 81

OB YTBEPXXOEHWM NPABUN
HAONEXXALLEN NNABOPATOPHOW NPAKTUKU EBPASUNCKOIO
3KOHOMUYECKOIO COIO3A B COEPE OBPALLEHUA
NEKAPCTBEHHbIX CPEOCTB

B cootBeTtcTBUM co cTaThen 30 [JoroBopa o EBpa3ninckom akoHoMUYeckom cotose oT 29 masa 2014 ropga, ctatben 6
CornaweHnss 0 eduHbIX NpUHUMNAX W npaBunax obpaleHus nekapCTBeHHbIX CpeacTB B pamkax EBpasunckoro
3KOHOMMYECKOro cotoda ot 23 gekabpsa 2014 roga, nyHktom 87 npunoxernms N 1 k PermameHTty paboTbl EBpasuiickon
3KOHOMMYECKON KOMUCCUN, yTBEPXXAEHHOMY PelueHnem Bhicliero EBpa3ninckoro 3KOHOMMYeckoro copeta ot 23 aekabpsi
2014 r. N 98, n PeweHnem Boicwero EBpasunckoro skoHomudeckoro coseTa oT 23 pgekabpsa 2014 r. N 108 "O
peanu3aumm CornaweHuss O efuHbIX MpuHUMNax u npaBunax obpalleHus nekapCTBEHHbIX CpPeacTB B pamKax
EBpa3sunckoro akoHommyeckoro coto3a" CoBeT EBpasninckom 3KOHOMNUYECKON KOMUCCUM PELLNN:

1. YTBepauTb npunaraemble [NpaBuna Hagnexaiien nabopaTopHow npakTukM EBpasumnckoro 3KOHOMUYECKOrO
coto3a B chepe obpalleHns nekapcTBeHHbIX cpeacTs (aanee - Npasuna).

2. WHcnektnpoBaHue cootBeTcTBUS [lpaBunam npoBoguTcA B pamkax ¢apmaueBTUYECKUX WHCMEKUMn B
COOTBETCTBUM C npouedypamu, YCTaHOBIEHHbIMU 3akoHOAaTenbCTBOM [OCyAapcTB - 4neHoB EBpasuiickoro
3KOHOMMYECKOro COol3a C y4eTOM pekomMeHaauun, cogepxawmxcsa B pasgenax Vil n VIl MNpasun.

WcnbiTatenbHble nabopaTtopuu rocygapcts - 4neHoB EBpasuiAcKoro SKOHOMMYECKOrO COH3a TakkKe CYMTalTCH
cooTBeTcTBYOWMUMKU [lpaBunam B cryvyae, ecrnv YnoNHOMOYEHHbIM OPraHoOM B COOTBETCTBUM C 3aKOHOAATENbCTBOM
rocygapctea - uneHa EBpa3sMiCKOro 3KOHOMMYECKOrO Cok3a MPU3HAHO COOTBETCTBME ITUX MWCMbITATENbHbBIX
nabopatopui TpeboBaHNsIM JOKYMEHTOB B 0brnacTu ctaHgapTusaummn, MOEHTUYHbLIX JOKYMEHTaM, YKa3aHHbIM B MyHKTe 1
Mpasun.

3. Hactosiwee PeweHne BcTynaetr B cuny no ucredyeHun 10 kaneHOapHbIX OAHEW C AaTbl BCTYMMEHUS B CUny
MpoTtokona, nognucaHHoro 2 aekabpsa 2015 roga, o npucoeanHeHun Pecnybnvkun ApmeHus k CornaweHuio 0 eamnHbixX
npuHUMNax u npasunax obpalleHns nekapCcTBEHHbIX CpeAcTB B pamMkax EBpasnickoro akoHOMMYecKoro corosa oT 23
aekabpst 2014 roga, HO He paHee 4Yem Mo uctedenHnn 10 KaneHgapHbIX OHEN ¢ AaTtbl oduUManbHOrO onyobnMKoBaHUA
HacTtosero PelueHus.

UneHbl CoBeTa EBpa3niickoi 3KOHOMUYECKON KOMUCCUMU:

Ot Pecny6nuku Ot Pecny6nuku Ot Pecny6nuku Ot KbIprbizckon Ot Poccuiickon
ApmeHus Benapycb KazaxcTtaH Pecnybnukm degepaumu
B.FABPUENAH B.MATHOLLEBCKUA A.MAMWH O.NMAHKPATOB W.LLYBANOB
YTBEpPXOEHDI

Pewennem CoBeta
EBpa3suniickon 3KOHOMUYECKON KOMUCCUM
oT 3 Hos10ps 2016 1. N 81

5 NMPABUNA 3
HAONEXALLEN NABOPATOPHOU NPAKTUKU EBPA3UUCKOIO
SKOHOMUYECKOIO COHO3A B COEPE OBPALLEHUA
NEKAPCTBEHHbLIX CPEOCTB
|. ObLwue nonoxeHus

1. Hacrtoawme I'Ipanma NPUMEHAITCA B LENAX npoBegeHuna OOKIMUMHUYECKNX (HeKJ'II/IHI/I‘-IeCKI/lX) nccnenoBaHUm
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6e30NacHOCTM NeKapCTBEHHbIX CPEACTB M (MNn) BELLECTB, COOAepXaluxcsa B NEeKapCTBEHHbIX npenapartax. Hacroswme
MpaBuna paspaboTaHbl C UEMbI rAapMOHU3ALUM MEXOYHAPOOHbIX [OrMOBOPOB M aAKTOB, COCTaBMSOWNX MNpaBo
EBpasuiickoro skoHoMmuyeckoro cotsa (panee - Corws), B obnactu obpalleHnss NneKkapCTBEHHbLIX CPEACTB C
3aKkoHogaTenbCcTBoM EBponerickoro coto3a B aTonm obnactu ¢ yyetom TpebosaHun EBponerickoro cotoda u OpraHusaumm
3KOHOMUYEecKoro coTpygHudectBa u pas3sutnss (O3CP). Mpu atom ObINM Mcnonb3oBaHbl OokyMeHTbl OBOCP cepum
"MpuHUMNbI Hagnexawen nabopaTopHOW MPaKTUKM U MoHUTOpuHra cooteetcTBua™: ENV/MC/CHEM(98)17 (OECD -
MpuHUMNbl Hagnexawen nabopatopHon npakTukm), OECD/GD(95)66 (PykoBogcTBO MO npouedypaMm MOHUTOPUHra
cootBeTcTBUA NpuHuunam GLP), OECD/GD(95)67 (PykoBoacTBO NO NPOBEAEHUIO MHCMEKUUIA UCTbITAaTENbHbIX LEHTPOB U
aygutoB wuccnegosaHuit), OCDE/GD(95)115 (MpumeHeHne npuHumnoB GLP k KoMMbloTepr3MpoBaHHLIM cUCTEMaM),
ENV/JM/MONO(99)20 (ObGecneyeHne kavecTBa B coOOTBeTCTBMM C npuHuunamm GLP), ENV/JM/MONO(99)23
(Mpumenenne npuHumMnoB GLP k kpaTkocpouyHbiM uccnegosaHuam), ENV/IM/MONO(99)24 (Ponb 1 0683aHHOCTM
PYKOBOAMTENSA MCCNegoBaHUM B cooTBeTcTBMM C npuHumnamm GLP), ENV/MC/CHEM(98)16 (Ponb n o06si3aHHOCTU
cnoHcopa B cooTBeTcTBMM C npuHumnammn GLP), ENV/JM/MONO(2002)9 (OpraHusauus wn ynpasneHue
nccnegoBaHnaAMK, NPOBOAUMBIMKM Ha HECKOMbKUX uccregoBaTenbckux nnowagkax), ENV/JM/MONO(2004)26
(MpumeHenne npuHumMnoe GLP k wnccnepoBanusim in vitro), ENV/JM/MONO(2007)10 (OpraHu3auusi n KOHTPOSb
apXxvBOB).

2. Hactosauwue lMNpaBuna npuHMMAalOTCA B LENAX 3alluuThbl 300pOBbs 4YeroBeka, obecneyeHust ConocTaBMMOro
KayecTBa pe3ynbTaToB AOKIMHUYECKMX (HEKIMHUYECKUX) uccriedoBaHuit B pamkax Cotos3a, yCTpaHeHUsl TEXHUYECKUX
GapbepoB BO B3aMMHOW TOProBne M MPUMEHSIIOTCA NPU NPOoBeAeHUN OOKIMHUYECKUX (HEKIMHUYECKMX) UCCredoBaHui
6e30MacHOCTU BELLECTB, CoAepXaLLUXCs B NekapCTBEHHbIX CPeacTBax.

3. NcnbiTyemble 06bekTbl MOMYT ObITb Kak CUHTETUYECKOW NPUPOAbI, Tak U OMOreHHOro NMPOUCXOXAEHMUSA, a Takke
npeacTaBnATb COOOW XuBble opraHuambl. Llenbto nccnegoBaHust aTux oOBLEKTOB SBNSAETCA MoflyvyeHue AaHHbIX 06 mx
cBovicTBax u (unun) 6esonacHOCTU AN 300pOBbs YenoBeka 1 OKpyXatoLlen cpeqpl.

4. ConoctaByMMOe KayeCTBO pes3ynbTaTOB WCMbITAHUNA $SBMASETCA OCHOBOM [ANA B3aMMHOMO MNpu3HaHus
YMNOMTHOMOYEHHBIMM OpraHamu rocygapcTte - uneHoB Coto3a (ganee - rocyaapCTBa-yneHbl) MOMyYeHHbIX OAHHbIX, YTO
MO3BOSIUT WCKITOYMUTb [OOMOSHUTENbHbIE W3OEPXKW, CBSA3aHHble C MOBTOPHbIM MPOBEAEHUEM OOKITUHUYECKUX
(HEeKNUHMYECKMX) NccneaoBaHWin B KAXKO0M roCy4apCTBe-UIeHe.

5. JloknuHunyeckne (HEKNMHUYECKME) WCCRedoBaHUs W HeKIMHWYEcKne WuccrieqoBaHus Ge3onacHocTu ans
30pOBbSI YeNioBeEKa U OKpYKalolel cpedbl, B OTHOLLEHUM KOTOPbIX MPUMEHSOTCA HacTosiwme [MpaBuna, BKMoYalT B
cebsi paboTy, npoBoaMMYyto B nabopaTopumn 1 BUBapun.

6. Hactoswume [MpaBuna nNpUMEHSAIOTCS B OTHOLIEHUU AOKIMHUYECKUX (HEKIMHUYECKMX) WUCCreaoBaHUN
BGe3onacHOCTM ANs 300pOBbS YerioBeka M OKpyXKalLlen cpedbl, NpoBedeHne KOTOpbIX HEOBXOAMMO AN perncrpauuun
NeKapCTBEHHbIX CPeacTB.

II. OnpepeneHuns
7. Onsa uenewn HacToswmx MNpaBun MCNONb3yTCA MOHATUSA, KOTOPbIE O3HaYaloT creayloLlee:

"annapaTtHoe obecneyeHne" (hardware) - usnyeckme KOMMNOHEHTbI KOMMbIOTEPU3UPOBAHHON CUCTEMBI, BKITHOYas
KOMMbIOTEP 1 ero nepngepuinHble KOMNOHEHTHI;

"acenTuyeckme ycnosusa" (aseptic conditions) - ycrnosusa pabouer cpefbl, NPy KOTOPbIX BO3MOXHOCTb MUKPOBHOrO
1 (M) BUPYCHOTO 3apaXkeHus1 CBEAEeHa K MUHUMYMY;

"ayouT uccrnegosaHua” (study audit) - cmuctemartmyeckoe, He3aBUCMMOE U OOKYMEHTUPOBAHHOE CpaBHEHME
MEePBUYHbIX OaHHbIX U MMEOLWEN K HAM OTHOLUEHWE WH(OPMAaLMM C NPOMEXYTOUHBIM U 3aKMOYUTENbHBIM OTYETOM C
Lenblo onpeaeneHnst TOYHOCTM MpPEedoCTaBMEHUss MEPBUYHBLIX [AaHHbLIX, MPOBEAEHMST UCMbITAHUS COrNacHo nnaHy
nccnegoBaHns U CTaH4aPTHBIM OnepauMoHHbIM npoleaypam, NnonyyYeHnst 4ONONHUTENBHOM MHAOPMaLUK, He yKasaHHOM
B OTYeETE, M ONpedeneHnss CTENEHN BIUSIHUS METOO0B, NMPUMEHSIEMbIX MPU MOMYYEHUM AaHHbIX, HA JOCTOBEPHOCTb 3TUX
OaHHbIX Y BCEX BOBIIE4YEHHbIX B UCClneaoBaHUE CTOPOH;,

"Banupaumns" (validation) - gokymeHTanbHOe nNOATBEPXAEHME TOro, YTO MPOoUECcC, MPOBOOUMBIA B npeaenax
YCTaHOBIEHHbIX NapaMeTPOB, MOXET OCYLLECTBNATLCA 3PPEKTUBHO U C BOCNPOU3BOAMMBIMU pesyrbTatamu;

"Banugaumnsa KOMMbOTEPU3npoBaHHon cuctembl” (validation of a computerised system) - pokymeHTanbHoOe
NOATBEPXKAEHNE BbICOKOW CTENEHW rapaHTUM COOTBETCTBMS KOMMbIOTEPU3UPOBAHHOW CUCTEMbI ONpeaeneHHbIM
XapakTepucTkam, a AaHHbIX, Nory4YaemblX C MOMOLLbI0 3TOW KOMMbIOTEPU3MPOBAHHOW CUCTEMbI, - 3aAHHOMY YPOBHIO
KayecTBa U JOCTOBEPHOCTY;

"Begywmii (OTBETCTBEHHbIA) uMccnegoBaTenb” (principal investigator) - nuuo, koTopoe B crnyyae npoBefeHus
MccnegoBaHWn Ha HECKOMbKUX Mrowlagkax (MynsTULEHTPOBble UCCNELOBaHWS) OEWCTBYEeT OT UMEHM PyKOBOAMTENS
nccrnegoBaHns U HECET OTBETCTBEHHOCTbL 3a onpeaereHHble dasbl uccrnegoBaHuns;



"BMBapun" (vivarium) - 3gaHve unu oTAenbHOe MNOMELLEHWE NPU WUCCeaoBaTenbCKOW OpraHu3aumu, KoTopble
npeaHasHadveHbl Ons cooepXkaHus nabdopaTopHbIX XUBOTHBIX B COOTBETCTBMU C MPaBOBbIMW HOPMaMK MCMONb30BaHUSA
XWBOTHBIX MPU MNpOBeAEHUN AOKMMHUYECKUX (HEKNUHWYECKMX) unccnepoBaHuin. Bueapuin moxeT 6bITb obecnedeH
yCcrosuamun n obopygoBaHMeM A5t MPOBEAEHMS SKCMEPUMEHTOB Hag, COAEPXKALLMMUNCH XKUBOTHBIMU, @ TaKKe BbINOMHATb
YHKUUN NMUTOMHMKA N1 UX Pa3BeAeHus;

"reHHas TpaHcdekumsa" (gene transfection) - BBegeHune 4yxepogHow, gononHutensHon AHK (oguHoYHbIE nnu
MHOXXECTBEHHbIE reHbl) B KINETKY-X035MHa;

"nata Hauyana uccnepgoBaHus" (study initiation date) - gaTa nmognucaHusa nnaHa mMccrneqoBaHWUsS PYKOBOAUTENEM
nccnenoBaHus;

"nata Hauyana akcriepumeHTa" (experimental starting date) - gata nonyyeHust nepBbIX cneundUYEcKUX AaHHbIX
nccrnegoBaHus;

"mata OKOH4YaHus wuccnepoBaHus" (study completion date) - gata nognucaHusa 3aknOYMTENBHOIO OTYeTa
PYKOBOAMTENEM UCCMEeNOBaHNS;

"maTa OKOH4YaHMs akcrepumeHTa" (experimental completion date) - nocnegHwn OeHb NOMyYeHUMs1 OAHHbIX B
nccrnegoBaHuy;

"noroeop” (contract) - nognucaHHoe cornauwleHve (B NMMCbMEHHOW hopMe C ykazaHWeM AaTbl NOANUCAHUS) MeEXOY
AByMs unu Gonee cTopoHamu, cogepkallee AOroBOPEHHOCTW, KacaloliMecsl pacnpeneneHuss oGbema pabort, npas,
06a3aHHOCTEN, 1 NPU HEOBXOAMMOCTU perynupytollee UHaHCOBbIE BOMPOCHI;

"OOKNUHUYeckoe (HeknuHMyeckoe) wuccneposaHue" (preclinical study (trial)) - xumuyeckoe, dusnyeckoe,
Buonornyeckoe, Mukpoduonornyeckoe, dapmakornormdyeckoe, TOKCUKONOrM4eckoe W [pyroe 3KcrnepuMeHTanbHoe
nccrnegoBaHve uUnu cepust UCcnegoBaHuin Mo U3yYEeHW0 MCCeQyeMoro BellecTBa (NeKkapCTBEHHOro cpecTsa) nytem
MPUMEHEHNSA HayYHbIX METOAOB OLEHOK B LENsxX WsydeHus creumduyeckoro AencTens u (Mnu) [okasaTenscTs
Ge3onacHOCT Ans 340POBbS YENoBeKa;

"nokymeHTauus" (documentation) - odopmneHHble B YCTaHOBMEHHOM nopsiake 3anucu nwboro BuAa,
onvcbiBatoLme nMBo perucTpupyrowme MeToabl, opraHM3aumio 1 (Mnu) pesynbratbl OKIUHUYECKOTO (HEKIMHUYECKOrO)
nccnegoBaHus nekapCcTBEHHOMo CpeacTaa, akTopbl, BUSIIOLWME Ha nccreqoBaHne, U NpUHATLIE Mepbl;

"M3ameHeHus1 nnaHa uccnegosaHusa" (study plan amendment) - npegHamepeHHble NONPaBKM (M3MEHEHMS),
BHOCUMbIE B MIaH uccreoBaHns nocne aaTel Havana uccneaoBaHus;

"MHcnekTop" (inspector) - NMUo, NpoBoasLLEe MHCNEKUMN UCTIbITaTeNbHbIX NabopaTopuii U ayauTbl AOKITMHUYECKUX
(HEKNUHNYECKNX) NCCNeaoBaHNii NeKapCTBEHHbIX CPEACTB OT MMEHW YNONHOMOYEHHOIO OpraHa;

"MHCNeKunst ucneltTatensHon nabopatopuun” (test facility inspection) - npoBepka Ha MecTe ynoOmMHOMOYEHHbLIMU
opraHamu npouenyp M npakTuyecknx OenctBuin nabopatopum Ons OUEHKM COOTBETCTBUS NPUHUMMNAM Haanexaiien
nabopatopHoOn NpakTUKW. B xoge Takow MHCMEKUUM U3y4atoTcs CTPYKTypa ynpaBreHust M onepauMoHHbIe npoueaypbl
ucnblTatenbHoOn nabopaTtopun, WHTEPBLIOUPYETCA OCHOBHOW TEXHUYECKUM MepcoHar, NPOBEpPSATCA KayecTBO U
OOCTOBEPHOCTb JaHHbIX, MOIyYEHHbIX B TabopaTopuu, 1 B 3aKIOYEHNE TOTOBUTCS OTYET;

"ucnbiTatenbHas nnowaagka” (test site) - mecto npoBeaeHns kakoro-nnMbo atana nccnegoBaHus;

"uccnegoBaHue Ha Heckonbkux nnowagkax” (multi-site study) - nccnegoBsanue, dasbl KOTOporo npoeoaATcs Gonee
yem Ha 1 nnowapgke. WccnegoBaHuA Ha HECKONMbKUX MNMoOWagKkax MNpOBOAAT, ecnu Heobxogumo UCMonb3oBaTb
reorpaduyeckn ygarneHHble, OpraHuM3aumoHHO O0O0COONEHHbIE MMM WHbIM 0Opa3oM OTAErNEeHHble UCMbITaTerNbHbIE
nnowagku. K HUM MoXeT OTHOCUTLCA OTAEN opraHn3auum, oCyLEecTBRASIOWMIA (PYHKUUWN UCNbITAaTENLHON NoWwaakm, ecnm
OpYron oTaen 3ToW Xe opraHn3aLumn ocyLLecTBNseT MYHKLMKN ncnbiTaTenbHon nabopatopuu;

"uccneposanus in vitro" (In vitro studies) - nccnegosaHus, B KOTOPbIX B Ka4e€CTBE TECT-CUCTEM WUCMONb3YIOTCA He
MHOFOKINETOYHbIE LEeNOCTHble OpraHuW3Mbl, @ MWKPOOPraHM3mbl, WM Martepuan, W30NUPOBAHHBLIN OT LIENOCTHbIX
OpPraHM3moB, UM UX UMUTaumMs. BOMbLUIMHCTBO UCCNEAOBaHMI in Vitro ABNSIOTCA KPaTKOCPOYHLIMW MCCREeOO0BaHUSAMM.
[ns Takvx nccnegoBaHWi criegyeT MCNoNb3oBaTh B KAYECTBE PYKOBOACTBA MOMOXeHUs npunoxenms N 1 K HacToALwmMm
MpaBunam, 4tTobbl 06Mer4nTb paboTy pykoBOAUTENS MCCreqoBaHMA U oTaena obecneyeHns KayecTsa;

"mccnegoBaTtenbckas opraHu3aums (McnbiTaTenbHbin LeHTp)" (test facility) - nabopatopusa (opraHusauus),
nmMeroLasn HeobXxoouMyo MaTepuanbHO-TEXHUYeCKylo 6asy M KBanMUUUPOBAHHLIA MNepcoHan Ans MNpoBEAeHMS]
BOKNNHUYECKMX (HEKIMMHUYECKNX) UCCNEN0BaHMI NeKapCTBEHHbIX CPeACTB B COOTBETCTBYHOLLEN obnacTu;

"uccnegyemoe BellecTBO (NekapcTBeHHoe cpeacTtso)” (test item) - BewlecTBo (nekapcTBeHHOE CpeacTso),
noanexatiee UCCrneaoBaHuIo;
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"mcxodHeln kod" (source code) - opurMHanbHasi KOMMbKOTEPHAsi MporpaMma, COCTaBfiEHHas B MPUIO4HOW AN
YTeHusa dopMe (Ha A3bike NpPorpamMuUpoBaHKs), KOTOPYD HEOOXOAMMO NEPEBECTU B MALUMHOYMTAEMYIO POpMY, Npexae
YyeM OHa MOXET ObITb UCMOMHEHA KOMMbIOTEPOM;

"kannbpoeka" (calibration) - coBOKynHOCTb onepauuii, yCTaHaBMMBAIOLWINX COOTHOLUEHUE MEXAY 3HAYEHMEM
BENNYUHBI, MNOMYYEeHHbIM MCNOMb3yeMbiM MPUOOPOM, M 3HAYEHUEM 3TOW BENWYUHBI, ONpeaensieMbiM C MOMOLLbO
3TarnoHa;

"kneTtoyHble nuHumn" (cell lines) - KNeTkn, KoTopble NOABEPININCE FTEHETUYECKOMY M3MEHEHNIO 0 UMMOPTanu3aumm u
KOTOpble BCNeACTBME 3TOMO CMOCOOHbI pa3MHOXaTbCs B TeYeHne NpoasieHHbIX NepmMogos in vitro n MoryT yBenninsatbCs
1 noaBepraTbCs KPMOKOHCepBaLun B 6aHKe KNeTok;

"KoMnblOTEPU3NpPOBaHHast cuctema" (computerised system) - rpynna KOMMOHEHTOB arnnapartHbiX CpeacTB M
CBSI3aHHOIO C HMMMW MporpaMMHOro obecnevyeHns, a Takke nabopaTopHoro npnubopHoOro obopyaoBaHWs, CBA3aHHOIO UMK
WHTErPMPOBAHHOIO C KOMMbIOTEPOM, pa3paboTaHHbIX U COOpaHHbIX ONSA BbINOMHEHUSA ONpeneneHHoOn (YHKUMM unu
rpynnbl OyHKLNIA;

"KomnbloTepHas GesonacHocTb” (computer security) - obecneveHne 3awuTbl KOMMNbIOTEPHOrO annapaTHOro u
nporpaMmHoro obecnevyeHms OT Cry4amHOro UMM yMbILLNIEHHOrO AOCTYNa, UCMOMb30BaHUA, MOOUMUKALIMA, YHUHTOXEHNS
unu pasrnaweHus. Takas ©e30nacHOCTb OTHOCUTCA TaKkKe K MepcoHany, AaHHbIM, KOMMYHWKAUWOHHBIM CBA3SM,
(PM3NYECKOM N SIOrMYECKOM 3alLmMTe KOMMBIOTEPHbLIX NHCTaNNALNNI;,

"KOHTpOnb M3meHeHun" (change control) - NOCTOAHHAA OUEHKa U OOKYMEHTMPOBAHME CUCTEMHbIX Onepauuin u
N3MEHEHWU C Lenbio onpegeneHms HeobxogumocTn NpoBedeHns npoluecca Banvgauun nocrie nosiBIieHNst B cUcTteme
Kakux-nnbo uameHeHu. KOHTpoONb W3MEHEHWUN KAcaeTCs He TONbKO KOMMbIOTEPU3UPOBAHHBLIX CUCTEM, HO M OPYrnx
NpoLeccoB, CBSA3@HHbIX C AOKMAWHUYECKUM (HEKMUHUYECKMM) WccrnefoBaHUEeM, MNpPOBOAMMbIM B COOTBETCTBUM C
HacTosawmmu NpaBunamu;

"KoHpmaeHumnaneHocTh" (confidentiality (privacy)) - Heo6xooMMOCTb XpaHeHus B TalHe WHdOpMaLmK,
npuHagnexatyen cnoHcopy v (Mnu) ncnblTatenbHon nabopaTtopuu;

"KpaTkocpodHoe wuccnegosaHue" (short-term study) - wccnegosaHwe, NPoBOAMMOE B KOPOTKME CPOKU C
npUMeHeHNeM cTaHAapTHbLIX LUMPOKO pacrnpoCTpaHEeHHbIX METOAOB;

"kputepumn npuemMkun" (acceptance criteria) - JOKyMeHTanbHO NOATBEPXKAEHHbIE KPUTEPUN, KOTOPbIM HEOBX0aMMO
COOTBETCTBOBATb /151 YCMELUHOrO 3aBePLUEHNS 3Tana UCCNeaoBaHna Unn BbINONMHEHUS TpeboBaHNA NOCTaBKY;

"kputuyeckne dcasbl" (critical phases) - onpegeneHHble npouedypbl UMW BUAbl AEATENbHOCTM B pamKax
nccrnegoBaHns, TOYHOE W MpaBUbHOE WCMOMHEHUE KOTOpbIX SBMASETCS HeobxoaumbiM YCROBMEM AfiS KadvecTsa,
AOCTOBEPHOCTM N HAAEXHOCTU MOMyYyaeMblX pe3ynbTaToB UCCreaoBaHus;

"MOHUMTOPUHI" (Monitoring) - Npoueaypa KOHTPOMsl COOTBETCTBMS MPOBOAMMOIO AOKIMHUYECKOTO (HEKITMHNYECKOTO)
nccnegoBaHus M obecneveHmnst ero NpoBefeHus, cbopa AaHHbIX M NpeacTaBneHus pesyrsTaToB UCCefoBaHus MnaHy,
CTaHAApPTHLIM OnepaumoHHbIM Npoledypam 1 TpeboBaHMsaM HacToswmx MNpaBus;

"Hagnexallass nabopartopHas npakTuka (Npasuna nabopatopHon npakTukm)" (Good Laboratory Practice, GLP) -
cucteMa TpeGoBaHU K opraHM3aLMK, NaHWPOBaHUIO M NPOBEOEHMUIO AOKIMHUYECKMX (HEKITMHUYECKUX) UCCreaoBaHWiA
BELLECTB (NeKapCTBEHHbIX CPEACTB), OPOPMIIEHNIO PE3YLTaTOB M KOHTPOIK Ka4ecTBa yKasaHHbLIX UCCrefoBaHni;

"HeKNMMHUYecKoe uccnegoBaHme Ge3onacHOCTU AN 340POBbSA YerioBeka M okpyxarowen cpegbl” (non-clinical
health and environmental safety study) - onblIT unuM cepusi onNbITOB, B KOTOPLIX WUCCNEAyeMoe BELLEeCTBO NPOXOauT
npoBepky B NnabopaTtopHbIX YCMOBUSIX UMK B OKPY>XKatoLen cpede C Lernbio NonyyYyeHns AaHHbIX O ero CBOWCTBax v (Mnm)
6e30nacHOCTU, HanpaBnNAeMbIX B YNOITHOMOYEHHbIE OpPraHbl;

"HocuTenb (pactBopuTens)' (vehicle) - BewecTBo, Mcnonb3dyemMoe Ansi CMELUMBaHWS, AUCMNEPrMpoBaHUS WUIK
pacTBOPEHUS UCCIEeAYEMOro BeLLeCTBa (NeKapCTBEHHOrO CPeACTBa) unmn obpasua cpaBHEHUS (KOHTPONbLHOrO obpasua) u
nosBonstowee obrnerdynTb ero BBEAeHNE B TECT-CUCTEMY;

"obecneyeHne kadyecTtBa" (quality assurance) - COBOKYMHOCTb CUCTEMaTWYECKMX W MNMAHOMEPHbIX AENCTBUMN,
obecne4vrBaoLLnX COOTBETCTBME NPOBOAMMOrO UCCreqoBaHus TpeboBaHmAM HacToswmx Mpasun;

"oOpasey cpaBHeHWsA (KOHTponbHbIi obpaseu)" (reference item (control item)) - obpasey BeuwlecTBa
(nekapcTBeHHOro cpeacTBa), UCMOoMb3yeMbli ANs CpaBHEHUS C UCCNedyeMbiM BELLECTBOM (NeKapCTBEHHbIM CPEACTBOM)
M OLEHKM Hay4HbIMM MeTogamu 6e3onacHOCTM UCCNeLyemMoro BellecTBa (NeKapCTBEHHOro CpeacTsa) NyTem Takoro
CpaBHEHNST X PU3NYECKUX, XUMUYECKNX, Brionornyeckmx n hapmaLeBTU4EeCKNX CBONCTB;

"obpasupbl (npobbl)" (specimen (supplements)) - maTepuanbl, NOMyYeHHbIE U3 UCMbITATENBHON TECT-CUCTEMbI C
LieNbo N3Y4YeHNs1, aHanM3a unm CoxXpaHeHus;



"obLWenpu3HaHHble TexHu4yeckue ctaHaapTbl" (recognised technical standards) - cTtaHgapTbl, NPUHSATbIE
HaUMOHamnbHbIMU UMM MeXOyHapOoAHbIMW opraHamu no crtaHgaptu3aumm (TOCT, mexrocyaapCTBEHHbIE CTaHAapThbl),
ctaHpaptel OECD Organisation of Economic Co-operation and Development (OpraHusauun 3KOHOMMYECKOIo
coTpygHudectBa m passutus), ISO, International organization for standartization (MexgyHapogHon opraHusaumm no
ctangaptusaumm, UCO), IEEE, Institute of Electrical and Electronics Engineers (MHCTUTyTa WHXEHEpPOB MO
3MNEKTPOTEXHMKE U SNEKTPOHUKE) N T.4.);

"opraH no KoHTponto cobntogeHus Hactoswmx MNpaeun" (GLP monitoring authority) - opraH rocygapcrtea-yneHa,
YNONMHOMOYEHHbIA Ha MNPOBEAEHME KOHTPONs COOMNOAEHUS WCMbITaTENbHBIMKM fabopaTopusiMM Ha TeppuTopun
rocygapcrBa-dneHa HacTtoswmx [MpaBun npu BbINOMHEHUN OOKNMHUYECKUX (HEKNMHUYECKUX) wccrnenoBaHui
NeKapCTBEHHLIX CPeacTB;

"ocHoBHOW rpacuk” (master schedule) - rpaduk paboT obobLiatollero ypoBHS, OTPaKaOWMA TEKYLLYHO
MH¢)op|\/|au,mo O CTaaunn " COCToAHUNN BCeX VICCJ'IeﬂOBaHVIVI B UCMbITaTelIbHOM LEHTpPE;

"oTKNoHeHMe OT nnaHa uccriegosaHua" (study plan deviation) - HenpegHamepeHHOe OTCTynreHWe OT MnaHa
nccneaoBaHUa Nocre Aathl Havana uccneaoBaHus;

"naTteHToBaHHbIN MaTepuan" (proprietary material) - matepuan, 3aluuMLLeHHbIA 3aKOHOOATENbCTBOM rocyqapcTBa-
yrieHa (0 nateHTax, aBTOPCKOM NpaBe MM TOBAPHbIX 3HAKax) OT HE3aKOHHOIO UCMOSb30BaHWS;

"nepBuYHble faHHble" (raw data) - ucxogHble 3anmMcu 1 AoOKyMeHTauus (MX 3aBepeHHbIe KOnun) KoTopble ABMASHOTCS
pesynsraTtoM rnepBOHayanbHbIX HabnwaeHWn n OeAaTenbHOCTN B npouecce nccregosaHus. [lepBuyHble gaHHble MOTYT
Tawkke BKMYaTb B cebs, Hanpumep, doTorpadum, MUKPOPUIbMbI UM MUKPOMULIM, MaLUMHOYMTAEMble HOCUTEMM,
NPOAMKTOBaHHbIE HAONOAEHWS, 3anMcaHHble JaHHble C aBTOMAaTU3MPOBAHHON annaparypbl unu ntobble gpyrue cpeactsa
XpaHeHnst MHdopmauun, cnocobHble obecneunTb HagexHoe XpaHeHue WHdOopMauMM B TeveHue nepuoga BpemeHM,
ykasaHHoro B pasgene VI HacTosawwmx MNMpasun;

"nepBuyHble Knetkn" (primary cells) - KNeTku, M30NMPOBaHHbIE U3 OpraHM3Ma XMBOTHOMO WNU PacTUTENbHOro
WCTOYHUKA N NMEIOLLIME OrPAHNYEHHYIO NPOOOIMKUTENBHOCTD XU3HU;

"nepekpecTHoe 3arpsisHeHne" (cross-contamination) - 3arpsisHeHWe uccnegyemoro Belectsa nNnMbo TecT-cUCTEMBI
ApYrMM nccrnegyembiM BELLECTBOM UMW APYron TECT-CUCTEMON, KOTOPOe NPOUCXOANUT HeNpeaHamMepeHHO 1 Npu KOTOPOM
HapyLlaeTcs cTerneHb XMMUYECKOM YACTOThbI UCCreayeMoro BELLECTBA UMW NOBPEXOAETCH TECT-CUCTEMA;

"nepudpepuiiible  komnoHeHTbl" (peripheral components) - nwboe cBA3aHHOE C MNOMOLBID UMHTepdenca
obopynoBaHue nNMbo BCnomMoraTtenbHble UK yaaneHHbIe KOMMNOHEHThI, B TOM YXCIEe NPUHTEPbl, MOAEMbI, TEPMUHANMBI 1
T4,

"nnaH (NpoTokon, nporpamma) uccriegoeaHus” (study plan) (ganee - nnaH) - JOKYMEHT, COAEpXKaLlUin OCHOBHbIE
3ajayn, MEeTOAOoNoruto, npouenypbl, CTaTUCTUYECKME acnekTbl, OpraHuM3auui W NnaHMpoBaHWE pecypcoB
OOKINMHUYECKOTO (HEKIMHMYECKOro) MccrneaoBaHus (BKMoYasi ero a1anbl M 4acTu), a Takke mepbl no obecneveHuto
6e30MacHOCTM y4aCTBYHOLLUNX B HEM CUCTEM;

"nosepka cpeacrtea usmepeHun" (verification of instrumentation) - coBokynHoCTb onepauui, BbINOMHAEMbIX
rocy4apCTBEHHON METPOMOrNYeckon Ccnyxobov unu Apyrumy akkpeauTOBaHHbIMU IOPUANYECKMMU MMUAMU C  Lenbio
onpegeneHvs N NoaTBepPXAeHNsa COOTBETCTBUS CpeacTBa U3MEPEHNIA YCTaHOBIIEHHbIM METPOMNOrMYeckumM TpeboBaHusaMm;

"noctaBLwuk” (supplier) - opuanyeckoe NUUO, BbIMOMHSAKLLEE B paMKax JOroBopa C UcnbiTaTensHon nabopatopuen
obsasatensctBa no obecneveHuio o0OOpygoOBaHWEM, peakTMBamMu, pacxodHbiMW Matepuanamu, TecT-CUcTemamu
OOKIMMHNYECKNX (HEKIMMHUYECKNX) UCCreaoBaHN;

"npuemoyHoe wucnbiTaHne" (acceptance testing) - BbIMOMHEHHOE MO YCTAHOBNEHHOW OpPMe UCMbiTaHMe
KOMMbIOTEPM3UPOBAHHON CUCTEMBbI B MpeanonaraemMon pabodert cpege C Uenbi OnpedeneHns COOTBETCTBUSI 3TON
CUCTEMBI KPUTEPUSIM NPUEMKUN UCTbITATENBHOM NTabopaTopuu, a Takke NPUEMMIEMOCTU CUCTEMbI AN1A SKCNyaTauuu;

"nporpammHoe obecrnedeHre - onepauunoHHas cucTema" (software - operating system) - nporpamma wnu Ha6Gop
nporpaMm, cTaHOapTHbIX (PYTUHHLIX) NporpaMM W MOAMNPOrpaMM, KOHTPONUpYLWKUX paboTy KomnbloTepa.
OnepauuoHHasi cucTemMa MOXET NPefoCcTaBuTb Takue YCMyru, Kak pacrnpederieHve pecypcos, MnaHupoBaHue pabor,
ynpasneHne BBOAOM (BbIBOAOM) U ynpaBneHve AaHHbIMU;

"nporpammHoe obecneyeHne - npunoxeHune" (software - application) - nporpamma, npuobpeteHHas wnu
paspaboTaHHasi, aganTupoBaHHasi unu npucnocobrneHHas k TpeboBaHUAM wcnbiTaTenbHOW nabopaTopum € LENbio
KOHTpOnsi npoLieccoB, cbopa, 06paboTkn, NpeacTaBneHnst U (M) apxmMBUPOBaHNS AaHHbIX;

"pesepBHOe konupoBaHue" (back-up) - mMepa, npeanpvHMMaemasi Ans BOCCTAHOBMNEHWS palnoB AaHHbIX U
nporpamMmHoro obecne4vyeHusi, BO30OHOBNEeHUs 06paboTkM AaHHBIX MM MCNOMb30BaHWUSA anbTepPHATUBHOIO
KOMMbIOTEPHOIO 060pPYAOBaHMSA MOCHE CUCTEMHOrO cO0osi UNn aBapuu;



"pestome (aBTOBMOrpadusd)" (curriculum vitae) - OKyMEHT, NoATBEPXKAaoLWMN obpa3oBaHme, NpodeccnoHanbHyo
MoAroTOBKY U ONbIT;

"pykoBoauTenb uccnegosaHua” (study director) - nuuo, OTBETCTBEHHOE 3a 06Llee MpoBedeHue OOKITMHUYECKOro
(HeknNUHMYeckoro) nccrnegoBaHnst 6e3oNacHOCTU AN 300POBbst YENOBEKA U OKpYXKatoLLel cpeapl;

"PYKOBOACTBO WcMbITaTenbHoro ydactka" (test site management) - nuua, HasHaydeHHble OTBETCTBEHHbIMM 3a
KOHTPOMb 3TanoB UCCNENOBaHMS U NPOBeAEHUE UCCNENOBaHWS COrMacHo HacTosAWwmM MpaBunawm;

"PYKOBOACTBO MCCreoBaTENbCKON opraHmn3auumn (McnbiTatensHoro ueHTpa)" (test facility management) - nuua,
obnapatoLime MOfHOMOYUSMW U Hecyliue OTBETCTBEHHOCTb 3a OpraHv3auuio U yHKUMOHMPOBAHME WUCMbITaTeNbHON
nabopatopun cornacHo Hactosawum lNpasunam;

"cepusa" (batch) - onpeaeneHHoe KonNMYecTBO MNWU NapTUs UCCriedyeMoro BellecTBa, Npou3BeAeHHOro B TeyeHue
3apaHee YCTaHOBIIEHHOTO MPOM3BOACTBEHHOIO LMKNa B Takol dopme, Korga npegnonaraercd OAHOPOAHOCTb
cofepaHusi BCEro KonmyecTea (NMapTum) BeLecTBa Uin 3To cofepkaHne AOIMKHO XapakTepu3oBaTbCsi Kak TakoBOE;

"cuctema obecneyeHus kadvecTtBa" (quality assurance programme) - KOMMIIEKC Mep, HarnpaBneHHbIX Ha
cobniogeHne nepcoHanom Hactoswmx [MpaBun, npegHasHaydeHHbI Ana obecrneyvyeHnss yrnpaBreHusl MCMbITaTerbHON
nabopatopuer B COOTBETCTBUU C HacToswmmMm MNMpaBunamu;

"cneundnkaums Ha muccnegyemMoe BeLLEeCTBO (NekapCTBeHHOe cpeacTBo)" (specification on test item) - gokymeHT,
cogepxawuin nicopmanmio o nccnegyeMom BelecTBe (NekapCTBEHHOM CpPeacTBe);

"cneundukauma Ha TecT-cuctembl” (specification on test-system) - gokymeHT, ycTaHaBnuBawoLwmn TpeboBaHmsa K
TecT-cuctemam;

"crioHcop (pa3paboTunk nekapcTBeHHOro cpeacTea)’ (sponsor) - ousnyeckoe N IPUANYECKOE NULO, KOTopoe
UHUUMKUpyeT, obecneuvBaeT U (MNKU) yTBepXOaeT NpoBedeHVWe OOKIMHUYECKOrO (HEKIMHUYECKOro) uccrnenoBaHust
6e30nacHOCTV ANs 300POBbsi YEMOBEKA W 3KOMOrMyecko 6esonacHoCcT, 0POPMNSET 3aKa3 U HECET OTBETCTBEHHOCTb 3a
opraHusaumio u ouHaHCMpoOBaHWE TaKoro UCCMNeaoBaHus;

"cTaHgapTHele onepaunoHHble npoueaypbl (COIMM)" (standard operating procedures (SOPs) - gokymeHTanbHO
OCbOpMJ'IeHHbIe npoueaypsbl, B KOTOPbIX ONNcaH cnocob npoeseneHnsa nccnenoBaHna UM ocywlecTBneHna AeAaTeribHOCTH,
He U3NOXeHHbIN NoapobHO B NnaHe (MPOToKose, NporpamMme) Unv ykasaHusix No NPoBEAEHUIO UCCIefoBaHW;

"TecT-cuctema” (test system) - mcnonbsyemass B umccriegoBaHumM Guonormyeckasi, xmmmyeckasi, uanveckas
cucTema, aHanuTnyeckoe obopygoBaHue nnm nx KoMorHauus;

"TOKCUKoreHommka" (toxicogenomics) - nccrnegoBaHne peakuum reHoMa Ha cTpecc-akTopbl OKpy»KaloLlen cpeabl
NN TOKCUYHbIE BELLEeCTBa C LEMbl ONpPeOdeneHnsl COOTHOLUEHUA MeEXAY TOKCMYECKUMU peakuusMy Ha TOKCUYHbIE
BELleCTBa U W3MEHEHUSMWU B TFEHETUYECKUX Npodunsax OObLEKTOB, MOABEPTLUMXCS BO3LENCTBUIO 3TUX TOKCUYHBIX
BELLeCTB;

"TokcukomeTaboHommka" (toxicometabonomics) - KONMMYECTBEHHOE W3MeEPEHUE 3aBUCALLEN OT BPEMEHMU
MHOronapameTpuyeckon metabonnyeckon peakumm >XMUBbIX CUCTEM Ha NaToPU3MONOrMyeckue CTUMynbl Unu
reHeTU4eckyro moaudumkaum nyTeM CUCTEMATMYECKOrO U3Yy4YeHust cocTaBa OUOXMOKOCTM C  UCNOSIb30BaHUEM
TEXHONMOMNN A0EePHOr0 MarHUTHOro pesoHaHca (AMP) pacnosHaBaHus Habopa, Ons onpedeneHyst CBA3W TOKCUYHOCTU
opraHa-MyLIEeHM CO cnekTpanbHbiMyu Habopamu AMP 1 onpegeneHnst HoBbIX CypporaTHbIX MapkepoB TOKCUYHOCTY;

"TokcuyHocTb" (toxicity) - mepa BpegHOro BO3OeNCTBUS WCCREQYEMOro martepuarna Ha OpraHmam B YCIOBUSX
OOHOKPATHOTO UITN MHOTOKPaTHOIO BBEAEHWS;

"TpaHcreHHble knetkn" (transgenic cells) - kneTkW, nonyynBLuMe TpaHcdekumio 1 unu Gonee YyXepogHOro reHa u
BCMNEACTBME 3TOTO MMEKLLME XapaKTEPUCTUKN U OYHKLUKN, KOTOpblE B POAUTENBCKON KINeTKe OObIYHO OTCYTCTBYIOT UIU
NPUCYTCTBYIOT TONBKO C HU3KUM YPOBHEM 3KCNPECCUMU;

"ynonHoMoudeHHbIN opraH" (regulatory authority) - opraH rocymapcTtBa-uneHa, OCYLIECTBASOWMN KOHTPOMb
obpalLeHnst nekapCTBEHHbIX CPEACTB Ha TEPPUTOPMU 3TOrO rocyaapcTBa;

"anekTpoHHaa nognuck" (electronic signature) - 3anucb B BUAE MarHUTHLIX WMMYMAbLCOB WINW  TpaHCNAUUS
(koMIMnAUKMSA) KOMNbIOTEPHBIX AaHHbIX MBOro cuMBona wNM MNOCNEeAoBaTENbHOCTM CUMBOJIOB, BbINOMHSAEMbIX,
afanTMpOBaHHbIX UM aBTOPU30BaHHbLIX NULIOM B Ka4eCTBe 3KBMBaNEHTa ero CO6CTBEHHOPYYHON NOANNCH;

"atan (dasza)" (phase) - onpegeneHHbIn OTAENbHbIA BUA AOKIMHUYECKOTO (HEKMMHMYECKOr0) UCCrenoBaHus,
NMPOBOAMMbIA OAHOW M3 UCMbITATENbHbIX NOLWAA0K NPY OCYLLECTBIEHUN MHOTOLEHTPOBOIO UCCIEA0BaHMS.

I1l. OcHOBHbIE NOMOXEeHus



1. Cnctema obecnevyeHnst kayecTBa
O6wasn nHpopmaums
8. WcnbiTatenbHas nabopatopusi, npoBogsLlas OKMMHUYECKUE (HEKINMHUYECKUE) NCCefoBaHmusl, A0MKHA UMETb
OOKYMEHTaNbHO OOPMITEHHYIO CUCTEMY ODecneyeHuss kadyecTBa AN rapaHTMM TOro, YTO MCCReAOoBaHUS NMPOBOAATCS
cornacHo Hactosiwum Mpasunam.
9. Cuctema obecnedeHnss kayecTBa [OSMKHA MMETb YTBEPXKAEHHbIE CTaHAapTHble OnepaumoHHbIE MPOoLUeaypbl
(oanee - COIM), B KOTOpLIX NOAPOOHO M NOCneaoBaTeNbLHO ONMCLIBAETCHA NOPSAOK OCYLLECTBNEHNSI BCEX N1abopaTopHLIX U

npon3BoACTBEHHbIX onepau,w7|, BKIMO4va4d:

a) noctynneHuve, wuaeHTudukauuio, MapkupoBky, o0bpaboTky, oTbop npob, Mcnonb3oBaHWe, XpaHeHue u
YHUYTOXEHME (YTURM3aumio) ncenegyemMblx BeLWEeCTB (NekapCTBEHHbIX CpeacTB) 1 06pasLoB CPaBHEHUS;

©) obcnyxunBaHue n NOBEpPKY nameputernbHbIX NpMbopoB 1 06opyaoBaHNS;

B) NPUrOTOBMNEHME peaKkTUBOB, NUTATENbHbIX CPed, KOPMOB;

r) Be4eHue 3an1cem, OTYETOB U NX XPaHEHNE;

4) obcnyxMBaHMe NOMELLLEHUI, B KOTOPbIX NMPOBOAUTCS UCCNEAOBaHME;

€) npuem, TpaHCMOPTUPOBKY, pasMeLLeHne, OnucaHne, naeHTMdMKaUuo nccneayemMblX BELECTB U TECT-CUCTEM;

X) OCyLLeCTBMeHne nnaHa (npoTokosna, nporpaMmel) (aanee - nraH) No obecrnevyeHnto KayecTra JOKITMHUYECKOTO
(HEKMMHMYECKOTO) UCCrea0oBaHuS.

10. PykoBoauTenb ucnbITaTeNbHOM NabopaTtopun HasHavaeT 5w, OTBETCTBEHHbIX 3a CUCTEMy obecneyeHus
KayecTBa 1 obecnevmBaroLLmMx ee cobnogeHne apyruMmm COTpyAHUKaMM UCnbITaTeNbHON nabopatopun.

3TN HesaBUCKMMblE NULA He OOIMKHbI OblTb 3a4eiCTBOBaHbI OOHOBPEMEHHO B MPOBEAEHUWU UccrenooBaHUs U
NpoBepKe KayecTBa 3Toro UccrneaoBaHus.

Ob6si3aHHOCTH nepcoHana, oTBETCTBEHHOIO
3a obecrneyeHne Ka4ecTBa

11. OBsA3aHHOCTM NepcoHarna, OTBETCTBEHHOMO 3a obecneyeHne KayecTBa, BKOYatoT B Ce0sI:

a) paspabotky COIN u ux BHegpeHWe B WchbITaTeNbHOM nabopatopuu, cuctematuyeckasi MNpoBepka MX
cobnoaeHns;

6) npoBegeHMe MHCMEKUMU C Lenbio NOATBEPXAEeHWS COOTBETCTBUS UCCreaoBaHus HacToswmm [pasunam,
OOCTYMHOCTU ANg nepcoHana nnaHa wccnegosanus n COIMN, a Takke NoaTBepxAeHWe akta WX WCMOMHEHUA npwu
npoBeAeHNN NCcrneqoBaHns;

B) MPOBEPKY 3aKMouUTENbHbIX OTYETOB AN MOATBEpPXAEHMs1 TOro, YTo MeTodbl, npoueaypbl, HabniogeHus u
pe3ynbTaThl N3r0XeHbl TOYHO M B MOMHOM Mepe OTpaXkatoT NepBuYHbIE AaHHbIe UCCrenoBaHNg;

r) coobweHve B NMCbMEHHOM BuAae (OTYET) O pesynbraTax MHCMEKUMIA PYKOBOACTBY MCMbITaTenbHON nabopatopuu,
PYKOBOAMTENIO MCCNeAoBaHUs, BeayLlemMy UCcrneaoBartento u, Npyu HeobxoanMocTu, ApyrMM pyKoBOASALWMM paboTHMKaM;

[) NOArOTOBKY M MoAnucaHue 3akiio4eHWs, NpuaraeMoro K 3akniounTeNnbHOMY OTYETY, B KOTOPOM YKa3blBalOTCS
TUMbI MHCMEKUUA, AaTbl UX NpoBedeHus, BKMoYas mHdopMaumio o6 atanax npoBepsemMoro UcCnefoBaHus, W Aathbl
nepegayn pesynsratoB MHCNEKTUPOBAHMSA PYKOBOACTBY MCMbITATENbHOW nabopaTtopum, pyKOBOAUTENO UCCNEAOBAHNSA U
BedyLleMy mMccrnegoBaTento. OTO 3aKroyeHne Takke OOMKHO codepxaTb MHGOPMaLMo O TOM, YTO NepBUYHbIE AaHHbIe
nccnegoBaHWs OTpaXKeHbl B 3aKMOYMTENBHOM OTYETE JOCTOBEPHO.

2. MepcoHan ncnbiTatenbHon nabopaTtopuu
OBsa3aHHOCTM pyKoBOACTBaA UCMbITaTeNbHOW TabopaTopum

12. PykoBOACTBO ucChbITaTenbHOW nabopatopun [OMKHO ob6ecnedynTb COOTBETCTBME BbIMOMHAEMbIX paboT
HacToswuMm NMpasunam.

13. PykoBoacTBo mcnbiTaTensHon nabopatopuu:

a) obecneymBaeT HanuuMe AOCTaTOMHOro <1> KonuyecTsa COTpPyAHMKOB, COOTBETCTBYHOLLEIO O60py,EI,OBaHI/IF|,



cpeacTs U MmatepunanoB arid CBOeBpEMEHHOIo N HaanexXxallero nposeaeHnAa NccrieqoBaHuA;

<1> Onpegenenne "AocTaTtouHbIN" MNPUMEHSETCA B 3HadyeHun "obecneyvBalowWmMi BO3MOXHOCTb MOJTHOMO
BbIMOTHEHMSA NpoLeaypbl UCCNEeOoBaHUN n obecnevyeHnsi ee KadyecTBa B UCMbITaTENbHON NabopaTtopum B COOTBETCTBUM C
TpeboBaHuAMM HacToswmx [NpaBun M pykoBOACTBa MO KadecTBy AaHHoW nabopatopun”, onpegeneHune "nogxoasnin”
NpUMeHsieTcsa B 3HadyeHuMM "obecneymBalOWMii NPUHLMMNNAIBHYIO BO3MOXHOCTb OCYLLECTBIIEHUS Mpoueaypb
nccneaoBaHUin B COOTBETCTBUM C METOAMKOM (METOAOM), NpeayCMOTPEHHOM PYKOBOACTBOM MO KadecTBy fiabopatopum n
ee COIM".

©) obecneumBaeT BegeHne yveTa 3anucen o kBanmdukauumn, obydeHnn, onbiTe U KOMMNETEHLUMN CMELManCTOB 1
TEXHMYECKOIo NepcoHarna ucnbltatensHom nabopartopuu;

B) obecnevnBaeT 4YeTKoe MoHMMaHne 0b6s13aHHOCTEN BCEMM COTPYAHMKaMM UCMbITaTenbHon nabopaTtopun u, npu
HeobxoanMocTu, obecrneynBaeT X COOTBETCTBYHOLLME 0ByYEHME N NOATOTOBKY;

r) yrBepxxgaet COl n nameHeHusi, BHOCUMbIE B HMX, 0OeCrnevmBaeT X BbINOSTHEHUE;

n) obecneuynBaeT HamuuvMe cucTeMbl ODecrnevyeHus KadecTBa W HasHa4yaeT fuL, OTBETCTBEHHbIX 3a CUCTEMY
obecneyeHns kayecTBa;

€) HasHayaeT pyKoBOAWUTENs WCCrefoBaHUs M3 4YMcna COTPYAHMKOB UCMbITaTeNbHOW nabopaTopuu, UMELmnX
KBanudukauu, COOTBETCTBYIOLLYIO LENsiM WCCNedoBaHUsl, Neped Hadanom Kaxaoro uccrieqoBaHusl. 3ameHa
PYKOBOAMTENS MCCReaoBaHUs MPOBOAMTCS COFMMAcHO YCTaHOBIIEHHOM Mpouedype WM OomkHa OblTb [OOKYMEHTanbHO
odopmneHa;

X) B Crny4ae npoBedeHMs] MHOMOLEHTPOBOrO WcCrnefoBaHMsi HasHadvaeT npu HeobXoguMMocTu BegyLlero
nccrnepoBaTens, UMelLWero cooTBeTcTBylowee ob6pasoBaHue, KBanudukauui K onbiT. 3ameHa BeayLlero
nccregoBaTtens NPoOBOAUTCS COMMacHO YCTaHOBNEHHOW NpoLleaype 1 AomkHa BblTb 4OKYMEHTanbHO 0hopMIIeHa;

3) obecne4vnBaeT yTBEpXAeHNe PyKOBOAMTENEM UCCen0BaHNUS NaHa UCCreqoBaHUs;

W) KOHTPONMPYeT, 4YTOObl pyKOBOAWTENb UCCNedOoBaHWs NPenocTaBusl YTBEPXKOAEHHbIW MNiaH UccrnefoBaHust
nepcoHany oraena obecneyeHuns KayecTBa;

K) obecneumBaeT BegeHne obHoBnsemoro nepevHs COI (c coxpaHeHeM npeabiayLmnx peaakumi);

n) Ha3Ha4yaeT CoTpyaHUKa, OTBETCTBEHHOIO 3a BeeHUe apxuBea;

M) obecneunBaeT Be4eHNE OCHOBHOIO rpadouka;

H) B cfy4ae npoBedeHMs MHOIOLIEHTPOBOMO WccneaoBaHus obecneyvnBaeT B3avMOLENCTBME PYKOBOAMUTENS
nuccrnefoBaHns, BedyLllero uccrieqoBaTtens, nul, OTBETCTBEHHBIX 3a cucTeMmy obecrneyveHuss kavecTsa, M nepcoHana,

y4vyacTByroLlero B nposeaeHMn nccregoBaHuA,

0) onpegender npouenypbl ONA KOHTPONA MUCNONb3oBaHUA KOMMNbHOTEPU3UPOBAHHbLIX CUCTEM MO Ha3Ha4YeHuto,
obecneuymBaeTt nx Banuaauuio, (*)yHKLI,I/IOHI/IpOBaHI/Ie n 060ny>|<|/|BaH|/|e CcornacHo HacTodAwnm I‘IpaBMnaM.

O65s13aHHOCTM pyKOBOAUTENS UCCNeaoBaHUA

14. PykoBoauTenb UccnegoBaHUs SBMSETCA LEHTPaNM30BaHHbIM KOHTPOMMPYIOLWMM NULOM B UCCreaoBaHun u
HeceT OTBETCTBEHHOCTb 3a NPOBeAeHe UCCNEeNoBaHNS B LENOM U NOAroTOBKY 3aKIMoYMTENBHOMo oT4eTa o NpoBeeHHOM
uccrnegoBaHni. B gononHeHne k nyHKTY 15 Hactosiwmx MMpaBun ponb M OOMKHOCTHblE 00SI3aHHOCTU pyKOBOAMTENS
nccnegoBaHus ykasaHbl B npunoxeHun N 2 k Hactosiwmm MNpasunam.

15. PykoBoguTens nccnegoBaHus:

a) cornacoBbiBaeT MnaH UCCNeaoBaHWs M BHOCUMbIE B HEro U3MEHEHUs, 3aBepsieT UX MOANMUCHLI0 C YKasaHWeMm
hartbl;

©) opraHu3yeT npoBedeHMe [OOKIIMHUYECKOro (HEKNMMHUYECKOro) WCCRefoBaHus, pacnpeaensiet o6s3aHHOCTU
MeXay y4acTHUKaMW UCCreaoBaHus;

B) KOHTPONMMpPyeT CBOEBpEMEHHOE NnpenocTaBrieHne nepcoHany otaena obecrnevyeHus KayecTBa Konuu MnaHa
nccnegoBaHus U UISMEHEHWUI COrnacHo Tpe6OBaHVIﬂM K nMpoBeaeHno nccrnenoBaHus,

F) obecneynBaet npenocrtaBrieHne nepcoHarny niaHa nccenenoBaHuna n nameHeHunn, a Takke COIT,


%5Cl%20Par186%20%20%5C
%5Cl%20Par935%20%20%5C

/J,) oTBe4aeT 3a O(*)OpMﬂEHVIe nraHa uccrneaoBaHus, 3aKkNiOYUTENBbHOMO OTYETa U BHOCUMBbIX B HUX U3MEHEHUN;

e) obecneynBaeT cobrogeHne Npoueayp, YkasaHHbIX B MfaHe WCCRedoBaHUsi, OLEHMBAET U OOKYMEHTUpyeT
BNUsiHWME NOGLIX OTKIOHEHWIA OT NiaHa UCCreaoBaHUs Ha KayecTBO U JOCTOBEPHOCTb pe3ynbTaToB UccrieqoBaHus, npu
HeobXxoanMOoCTV NpPeanpUHMMAaET COOTBETCTBYIOLLME KOPPEKTMPYIOLLME MEPONPUATUS;

)K) obecneymBaet npasuiibHOE OOKYMEHTalribHOe O(*)OpMﬂeHVIe N perncrtpaunto oTBeTCTBEHHbIM NepcoHarioMm BCeX
nony4YeHHbIX NepPBUYHbIX OAaHHbIX]

3) KOHTPONMpyeT npoeseaeHne sanngalnn KOMNbTEPU3NPOBAHHbLIX CUCTEM, NCMNOJIb3yEMbIX B UCCIe0BaHUN;

VI) NoANUChLIBAET 3aKIOYUTENbHbIA OTYET (C YKasaHnemM npuaHaHnAa oTBeTCTBEHHOCTU 3a AOCTOBEPHOCTb aHHbIX U
COOTBETCTBUA nccnegoBaHnAa HaCToALWLNM I'IpaBMnaM n aatbl I'IOLI,I'II/IC&HMH);

K) KOHTPOINMMPYET apxmBunpoBaHune niiaHa uccrenoBaHud, 3akn4vnTernbHOro ort4yeta, NnepBUYHbLIX OaHHbIX U BCEn
OOKYMeHTauun nocrie OKoOH4YaHuaA (ﬂperaLIJ,eHI/IFl) ncenenoBaHus.

O6s13aHHOCTH Beaylulero nccnegosarensa

16. Begywuin vccnegosatenb AomkeH o6ecneynTb NPOBEAEHNE NOPYYEHHOW eMy YacTu (3Tana) uccrnenoBaHusi B
COOTBETCTBUM C HacToAw MMy [Npasunamu.

O65s13aHHOCTN NepcoHana, y4acTByHLLEro B UCCreaoBaHnm
17. MNMepcoHan, yyacTByOLWMI B NPOBEAEHNM UCCeqoBaHus, OMKEH 3HaTb U cobntogaTe HacToswme lNMpasuna.

18. lepcoHan, yyacTByWOLWMN B UCCregoBaHWW, OOMKEH WMMeTb AOCTYn K nnaHy wuccnegosaHus n COIrl,
OTHOCALUMMCSA K ero pyHKUMsIM B pamkax uccrnegoBaHus. Jliobble OTKNOHEeHWs OT nfaHa uccrnegoBaHUs OOMMKHbI BbiTb
AOKYMEHTanbHO O OpMIIeHbl M MepefaHbl HanpsMyrlo PyKOBOAWUTEMK MCCnedoBaHus u (unu) npu HeobxoammocTu
BedyLleMy nccriegoBarernto.

19. ﬂepCOHan, y‘-IaCTBy}OLU,VWI B wnccnegoBaHunn, HeceT OTBETCTBEHHOCTb 3a CBOEBPEMEHHYH U TOYHYH
perncrpaunto nepBmYHbIX AaHHbIX N X COOTBETCTBUE HACTOALLUM I'IpaBMnaM, a TakKxkKe 3a Ka4eCTBO 3TUX AaHHbIX.

20. MNepcoHar, y4acTByloLWWI B UCCeA0BaHWN, OOSHKEH NMPUMEHATb 0300POBUTESNbHbIE NPOodUNakTMiyeckue Mepbl
B LENsAX MUHMMU3aLMU pyucka Ans 300poBbs U oGecneymBaTth LOCTOBEPHOCTL Pe3ynsTaToB UccrnedoBaHust. [NepcoHan
J0MkeH coobliaTb COOTBETCTBYIOLLEMY NULLY O CAHUTAPHbLIX UMW MEAMLMHCKUX YCMOBUSIX C LEMblo UX YCTpaHeHus u
HeJoMnyLeHNsa BMSHUA Ha UCCreqoBaHue.

3. MNMomelLeHnsa ans nccnegoBaHnn
O6waa nHpopmaums

21. lMomeweHuns, npegHasHadYeHHble ANS NPOBeAEeHUs OOKMUHUYECKUX (HEKITMHMYECKNX) uccrneaoBaHun,
NMPOEKTUPYHOTCS, pacnonaratTCa U SKCNyaTUpPYTCs B Liensix obecneveHns KadyecTsa NpOBOANMbIX UCCIEA0BaHNN.

22. CTpykTypa ucnbitatensHon nabopatopum gormkHa obecneunmBaTb afeKBaTHYH CTEMEHb pasgeneHusi pasHbiX
BMAOB AEeATENbHOCTM A1 HaAneXallero NpoBeAeHNsl KaXX4oro NccregoBaHus.

MomelleHunsa onga TecT-cucTem

23. UcnbiTaTenbHaa nabopaTtopust AomkKHa UMeTb OOCTaTOYHOE KONMUYECTBO MOMELLEHUA U 30H ANA U3onauum
TECT-CUCTEM, B KOTOPbIX 3a4elCTBOBaHbl BELIECTBA MMM MUKPOOPraHW3Mbl C M3BECTHOW WNU MOTEHLUanbHOM
Oronorn4yeckom onacHoOCTbLIO.

24. [JonxHbl ObITb 060py,qosaHb| cneunarnbHbi€ NOMeELEHNA N 30HbI ANA ANarHOCTUKKU, UccrnenoBaHUA U KOHTPOIA
3aboneBaHuin, YTOObLI HE 0O0nyCTUTb NoBpeXaeHnd TeCT-CUCTEM.

25. JomxHbl 6blTb 06OpyAOBaHbl OTAENbHblE MOMELLEHWUS MNKU 30Hbl AN XpaHeHus Cbipbs U 060pyaoBaHus,
MCronb3yeMbIX B MCCneaoBaHUM, U obecrnevyeHus COOTBETCTBYHOLLEN 3aliMTbl OT 3apaXeHusl, 3arpsAsHeHus unm
NoBpeXaEHUS.

MomeLlleHns 4ns MaHUNynsauMn ¢ nccnegyeMbiMy BeLLeCTBaMU
(nekapcTBeHHbIMKU cpeacTBamMmn) U 06pasuamm CpaBHEHUSI
(kOHTpONbHBLIMKU 0Opa3suamm)

26. Ons npenoTBpalleHna 3arpa3HeHna nnm cMmelmBaHmna gormKHbI ObITb O60pyﬂ,OBaHbI oTaesibHblE NMOMELLEHNA U
30Hbl AOnd nonyyvYeHuna u XpaHeHuA wuccrnenyembliX BelecTB (J'IeKapCTBeHHbIX Cpeﬂ,CTB) n O6pa3LI,OB CpaBHeHNA



(kOHTpONbHBLIX 06pa3uoB).

27. MNomelleHNs uUnu 3oHbl AN XpaHeHUst UCTIbITYeMbIX BELLECTB AOMKHbI ObiTb OTAENeHbl 0T obecneynBaroLLIMX
coxXpaHeHue cocTaBa, KOHLEHTpaLUWUW, YNCTOThI, CTAbUNBLHOCTU U GesonacHoe XpaHeHUe onacHbIX BELLEeCTB KOMHAaT Unn
30H, B KOTOPbIX pa3MeLLIaoTCA TECT-CUCTEMBI.

MomeweHusa anga apxmnBmnpoBaHNA

28. MNomelleHnss AN apxXWBUPOBaHUA OOMKHbI BbiTh 06opyaoBaHbl Ansa obecnedveHns GesonacHoOro XxpaHeHus
nnaHoB uccnenoBaHuA, NepBUYHbIX OaHHbIX, 3aKNMKYUTElNbHbIX OTYETOB, I'Ip06 ncnbiTyeMblX BeLleCTB U O6pa3LI,OB. B
nomMelweHnn apxmBa AOOJDKHblI NoadepXuBaTbCA YCNOBUA peXunMa XpaHeHUuA, OGGCI'IGLIVIBaI'OLIJ,VIe 3awunTty ero
COOEPXMMOTO OT MPEXOEeBPEMEHHON MopyK.

YaaneHue (YHUYTOXeHne) 0TXo40B

29. O6paboTtka W yganeHMe OTXOAOB [AOMMKHbI ObiTb BLIMOMHEHLI TakMM 0Opa3oM, 4TOObl He MNOABEPrHyTb
ONacHOCTM MNpoBedeHUe WuccrefoBaHWA M He WckasuTb WX pesynbTaTbl. [ns atoro TpebyeTcs obecneuntb
COOTBETCTBYIOLLME YyCnoBus AN cbopa, XpaHeHWss U BbiBO3a OTXOAOB, a Takke [ANs BbIMNOMHEHMS Mpouegyp ux
Oe3aKTMBaLMKU 1 nocreayroLlen TpaHCNOPTUPOBKM.

4. ObopynoBaHue, matepuarbl 1 peakTuBbl

30. O6opygoBaHue, BKOYAsa KOMMNbIOTEPU3NPOBAHHBIE CUCTEMBI, UCMONb3yeMble AN cbopa 1 XpaHeHUs AaHHbIX
M Ona KOHTpons pakTopoB OKpyXallwen cpedbl, KOTOpble VMMEKT OTHOLIEHVME K WCCNedoBaHuIo, OOMKHbl ObiTb
pa3MeLLleHbl UK YCTAHOBMNEHbI C y4ETOM OCODEHHOCTEN, Lienen U HasHa4YeHus, COOTBETCTBYHIOLLMX BUAaM NMPOBOOUMBIX
nccrneqoBaHun.

O6opynoBaHve, wucnonb3yemoe B WUCCregoBaHWM, HeobXxoAMMO nepuoauyeckn noasepratb TEXHUYECKOMY
obcnyxunBaHuio, KanubpoBke M 0OYMCTKE B COOTBETCTBUW C MPUHSATLIMA B BMAE MNWCbMEHHOTO [OKyMEHTa W
yTBepxaeHHbiMu COI.

31. O60pyD,OBaHVIe n Martepuanbl, UCNofib3yeMble B UCCNenOoBaHUW, HE OOJDKHbl OKasbliBaTb OTpuUUATENIbHOIO
BITMAHNA HA TECT-CUCTEMbI.

32. XnMmunyeckne BeLLeCcTBa, peaKkTUBbl U PacTBOPbl AOMKHbI OblTb MapKkMpoBaHbl C yKa3aHuWeM cocTasa (npu
HeoBbXoAMMOCTM - KOHLEHTpaLmMKn), cpoka rogHOCTU U OCOBEHHOCTAX XpaHeHus. B Hanmumm gormkHa 6bITb nHopMaums
06 WCTOYHWKE NnonmyyeHus, Aate NPUrotoBneHns n ctabunoHocTn. Cpok rogHOCTN MOXeT BbiTb MPOANEH Ha OCHOBaHUK
AOKYMEHTanbHO 0hOPMITEHHOW OLEHKM Unn aHanusa.

5. TecT-cuctemsl
duanyeckne (XMMmnyeckme)

33. O60pyﬂOBaHVIe, ncnonb3yemoe Aand (bI/I3VIKO-XVIMVI‘-IeCKVIX nccrnegoBaHui, OOMKHO COOTBETCTBOBATb BUAAM
npoBOANMbIX nccrnegoBaHun.

34. Heobxogumo obecneyntb HaaeXHOCTb (PU3UYECKUX (XMMUYECKMX) TECT-CUCTEM.
Buonoruyeckne

35. Heobxogumo obecneuntb Haanexalivme ycrnoBusi AN pasMeLleHusi, XpaHeHus, o6paboTku U cogepXkaHus
BUOMNorMyeckux TECT-CUCTEM C Liefblo obecrnedyeHns Heobxoaumoro KavecTsa nuccrenosaHms.

36. BHoBb nony4YeHHble XXNBOTHbIE N PACTUTENbHbIE TECT-CUCTEMbI OOJTKHbI ObITb n30nmMpoBaHbl B COOTBETCTBUU C
YCTaHOBIIEHHbIMMX NpoueaypamMun. K MOMEHTY Hadana wuccnegoBaHna TeCT-CUCTEMbl LOOJTDKHbI I'IpOI7ITM KapaHTWUH,
npoueaypy gonycka K ncnosib3oBaHUO M COOTBETCTBOBATb BMAY U LenaM nccrnegoBaHua. TecT-cucTEMBI, nopaxeHHble
6onesHbo nnm nospexaeHHble B Xoae uccnegoBaHnd, OO KHbI ObITb M30J1MpOBaHbIl 1 NnposieYv4eHbl, Npun HeobxoammocTn
LENnoCTHOCTb MccnegoBaHust OofmkHa ObiTb COXpaHeHa. Bce paHHble Mo AnarHOCTMKE W NnedYeHuto 3aborneBaHuii Oo
Ha4ana un B Xo4e nccnenoBaHna OOIMKHblI PermctpnpoBaTtbCA OKYMEHTallbHO.

37. Heo6x0aMMo BECTU PErMcTpaLmio MCTOYHMKA NOMyYeHWs], AaThbl U YCIIOBUIN NPUEMKN TECT-CUCTEM.

38. Buonoruyeckne TECT-CUCTEMbI [AOMKHbI adanTUpoBaTbCs K YCMOBUAM MCCNEAOBaHUNA B TedyeHue
COOTBETCTBYIOLLIErO Mepuoda BpeMeHu Mepen nepBbiM BBeAeHWEM (MPUMEHEHWEM) WCCMEQyemoro BELLEeCTBa WM
obpasua cpaBHeHus (KOHTpONbHOro o6pasua).

39. Ncnonb3yemble TeCcT-cUCTEMblI HEOOXOAMMO 06ecnevnTb COOTBETCTBYIOLLEN MAPKUPOBKOM OIS X Hagnexallen
naeHTudukauun.



40. Mpwu “cnonb3oBaHUU NOMELLEHWS UMK KOHTENHEpPbI C TeCT-cUcTeMami HeoBXoaAMMO NepuoanYeckn noasepraTb
caHuTapHoli obpaboTke. Jltoboi MaTepuar, KOHTaKTUPYIOLLWIA C TECT-CUCTEMON, He OOMKEH codepkaTb 3arpsAsHsoLLMe
areHTbl Bbllle pa3peLLeHHOro YPOBHS, AOMycKalLero nposeaeHne uccrenoBaHus. MoacTun Ans >KUBOTHLIX OOMMKEH
MEHSTbCA B COOTBETCTBUM C MPUHATLIMKM HOpMamu. [aHHble 06 ucnonb3oBaHWM CpeacTs 6opbbbl ¢ BpeauTenamu
[OOIMKHbI ObITh JOKYMEHTUPOBAHbI.

6. VicnbiTyemble BelleCcTBa (NeKapCTBEHHbIE CPEACTBA) 1 06pasLbl
CcpaBHeHUs (KOHTpOrbHblE 0Opas3Lbl)

Mony4eHune, obpaboTka, oT6OP NPob M XpaHeHue

41. HeobGxoanMo obecneuntb HanuvyvMe U nopaepxkaHue MHGOopMauuM O CBOWCTBAxX MccriedyemMoro BellecTsa
(nekapcTBeHHOro cpefcTsa) U 06pasLOB CPaBHEHUs! (KOHTPOMNbHbIX 0OpasuoB), AaTe MNONy4YeHUs, CPoKe FOAHOCTH,
Nony4eHHOM M UCMOMb30BaHHOM KONMMYECTBE B UCCMEAoBaHUSX.

42. [lomxHbI ObITb onpeneneHbl npouenypbl no 06pau.|,eH|/|ro C TeCcTmpyemMbiM BeLEeCTBOM N BELLECTBOM CpaBHEHUA
(KOHTpOJ'IbeIM BeLLI,eCTBOM), MX XpaHeHU " UCnosnb3oBaHUKO C Lenblo obecneyeHnst cTabuUnbHOCTM N FTOMOFEHHOCTH,
MCKINYeHna KOHTaMnHaumMm n nepenytbiBaHUA.

43. Ha koHTelViHepe Onsa xpaHeHus OorkHa ObiTb ykadaHa vaeHTuduumpyowas nHdopmMaums, Cpok roqHoCcTn 1
0COBEHHOCTU XpaHEHMS.

OnucaHve cBONCTB

44. Kaxgoe nccrneqyemoe BeLecTBO (NlekapCTBEHHOE CpeacTBO) U obpasel; cpaBHEHUS (KOHTPOSbHbIN 0bpasel)
OOIMKHbI ObITb COOTBETCTBYHOLLMM 00pa3om MOEHTUMOULMPOBaHLI (HAaNpMMep, UMETb KOA, MAEHTUMUKALMOHHBIN HOMEpP
no peectpy Xumuyeckon pedepatuBHON crnyx0Obl AMepuKaHCKOro xumudeckoro obuiectea (CAS-Homep) ¢ ykaszaHuem
Ha3BaHWA, PU3NYECKUX, XUMUYECKMX, Bronornyeckux, hapmakornormyeckux CBOMCTB.

45. B kaxgom wnccnegoBaHMM HeobxoAMMO 3HATb HOMEP CepuM, YUCTOTY, COCTaB, KOHLEHTpauuio U apyrue
XapakTepuCTUKM UccnegyemMoro BelwecTBa (NeKapCTBEHHOro cpeactsa) WM ob6pasuoB CpaBHEHWUS (KOHTPOSbHbIX
obpasuos).

46. B Tex cnyyasx, korga uvccrnegyemoe BeLecTBO (fekapCTBEHHOE CpeacTBO) MpedoCTaBieHO CMOHCOPOM,
CroHcopoM (pa3paboTymMkoM) 1 ncnblTaTenbHOM nabopaTopmen gomkHa ObiTe pa3paboTaHa COBMECTHasi npoueaypa no
npoBepke NOASIMHHOCTU NCCIeayeMOoro BellecTBa (NekapCTBEHHOIO CPEACTBa).

47. Heobxogumo 3HaTb O CTAOMIBLHOCTU WUCMbITYEMOro BellecTBa (NEKapCTBEHHOINO cpeactea) M obpasuos
CpaBHEHUS (KOHTPOIbHbIX 06Pa3LOB) B YCIOBUSIX XPaHEHWUSI U NPOBEAEHMWS UCCREO0BaHWIA.

Ecnun uccnegyemoe BelwecTBO (1eKapCTBEHHOE CPEeACTBO) MPUMEHSIETCA CO BCMoMoraTeNlibHbIMKM MaTepuanamu,
HeobXxoauMo onpeaenTb FOMOTEeHHOCTb, KOHLIEHTPaUWMIo U CTabubHOCTb UCCIedyeMoro BelllecTBa B 9TOM MaTepuarne.

48. B kaxxOgoM vccriefoBaHUM, KpOME KpaTKOCPOYHbIX, HEOBX0AMMO oGecneunTb apxMBHOE XpaHeHue oGpasLoB
KakOol cepum UCCreqyemMoro BelecTsa (1leKapCTBEHHOTo CpeacTBa) AN aHanuTUYeCKUX Lenei.

7. CTaHgapTHble onepaLluoHHbIe NpoLueaypsl

49. NcnbiTaTenbHas nabopartopusa 4omkHa UMeTb NMCbMeHHO odopmineHHble COlN, yTBepXaeHHbIe PyKOBOACTBOM
ncnbiTaTenbHON nabopaTopun 1 NpegHa3HavyeHHble Ana obecnevyeHns Ka4ecTsa U JOCTOBEPHOCTM AaHHbIX, MOMYyYEHHbIX
ucnoiTatensHon nabopaTtopuen B xoge npoBedeHus wuccnenosaHun. BHeceHue u3MeHeHWn B CTaHOapTHble
onepaumoHHbIe nNpoLeaypbl AOMKHO ObiTb 0406PEHO PYKOBOACTBOM MCMbITATENBHOW nabopaTtopum.

50. B kaxxgom oToenbHOM nogpasgeneHim n (Mnun) Ha Kaxkaon nnowagke ucnbitTatenbHon nabopartopum OOMmKHa
6bITb kOnUs gencteytowmx COIN, oTHoCALWMXCSA K UX AeATeNnbHOCTU. B kayecTBe OOMONMHUTENbHBLIX MaTepuanoB K aTUM
COIM mMoXHO 1cnonb3oBaTh ONyGrMKoBaHHbIE MOHOrpadun, aHanUTUYECKNe METOAbI, CTaTbM U PYKOBOACTBA.

Mpn opraHMsaumMm nccrenoBaHWUiM Ha HECKOMbKMX Miowazkax HeobxoammMo cobnogatb TpeboBaHNS MPUITOXKEHUS
N 3 k HacTosAwwmm MNpasunam.

51. OTknoHeHusa ot COl, nMelLWwux OTHOLIEHUE K UCCNeAoBaHNIo, OOMKHbI ObiTb JOKYMEHTanbHO OpOPMIEHHI,
yTBEpPXXOEHb! PYKOBOAWUTENEM UCCIeA0BaHMS U BeayLLMM UccregoBaTernieM B YCTaHOBIEHHOM MOPSIAKE.

52. COIll pomkHbl ObITb pa3paboTaHbl, B YaCTHOCTW, AN CReaylolux BUAOB AEATENbHOCTU MCMbITaTeNbHOM
na6opaTtopum (NepeyeHb ABNAETCS NPUMEPHbIM):

a) vccnegyemble BellecTBa (NekapcTBEHHble CpeacTBa) U obpasubl CpaBHEHWUsI (KOHTPOMbHble 06pasLbl):
nony4veHve, naeHtTudmkaumsa, MapkupoBka, obpaboTtka, oTéop nNpod u xpaHeHue;
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0) obopynoBaHve, matepuansl U peakTuBbl:
obopynoBaHue: UCMonb30BaHNe, 0OCNYXXMBaHNE, OYUCTKA N KannbpoBKa;

KOMMbIOTEPU3NPOBaHHBLIE CUCTEMbI: Banuaauus (NpoBedeHHas B COOTBETCTBUM C TPeGOBaHUAMMU, yKasaHHbIMU B
npunoxeHnn N 4 k Hactoswwum [MpaBunam), YHKUMOHMPOBaHME, OBCHyXuUBaHWe, Ge3onacHOCTb, KOHTPONb 3a
N3MEHEHUSIMU U pe3epBHasi CUCTEMA;

mMarepuarbl, peakTuBbl 1 PaCTBOpPbI: MPUITOTOBITIEHNE N MApPKUPOBKA;

B) peructpauusi, noarotoBka OTYETOB, COXpaHeHWe: KoaupoBaHWe UccrenoBaHuid, c6op AaHHbIX, MoaroToBKa
OTYETOB, CUCTEMbBI MHAEKCaLMKU, 0bpaboTKa AaHHbIX, BKIHOYAas UCMOMNb30BaHNe KOMMNbHTEPU3NPOBAHHBIX CUCTEM;

r) TECT-CUCTEMbI (B HEOOXOANMBIX CryYasx):
NnoaroToBKa NOMELLEHMWI U YCIOBUI XpaHEHUsI TECT-CUCTEM;

npouedypbl NOMyYeHUs, nepegavv, Hagnexawero pasMeLleHusi, XpaHeHus, OMuCaHus, WAeHTUUKaUMM 1
00paboTkn TecT-cucTem;

noaroToBka TeCcT-CUCTEM, Ha6J'IIOLI,eHI/IF| M aHann3bl nepen Hadanom, B TedeHue 1 No 3aBeplLueHn nccrieqoBaHuA,

pa3melleHne TeCT-CUCTeEM Ha UCNbITyeMbIX Niowaakax;

) npouenypbl obecneyeHnss kavectBa: pabota nepcoHana cnyxbbl obecneveHnsa kadectsa (ganee - COK) no
NnaHMpoBaHWIO, COCTaBMEHUIO rpaduka, NPOBEdEHMI0, OOKYMEHTaNbHOMY O(OPMIIEHMIO M MNOArOTOBKE OT4ETOB 06
NHCMEeKUMAX.

IV. NpoBeaeHne uccneqosaHus
1. NnaH nccnepoBaHus

53. lNepen HayanoM Kaxkgoro WccrefoBaHWsl OOMKEeH ObiTb HanucaH nnaH, YTBEPXKOEHHbIA PYKOBOAUTENEM
nuccnegoBaHuss un npoBepeHHbin npeactasutenem COK uccnepoBatenbckor nabopatopuu. [lMnaH cornacyetcs
PYKOBOLACTBOM MCMbITatenbHONn nabdopatopum u cnoHcopom (pa3paboTymkom), e€cnm 3TO YCTaHOBIIEHO
3aKoHOAaTeNbLCTBOM roCy4apCTB-4/IEHOB.

MnaH nccnenoBaHWst OOMKEH ObITh yTBEPXOEH NOANUCBHIO pyKOBOAUTENA UCCNeaoBaHUA C yKa3aHneM OaTtbl.

Ponb n o06s13aHHOCTHK CNOHCOpa B paMKax npoBegeHnAa OOKIMMHUYECKNX (HeKﬂVIHVILIeCKMX) nccneaoBaHum
npmBegeHbl B NpUnoXxXeHnn N 5 Kk HacToAWMUM I'IpaBMnaM.

54. nOHpaBKM K nnaHy wuccnenoBaHUA OOJIKHbI OblTb  0OOCHOBaHHI, Oﬂ,O6peHbI ﬂ,aTMpOBaHHOI?I noanncbro
pykoBoouTena nccnenoBaHuAa n I'IpI/IO6LLI,eHbI K nnaHy nccnegoBaHuA.

55. OTKNOHEHMs OT MNnaHa WCCrneaoBaHUsl OOMKHbI ObITb OrnuncaHbl, 06'bF|CHeHbI, Oﬂ,06peHbI, CBOEeBpeMEHHO
0aTtnpoBaHbl pykoBoaAuUTENeM uUccrnenoBaHna unun eseayuimmMm muccrnenosarenemM U OOIMKHbl XpaHUTbCA C NepBUYHbIMU
AaHHbIMU nUccneagoBaHUA.

56. MNpu KPaATKOCPOUHBIX NCCNEAOBAHNSAX MOXHO MCMONb30BaTh OOLLUMIA NaH UCCNEAOBaHNSA C COOTBETCTBYHOLLUMM
NPUIOXEHNSAMM.

TpeboBaHua K NPOBEOEHMIO KPaTKOCPOYHbIX MWCCNeAOBaHUM B paMKax [OKAUMHUYECKUX (HEKITMHMYECKMX)
NccneaoBaHUn NEKAPCTBEHHbIX CPeACTB (BeLLEeCTB) NpuBeaeHbl B NpunoxeHun N 6 k HacToswmm Mpaeunam.

2. CogepxaHue nnaHa uccnegoBaHus
57. MNnaH nccnegoBaHUa OOMKEH, B YACTHOCTU, codepaTb CreayroLyo MHopMaLmio:

a) ngeHTndmrKaumsa nccneaoBaHns, NCCregyeMoro BeLWeCcTBa (NekapCTBEHHOro cpeacTea) n obpasua cpaBHEHUS
(koHTpOnbHOro 06pasua):

Ha3BaHMWE C KpaTKUM ONMCaHUEM Au3aiiHa UCCrenoBaHus;
MHbopMaLMs 0 Liensx 1 3afadax UccrnenoBaHus;
naeHTUdUKauma uccrefyemoro BellecTBa (NekapCTBEHHOro cpeacTBa) 4Yepes Kog WNM HasBaHue

(3amecTuTenbHoOM 1 pagukano-gyHKUMOHaNbHOMW HOMeHKNaType MexayHapogHoro colo3a TEOPETUYECKON M MPUKITagHON
xumun  (ITUPAC); mnaeHTUUKaAUNOHHBIA HOMEp Mo peecTpy XuMUYeckonm pediepaTMBHOWM CryxObl AMepUKaHCKOro
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xumMmmyeckoro obwecta (CAS-Homep), Bronornyeckne cBoncTBa 1 T.4.);

nccrnegyemoe BewecTBO (N1eKapCTBEHHOEe cpeacTBO) (ero onucaHue, npupoga MPOUCXOXAEHUS W
XapaKkTePUCTUKN);

©0) nHpopmaums o cnoHcope (paspaboTumke) n UcnbiTaTenbHOM NabdbopaTopuu:

Ha3BaHWe 1 agpec cnoHcopa (paspaboTynka);

Ha3BaHUA U aapeca 3a,qu7ICTBOBaHHbIX ncnblTaTerbHbIX naGopaTopvuh N ncnbiTaTenbHbIX NNowaaok;
dhamunns, ums, 0TY4ECTBO (MPWU HanM4Mm) 1 agpec PyKOBOAMTENS NccrneaoBaHuns;

(*)aMI/IJ'IMFI nM4, OTYEeCTBO (I'Ipl/l HaJ'IW-MM) n agpec Bepyuero uccriegosarend, d)aMI/IJ'II/II/I nccnegosaTenen,
npnHMMaBLINX y4acTue B nccrnegoBaHuu;

B) oaTbl:
[aTta yTBepXaeHus nnaHa uccrneoBaHus ¢ NoAnncbio PYKOBOAUTENS NCCNeaOoBaHNS;

JaTa yTBEep)XOEHUs MnaHa MccrieqoBaHWs C NOAMUCLI0 PYKOBOACTBa WCMbITaTeNbHOW NaGopatopuy U crioHcopa
(paspaboTumka);

npegnonaraemble AaTbl Ha4ana u 3aBepLlueHnda 3KCnepmMeHTarbHbIX pa60T;

r) MeTodbl UCCNefoBaHWN, C ykasaHuem nodpoGHOro onvcaHwss MeTOAOB MCCMeOOBaHUW, HaMMEHOBaHWWA TecT-
CMCTEM, UCMONb3yeMbIX B UccriegoBaHuun, ¢ obocHoBaHMEM KX Bblbopa, cnocoboB M nyTen BBeAEHWs McCregyemoro
BellecTBa (NeKapCTBEHHOrO CcpeacTBa), METOAOB CTaTUCTUYECKOW 06paboTku, WHbLIX CBEAEHWA MO NPOBEAEHWUIO
ncecneagoBaHui;

[) cogepxaHue nnaHa nccrnegoBaHus (MyHKTbl, KOTopble NPUMEHUMbI):
obocHoBaHue BbIGopa TECT-CUCTEMBI,

onncaHme TecT-CUCTeMbI (Hanpmmep, BuAa, Wtamm, Cy6LIJTaMM, MCTOYHUK NoNy4YeHud, Konn4ecTtBo, BUA XUBOTHbIX,
MX Macca Tena, nos, Bo3pacTt U Apyraa BaXXHad I/IHq.)OpMaLI,I/IFl;

cnocob NpUMEHEHNA N Npn4nHa Takoro Bbl60pa;
YPOBHU O3 U (I/IJ'WI) KOHUEHTpauun, 4actota n npoaoInkKNTENIbHOCTb NPUMEHEHUA;

noapobHas MHOpMaLUs O CTPYKTYpe (Au3aiHe) uccrieqoBaHus, BKIOYasi onvcaHue XpoHOroriM, BCcex MeTOOoB,
maTepuaroB 1 YCroBuWi, BUAA U 4acToTbl MPOBEAEHHbIX aHaNN30B, M3MepPeHnin, HabnoaeHWn 1 NccrneaoBaHWiA;

e) OOKyMeHTauunAa no wuccnegoBaHuWko B BUMAE CNUCKa [LOOKYMEHTOB WUCCIieaoBaHUA, KOTOPble OOJTKHbI ObITb
3anofiHeHbl 1 COXpaHeHbI.

3. NpoBegeHne nccnenoBaHms

58. Kaxxgomy uccnegoBaHuio gomkeH OblTb NPUCBOEH YHMKaNbHbIA HOMep. Bce ncnonb3yemblie B nccrnegoBaHmm
ob6pasubl, obopyaoBaHne M maTepuarnbl OOMKHbI ObiTb AOKYMEHTanbHO OTpaXKeHbl B MaTepuanax WUccrnenoBaHust C
Lenblo UX MNpOCnexuMBaemMocTu. MccrnegoBaHue [OMKHO MPOBOAMTBCA COMMAcHO nnaHy wuccrnegoBaHusl. O6pasubl
nccrnegyemblx BeLLECTB (NeKapCTBEHHbLIX CpeacTB) M obpasubl CpaBHEHUS (KOHTPOsNbHble 06pa3subl) AOMKHbI ObiTb
MapKMpoBaHbl COOTBETCTBYOLMMY 06pa3oM, obecrneumnBatownM Mx aeHTUUKaLumto.

Obwume TpeGOBaHl/IFI K NopAaKy npoBefeHud nccnenoBaHum YKa3aHbl B NPUIIOXKEHUN N 7 K HacToAWNM rlpaBI/IJ'IaM.

59. Bce gaHHble, nonydaemble B XOA€ WCCREAOBaHUs, AOMKHbI ObiTb 3aperMcTpupoBaHbl MPU UX MOMYyYEeHWUM
He3ameanUTeNbHO, TOYHO W aKKypaTHO JIMLIOM, KOTOpOoe MOoSfy4Yurio 3TU AdaHHble, C NPOCTaBleHUEM OaTUPOBAaHHOWA
noanucy UCNonHUTENs.

Bce BHOCUMbIE M3MEHEHUA B nepBuYyHble [OaHHble OOJTKHbI OblTb cAenaHbl Tak, 4TOOblI OcTaBanacb BuAHA
nepeoHaYalibHaa 3anucCb, NpPM 3TOM YKa3blBalOTCA MNPUYUHBI UCNpaBieHna C ﬂaTMpOBaHHOVI noanncbo TOro nuua,
KOTOpO€E BHECIO ncnpasneHune.

60. Ecnn nepBuYHble OaHHble PEerncTpupyroTcAa C NOMOLLbKD KOMMbKOTEPa, AOJMKHa ObITb MHd)OpMaLLI/Iﬂ O nuue,
OTBETCTBEHHOM 3a BBOA 3TUX AaHHbIX B KOMNbOTEP B MOMEHT UX NONy4YeHUA. [OunsanH KOMI'IbPOTepVI3I/IpOBaHHOI7I CUCTEMDI
OOIMKEH OblTb TakMM, 4TOObI npegocTtaBnATb BO3SMOXHOCTb NpoBedeHUA MNOJIHOro ayauTa JJEeKTPOHHbIX AOaHHbIX WU
NoKa3biBaTb BCE UCMNpaBliEHNA NepBUYHbLIX OAaHHbIX C COXpaHEHNEM NnepBOHa4YalibHbIX OPUTrMHalrbHbIX OaHHbIX. HorxkHa
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ObITb npeancrtaslieHa BO3SMOXHOCTb CBA3aTb BHECEHHbIE MUCnpaBJieHnda C NMUOoM, UX caenaslinm, HanpmmMmep, ¢ NnoOMOLLbIO
D,aTI/IpOBaHHOVI 3arnmcnm mncnosnb3oBaHUA KOMFIbIOTepI/I3I/IpOBaHHOIZ CUCTEMDbI UINN /J,aTI/IpOBaHHOIZ SﬂeKTpOHHOVI noanncu.
[ormxHa ObITb YKa3aHa npmymnHa sHeceHus N3MEHEHNI B nepBnYHbIE 3N1IEKTPOHHbIE AaHHbIE. BeneHne 3anucen Tonbko B
ONEeKTPOHHOM BMAEe OOoNYyCKaeTCca Nnpn Hannydnm sannamnpoBaHHbIX KOMMNbOTEPU3NPOBAHHbLIX CUCTEM.

V. OchopmneHne pesynsTaTtoB UCCreqoBaHUs
1. O6was uHdopmaums

61. [Ona kaxgoro wuccnefoBaHUS TOTOBUTCS 3aKMOYUTENbHBLIM OTYeT. [pu NpoOBEAEHUU KPATKOCPOUYHbIX
nccnefoBaHuii crieqyeT NOAroTOBUTL CTaHOAAPTU30BAHHBIA 3aKIOYUTENBHBIN OTYET CO CneuuanbHbIM NPUoXeHneM ob
ocobeHHOCTSX mccrnefoBaHus. [Mpu nNpoBegeHUM OOMNrOCPOYHbLIX WCCREAoBaHUA criedyeT MnpesycMOTPEeTb MOATOTOBKY
MPOMEXYTOYHbIX OTHETOB.

62. OTuyeTbl BeQyLUMX UCCreqoBaTenel U cneumanmcToB, 3a4eiMCTBOBaHHbIX B UCCNeAoBaHUA, AOMKHbI BbiTb UMK
CcoBCTBEHHOPYYHO NoAnuncaHbl U AaTUPOBaHbI.

3aknunTenbHblA OTYeT JorkeH ObiTb moagnucaH W AaTMpoBaH pykoBoguTeneM uccrnegoBaHWA Co
CBUAETENbCTBOM O MPUHATUM OTBETCTBEHHOCTU 3a [OCTOBEPHOCTb [AaHHbIX. [ormkHa ObiTb ykasaHa cTeneHb
COOTBETCTBMA MpUHUMNAM Haanexaiwlen nabopaTtopHOW MNpakTUKW. 3aknoyvMTernbHbIN OTYET OOMMKeH ObiTb CKpenneH
neyaTbio opraHusaunu.

63. VIameHeHns 1 OONOnHeHWsi, BHOCUMblE B 3aKIHOUUTENbHbLIN OTYET, AOMXKHbl ObiTb NpedcTaBneHbl B opme
nonpasok K oT4yeTy. Heo6xoaMMo TOYHO yKasaTb MPUYNHY MCMpPaBNeHu unu AononHeHun. Bce nonpaekn A40OMKHBI BbITh
nognucaHbl U AaTMpOBaHbl PYKOBOAMTENEM UCCNEedoBaHWs, Kak 3TO ykasaHo B absaue BTOPOM MyHKTa 62 HacTOALMX
Mpasun.

64. iameHeHne cbopmaTa 3aKITHIYNTENbHOIo oT4yeTa corfiacHoO Tpe6OBaHVIFIM rocyp,apCTBeHHoﬁ perncrtpaunm mnn
YNOJIHOMOYEHHOIO OpraHa He pacCMaTpuBaeTCA KakK OoMoNHeHne nnu nonpaska B 3aKM4YNTENbHbBIN OTYET.

2. Cop,ep>|<aH|/|e 3aKIMIYNTENbHOIo OT4ETa

65. 3akntounTenbHbIA OTYET AOIMKEH BKIOYaTb cneaywuwme pasgenbil:

a) naeHTuduKkauns UccneqoBaHunsl, UCCneayeMoro BellecTBa (NekapcTBEHHOro cpefcTea) n obpasua cpaBHEHUS!
(koHTponbHOro obpasua):

HasBaHuWe nccnegoBaHus C KpaTkuM onvcaHnem ansamnHa;

ngeHTudmrkauma unccneayemoro BellecTBa (fleKapCTBEHHOro cpeAacTBa) 4vepe3 KOA4 MMM HasBaHue (no
3aMecTUTENbHON 1 paaunKano-yHKUNOHaNnbHON HOMeHKNaType MexayHapogHoro col3a TeEOPETUYECKON U NpUKNagHon
xvumnm  (IUPAC); naeHTUdUKaUMOHHBIA HOMEp Mo peecTpy Xumuyeckon pedpepaTvBHOW Cryxbbl AMepuKaHCKOro
xumuyeckoro obectsa (CAS-Homep), Bronoruyeckme ceoncTea u T.4.);

ngeHTndrkauusa obpasua cpaBHEHNs (KOHTPONbHOrO obpasLa) N0 HaMMEHOBaHMIO;

XapaKTepuCTMKa CBOMCTB UCCreayemoro BellecTBa (NekapCTBEHHOro CpeacTBa), BKMoYas YACTOTY, CTabunbHOCTb
1 TOMOFEHHOCTb;

©) nHpopmaums o cnoHcope (paspaboTumke) n ucnblTatensHoOM nabopaTopuu:

Ha3BaHuWe 1 agpec cnoHcopa (pa3paboTumnka);

HasBaHMWs 1 agpeca 3a4eiCTBOBaHHbIX UCNbITaTENbHbIX abopaTopuil 1 UCTbITaTeNbHbIX MIOLAAoK;
hamunus, umsi, oT4ECTBO (MPU HANU4YUK) 1 aapec PyKOBOAUTENS UCCreaoBaHUS;

hamunus, umsi, oT4ECTBO (MpPU HaNU4YUK) 1 agpec BeayLLEro UccneqoBaTtens;

cpammnmm, MMeHa, oT4yecTBa (I'Ipl/l HaJ'IVI'-IVIVI) cneynanmncToB, npeacrtaBuMBLUMX CBOW OTYETbl ON1A COCTaBJ1€HUA
OKOH4aTeslibHOro oT4yeTa.

B) AaTtbl, yKa3aHHble KaK AaTbl Ha4dana U 3aBeplueHUdA 3KCNepMMeHTOB B paMKax BCero uccriegoBaHuA U ero
3TanoBs;

r) uenu u 3aagadyu nccrnegoBaHus;

[) onucaHue Ucnonb3yemblX MaTepuarnos 1 METOOOB UCCMeAoBaHMii:
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onnucaHne wuccnegyemoro Bellectsa (ﬂeKapCTBeHHOI'O Cpe,EI,CTBa), BKINno4ad cBegeHnAa O ero (*)VI3I/I“I€CKVIX,
XUMUYECKUX, BUOMOrMYecknx u (bapMaLl,eBTl/l‘-leCKI/IX CBOMCTBax, COCTaBe roTOBOW ﬂeKapCTBeHHOVI (bOprI;

XapaKTepucTtmka n 0060CHOBaHNE TECT-CUCTEMBI, OTO6paHHOI7I OnNs AOKNUHUYECKUX UCCreaoBaHum;

BUZ, BO3PACT, KONMNYECTBO XKMBOTHbIX B KaXOOW rpynne, rorl, nokasaTtellb Macchbl Terna, UCTOYHUK U TUM kopma (B
crny4ae Mcrnonb30BaHUA GUONOrMYecKol TECT-CUCTEMBI ()KUBOTHbIX));

pexnm 0o3npoBaHuA, KpaTtHOCTb U NMYyTb BBEAEHUA UCCrneayemMoro seljecrsea (J'IeKapCTBeHHOFO CpeD,CTBa);

cxema npoBeAeHus1 JOKNMHMYECKOrO (HEKMMHUYECKOro) UCCnenoBaHus UccreqyemMoro BelecTsa (JlekapCTBEHHOMo
cpeacTea);

OonucaHue MeTOAOB CTaTUCTUYECKON 06paboTKM pe3ynbTaToB;

€) CCbINkM Ha pykoBoacTBa OpraHu3aumy 3KOHOMUYECKOrO COTPYAHMYECTBA W PasBUTMS], MHble OOKYMEHTbI MO
NpOBEAEHNIO NCCIEeAOBaHWIA, NpU3HaBaeMble B rocydapCTBax-4feHax;

X) pesynberaThbl:
KpaTkuin 0630p pesynsTaTos;
BCA MH¢)OpM3LI,I/IF| N OaHHble, NpegyCMOTpPEHHbIe NITaHOM UCCleaoBaHuA;

npegocTaBneHne pesynsTaTtoB, BKIOYAs pacyeThbl, KONMMYECTBEHHOE OnpeaerneHne cTaTUCTUYECKOM 3Ha4YMMOCTH,
obobwatoume Tabnumubl (rpadmkm) ¢ COOTBETCTBYIOLLIEN CTAaTUCTUYECKOM 0OPabOoTKOM M KOMMEHTAPUAMU K HUM;

oLieHKa 1 oBCyXaeHne pesynsTaToB U BbiBOAbI;

3) 3akntoyeHne npencraButens COK ¢ npunoxeHnem crnucka MNpoBedeHHbIX WHCMEKUWiA Mo WUCCNeaoBaHuio C
yKasaHueM WX [aT, OTYeTOB O MPOBEAEHHbIX MNPOBepKax C YBEOOMIMEHWEeM pPYKOBOACTBa WCCreqoBaTenbCKoM
nabopaTtopun 1 pyKoBOAWUTENS WCCredoBaHus. B 3akmouveHun JormkHO ObiTb yKasaHO MOATBEPXKAEHVE MPOBEPKM U
COOTBETCTBMS UCXOAHBIX AaHHbIX UCCMEeA0BaHMS OaHHbBIM, COAepKalUMCS B 3aKMTHOUYUTENBHOM OTYETE;

n) XpaHeHue (apxuBupoBaHMe). MecTa XpaHeHuss nnaHa, npob uccrnegyemoro BellecTBa (NeKkapCTBEHHOro
cpencTtea) M 06pasLoB CpaBHEHNS (KOHTPOMbHbLIX 06pa3sLoB), NEPBUYHBIX AaHHbLIX 3aKMOYMTENBHOMO OTYETA.

VI. XpaHeHne JOKYMEHTOB 1 MaTepuanos
66. [JoKyMeHTbI, MMEIOLLNE OTHOLUEHUE K UCCNEOOBAHUIO, OOMKHbI XPaHWUTBCS B apxvMBax B TeYEHME He MeHee 5
NET Mnocrne OKOHYaHWsi ObpalleHnNsi NeKapCTBEHHOIO CPEACTBa, €CMW MHOW CPOK He YCTAHOBMEH 3aKOHOOATENbCTBOM

rocynapcCrB-4J1€HOB:

nnaH wuccnenoBaHusl, MepBUYHbIE AaHHble, NPOObLI MccnegyemMoro BellecTBa (NEKapCTBEHHOTO CpeacTsa) U
06pa3uoB cpaBHEHUS (KOHTPOMNbHbIX 06PA3LIOB) M 3aKITHOYUTENBHBIN OTYET O KAXKAOM UCCRef0BaHUY;

[OKYMEHTbI O MPOBEAEHHbIX MHCTMIEKUUSAX U ayauTax;

OOKYMEHTbI O KBanudukauusx, oby4yeHun, onbite 1 4OMMKHOCTHbIE UHCTPYKLMW NepcoHana;

OOKYMEHTbI U OTHETbI 06 MCNONb30BaHUM U KannbpoBke 0b6opyaoBaHuS;

[OKYMEHTbI O Banvaauum KOMMNbTEPU3NPOBAHHbBIX CUCTEM;

[OKyMeHTbl 060 Bcex npeablgywmx COIrT;

[OKYMEHTbI O KOHTPOIE COCTOSAHUS OKpY>KatoLLen cpeabl.

Mpun OTCYTCTBUM YCTAHOBMEHHOIO Nepuoaa XpaHeHns OKYMEHTOB OKOHYaTeNbHOE peLleHne O BPEMEHU XpaHEHUS
nobbIX MaTepuanoB uccregoBaHust OMKHO BbiTb AOKYMeHTanbHO odopmneHo. Ecnv npobbl MchbITyeMoro BellecTea
(nekapcTBeHHOro cpeacTBa) M KOHTPOrbHbIX 06pasLoB uUnu camu obpasubl YTUNU3UPYIOTCA OO UCTEYeHUs TpebGyemoro
nepuvoga XpaHeHusi Mo KakoW-nMbo MpUYMHE, 3TO AOMKHO OblTb AOKYMEHTarnbHO 0OpPMIEHO (C yKasaHWeM MpUYKH).
Mpobbl uccrnegyemoro BellecTBa (N1EKAapCTBEHHOIO CpeAcTBa) U KOHTPOSbHbIX 006pa3LoB unu camv obpasubl SOMKHbI

XpaHNTbCA B Ted4eHne nepnoga BpeMeHun, No3BosiAoLLero ¢ y4eToM KadyectBa npenapara npoBeCTn NX OLIEHKY.

67. [JaHHble, XpaHUMbIe B apXvBax, AOMKHbI ObiTb NAEHTU(ULNPOBAHBI, YTO 0bnervyaeT ynopsigo4eHHOe XpaHeHve
1 U3BneyYeHne MHopMaLumu.

68. D,OCTyI'I K apxXxuBaM [OJMKEH MMETb nepcoHan, yI'IOJ'IHOMO‘-IeHHbIIZ PyKOBOACTBOM. I'Iepemeu.l,eHme AaHHbIX U3



apxuBa U B apxXvB JOIMKHO TLLATENbHO PErMCTPUPOBATLCS.

69. Ecnn vcnbiTatenbHas nabopatopus unu apxue MUcnbiTatenbHOM nabopatopun, paboTatolwmii No KOHTPaKTY,
npekpawaeT [esaTenbHOCTb U HE MMEET MNpPaBOMpeeMHVKa, apxvMB [OOMKEH ObiTb MepedaH B apxuBbl CMNOHCOPOB
nccrnenoBaHns (pa3paboTymKoB).

VII. MHcnekTtupoBaHue. MNpouenypbl KOHTPONst COBNOAEHNS NpaBuin
Hagnexatlen nabopaTtopHON NpPaKTUKn

1. PykoBOACTBO MHCMEKTUPOBaHNEM
70. l'ocypapcTBa-yneHbl B paMkax HacToswmx MNpasun:
a) obecneunBaloT HENOCPEACTBEHHYO OTBETCTBEHHOCTb OPraHoB (OpraHu3auumi), KOHTPONMPYIOLWMX BbINONIHEHWE
Hactosawmx [Npaeun, 3a nogdop KBanNMMUUMPOBAHHLIX KagpoB (MHCMEKTOPOB), MMEKLWMX HEOOXOOUMBIA TEXHUYECKUI
(Hay4HbIR) ONbIT;

©) NnyGnuKyT AOKYMEHTbI, pa3paboTaHHble B pa3BMTUe HacToswmx [NpaBun B npegenax CBOen Tepputopum;

B) NyGnuKytoT AOKYMEHTbl O NPOBEAEHUN WUHCMEKUMA, NHCTPYKLUUWU, NEPUOANYHOCTb MHCMEKUUA 1 (Mnn) rpadpmku
NpoBeAeHNst UHCIEKLNIA;

r) obmeHuBaTCa MHGOPMaLMEN B OTHOLLEHWM CUCTEM KOHTPOMS COOTBETCTBUS MCMbITaTeNbHbLIX nabopaTtopun
(nnowagok) TpeboBaHMAM 3aKOHOAATENbCTB rOCY4apPCTB-UYIIEHOB C Lernblo cobniogeHnss HacTosawmx Mpaeun cornacHo
npunoxeHnto N 8 k HacTosAwmm MNpaBunawm;

) BedyT y4eT MHCMEeKUMA UchbiTaTenbHbIX nabopatopui (M nx crtatyca COOTBETCTBMSA HacToswmMm [paBunam) m
ayguToB MCCNEAOBaHMM U NyOonuKyoT MHopMauuio 06 3TOM B OTKPbITLIX MCTOYHUKAX, cornacHo npunoxeHuto N 9 k
HacTosilwmm MNpaBunam.

2. KoHdbnageHumanbHOCTb

71. locygapcTBa-yneHsbl B paMkax Hactosawwmx Mpasun:

a) obecneymBalT cobniogeHne KOHMMAOEHUMANbHOCTU HE TOMbKO WHCMEKTOpamMu, HO W APYrUMU nnLamu,
uMerLwmnMMn [OCTYN K KoHdumaeHumnanbHONW WHOpMauUuM B pe3ynbrTate OCYLEeCTBNEHUS AeATEeNbHOCTM Mo
WMHCNEKTMpOBaHMO cobnogeHnsa HacToawmx MNpasun;

©) obecneumBaloT npencTtaBneHne MOMHbIX OTYETOB 0O MHCMEKUMAX MUCNbITaTenbHbIX nabopatopun n ayaurtax
nccrnegoBaHvii, 3a MCKIYEHMeM [OoCTyna K KOMMEPYEeCKU BaXHOM W KOHduOeHUmanbHOM MHgopMauun, KOTOpbIn
NpegocTaBnsAeTCs TOMNbKO YNONHOMOYEHHBIM OpraHam rocyaapCcTB-4ieHOB.

3. MepcoHan n oby4yeHne MHCNEKTOPOB

72. YNONHOMOYEHHbIE OpraHbl FOCYy4apCTB-4eHOB B pamMKax HacToawwmx MNpasun:

a) obecneyuBatoT HeobXxoouMMOe KONMUYECTBO WHCMNEKTOPOB ANSA BbINOMHEHUs ¢apmMmaueBTU4ecKkoro
WHCNEKTUPOBAHMS UCNbITaTeNbHbIX Nabopatopuii B pamkax cobniogeHus TpeboBaHuii HacTosiwmx Mpasun;

©) obecneunBatoT HeobxoaMmyto KBanMdukauuio n obyvyeHne MHCNEKTOPOB;

B) rapaHTMpylT OTCyTCTBME (DMHAHCOBOrO WNW APYroro WHTepeca y WHCMEKUMOHHOro nepcoHana, BKhk4as
3KCMepToB, paboTalowmx MO KOHTPaKkTy, MpyM MNPOBEAEHMU WHCMNEKUMW WCMbITaTenbHbiX nabopatopui wnv ayguta
nccrnegoBaHnii, a Takke y KOMMaHWIN, CIIOHCUPYHOLLMX TaKMe UcCreoBaHus;

r) obecnevmBaoT MHCMEKTOPOB HEOOXOANMbBIMU CpeacTBamMmn naeHTudmrKaumum (HanpumMep, yoocToBEPEHNEM).

73. Tpebyemoe KonmM4ecTBO MHCMEKTOPOB 3aBUCUT OT:

Konn4yecTBa 3a,D,el7ICTBOBaHHbIX ncnbltTaTesibHbIX naGopaTopMVl B CUCTEME KOHTPOJA COOTBETCTBUA UCMNbITATElbHbIX
naboparopun (nNnowanok) TpeboBaHMAM 3akoHO4ATENbCTBA rOCygapcTBa-ynieHa C Uenbio cobniogeHns HacTosILmUX
Mpasun;

NepruoanyYHOCTM OLEHKMN CTaTyca COOTBETCTBMS UCMbITATENbHbIX TabopaTopun HacTosAwmMm MNpasunawm;

Konu4yecTBa U CNOXHOCTU UCCnegoBaHun, npoBoANMbIX UCMbITATENMbHbIMU J'Ia60paTOpVIFIMVI;

Konn4yecTtBa cneyunarbHbIX I/IHCI'IeKLI.I/IIZ nnn ayanTos, NpoBoAMMbIX NO 3anpocamM ynofIHOMOYEHHbIX OpraHoB.
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74. VIHcnekTopamu MOryT ObiTb:
nvua u3 yucrna NOCTOAHHOIO WTaTa YNomHOMOYEHHOIO opraHa unm doapmaueBTUYEeCKOro MHCNeKTopaTa;
nvua u3 Yyucrna NOCTOAHHOIO LWTaTa opraHa, paboTaLero He3aBMCMMO OT YMOSTHOMOYEHHOTO OpraHa;

n1ua, HaHATbIe YMONMHOMOYEHHbIM OPraHoOM MO KOHTPAaKTy WUnM Apyrum obpasoMm Ons NPOBEAEHMS WHCMEKLWIA
ncnblTaTesbHbIX TabopaTopuii Uy ayauToB UCCIEAOBaHWNA.

B nocnegHux 2 cnyyasix ynoOSfIHOMOYEHHbI OpraH HeceT WCKMIoYMTENIbHYl0 OTBETCTBEHHOCTb 3a onpenereHve
COOTBETCTBMS UCMbITATENbHBIX nabopaTopuit TpeGoBaHWAM HacToswmx [paBun, Ka4yecTBo (MpuemMnemMocTb) ayauTa
nccrnefoBaHusl 1 3a nobble OeNCTBMSl, OCHOBaHHble Ha pe3ynbTaTax MHCMEKUMA UchblTaTenbHbIX NabopaTtopuii unu
ayanToB UccreaoBaHui.

75. |/|HCI'IeKTOpr OOMMKHbI MMEeTb Heobxoanmble KBaJ'IVI(bMKaLI,VII'O n I'IpaKTVI‘-IeCKVIl7I onblT B pAge Hay4HbIX
OVCLUUNNWH, UMEKOLLMX OTHOLLEHUE K UCCIEAO0BaHNUAM XUMUYECKUX COEQUHEHWNI (BKJ'H‘O‘-Iaﬂ JleKapCTBEHHbIE Cpeﬂ,CTBa). B
pamMKax B3anUMOLENCTBUA YNOJTHOMOY€EHHbIe OpraHbl rocyaapcCTB-4J1EHOB!

[OroBapuBalOTCsi O COOTBETCTBYIOLLEM OOY4YEHUMN WHCMEKTOPOB C YYETOM MHAMBMAYAIbHbIX KBanudukauum wm
onbITa;

NPOBOAST KOHCYNbTaUWW, BKMOYasi B COOTBETCTBYIOLUMX ClyYyasix COBMECTHble OOydalolne Meponpustust c
nepcoHanoM YMONMHOMOYEHHbIX OpPraHoOB [APYrMxX roCyAapCTB-UYNIeHOB C LENbl COAEeWCTBMA MeXAyHapOoAHOM
COrMacoBaHHOCTU B WCTOMKOBAHWM M MPUMEHEHUM MPUHLMMIOB HacTosiwux [lpaBun, a Takke npu npoueaype
MHCMNEeKTUPOBaHUS NX cobniogeHust.

4. Cuctema KOHTPOJIA COOTBETCTBUA UCMbITATENIbHbIX na6opaTop|/|l7|
TpeGOBaHI/I‘ilM 3akoHOAaTernbCTB rocygapcre-4y1€HoB

76. MpumeHeHVe NPUHUMMNOB HacToAwWwMX [MpaBun K AaHHbIM Mo Ge3onacHOCTU AN 300PO0BbS UM OKpYXXatoLlen
cpenpbl, cobpaHHbIM B PErynsAToOpHbIX Lenax, A0MKHO GbiTb obsAsatenbHbiM. [ormkeH GbiTb paspaboTaH MexaHu3Mm, B
COOTBETCTBMM C KOTOPbIM WCMbITaTenbHble naGopatopun MOryT (YHKLMOHMPOBATbL B COOTBETCTBUM C HACTOSALLMMMU
MpaBnnamu, 1 KOTOPbI MPOBEPSIETCS COOTBETCTBYHOLLMM YTNOSIHOMOYEHHBIM OpPraHoM.

77. VIHcnekTupoBaHue cobnogeHns Hactoswmx lNpaBun npoBoguTCs B pamkax hapmaueBTUHYECKMX WHCMIEKUNN,
NPeayCMOTPEHHbIX MeXAyHapoAHbIMU AOroBOpaMy M akTamu, cocTasnslowmmMm npaso Cotosa, U npefHasHadYeHo And
JokasatenbCTBa TOro, YTO MCMbiTaTenbHble nabopaTopuMn MNpUMEHSAT HacTodwwue [lpaBuna npu npoBegeHUM
nccrnegoBaHuii U MOTYT rapaHTUPOBAaTh, YTO NOMYyYeHHbIE AaHHbIE UMEKOT COOTBETCTBYIOLLEE HOPMaM KavyecTBo.

78. TocypapcTtBa-yuneHbl NyGnukylT MHOPMaLUIO O CUCTeMax KOHTPOMs COOTBETCTBMSA WCMbITATENbHbIX
nabopatopwuii (Nnowagok) TpeboBaHMAM 3aKOHOAATENbCTB rOCYAapCTB-UNIEHOB (Janee - cMcTeMa KOHTPOrs) C Uenblo
cobniogeHusa Hagnexawen nabopatopHon npakTuku. Takas MHopMauusa AOrmKHa, B YaCcTHOCTU, onpeaensTs 06bem u
mMacTab cucTembl KOHTPONS.

Cuctema KOHTponsa cobnogeHusa Hagnexailen nabopaTtopHOM NPakTUKM MOXET BKIHOYaTb TOMbKO OrpaHUYeHHoe
KONMYeCTBO UCCNeayemblxX BELLEeCTB (fleKapcTBeHHbIX cpeacTB). O6bemM MHCNEKTUPOBaHUSA OOMMKEH ObiTb OnpeaerneH ¢
YYETOM KaK KaTeropuii nekapcTBEHHbIX CPEACTB, Tak U BUAOB UCCRNeA0BaHWUiA, NPOBOAUMBIX B OTHOLUEHUU UX, HANpUMep,
pusnYecKme, XMMUYECKMNEe, TOKCUKONOTMYECKNE U (UNN) IKOTOKCUKOSIOrMYECKME.

79. Cuctema KOHTponsi cobniogeHust Haanexallen nabopaTopHOW NpaKTUKK BKITOYAET:

a) NnonoXeHnst 06 WMHCNEKUMSIX UCMbITaTeNbHbIX na6opaTopV|17|. OTN MHCMNEKUMM BKIOYAKOT MHCMIEKUuun obLuero
XapakTtepa un ayauTtbl nccrnegoBaHum, TeKyLMNX Unm 3aBepLUEHHbIX;

0) nNonoxeHns o cneumanbHbIX MHCMEKUUAX UCTbITaTeNbHbBIX Nabdopatopuii (ayantax MCCreqoBaHUn) No 3anpocy
YMOSIHOMOYEHHOrO opraHa (Hanpumep, NPOBOAMMbIE MO 3anpocy Mocre NpPeaoCTaBNeHUs OaHHbIX B YMOSTHOMOYEHHbIN
opraH);

B) YKa3aHme Ha MexaHu3Mbl, B COOTBETCTBMN C KOTOPbIMU UCNbITaTENlbHbIE na6opaTopv|M BKITHOHAKTCA B CUCTEMY
KOHTPONA;

r) nonoxeHue o nNpegocTaBneHun MHOpPMaLMKN O KaTeropmsix MHCMEKLUIA UChbITaTenbHbIX abopartopun (ayantax
nccnegosaHui);

) ykasaHue Ha MOSTHOMOYUS MHCTMEKTOPOB B OTHOLUEHUW WX HaXOXAEHUSI B WUCMbITaTenbHOM nabopaTtopuun u
JocTyna K [aHHbIM, SABMASAOWMMCS COOCTBEHHOCTbIO WcnbITatenbHon nabopatopun (Bkntoyas obpasubl, COIl,
OOKyMeHTauuo 1 T.4.);



€) onvcaHne npoueayp MHCMNEKLMU UCTbITaTeNbHON nabopaTopun U ayamMToB UcCredoBaHWs NS NOATBEPKOEHNS
cobnoaeHus HacToawmx Mpasun.

JormkHbl ObITb ONMcaHbl npoueaypbl, KoTopble B6yayT MCNONb30BaHbl ANS M3YyYeHUs OpraHM3aLMOHHbIX NPOLECCOB
N YCrOBWW, B COOTBETCTBMU C KOTOPLIMW WCCReaoBaHWUSA MNNaHUPYIOTCA, MPOBOAATCHA, KOHTPONMPYHTCA W
permnctpupytotcs. TpeboBaHMs K TakuMm npouenypam UsnoxeHsl B pasgenax 6 - 9 yactu VIl HacTtoawmx MNpasun;

X) onucaHue [OEeWCTBUN, KOTOpble MOryT OblTb NPEeAnpuHATHI NOcre MNPOBEAEHUS MHCNEKUMIA UCMblTaTeNbHbIX
naboparopuin n ayauTtoB UCCNeaoBaHUN.

5. Mocnepytowmne gencTens nocne NPoBeAeHUs UHCNEKLMI
ucnbiTatenbHbIX TabopaTopuii 1 ayguToB UCCNeagoBaHUN

80. lNMocne 3aBepLUEHUS MHCMEKUUN MUCMbITAaTENbHBIX flabopaTopuii U ayanta UCCNEAOBaHUA MHCMEKTOP AOIMKEH
MOArOTOBWTB OTHET O pe3ynbratax B MMCbMEHHON chopme.

81. lNocynapcTBa-uneHbl NpeanpMHMMaloT ENCTBUSA NpU 0OHapyXeHUM HECOOTBETCTBUIA HacToswmM [paBunam B
X0 WInu nocre NpoBeAeHUs MHCMIEKLUN UCTbITaTeNbHbIX fTabopaTopun unu ayauTa uccriegosanuii. CooTBETCTBYHOLLNE
OENCTBUSI LOSMKHBI ObITb ONUcaHbl B AOKYMEHTaX opraHa (opraHnsaLmmn), oCyLLEeCTBSALENO NHCMEKTUPOBAHNME.

82. Ecnu B xope WHCNEKUuM wucnbiTatenbHon nabopatopum wunu ayguta uccrnegoBaHui oBHapyXeHbl
HecooTBeTCTBMSA HacTodawmM [NpaBunam, knaccudpuuupyemble kKak "cepbesHble" unu "npouune" <1>, ucnbiTatenbHas
nabopartopus OOMKHa YCTPaHWTb Takue HecooTBeTCTBUSA. VHCMekTop BMpaBe B OroBOPEHHOE BpPEMS BEPHYTbCS B
ncnbiTaTenbHy nadopaTopuio 1 NPOBEPUTL BHECEHWNE U3MEHEHUIA.

<1> B HacToswmx [NpaBunax ucnonb3yTca KnaccugukaunoHHble NOAXOAbl K BbISABNEHHLIM HECOOTBETCTBUSAM
("kpuTndeckue", "cepbesHble” 1 "npoune"), ycTaHOBMEHHblE MpaBunaMy NpoBedeHus apMaueBTUYECKNX WHCMEKUWN,
yTBepxaaeMmbiMm EBpasnMinckon 9KOHOMMYECKOM KOMUCCUEW, C Yy4EeTOM WX MPUMEHEHUST B OTHOLUEHWUN OLEHKMU
6Ge3onacHOCTM ndyyaemoro obbekTa.

83. lNMpn OTCYTCTBUM HECOOTBETCTBUI UMK NPU BbIABAEHUU TOMBKO "MPOYMX HECOOTBETCTBUN"
opraH:

ynorn HOMOYEHHbI

a) BblOaEeT 3akKkritoyYeHne O TOM, 4YTO ucChbiTaTeribHada na6opaTopMﬂ NMPONHCNEKTUpPOBaHa N €ee [OEeATESIbHOCTb
COOTBETCTBYET HACTOALLUNM I'IpanmaM. [ ormKHbI ObITb YKa3aHbl AaTta nposeaeHuna MHCnekumMm U B COOTBETCTBYHLUMX
cny4vadax Kkareropua nposeaeHHOro nccnenosaHmna B ncnbiTaTenbHoOm na6opaTopvw| Ha AaHHbIA MOMEHT. JTU 3aKNI4YEeHNs
MOoryT ObITb MCMONbL30BaHbI AJs npegocrtaBneHnda Mchopmaumm B YNOJIHOMOY€EHHbI€ OpraHbl APYrnx rocyaapcrB-4iieHOB;

©) npepoctaBnseT B YMNOMHOMOYEHHLIV OpraH, Mo 3anpocy KoToporo Obin nNpoBedeH ayauT uccrnegoBaHus,
noapobHbIN OTYET O pesynbraTax.

84. lpn BbIABNEHUM KPUTUHECKUX HECOOTBETCTBUN [OEWCTBUSA, NPeanpuHMMaemMble OpraHoM MO KOHTPOIo
cobnogeHnsa Hactoawmx [MpaBun, 3aBUCAT OT KOHKPETHbIX OOCTOSATEMbLCTB KaXkAOro crnyvas WM NpaBOBbIX WU
aOMUHUCTPATMBHBLIX MOSIOXKEHWN, B COOTBETCTBMM C KOTOPbIMU Obln yTBEPXAEH KOHTPOMNb COGMOEHUSA HACTOAWMX
lMpaBun B rocygapcTBe-yneHe. B yacTHOCTW, MOryT ObiTb NPeanpUHATLI criegytoLne AenCTBUs:

a) Bbla4ya 3aKJio4YeHusa C onncaHmnem O6Hapy)KeHHbIX HEeCOOTBETCTBUA WUIN I'IOrpeLLIHOCTeI7I, KOTOpbl€ MOTyT
noBNMnATb HAa AOCTOBEPHOCTb nccnegoBaHum, npoBeaeHHbIX B mcnbiTaTenbHom na6opaTop|/|v|;

6) BblAa4ya pekomMmeHaauunn B yﬂOﬂHOMO‘-IeHHbIIZ OopraH, 4TO nccrnenosaHmne nNpu3HaHoO HeOeNCTBUTENbHbIM;
B) BpeMeHHOE npekpalleHne nposeaeHnA WHCMEKLMI UCMbITaTeNbHbIX na6opaTopM|7| nnn ayamntoB nccrnenoBaHumn
B UCNbITATENbHON na6opaTopv||/| n, HanpmnmMmep, n eciim 3T0 BO3MOXHO C aﬂ,MMHMCTpaTMBHOVI TOYKN 3pPEHUA, yaaneHue

ncnelTatTenbHOM nabopaTopmMn U3 cUCTEMbI KOHTpONs cobniogeHus Hactosawmx Mpasun nubo mn3 noboro cnucka unm
peecTpa ncnbltatenbHbIX Nabopatopuin, nognexalmx MHenekunam cobniogeHnsa Hactoawmx Mpasun;

F) Tpe6OBaHMe BKNIOYEHNS B OTYET 06 nccneqoBaHUM 3aKITOHMEeHUs C I'IO,EI,pO6HbIM onvMcaHnemM HeCOOTBETCTBUIA;

[) AeWCTBUS B CyZe, ecrnv BO3HUKAOT Takne ob6CToATENLCTBA M NPaBoBble (aAMUHUCTPATMBHbLIE) NpoLueaypbl 3TO
[LOMNyCKaloT.

6. O6LmMe NPUHUUMBI MHCMEKTUPOBaHNS
85. WHcnekumm Ha cooTBeTcTBME HacTtodwmMm [lpaBunam MOryT npoBOAMTLCA B FOBON UCNbITATENbHOM

nabopaTtopuu, usydarollein AaHHble 0 6e30MacHOCTM AN 30OPOBbS M OKpY’KaloWel cpeabl B PerynsaTopHbIX LEnsix.
MoryT noTpe6oBaTbCsi MHCMEKTOPbLI AN ayauTa OaHHbIX B OTHOLLUEHUM (PU3MYECKUX, XMMUYECKUX, TOKCUKOSOrMYECKNX
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CBOWCTB BeLlecTBa uUnu npenaparta. B HEKOTOPbIX CltydadaX UHCNEKToOpaM MOXET I'IOTpGGOBaTbCFI NOMOLLb 3KCNepToB B
onpeaerneHHbIX ancumninHax.

86. B CBA3M C MMEIOLLMMUCS Pas3fMunsMU UCTbITaTeNbHbIX NabopaTopuii (kak Nno NnaHWpoBKe, Tak U Mo CTPYKType
ynpaBneHnus), a Takke pasnuyHbIMU BUOAMU BbINOMHAEMbIX UCCNENOBaHUIA, C KOTOPLIMU CTankMBaloTCs UHCNEKTOPbI, UM
HeobXxoQMMOo MCMOoNb30BaTb CBOE CYXAEHMe ANA OLUEHKW CTerneHu M obbema COOTBEeTCTBMS HacToswmum [Mpasunam.
NHcnekTopbl AOMKHbI CTPEMUTBLCA K MPUMEHEHUI0 OGbEKTUBHOMO Moaxoda MpPU OLEHKE KOHKPETHOW WCMbITaTenbHOM
nabopaTopuv VMM UCCNeaoBaHUs, AOCTUXEHUS COOTBETCTBYIOLLEro YPOBHS COOMIOAEHWUS Kaxaoro npuHuuna
Haanexallielt NnabopaTopHON NPaKTUKU.

87. WHcnekTopbl He [OOMKHbI M3yyaTb HayyHYl0 CTPYKTYpPY MWCCINeOoBaHuWs WM oObsiCHEHME pe3ynbTaToB B
OTHOLLUEHUN PUCKOB [ONA 3[40POBbs 4YerioBeKka WM OoKpyXatllel cpedbl. OTU acnekTbl paccMaTpuBaloTcs
YNONTHOMOYEHHBLIMU OpraHamu (3KCNepTHLIMM OpraHM3aLnaMu).

88. WMHcnekuun ucnbiTaTenbHbix nabopatopum u ayauTbl uccrnegoBaHUW Hen3BexHO HapylwawT
nccnegoBaTtenbckylo paboTy. MHCneKkTopbl OOMKHbI OCYLLECTBMATL CBOW paboTy No CTPOromy nnaHy C yvyetom (npu
HannuMm HeobXoOAMMbLIX PecypCcoB) MNPeAnoXeHWr YynpasnsloLWero nepcoHana wcnoiTaTtenbHon nabopatopun B
OTHOLLEHMWN BPEMEHW NOCELLEHNS onpeAeneHHbIX NoLWanoK ncnbiTatenbHon nabopartopun.

89. B TeyeHne npoBegeHNs MHCNEKUMIN UCTbITaTeNbHbIX NabopaTopuin n ayautoB UCCNEAOBAHMIN Y MHCNEKTOPOB
OOMMKeH OblTb OOCTYN K KOHMAEHUMAnNbHOM KOMMEPYECKM BaKHOM MHGopMauuu. BaxHO rapaHTMpoBaTtb TOT ¢hakT,
4yTOObI 3Ta WHOpMauns Obina OOCTYMHA TOMBKO YMNONTHOMOYEHHOMY nepcoHany. O6s3aHHOCTM nepcoHana no 3Tomy
BOMPOCY ONpeaensitoTcs CUCTEMOI KOHTPONsi cobntoaeHusa HacToswmx Mpasun.

7. Mpoueaypbl MHCNEKUUM UcnbiTaTernbHbIX TabopaTopuit
MpenBapuTenbHaa MHCNeKUms

90. Lenb - nos3HakOMWUTb MHCMEKTopa C WcMbiTaTenbHon nabopaTopuen, KoTopasi MOAMEXUT MHCMEKUUM Ha
npegMeT CTPYKTYpbl ynpaeneHusi, dU3n4eckoro pacnonoXeHusl 3gaHnii U BUAOB NPOBOAUMbIX UCCIELOBaHUNA.

91. MNepen npoBegeHUEM WHCNEKUMM MWCNblTaTenbHOW nabopatopuv unu ayauTa WUCCrnenoBaHUS WMHCMNEKTOPSI
OOMKHbI O3HAKOMUTBLCS C UCMbITaTenbLHON nabopaTopuen, nognexailen nHcnekTuposaHuwo. Heobxogumo n3yunTb BCHO
cyliecTsytoLyo MHdopmMaumio o6 ncneliTatensHo nabopaTtopmm, K KOTOPOW MOFyT OTHOCUTLCS OTYEThl O NPeabIayLLMX
MHCMEeKUMNaX, nraH MOMeLeHUn wcnbiTatenbHoW nabopatopun, CTPYKTYpHas Cxema opraHusaumu, otyeTbl 06
nccnegoBaHWsAX, NPOTOKOMbl UCCNENOBaHWA M pe3iloMe nepcoHana. B Takmx [okymeHTax [ormkHa coaepaTbCs
cneayoLas tHopMmauusa:

a) BMA, BeNM4YMHa 1 pacrionoXxeHne NnoMeLLeHnit UcnbiTaTenbHol naéopartopuu;
6) psng UccrnegoBaHWUiA, KOTOpble MOTYT GbiTh MPOBEPEHbI BO BPEMS MHCMEKLNW;
B) CTPYKTYpa ynpaBIeHusi cnblTaTenbHo nabopaTtopuen.

92. WMHcnekTopbl AOOMKHbI OTMETUTb HEAOCTaTKW, BbISBMEHHbIE MpeablayLUMN UHCMEKUUSMU UCTIbITaTeNbHON
naGopatopun. B cnydae ecnu B ucnbiTaTenbHON nabopaTopun paHee He NMPOBOAWUMUCH MHCMEKUMMW, ONS NonydYeHus
COOTBETCTBYHOLLEN MHbopMaLMK LOMycKaeTcs NpoBeaeHne npeasapuTeribHOM MHCNEKLIMN.

93. MNMepcoHan ucnblTatenbHOM nabopaTtopMn HeOBX0AMMO NOCTaBUTb B U3BECTHOCTb O AaTe U BpeMeHu npuesaa
WHCMEKTOpa, BPEMEHM €ero MNocelleHNss U MNPOAOIPKUTENBHOCTU NpebbiBaHUsA B 3gaHMu. ATO MO3BOMMT MepcoHany
MOAroTOBMTL HeoOXoduMble OOKYMeHTbl. B Tex cnydasx, korga WHCNeKUMWM MNognexaTt onpefeneHHble OOKYMEHTbl U
3anucu, uenecoobpasHbim OygeT noctaBuTb 06 3TOM B M3BECTHOCTb MCMbITaTENbHYIO NabopaTopuio 3apaHee A0 Hadana
npoBepku, 4TOObl STU AaHHble OblnnM npegocTaBneHbl 6e3 npoMeaneHust B TeYeHUEe NPOBEAEHUS MHCMEKLUU
ncnbiTaTenbHON nabopaTopun.

KoHdepeHunsa B Havane nHcnekumm

94. Llenb - npouHgopMMpoBaTb PYKOBOAWUTENEW W MEpCcOoHan uchbiTatenbHon nabopatopuv O Mpu4vMHe
npencTosillen MHCNeKuMM WcnbiTaTenbHOW nabopaTtopunm M ayauTe uccnegoBaHWd, onpeennTb Nnowanku
ucneiTatensHon nabopatopun u nccrnenoBaHus, BoibpaHHble ANa ayguTa, nepcoHan n 4OKYMEHTbI, 3a4eNCTBOBaHHbIE B
npoBepKe.

95. B Hadvane nocelleHns wucnblTatensHoW nabopatopuy C pPyKOBOOUTENAMW WCMbITaTensHON nabopaTtopuu
Heobxoanmo o6CyanTb agMUHUCTPATMBHbIE W NpPaKTUYEeCKMe MOMEHTbl MHChekumnm nabopaTtopum wn ayauTta
nccnegosaHus. B Havyane kKoHepeHLUMN MHCNEKTOPb! AOMMKHbI:

a) pacckasarb O Lienv 1 maclutabe NpoBepKy;



6) onucaTb [OOKyMeHTauuio, KoTopass OyaoeT Heobxoguma Ans MHCNEKuMM wchbliTatenbHoi nabopatopuy,
HanpumMep, nepeyeHb TEKYLLUX U 3aBepLUeHHbIX UccrieqoBaHuit, NnaHbl nccnenosaxmii, COMM, oTyeTbl 06 UccrneaoBaHMsAX
n 1.0. Ha aToi ctagum Heo6xoaMMO cornacoBaThb BOMPOC AOCTyNa M NPy HEOBXOAMMOCTU JOrOBOPUTLCSA O KOMUPOBAHUN
COOTBETCTBYIOLLNX [OKYMEHTOB;

B) BbISICHUTb MIN 3anpoCUTb MHAPOPMaLMIO O CTPYKTYPE yNpaBneHust (opraHnsauumn) u nepcoHane UcnbitaTenbHON
naboparopuu;

r) 3anpocuTb MHOPMaLMIO O MPOBEAEHNN UCCNELOBAHUN, HE NOOAYMHSIOLLMXCSA NpUHLMNAM HacToswmx MpaBun, B
NMOMeLLEHMSAX UCTbITaTENbHONM TabopaTopmK, B KOTOPbLIX NPOBOASTCSA AOKIMHUYECKME (HEKNMHMYECKUE) CCenoBaHNs;

) OCyLeCTBMTb MepBOHaYanbHOEe onpeaerneHne OTAEeNeHun ucnbiTaTenbHo nabopaTopun, nognexalmx
npoBepKe B XOA4Ee MHCNEKLNM;

€) onucatb OOKYMEHTbl 1 06pa3supl, KOTopble ByayT HeobXoauMbl AN TEKYLIMX M 3aBEpPLUEHHbIX UCCregoBaHWM,
BblIOpaHHbIX AN ayauTa;

X) N3BECTUTb O NMPOBEAEHNM 3aKITIOUUTENBHOW KOH(EPEHLUN B KOHLIE MHCMEKLIUM.

96. MNMepen NpogomkeHMem MHCNEKUUN NChblTaTeNbHON NabopaTtopmm MHCNEKTOPY criefyeT YCTaHOBUTb KOHTaKT CO
cnyx0om obecnevyeHns kayecTBa UCMbITaTENbHOM fTabopaTopum.

97. lpu npoBedeHUN WHCMEKUMU wucnbiTaTenbHon nabopaTtopum O6GWENPUHATBIM NpaBuMAOM SABNSETCS
COMpoBOXAEeHME MHCMekTopoB paboTHnkom COK.

98. NHcnekTopbl MOryT noTpeboBaTh OTAEMNbHOE NOMELLEHME ANS NPOBEPKN AOKYMEHTOB U OCYLLECTBEHNS APYrnx
JENCTBUN.

MHcnekumsa opraHnsaumm u nepcoHana

99. Ll,eJ'Ib - onpefpenntb: Hanunyme p[ocTaTtovyHOro Kornn4yecTtBa KBaJ'IVICbVILI,VIpOBaHHOI'O nepcoHana, KagpoBble
pecypcChil, VIH(bpaCprKTypy and npoeeaeHuna pasfimyHbiX nccrnegoBaHui; CooTBETCTBUE Tpe6OBaHVIﬂM OpFaHI/I3aLI,VIOHHOIZ
CTPYKTYpPbI; NONMUTUKY B OTHOLUEHUU 06y'-IeHl/IF| M KOHTPOJA 3a COCTOAHMEM 300pOBbA NepcoHara, COOTBETCTBYHOLLYHO
npoeogMMbIiM UccnegoBaHnUAaM B ncnbiTaTenbHOM na6opaTopv||/|.

100. PykoBoacTBO MUchbITaTenbHOM nabopaTopun AOMKHO NpeacTaBuTb crneayoLlime JOKYMEHTbI:
a) nnaHbl 30aHus;

6) cxembl Hay4YHO-UCCreOoBaTeNbCKOM OpraHusauuM U agMUHUCTPATUBHOIO YNpaBreHUs WUCMbiTaTerbHON
naboparopuu;

B) pe3toMe COTPYAHWUKOB, 3aeCTBOBaHHbIX B UCCMeAoBaHUsX (BbIOpaHHbIX AN ayauTa);

F) nepeYyeHb TeKywnx U 3aBepLUEeHHbIX nccrnegoBaHui ¢ YKasaHnem VIHCbOpMaLI,VIVI O BMae mnccnenoBaHuad, aartax
Ha4vyana ”n 3aBeplleHund, TecT-cucteme, crnocobe npuMmeHeHna uccnegyemoro sellecrtBa U (bamvmmm pykoBoguTend
ncecnenoBaHuA,

) LOKYMEHTbI, yCTaHaBMMBAalOLLME NOMUTUKY KOHTPOISA COCTOSAHWS 300POBbS NEPCoHana;
€) onvcaHue paboTbl NepcoHana, nporpaMmmMel 06ydYeHNst nepcoHana u Bce HeobxoanMble LOKYMEHThI;
X) nepeyeHb COTl1 ncnbiTatensHon nabopartopuu;

3) cneunduyeckne COIN, umelolme OTHOLLEHUE K UCCMNedoBaHUsaM U npoleaypam, KoTopble NPOXOAAT UHCTMEKLUIO
N ayauT;

1) CNCOK PyKOBOAUTENEN NCCIEefoBaHMS U CMIOHCOPOB, UMEIOLLIMX OTHOLLEHUWE K ayauTy UCCReaoBaHus.
101. IHCneKTop [OMKEH NPOBEPUTL B YaCTHOCTU:

a) nepeyeHb TEeKyWMX W 3aBEpLUEHHbIX MCCrenoBaHWM Ons onpegerneHuss obbema paboTbl, npogenaHHon
ucnbiTatensHon naboparopuen;

0) dbammnuio, MMsi, OTYECTBO (MPY HaNM4uMK) U KBanUUKaLN PyYKOBOAUTENS UccnenoBanus, pykosoantens COK
n Opyroro nepcoHarna;

B) Hanuumne COIl ons Bcex COOTBETCTBYHOLMX 00nacTen NpoBEpKy.



MHcnekums nporpamMmmbl obecneyveHuns kayecTea

102. Lle]'lb - onpegennTtb COOTBETCTBME METOO0B obecnevyeHus kayecTea npoBOONMbIX nccnegoBaHui npuHUnnam
HacToALWNnX I'Ipanm.

103. PykoBogutens COK nokasbiBaeT cuctembl U cnocobbl npoBepkn COK 1 kOHTponsa uccrnegoBaHui, a Takke
cnocob peructpaumm HabnogeHun B TedeHme KoHTpons COK. MIHcneKkTopbl LOMKHBI NMPOBEPUTD:

a) kBanudukaumo pykosoamTens u Bcero nepcoHana COK;
0) He3aBucumocTb paboTtbl COK oT nepcoHana, 3a4encTBOBaHHOIO B MCCENOBaHUSX;

B) XapakTep NnaHUpoBaHUs U npoBedeHust uHcnekumii COK, KOHTPOmNb KPUTMYECKUX ITanoB MCCIieqoBaHus,
MMeloLLMEeCcs B Hann4mnm pecypcbl Ans nposeaeHust nHcnekumini COK 1 MoHUTOpUHra;

F) €Clin uccrnegoBaHnA HenpoaornkKUTENbHbIE U KOHTPOJMb KaXaoro uccrieqoBaHnsa HEBO3MOXEH, - Hanudue
OOroBOpeHHOCTU O NPOBEPKE Ha BbI6OpO‘-IHOl7I OCHOBE;

4) macwtab v rmnyouHy MOHUTOPUHIa NPaKTUYECKNX STAMNOB UCCNELOBAHNS;
€) macwTtab n rmybuHy MOHUTOPMHIa CTaH4apTHbLIX onepauni ncnbiTatenbHOM NadopaTtopuu;

) npouenypbl COK npu npoBepke 3aKnio4MTENnbLHOMO OTYETa C Lienbio 06ecrneveHnss ero COOTBETCTBUA NEPBUYHBIM
AaHHbIM;

3) nonyvyeHne PpyKOBOACTBOM McCMbITatenbHOM nabopatopum otdetoB M3 COK B OTHOWEHUM NpPOBreMHbIX
BOMPOCOB, KOTOPbIE MOTYT MNOBMUSITL HA KAYECTBO UMM JOCTOBEPHOCTL UCCNEAOBAHMS;

n) gencteus, npeanpruHumMmaemMble COK npn oGHapyXeHUM OTKIOHEHWIA;

K) pornb COK B Tex cny4asix, Korga MCCNegoBaHUsA UM MX YacTb MPOBOAATCH B KOHTPAKTHBIX MCMNbITATENbHbIX
naboparopusix;

n) ponb COK B onpeaeneHHbIx criyvyasx (Mpy nepecMoTpe, N3yvyeHun n BHeCeHun nameHenunn s COI).
MHCNeKums NnoMeLLeHnI ucnbiTatenbHon nabopatopum

104. Uenb - onpegenunTb COOTBETCTBUE nnowagen, nNnaHUPOBKUM MOMELEHU, MecTopacrnosfioXeHUs
ncnbiTaTensHon nabopatopumn TpeboBaHNAM NPOBOANUMbBIX UCCINEOAOBaAHUNA.

105. IHCnekTop JOSMKEeH NPOBEPUTD:

a) obecrneymBaeT N1 NNaHUPOBKA UCMbiTaTernbHOW nabopaTopumn agekBaTHYH CTeneHb pasdeneHusl noMeLleHun
(Hanpumep, 4YTOObI MCKMYMUTb BO3MOXHOCTb MNEepeMellMBaHUSA WCMbITYEMbIX BELLECTB, XXWBOTHbIX, KOPMOB,
naTtonoruyeckux obpasuos u T.4.);

0) Hanuuue 1 Hagnexailee BbINOMHEHWE KOHTPOMS OKpyXalowewn cpedbl B KPUTUYECKMX 30HAX, Hanpumep, B
BMBapuu 1 B ApYyrux noMeLleHmsax ans 61Monormyecknx TecT-cucTemM, B 30HE XpaHEHUS NCMbITYEMbIX BELLECTB UMK B 30HE
aHanuTudeckon naboparopuu;

B) cooTBeTCcTBME 0b6Llen opraHnsauunmn nomeLLeHnin Tpe6OBaHl/I$-|M, npeabdaBiiAeMbiM K UCNbITATENbHbIM
.I'Ia60paT0pI/IF|M, M Hann4ne npu HeobxoanmocTun npoueaypbl 3alnTbl 1 60pb6bl C BpeauntTenamu.

MHcnekumsa obpalleHus, cogepXaHns 1 pacnonoxeHns
Buronornyeckmx TecT-cmcTem

106. Lenb - onpegenutb, MMeeT nu wuchbiTaTenbHas nabopaTtopus, ecnu pedb uaetr o6 wuccrnegoBaHusX,
MPOBOOMMbIX B OTHOLUEHWMW XMBOTHBIX M APYrMX OUONMOrMYeckux TecT-CUMCTEM, AOCTaTOMHO CPEeACTB W YCNOBWUIA Anis
obpalleHnss ¢ HUMK, COAEepXaHust U nokanu3auuu, NpefoTBpalleHnst CTPEeCCOBbIX BO3AEWCTBUMA WM ApYyrux npobnem,
KOTOpble MOryT MOBNUSITb HA TECT-CUCTEMY W, CreAoBaTeNbHO, Ha Ka4eCTBO AaHHbIX.

107. B vcnbiTatensHon na60paTopM|/| MOryT npoBoAuUTbCA UCCnenoBaHUA, Tpe6yrou.|,me Mcnonb3oBaHNA pa3HbIX
BMOOB >XXMBOTHbIX WIAN paCTeHMIZ, a TakKxe MI/IKpO6HbIX Mnn AOpyrux KneTtodHblX Wnu Cy6KJ'IeTO‘-IHbIX cuctem. Bug

MCnonb3yeMblX TECT-CUCTEM onpeaensieT acnekTbl B OTHOLIEHUU oBpalleHns, pasMelleHns U Nokanusauum, KoTopble
OyaeT NpoBepsATb MHCMEKTOP. B 3aBMCMMOCTM OT TECT-CUCTEMBI Y UCXOASt U3 CBOETO OMbiTa UHCMEKTOP NMPOBEPSIET:

a) COOTBETCTBUE MCMbITaTeNbHON NabopaTtopun Ncnonb3yembiM TeCT-CUCTEMaM U TpeboBaHNAM UCCenoBaHNS;

0) Hannuyne ycrnoBui AN KapaHTWHA XMBOTHbLIX M PACTEHUA, NOCTYNaLWmMX B UCMbITaTENbHYO nabopaTtopuio, u



Haanexatuiee (*)yHKLI,I/IOHVIpOBaHI/Ie 3TUX NOMELLEHUIA;

B) Hanun4yune ycn03m7| ana m3onsaumm GONbHBLIX KUBOTHBIX UIK OpYyrnx 3rnemMeHTOB TeCT-CUCTeMbl, a TaKxe
XMBOTHbIX, NOOO3PUTENbHbIX Ha Hann4yne 3aboneBaH1s UK ABMSIOLLNXCS BO3MOXXHbLIMM nepeHoc4HYnKamm 3aboneBaHui;

) COOTBETCTBYIOLUMI TpebOBaHMSAM KOHTPOMb U PEerucTpauuio AaHHbIX O COCTOSIHMKM 340POBbsi, NOBEAEHUN UMK
ApYrvX acnekTax, KOTopble UMET OTHOLLEHMWE K TECT-CUCTEME;

[) HanMume cooTBETCTBYlOWEro TpeboBaHMsM Haasexallero U acpdeKkTMBHOro 0GopyaoBaHus ONs NoAAepKaHUs
HeobXoaUMbIX YCIOBUIA OKpYXXatoLLein cpeapbl, TpebyeMblX ANS KaXKO0on TeCT-CUCTEMBI;

e) coepxaHne B 4YUCTOTE KIETOK XUBOTHbIX, KOPMYLWIEK, pe3epByapOoB WU [OpPYrnx KOHTeVIHepOB, a TakKxe
conyTcTBytoLero 060pyﬂ,OBaHMﬂ;

)K) npoBeneHune npu HeobxoaAnMocTU npoBEpPOK yCJ'IOBl/II7I Opr)Ka}OU.leVI cpeabl N BCrnomMoraTtesibHbIX CUCTEM;

3) Hanuume obopydoBaHWs AONS yOaneHus M yTUNM3auuyM OTXOAOB >KMBOTHBIX M TECT-CUCTEM, Haanexallee
cofepxaHue 3Toro 06opyaoBaHUs € LeMNbio MUHUMU3ALUMN 3apaXeHusl NapasuTaMu, 3anaxos, OnacHOCTU BO3HUKHOBEHMS!
3aboneBaHuii U 3arpsA3HEeHNs! OKpy»KaloLLel cpeabl;

1) Hanuume 30H XpaHeHWs KopMa Ansl XMBOTHbLIX UMM aHaNornyHblX MaTepmanoB Ansa BCeX TECT-CUCTEM. DTN 30HbI
He OOMMKHbI UCMOMb30BaThbCa ANA XpaHeHUs Apyrnx Matepuanos (B TOM YMCNEe UCMNbITYEMbIX BELLECTB, XMMUKaTOB UMn
Ae3vHUUUpYLWKNX BewecTB Ana 6opbbbl ¢ BpeauTensmmn) n OOSMKHbl ObiTb OTAENEeHbl OT 30H, B KOTOPbIX HaxoOATcs
XXMBOTHbIE UIN COAepXKaTcsa apyrue buonornvyeckme TeCT-CUCTEMBI;

K) 3aWuTy XpaHsLlerocs Kopma W MNOACTMNa OT MNOBPEexXAeHW BCreAcTBUE HebnaronpusTHbIX YCNoBUA
OKpY>KatoLLel cpefbl, 3apaXKeHUst Unn 3arpsisHeHus.

MHcnekums o6opyaoBaHusi, MaTepuarnos U peakTUBOB

108. Uenu - onpegenutb, UMEET N ucnbiTaTenbHas nabopatopusi MpaBunbHO pasmMelleHHoe obopyaoBaHue B
[OCTaTOMHOM KOMNUYECTBE U AOCTAaTOMHOW MOLLHOCTU st COOTBETCTBUSA TpeboBaHUSAM NPOBOAUMBIX UCCNEAOBaHUN, U
OCYyLLEeCTBUTb NPOBEPKY Haanexailen MapKMPOBKW, WCMONb30BaHWs U XpaHeHWst maTepuarnoB, PeakTUBOB MU
Buonormnyecknx obpasLos.

109. NHcnekTop OOMKEH NPOBEPUT:
a) YACTOTY U Hagnexallee pyHKUMOHMpPOoBaHe 0b60pynoBaHNS;

6) permcTtpauumilo AaHHbIX O (YHKLUMOHMPOBAHWUM, COAEepXaHuu, KanubpoBke W Banuaauuv W3MEpPUTENbHOMo
o6opynoBaHus 1 NpUBopoB (BKMHOYas KOMNbIOTEPU3NPOBAHHBLIE CUCTEMBI);

B) Haanexallyld MapkUMpOBKY MaTepuarnoB W XMMWUYECKUX PEaKTUBOB U WX XPaHEHWEe Mpu COOTBETCTBYHOLLMX
Temnepatypax, cobniofeHne CpoKoB rogHocTu. MapkupoBKka Ha peakTMBax AOIDKHA CoAepXaTb MCTOYHMK MOnyYeHus,
BMA, PeaKTUBa, KOHLEHTPALMIO 1 (MNK) OPYrylo COOTBETCTBYIOLLYIO MHGOPMALIMIO;

r) Hanu4ne Ha Guonoruyeckux obpasuyax MHPoOpMaLmMm o0 TECT-CUCTEME, UCCreA0BaHNM, COCTaBe U AaTe B3ATUS;
[) He oKa3bIBaKT N UCMonb3yemoe 06opyaoBaHME N MaTepuarbl 3HAYUTENBHOMO BIUSIHUSA Ha TECT-CUCTEMBI.
MHcnekuus Tect-cuctem
110. LUenb - onpenenutb HanuyMe COOTBETCTBYIOLLMX TpeboBaHUSM npouenyp Ans obpalleHust U KOHTpons 3a
TecT-cucteMamu, KoTopble HeoGXoAMMbI As NPOBOAMMbBIX UCCIENoBaHUA B MUCNbITaTeNbHON nabopatopun, Hanpuvep,
XUMUYECKME N DU3NYECKNE CUCTEMBI, KIETOYHbIE U MUKPODOHLIE CUCTEMBI, PACTEHNS U KUBOTHbIE.

111. Onsa pmanyecknx n XmMmyeckmx CUCTEM UHCMEKTOP OOMKEH NPOBEPUTD:

a) Hanu4yne npouenypbl onpeneneHna cTabunbHOCTH NCNbITYyeMbIX U KOHTPOIbHbIX BEWEeCTB U UCNOfib30BaHUA
KOHTPOIbHbIX BELLECTB, YKasdaHHbIX B MaHax uccrnegoBaHus (ecnm ato TpebyeTcs nnaHoMm nccnegosaHus);

6) perncTtpaumio B aBTOMatnyeCknx cuctemMax nepBUYHbIX OaHHbIX, MOJly4YeHHbIX B BUAe rpa(bvn(os, KPUBbIX
camMonucua nnn KoMnbloTEPHbLIX pacne4yaTtok;

B) apX“BUPOBaHWE OaHHbIX.

112. Ons 6GMonormyeckux TeCT-CUCTEM, YYUTbIBAs COOTBETCTBYIOLLME acnekTbl, UMelolMe OTHOLUEeHUE K KX
obpalleHuto, pa3MeLLEHMIO 1 NIoKanM3aLummn, UHCMNEKTOP AOIKEH NPOBEPUTD:



a) COOTBETCTBME TECT-CUCTEM YKa3aHHbIM B MiiaHaX NccrnegoBaHnA;

0) CoOTBETCTBME TECT-CUCTEM MNPEABLABMASEMbIM K HUM TpeboBaHMSAM M Npu HEOOBXOOUMOCTM MX OAHO3HAYHYHO
naeHTUdMKaLMIO B UCCNENOBAHNM,

B) Hann4yne OOKYMEeHTOB O Mnosflyv4eHunn TecTt-Cuctem (KOJ'IVI‘-IeCTBO NoNny4YeHHbIX, NCMNOJIb3OBAHHbLIX, 3@MEHEHHbIX U
YTUIMN3NPOBAHHbIX TeCT-CMCTeM);

r) Hagnexaiwly MAeHTUUKaLMIO NMOMELLEHUSS UMM KOHTEMHEPOB C TECT-CMCTEMAMW C yKa3aHMEM B HeW BCen
Heobxoammon nHdopmMaumm;

/J,) obecneveHne pas3aernbHoro nposeaeHunA nccrnegoBaHui Ha OAMHAKOBBIX BUAaX XKUBOTHbIX (6I/IOJ'IOFVI‘-IeCKI/IX TEeCT-
CI/ICTeMaX), HO Ha pa3HbIX BELLECTBAX;

e) cooTBeTCcTBME Tpe6OBaHMFIM pasgeneHna BuAOB XUBOTHbIX U OPYTUxX Ouonorn4yecknx TecT-cucteMm B
nomMeLweHnax nnmn no nepnogam BpeMeHu;

)K) COoOoTBEeTCTBME yCJ'IOBVIVI coaepkaHuA OMonorMyeckon TECT-CUCTEMBbI ycnoBusaMm, YykKa3aHHbIM B TMJ1aHe
nccnegosanusa unm B COlN B OTHOLWIEHUN TaKnx napamMeTpoB, KaK TeMmnepatypa unn Unknbl gHA 1 HOYN;

3) COOTBETCTBME [OKYMeHTalnbHbIX 3anucei peructpauun, nonyvyeHus, obpalleHusi, pasMeLleHus WUnu
nokanusaumm, coaepXaHus U OLEHKU COCTOSIHUA TeCT-CUCTEMbl TpeboBaHMAM, KOTOpble onpeaeneHsbl ANna 3TUX
npoueayp Ha A4aHHON TECT-CUCTEME;

N) COOTBETCTBUE AOKYMEHTarbHbIX 3anucer 06 oCMOTpe, kKapaHTuHe, 3aboneBaemMocTu, CMEPTHOCTU, NOBEAEHMM,
OnarHo3e M nevYeHun XUBOTHBIX U PacTUTENbHbIX TECT-CUCTEM 3anuncsam pedepeHTHON BMONOrMvyeckon TECT-CUCTEMBI,
BbIOpaHHOM ON1s1 MPOBEPKMY;

K) HarnMyme JOKYMEHTaLUMM O Hagfexallen yTunmsaumnm TeCT-CUCTEM B KOHLIE UCCMenoBaHWiA.
MHcnekums NCrbITyeMbIX Y KOHTPOIbHbIX BELLECTB
113. Uenb - onpegenutb, NPUMEHSIIOTCA NU B WCMbITaTENbHOW nabopaTopun MpUHSATbIe B BMOE MUCbMEHHOIO
JOKYMeHTa npoueaypbl, NpedHasHayeHHble AN oGecrnevyeHnsl rapaHTUM COOTBETCTBMS MOASIMHHOCTU, aKTUBHOCTM U
cocTaBa UCMbITYyEeMbIX U KOHTPOIbHBIX BELLECTB creludmrKaumuam, a Takke npoueaypbl Ans Hagnexallero nonyyeHust n
XpaHEeHUs! UCMbITYEMbIX U KOHTPOSbHbBIX BELLECTB.

114. VIHcnekTop OOMKeH NpoBEPUTD:

a) Hann4yme OOKyMeHTallbHbIX 3anncen o nony4eHun (BKJ'IPO‘-Iaﬂ Vlﬂ,eHTVICbVIKaLI,VIIO OTBETCTBEHHOIO J'II/ILI,a),
o6pau.|,eHM|/|, 0T6ope |'|p06, MCNonb3oBaHNN N XPaHEHUN UCTbITYEMbIX N KOHTPOJbHbIX BELWECTB;

6) Hagnexatwlyro MapKnpoBKY KOHTeVIHepOB C nccnegyemMbiMn U KOHTPOJ1bHbIMU BeLLEeCTBaMU;

B) cooTBeTCTBME ycnosvu7| XpaHeHua Ond nogaepxXaHua KoOHUeHTpauun, YNCTOTbl U CTabunbHOCTU NCNbITyeMbIX U
KOHTPOJIbHbIX BELLECTB;

F) Hann4yne LOOKYMEeHTallbHbIX 3anucen o6 onpegeneHnn noayMMHHOCTU, YUCTOTbl, COCTaBa, CTabunbHOCTU W
npenorepalleHnmn 3arpa3HeHnsa UCNbITyeMblX U KOHTPOJbHbIX BELWECTB, €CIi NPUMEHUMO;

,El,) Hanun4yne npouenyp Aana onpenerieHna romoreHHocTn mn CTabuNbHOCTN CMecen, cogepxawux mncnbityemble 1
KOHTpPOJIIbHbIE BELLIECTBA (ECJ'II/I Takune npouenypbl I'IpI/IMeHMMbI);

e) MapKUpPOBKY KOHTeIZHepOB, cogepxawunx cMmecu mnm pactBopbl UCMbLITYEMbIX U KOHTPOJbHbLIX BeLWeCTB, U B
COOTBETCTBYHOLLMX Clnyvadax perncrtpauynio gaHHbIX O TOMOreHHOCTU U CcTabunbHOCTM nX coaepxaHuda;

X) B3siTEe 00pasLoB M3 KaXXOOW CEPUU UCMbITYEMbIX M KOHTPOSbHBLIX BELLECTB B aHaNMTUYECKUX LENsaX U MX
COXpaHeHne B Te4eHe COOTBETCTBYIOLLIEro NnepmMoaa BpeMeHu (B criyyae ecnv uccnegosaHue onurcs 6onee 4 Hegenb);

3) Hanu4ne npouenypbol onAa oAHOBPEMEHHOro Wuncnosfib3oBaHUA HECKOSNbKMX BeLeCTB, I'Ipeﬂ,Ha3Ha'-IEHHOI7I ana
npegorepalleHua HOFpeUJHOCTeVI npu onpeneneHnn NoaAnMHHOCTU U NepeKpeCTHOro 3arpAa3HeHus.

WHcnekuus CTaHOapTHbIX onepaunoHHbIX npoueanyp

115. Uenb - onpegenuTb, MeeT Nun ucneltatensHas nadopatopus COlM B nMCbMEHHOW hopMe B OTHOLLEHUN BCEX
BaXKHbIX aCMeKTOB CBOEN AeATENbHOCTW yYuTblBas TO, YTO OAHWM M3 Hambonee BaXHbIX METOAOB YNpaerneHWs npu
MHCNEKTUPOBAHWUN AeATENbHOCTN UcnbITaTeNnlbHON nabopatopumn senseTcsa ncnonb3osaHne COMN B nMcCbMeHHON dopme.
OTO HanNpsAMY OTHOCUTCSH K PYTUHHBIM OnepaumnsaM, NpoBOAVMbIM B UCMbITaTeNbHON nabopaTtopuu.



116. VIHCnekTop OOMmKeH NpoBEpPUTD:

a) Hanuume B KaXkOoM MOMELLEeHUN MCMbITaTeNbHON nabopaTtopun COOTBETCTBYIOLNX YTBEPXKOEHHbIX aKkTyarnbHbIX
konun COIT,;

©0) npoBegeHne npoueayp nNo nepecmoTpy 1 obHoeneHno COTT;

B) YTBEPXOEHNE 1 aatupoBaHme nobbix nonpaBok n nameHexHnin B COlT;
) AOKYMEHTbI C permctpaumen paHee nepecMmoTtpeHHbix COIlT;

4) Hannyue COI1, B yacTHOCTM ANs:

onpegeneHvs NOAMNWHHOCTW, YUCTOTbl, COCTaBa W CTaOUNBHOCTW, MapPKMPOBKM MWCCneayeMblX BeLLecTB
(nekapcTBeHHbIX cpeacTB) 1 06pasLOoB CpaBHEHUSA (KOHTPOMbHbLIX 06pa3LoB);

obpallleHns 1 WUCMoNb30BaHWA KccrneayeMblX BELLECTB (NeKapCTBEHHbIX CpeacTB) M 06pasuoB CpaBHEHUS
(koHTpONbHLIX 06pasuoB.);

oT6opa npob;
XpaHeHus uccrieqyemblx BeLLECTB (JIeKapCTBEHHbIX CPeacTB) U 0OpasLoB cpaBHEHMUS (KOHTPOSbHbIX 06pa3sLoB);

ncnosib3oBaHuUA, o6cny>|<v|Bava, O4YUNCTKN, KaJ'II/IGPOBKI/I n Banungaunn wnU3MepUTernbHOro 060pyﬂ,OBaHI/IF|,
KOMMNbTEPUINPOBAHHBIX CUCTEM U O60py,EI,OBaHI/I$| NO KOHTPOIO COCTOAHUA 0|<py>i<arou.|,e|7| cpenbl;

NPUroTOBMEHNS PeaKkTMBOB M [03MPOBaHUS MCCrnedyeMblX BellecTB (NekapCTBEHHbIX CPeacTB) M obpasuoB
CpaBHEeHWs (KOHTPONbHLIX 06pasuoB);

perncTtpaunn gaHHbIX, NOAro0TOBKN OTHETOB, XPaHEHUA U N3BnevYeHnsa JOKYMEHTOB U OTHETOB U3 apXnBa;
NoaroToBKM NOMELLEHUI 1 KOHTPONA COCTOAHUA 0pr>|<arou.|,el7| cpeabl B NOMeLeHnAxX ¢ TeCT-CUcteMamMu,

nonyyvyeHund, nepemMelieHunsd, pasMmelleHua, onucaHud, onpegeneHna nogysIMHHOCTU Y o6pau.|,eHM;| C TecCT-
cucrtemamu;

obpallieHns ¢ TecT-cucTeMaMu 10 Havana, B TedeHue M Npu 3aBepLUeHUN UCCreaoBaHNs;
yTUNM3aunm TeCT-CUCTEM;
MCMNONb30BaHUS OUYMLLAIOLLMX CPEACTB U CcpeacTB AnsA 60pbObl C BpeaUTensaMu;
€) Mepbl Mo peanusauumn nporpamMmmbl obecneveHmns kavyecTsa.
NHcnekums npoBeaeHust uccreaoBaHns

117. Uenb - npoBepuTb HanuMune nraHa WCCneaoBaHUs B NUCbMEHHOW ¢opMe M COOTBETCTBME MflaHa u
NpoBeAeHNst UCCnegoBaHUS NpuHLMNaM Hactoawumx Mpaswmn.

118. VIHCnekTop OOMmKeH NpoBepuThb:

a) NoANUCb PyKOBOAUTENST MCCNEA0BaHUSA Ha MnaHe uccneaoBaHus;

©) noanuck 1 gaTtMpoBaHue pykoBoaUTENEM UCCRenoBaHMs NMoObIX UBMEHEHUIN NaHa NCCNeLoBaHS;

B) permcTpauuio Aatbl COrnacoBaHUs NnaHa UccnegoBaHms Co CMNOHCOPOM (B COOTBETCTBYHOLLMX CRy4dasix);
r) COOTBETCTBMNE M3MEPEHUI, HAbNAeHU 1 obcnenoBaHuii NnaHy uccnegosanusa n COIT,

1) NOJHOTY, CBOEBPEMEHHOCTb, TOYHOCTb M Pa3bopyMBOCTb PerucTpaLumn pesynstatoB U3MepPEHUid, HabnMaeHNA 1
obcnenoBaHuit, nognucaHne (UNyu UHUUManbl) U aTupoBaHue;

€) U3MEHEHUsI B NePBUYHbIX AaHHbIX, BKIOYas AaHHbIe, XpaHWMblEe B KOMMbIOTEPAX, HE BHECEHA NM HESICHOCTL B
npegblaylime 3anucu, BKIYas MPUYMHY WM3MEHEHWs, N0, OTBETCTBEHHOE 3a W3MeEHeHWe, W faTy, korga Takoe
n3mMeHeHune Obl1o BHECEHO;

)K) I/IﬂeHTVI(i)VIKaLI,I/I}O OaHHbIX, CO34aHHbIX UMM COXpPaHEHHbIX B KOMMNbOTEPE, Hann4ne COOTBETCTBYOLNX npouenyp
no 3aumnTte 3TUX AaHHbIX OT HEeYNOJIHOMOYEeHHbIX M3MEHEHNI UK yTepu;

3) HaAeXHOCTb, TOYHOCTb 1 Bannaauuio KOMMNbIOTEPU3NPOBaAHHbLIX CUCTEM, NCMONb30BaHHbLIX B UCCegoBaHUN,



VI) n3yvyeHume n oueHKy HenpeaBnaeHHbIX 00cTOATENBLCTB, 3aperncTpmnpoBaHHbIX B NEPBUYHbIX OAaHHbIX;

K) COrfacoBaHHOCTb W MOJIHOTY Pe3ynbTaToB B OTYETaX WCCREAoBaHUS (MPOMEXYTOYHbIX U 3aKIYMTENbHLIX) U
npaBuibHOE OTOGPaXKeHNe NEePBUYHbBIX AaHHbIX.

MHcnekums npeactaeneHnst otyeta o pesynsTaTax uccrnefoBaHust
119. Llenb - onpeaennTb COOTBETCTBUE COAEPXKaHUS 3aKIMIOUYUTENBHbBIX OTYETOB NPUHLMNaM HacToawmx Mpasun.
120. Mpwr N3yyeHUn 3aKkIYUTENBHOMO OTYETa MHCMEKTOP AOMKEH NMPOBEPUTD!

a) noAnuncb U AaTMpoBaHWe pyKoBOOUTENEM UCCNEnoBaHUsA AN NOATBEPXKAeHNs OTBETCTBEHHOCTY 3a BanuaHOCTb
nccnegoBaHns U ero CoOOTBETCTBUE NpUHLMNAaM HacTosAwmx MNpasun;

6) nmognmucb WM AatMpoBaHWe OPYrMMM BEAYLUMMU YYeHbIMM B TOM CIlyyae, €Cnv MpuraralTcsi OTYeTbl U3
COMYTCTBYIOLUUX ANUCLUMNIIVH;

B) BkrtoveHne otyeta COK, nognuck 1 gatmpoBaHue;

) BHECEHNE N3MEHEHWIN OTBETCTBEHHbLIM NEepPCoHanom;

[) apxvMBHOe pasMeLLeHne Bcex obpasLoB, Npod 1 NEPBUYHbBIX OAHHbIX.
MHcnekums xpaHeHUst aHHbIX

121. Llenb - onpegenutb, UMEEeT Nu UcnblTaTenbHasi nabopaTopusi COOTBETCTBYIOLLME AOKYMEHTbI U OTYETHI, MEpbI
NpPeaoCTOPOXKHOCTU Mo Ge3onacHOMY XpaHeHUIo JOKYMEHTOB U MaTepuarsioB.

122. IHCneKkTop JOSMKeH NpOBEPUTD:
a) OOKyMeHT 06 yTBepXXaeHuUM nvua, OTBETCTBEHHOIO 3a apXumB,

0) apxuBHble MOMELLEHUSI ONS XpPaHEHUs NMaHOB WCCNELOBaHWUN, NEpPBUYHbIX AaHHbIX (BKMNto4Yask npepBaHHble
OOKNMHMYECKne (HEeKIMHUYECKME) WCCMEAOBaHMs), 3aKMiOUYUTENbHBbIX OTYETOB, 0OpasuoB, Guonornveckmx npod u
OOKyMeHTOB 06 o6pa3oBaHum 1 00y4yeHUn nepcoHana;

B) npoueaypbl AN U3BMEYEeHNs COXPaHEeHHbIX AaHHBIX;

r) orpaHuMyeHne [OOCTyrna K apxuBy TOMbKO Ans YMNONMHOMOYEHHOrO MepcoHana, XpaHeHue [OOKYMEHTOB Y
nepcoHana, MMetoLLEero 4OCTyn K NePBUYHBIM AaHHbIM, cnangam u T.4.;

) pErncTpaunoHHbIV XXypHan maTtepuanos, BblAaHHbIX 1 BO3BPALLEHHbIX B apXUB;

€) coxpaHeHWe OOKYMEHTOB U MaTepuasioB B TeyeHue Tpebyemoro nepuoda BpemeHu, 3awimTa OT yTepu Uiu
NOBPEXAEHNS MOXaAPOM, HEGNAronpPUATHLIMU YCITOBUSIMU OKpY>KatoLLen cpeabl 1 T.4.

8. AyauT uccrnegoBaHum

123. OueHka ncnbiTaTenbHbIX NadopaTopuii Kak cTaHAapTHasa npoueaypa BKIOYaeT B cebsa ayauT nccrnegoBaHnii
(Tekywmx 1 3aBepLueHHbIX). [MpoBegeHne crneuundmryecknx ayautoB MCCNEQOBaHUA 3a4acTyto AenseTcd TpeboBaHveMm
YMOSTHOMOYEHHOIO OpraHa, U OHM MOTyT NMPOBOAUTBLCA HE3ABUCUMO OT MHCMEKUMIA UcnbiTaTenbHbIX nabopatopuii. B cuny
MHOroobpasusi BUAOB LOKIMHUYECKMX (HEKINMHUYECKUX) UCCreoBaHWiA, KOTOpble MOABEpPralTcs ayauTy, YCTaHOBMEHbI
TOMNbKO O6LWMEe MpUMHUMMBLI ayauTa uccrnegoBaHwui. Ayautopam v OpyrMM nvuam, NpUHMMaloWwuMm ydyacTue B aygute
nccnenoBaHun, Tpebyetcsa copmynmpoBaTb U 000CHOBaTb Heobxoammyto rmyomHy n macwTtab ayguTta UccrnegoBaHum,
ncxogss n3 cobcTeeHHoro onbita. Llenbto ayguta siBNsSieTcsl NpoBepKa BO3MOXHOCTU BOCCTaHOBIIEHWUS] UCCNEAoBaHMWs
NnyTeEM CpaBHEHUS 3aKMOYUTENBHOMO OTYETa C MITAaHOM UCCnefoBaHus, cCooTBETCTBYOWMMU COlN, nepBUYHBIMU SAHHLIMU
N OpYrMMU COXpaHEHHbIMY MaTepuanamu.

124. B HekoTOpbIX criyqasix ayguTopaM MOXeT noTpeboBaTbCA MOMOLLb APYrMX 3KCMEPTOB B MpOBeOEHUU
ahbekTUBHOIO ayamta nccnegoBaHus, HaNpMMep, korga HeobxoauMo NPOBECTU MUKPOCKONMIO (hparMeHTOB TKaHeN.

125. I'IpM nposeneHnn ayanta nccnenoBaHna ayguTop AOJDKeH:

a) NpoBepuTb hamuinmn, OOMKHOCTHbIE 0BS3aHHOCTU U KpaTKoe W3NOXeHWe oby4YeHust U NPodeCcCUOHaNbHOMo
onbiTa BbIOpaHHOrO MnepcoHarna, BOBMEYEHHOrO B MNPOBEAEHWE UuccrnefoBaHus (MccrefoBaHUR), Hanpumep,
PYKOBOAMTENS UCCReaoBaHNs U BeAyLUNX YYEHbIX;

©) npoBepuTb HanmuMumMe OOCTaTOMHOrO KOonuyecTBa nepcoHana, obyvyeHHoro B onpedeneHHblx obractax ans
npoBeAeHnst uccrnegoBaHns (MccneaoBaHnn);



B) N3y4nTb OTAEIIbHbIE npmcnoco6neH|/|s=| nnn cneunanbHoe oGopyp,oaaHme, ncnonb3yemoe B UccregoBaHuu,
npoBepunTb JOKYMEHTbI O KaJ'II/I6pOBKe, 3Kcnnyataumm mn OGCﬂy)KVIBaHVII/I TaKoro O60pyﬂ,OBaHI/IF|;

r) M3yuynmTb [AOKYMEHTbl B OTHOLUIEHMM CTaABMNBHOCTM WCNbITYEMOro BellecTBa (NeKkapCTBEHHOrO cpeacTea),
pesynbTaTbl aHanM30B UCCReayemMoro BellecTBa (NeKkapCTBEHHOro cpeacTtBa) U obpasuoB CpaBHEHMS (KOHTPOMbHbIX
obpasuoB) U T.4.;

,El,) onpenenntb, nNpeanodYTuUTenbHO - NyTeM WHTEPBbHOUPOBaAHUA, pacnpeneneHune obsi3aHHOCTEN cpeaun
Bbl6paHHbIX COTpPyOHUKOB, NMpHMMaBLLKX y4YaCTue B uUccnegoBaHun, C Uenblo noaTBepXaeHud, 4YTto 3T nnuua nMenu
OO0CTaTO4YHO BpeMeHU Ana BbINOJTHEHNUA CBOMX 3a4a4y, YKa3aHHbIX B NaHe UccrneaoBaHna Uinm oTyeTe,

€) NoMyYnTb KOMUWN BCEX AOKYMEHTOB B OTHOLLEHMW MpoLeayp KOHTPOMS UMK SBNSIOLMXCA HEOTHEMITEMOMN YacTblo
nccnefoBaHus, BKIOYas:

nnaH nccnegoBaHus;
ucnonb3yemble COlN Ha MOMEHT NpoBeAEHNSA UCCMNEAOBaHNS;

XypHarnbl y4yeTa, naGopaToprle XypHanbl, OOKYMEHThI, paGque Tabnuubl, pacne4vyaTtkn COXpaHEeHHbIX B
KOMMNbOTEpEe AaHHbIX N T.4.; @ TaKKe B COOTBETCTBYHOLLMX CllyqadaXx NOBEPOYHbIE pacyeThbl;

3aKMOYUTENbHbIN OTYET;

)K) eClnn B UCCrnenoBaHuUAxX MUCNonb3oBariUCb IPbi3yHbl U Opyrne Mnekonutawwme, ayautopbl OOIKHbl MMETb
BO3MOXXHOCTb y6e,qmbc;| B Hanun4um onpepeneHHoro kKonun4yectea XWMBOTHbIX B nepuog C MOMEHTa KX I'IpVI6bITI/IF| B
ncnbltTatenbHyrO na60paTopmo M 0o npoBedeHuna ayTtoncun. Ayp,I/ITOpr AOJXHbI 06paTI/ITb BHMMaHMe Ha cnepywouine
3anucu:

perncTpaums Macchl Tera XMBOTHbIX, MprMeMa nuLm (Boabl), 4O3UPOBAHUSI 1 BBEOEHUS PEenapaToB U T.4.;
KMMHWUYECK1e HabnoaeHns U pesynsTaThl ayTonCuu;
JaHHble BUOXMMUYECKNX TECTOB;

natomopdornorus.
9. 3aBepLueHne UHCNekun unu ayamta uccneaoBaHus

126. locne OKOHYaHUA WHCNEKUMM WcnbITaTenbHON nabopaTopym wunNU ayouta MCCneaoBaHUMs MHCMEKTOp
(ayamTop) AomkeH NOAroTOBUTLCH K OOCYXAEHUIO pesyrnbTaToB C NpeacTaBUTensMy ucnblTatenbHou nabopatopun Ha
3aKITYUTENBHON KOH(PEPEHLMM U NOATOTOBUTL 3aKIMHOUNTENbHBINA OTYET, T.€. OTYET O NPOBEAEHHON MHCMEKLMN.

127. Tlpn uvHcnekuMn KpynHOW wucnbliTaTtenbHoW nabopaTtopun (Budbl U KaTeropum nabopaTopun, KOTOpble
dapMaLEeBTUYECKUIA MHCMIEKTOPAT rocyAapcTBa-yrieHa KnaccuduumnpyeT Kak "KpyrnHble ucnbiTatenbHble nabdopatopun’,
onpegenstotca B COl nnm pykoBoacTBe MO Ka4ecTBy) MOryT ObITb OOHapyXeHb! "MpoyYne HecooTBeTCTBMA" TpeboBaHMAM
HacTosiwmx lMpaBun, KOTOpble HE OKa3blBalOT CEPLE3HON0 BIINSIHUSA Ha OOCTOBEPHOCTb UCCHEeOOBaHWA, MPOBOOUMBIX B
3TOM ucnbiTateneHon nabopartopuun. B Takux crnyvasx MHcnekTopy (ayautopy) uenecoobpasHo B OT4YeETe COOOLWUTH O
TOM, YTO UcMblTaTtenbHas nabopaTopusa paboTaer B COOTBETCTBMM C HacTosAwmmn NpaBunamm u CormacHo KpUTepusm,
YCT@HOBIIEHHbIM YMOIHOMOYEHHbIM OpraHoM. TemM He MeHee, HeKOTOpble AeTany HeCOOTBETCTBMS MW MOrPeLlHOCTU
OOIMKHbI OblTb NPEeACTaBneHbl PYKOBOACTBY MCNbITaTeNbHOW nadopatopun, a Takke OOMMKHbI ObiTb NOny4YeHbl rapaHTum
CO CTOPOHbI PYKOBOACTBA O NPUHATUN COOTBETCTBYIOLLMX Mep MO UX yCcTpaHeHuto. MIHcnekTop (ayamMTop) MOXET NOCETUTL
ncnblTatenbHyo nabopaTtopuio Yepes onpeaeneHHbIN Nepron BpeMeHN 1 NPOBEPUTL MPUHATUE COOTBETCTBYIOLLMX MEP.

128. EcnM B TeYEHME WHCMEKUUN UCMbITaTeNbHOW nabopaTopun wnv ayguTa UcCrnenoBaHus OBHapyKeHb
KpUTn4eckme unm cepbe3Hble HEeCOOTBETCTBUA MNMpPpUHLUMNAM HacCToAWNX I'Ipanm, KOTOpbl€, NO MHEHMIO WMHCNEKTOopa
(ayamTopa), MOryT noBnuATb Ha [OCTOBEPHOCTb WCCMEeOBaHWS WM Ha Opyrne wuccregoBaHus, NpoBoduMble B
ucnbiTaTenbHon nabopartopum, MHCNEKTop (ayanTop) AOMMKEH cooOWUTb 06 3TOM B YNONTHOMOYEHHbI opraH. [Jencreus,
npeanpyHUMaemMble 3TUM OpraHoM U (M) YNONMHOMOYEHHBIM OpraHoOM B 3aBUCUMOCTU OT cuTyauuu, ByayT 3aBuUCeTb OT
XapakTepa U obbemMa HEeCOOTBETCTBMS, a TaKKe OT PUANYECKUX U (MNN) agMUHUCTPATUBHBLIX MOSIOXKEHUI B cUCTEME
KOHTpons cobntopeHnst HacToawmx Mpasun.

129. Ecnu aygut uccnenoBaHvsi NPOBOAUICS MO 3ampocy YMNOSIHOMOYEHHOTO opraHa, HeoGXoaWMO MOArOTOBUThL
NOMHbIA OTYET O pesyneratax n OoTnpaBuTb €ro 4epes COOTBeTCTByI-OLIJ,I/IVI yI'IOJ'IHOMO‘-IeHHbII7I OopraH B yl'lOJ'IHOMO‘-IeHHbII;I
opraH.

VIII. Mpouenypa yperynmpoBaHus pasHornacum
Mexay YNomHOMOYEHHbBIM OPraHOM 1 UCnbITaTeNnbHOW nabopartopuen



130. MpoGrnembl UM pasHornacus BO MHEHUSIX MeXdy MWHCMNEKTopaMu W PYKOBOACTBOM MCHMbITATENbHOM
naGopatopun paspellalTca B Xode WHCMEeKUuMM WchbiTaTenbHoW nabopaTopuv wnu ayouta uccredoBaHui. B
COOTBETCTBMM C YCTaHOBIMEHHOMW 3aKoHoAaTenbCTBOM rocydapcTBa-yfieHa npoueaypon ucnbiTatenbHas nabopatopust
MOXET 3asBMNATb NPOTECT NPOTMB PE3yNLTaTOB MHCMEKUMM UCTbITaTenbHON nabopaTtopumn Unm ayauta uccrenoBaHuin Ha
cooTBeTCcTBME HacToswwum [lpaBunamM u (MnNn) B OTHOLIEHWM [EWCTBUWA, KOTOpble Npeararaer NpeanpuHATb
YNONTHOMOYEHHbIN OpraH.

IX. ObecneyeHne kayecTBa
1. Cuctema ynpaBneHusi obecneyeHnem kayecTsa

131. PykoBOACTBO McCNblTaTenbHOW rnabopaTopuM HECET OKOHYaTenbHYyld OTBETCTBEHHOCTb 3a obecneyeHue
paboTbl McnbiTaTensHom nabopatopum B LENOM B COOTBETCTBMM C HacToswmmu [paBunamu. PyKOBOACTBO MOXET
aenernposaTb 0003HayeHHble BUAObl OEATENbHOCTM MO KOHTPOM CcpedHeMy 3BeHY pPYyKOBOACTBa, HO obuias
OTBETCTBEHHOCTb CoOXpaHsieTcsi. HeoTbemnemon OTBETCTBEHHOCTbIO PYKOBOACTBA SBMNSETCH HasHadeHue u nogbop
HeobXoAMMOro KofMyecTBa KBanugUUMPOBaAHHOIMO U OMNbITHOFO MepcoHana, BKMYas COTPYAHUKOB, HEOBXOoAUMbIX O5is
BbINonHeHus pyHkunn COK.

132. VckniouutenbHasi OTBETCTBEHHOCTb PYKOBOAWUTENS 3a BbINOMHEHUE [OOKMMHUYECKUX (HEKIMHUYECKNX)
nccrnegoBaHnii 4omkHa ObITb YeTko 0603HaveHa. B 06s3aHHOCTN pyKOBOAMTENS BXOAUT Ha3Ha4YeHNe COOTBETCTBYHOLLETO
KBanMuunMpoBaHHOro nepcoHana Ans BbiNofnHeHus Hedasucumon dyHkuun COK. OdenervposaHue ¢yHkumn COK,
CBSI3aHHbIX C BbINOMHEHNEM HacTosAwmx [MpaBun, He OOMKHO HapylwaTb HEe3aBMCMMOCTb (DYHKLMOHMPOBaHUA oTaena
COK n He pomkHO noBrneyb BoBneyeHve nepcoHana COK B npoBegeHune MccrneqoBaHUS, KPOMe UCMONMHEHUSA OYHKLUMM
KoHTpons. Jluuo, HasHadeHHoe oTBeTCcTBeHHbIM 3a COK, OOmKHO WMMeTb MPAMOW AOCTYM K pasHbIM  YPOBHSAM
PYKOBOACTBA, B YAaCTHOCTM K PYKOBOACTBY MCMbITAaTENbHON NabopaTopun BbICLLETO YPOBHSI.

2. KBaJ'IMd)VIKaLI,VIFI nepcoHana otgena obecneyeHus kayecTea

133. lMepcoHan otgena COK gomkeH MpOMTM COOTBETCTBYHOLLEE ODy4YeHWe M MMETb ONbIT, HeobxoaumbIA Ans
ncnorHeHns ceonx obssaHHocTen. COTPYOHUKN SOSMKHBI ObITb 3HAKOMbI C NPOLiegypamMu UCCrefoBaHniA, CTaHgapTamu u
cucTeMamu, UCnornb3yeMbiMy B UCTIbITaTENbHON Nnabopatopuu.

134. Jlnua, HasHadeHHble Ansg wucnonHeHnus dyHkumn COK, AomkHbl UMETb npeactaBrneHne 06 OCHOBHbIX
NPUHUMNAX KOHTPONMpYeMbIX BUOOB AeaTenbHocTU. OHKU Takke AOMKHbl UMETb YETKOE MPEACTaBIIEHNE O HACTOALLMX
MpaBunax.

135. B cniyyae otcytctBua y cotpygHuka COK cneumanbHbIX 3HaHWIA UM HEOOXOAMMOCTM NOMYyYEHUS 3aKioYeHNs
elle O4HOro nuua criegyetT obpaTuTbCA 3a 3SKCMEepTHOM MOMOLLbH. PykoBOACTBO [AOMMKHO 06ecnevvTb Hanmuume
OOKYMEHTarnbHO M3MOXEHHOW nporpammbl 00yyYeHus, oxBaTbiBatoLleln Bce acnekTbl pabotbl otgena COK. MoxeT ObiTb
OpraHM3oBaHO MOCELLEHNE BHYTPEHHUX W BHELUHUX CEMMHAPOB M KypcoB. [OMKHO ObITb NpeaycMoTpeHo oby4yeHue

MeTofaM OGLLEeHVS U ynaXuBaHus KOHNMKTOB. OGydYeHVe O0MMKHO GbiTb MOCTOSIHHBIM U MOANEXaTb NepuoauYeckom
npoBepke.

136. ObyyeHre nepcoHana oTaena kKavyecTBa AOSMKHO ObITb AOKYMEHTanbHO 3aduKCcUpoBaHO, a Takke OOormkHa
ObITb OoLeHeHa X KOMNEeTEeHTHOCTb. 3n OOKYMEeHTbI AOJTXHbl MOCTOAHHO obHOBNATLCA U COXpPaHATbCA.

3. YuyacTtue otagena obecnevyeHus kayectsa B pa3paboTke
CTaHAAPTHbIX ONepPaLNOHHBIX MPOLIeayp M NNaHoB UccreqoBaHuUi

137. PykoBOOCTBO HeceT OTBETCTBEHHOCTb 3a pa3paboTKy, BLIMYCK, pacrnpocTpaHeHne U xpaHeHue COIll.
[onyckaetcsa yyacTue nepcoHana otgena COK B noarotoeke COIN; HO NpeanoyTUTenbHO, YTobbl OHKM npoeepsinu COlM
nepen NpUMeHeHNEM C LIeNbio OLEHKN UX SICHOCTU U COOTBETCTBUSA NPUHLMNAaM HacTosAwmx Mpasun.

138. PykoBOOCTBO [OOMKHO oOecneynTb OOCTYNMHOCTb MaHa uccrnegoBaHust nepcoHany otgena COK nepep
Hayanom UccreaoBaHus B LIENSAX:

KOHTPOJIA COOTBETCTBUA MiiaHa nccrnenoBaHna npuHUnUnam HactoAawmnx I'Ipanm;
OLUEHKN coaepxXaHud corfmiacoBaHHOCTHU MnJiaHa nccnegoBaHuA,

onpegerneHnda KpUTn4eCKnx atTanoB NccrneaoBaHuA,

nnaHnpoBaHMa nporpamMmmbl MOHUTOPWUHIA UCcriegoBaHUA.

139. Nocne BHeceHus NonpaBokK B MlaH MCCNeaoBaHMsA KOMUKU MnaHa goSMKHbl ObiTb nepedaHbl B otgen COK ana
ONTUMM3aLUN NPOBEAEHMST MOHUTOPWHIA UCCreqoBaHUs.

4. Hcnekumn CJ'Iy)K6bI obecrneveHuns kayecTea



140. Mporpammbl COK ocHoBaHbl Ha crnegyrolmnx BuAax WHCMNEKUMA B 3aBUCMMOCTM OT TOrO, YTO yKasaHO B
nporpamme obecneyeHms ka4ecTsa M CTaHAapPTHbLIX ONEePaLMOHHbBIX NpoLeaypax:

a) VHCMEeKUMM uccriefoBaHW - WMHCMEKUUW, rpacduk NpoBedeHMs] KOTOPbIX COCTaBMEH COMMacHO XPOHOMOrm
KOHKPETHOrO 1ccriejoBaHMs U BKITHOYAET onpeaerieHne BaxHbIX CTaaui UCCneqoBaHuns;

0) uMHCNeKkuMm wucnbiTaTenbHbIX nabopaTopui - WHcMekuMuM (npoBepka) obuwiero obopygoBaHUs M BUAOB
OeATENbHOCTU B WCMbITaTeNbHOW nabopaTopun (MOHTaXx, BcrioMoraTtenbHble CryX0bl, KOMMbIOTEPHAs cUCTEMA,
06y4deHne, MOHUTOPUHT OKpY>KatoLLen cpeabl, aKCcnnyaTaums, kanmbposka n T.4.);

B) MHCMeKUMM npouedyp - WHCMEKUUW, KOTOpble MPOBOAATCA HE3aBMCMMO OT KOHKPETHbIX WCCNenoBaHWN.
BbinonHa0TCS AN KOHTPOMS npoueayp Wiv npoLeccoB NOBTOPSIOLLErocs XapakTepa W, Kak npaBuiio, OCyLLEeCTBA0TCS
Ha Bblibopo4HOM OcHOoBe. [poBOAATCA B Tex Cry4asx, Korga OAvH U TOT Ke Npouecc B ucnbltatenbHow nabopatopun
OCYLLECTBMSAETCA OYeHb YacTo, BCMEACTBME Yero npoBeAeHMEe WHCMEKUM OTAENbHbIX WCCMedoBaHui cymTaeTcs
Heah(peKTMBHBIM MM HeuenecoobpasHbiM. CriegyeT Mpu3HaTb, YTO WMHCMEKUMW OTAErMbHbIX NPOLECCOB B pamKax
KOHKPETHbIX 3TarnoB, OCYLUECTBMSEMbIX OYEHb 4acTO, MOMyT MPUBECTM K MOSIBIIEHMIO HEKOTOPbIX HEe MPOBEPEHHbIX B
NHAMBUOYaNbHOM NOPsAAKe UccrnegoBaHUi B XOA4e dKCnepuMeHTanbHbIX 3Tanos.

141. HeobxogMmo coxpaHaTb BCHO AOKYMEHTALMIO O TAKUX MHCTMEKLUSX.

MnaHnpoeaHne COK 1 o60cHOBaHME BUOOB AEATENBHOCTH
n metogos COK

142. Otpen COK pomxeH TwartensHO nnaHupoBaTh CBOK paboTy. Pabota nepcoHana otgena COK n npoueaypsbl
NraHMpoBaHUs B OTHOLUEHUW MpoBeOeHusi, JOKYMEHTUPOBAHMS U NOAFOTOBKM OTYETOB 06 WMHCMEKUMAX AOSMKHbI ObiTb
onucaHbl B cooTBeTcTBytowem COlN. Heobxoammo BeCTM y4eT 3annaHupoBaHHbIX U TekyLlwmx nccnegoeanuii. Otgen COK
OOMKEeH MMETb AOCTYM K nocriegHemy OOHOBMEHHOMY BapuaHTy OCHOBHOMO rpaduka. Takow yy4eT Heobxoaum AOns
nnaHmpoBaHusa BuaoB geatenbHocTn COK 1 oueHkn paboyen Harpysku Ha coTpyaHukos COK.

143. Mporpamma COK c uvHChekuMsiMM K ayguTaMu MOANIEXUT NPOBEPKE B OTHOLIEHMW OpraHusauum W
ynpaBnenusi. Kak nepcoHan, Tak U pykoBoACTBO OOMKHbl 06OCHOBaTb BbIOOP METOAOB, BbIOpaHHLIX AN UCMOMHEHUS
pabotsl COK.

5. OTueTbl 06 MHCNEeKUUAX cnyx0bbl obecneyeHus kadecTsa

144. YNONHOMOYEHHbIN OpraH MOXeT 3anpoCuTb WHGOPMaUMIO O BMAAxX MHCMEKUUA U Jatax MX NpOBEeAeHWs,
BKNtOYas ctagumio (CTaguMu) WHCNEKTUpYemoro uccrnefoBaHus. TemM He MeHee, OOblMHO cogepaHue OTYETOB O
npoBegeHnn nHcnekumn COK He JOmMKHO paccmaTtpyBaTbCs OpraHoOM MO KOHTPOM cobntogeHus Hactosawmx lMpasun,
MOCKOmNbKy 3TO MoXeT npenaTtctBoBaTe COK B noarotoBke OTYETOB 06 MHCMEKUMU. YMONMHOMOYEHHbIA OpraH MOXeT
nepuoamMyecky 3anpawmvBaTtb AOCTYN K coAepxaHuo oT4eToB 06 uMHcnekumsx, 4tobbl NpoBepuTb Hagnexaiee
dyHkumoHnposaHue COK. YNONHOMOYEHHbIVW OpraH He OOMKEH MCMOoNb30BaTh Takne OTYEThI Kak cnocob yCcTaHOBMEeHUs
HegoCTaTKoB B NMPOBEAEHHbIX NCCNIeA0BaHUAX.

6. AyanTbl AaHHbIX U 3aKMOYUTENbHbIE OTYETHI
145. AyguT nepBuYHBIX AaHHbIX nccregoBaHust otaeniom COK MoxeT ObiTb NpoBefeH pasHbiMy cnocobamn. OTaen
COK MOXeT npoBepsTb AOKYMEHTbI B XOA€ 3KCMEPUMEHTanbHbIX 3TanoB MCCReAoBaHUsi, MHCMEKUMIA npouecca unun B
Xo4e ayauTa 3aknouuTenbHbiX oT4eToB. PykoBOACTBO OOMKHO obecneunTb, YTOObl BCe 3aKMHOYUTENbHbIE OTYETHI
NccneaoBaHUn, B OTHOLLEHUN KOTOPLIX 3asiBNEHO COOTBETCTBME HacToswuMm [MpaBunam, Obiny nNpoBepeHbl OTAENoM

COK. Takom aygut OormkeH ObiTb NMPOBEAEH Ha 3aKMYUTENbHOW CTaguu NogroToBKM MpoekTa oTyeTa, Korga Bce
nepBUYHbIE faHHble COBpaHbl U HE NNAaHNPYETCS BHOCUTb HUKAKUX N3MEHEHWIA.

146. Llenbto ayauta 3aknioumMTENbHOMO OTYeTa SABMSETCS OnpeaerneHne Toro, YTo:

uccnegosaHue BbINo NpoBeaeHo B COOTBETCTBUM € nraHom nccnegosarusa n COIT;

nccnegosaHve 6610 TOYHbIM 1 NOMHBIM 0OPA30M OTPAXKEHO B OTYETE;

OTYET COAEPXKMUT BCE ANeMeHTbI, TpebyeMble HacTosawmmu MpaBunamuy;

OTYET XapaKTepu3yeTcsi NOCNeNOBaTENbHOCTLIO M BHYTPEHHEN HEMPOTMBOPEYMBOCTbIO;

nepBuUYHbIE JaHHblE COBpaHbl NOMHOCTLIO U B COOTBETCTBUM C TpeboBaHuAaMU HacTosAwmx MNpaswun.

147. CotpyaHmnkam COK crnegyeT coCTaBnaTb 3aKMOUUTENbHBIA OTYET 06 ayguTe Kak MOXHO nogpobHee, 4TobbI

Oblnla BO3MOXHOCTb BOCnpousBeCcTn pertanu ayguta. [ormKHbI ObITb yCTaHOBJ1€Hbl npouenypbl, B COOTBETCTBUM C
KOTOpPbIMK OoTAen COK 6yp,eT y3HaBaTb 000 BCcex AO0MOMHEHUSIX U U3BMEHEHUSIX B NiaHe UCCMEedOoBaHNS U OTYETe B Xode



dTana ayauta.

148. MNepen nognucaHnem 3akntoveHnss COK gormkHa NMpOKOHTPONMpoBaThb, YTOObI BCe NpobGremHbie BOMPOCHI,
OTMeYeHHble B XoAe ayauTa, Oblnum COOTBETCTBYHOLWMM 06pasoM oOTpaKeHbl B 3aKM4YMTENbHOM OTYETE, BCE
corfnacoBaHHble OENCTBUSI MO YCTPaHEHUIO 3amedaHuid Gblfn BbIMNOMHEHblI U YTOObI HUKAKMX WU3MEHEHWA, TpebytoLwmnx
NpoBeAeHNst OMOMHUTENBHOMO ayamTa, He OblNIo BHECEHO B OTYET.

149. JTioBble vcnpaBneHus UNu OMOSIHEHWS 3aBEepLUEHHOrO 3aKMYUTENbHOro oTveTa AOMKHbI CTaTb 0ObEKTOM
gononHuTenbHoro ayaumta co cTtopoHbl COK, nocne 4ero HeobxoguMMoO npegocTtaBUTb MEPECMOTPEHHOE Unu
pononHuTtensHoe 3akntodeHne COK.

7. 3akntoyeHune otaena obecneyeHns kadecTsa

150. MNognucaHHoe 3akntovyeHne COK OOomKHO BKITHOYATLCA B 3aKIHOYMTENbBHbLIA OTYET, B KOTOPOM YyKasaHbl B
cooTtBeTcTBUM C NyHKTammn 140 n 142 Hactoawmx MNpaBun Buabl UHCNEKUMIA U AaTbl UX NPOBEAEHUS, AaTbl COObLLEHUS
pe3ynbTaToB MHCMEKLMM PYKOBOACTBY, PYKOBOAUTENMO UCCNELOBaHUSA W, KOT4a NPMMEHUMO, BeayLleMy UccriegoBaTtento
(nccnepoeatensim). B 06s3aHHOCTM pyKOBOACTBA BXOAWUT OCYLLECTBMEHUE Mep, rapaHTUMPYIOLMX, YTO 3aKI4eHue,
BblgaHHoe COK cornacyetcs € 3asiBMEeHMEM PYKOBOAMUTENS MCCregoBaHuMs o cobniogeHun Hactosawmx [Npasun un
COOTBETCTBYET BblAAHHOMY 3aKIIOYUTENBHOMY OTYETY 00 MCCregoBaHWM.

151. ®opmar 3akntodeHns COK cooTBeTCTByeT CTpyKType otyeta. Heobxoammo, 4ToObl 3aknioveHne cogepxano
MONMHOEe Ha3BaHWe WCCredoBaHMs, MepeyeHb BCEX MNpoueayp MOHUTOpUpoBaHuMs, npoBegeHHbix COK B xoge
nccnegoBaHus € ykasaHueM AaThl U 3Tana uccrenoBaHusl. B cnyyasix, Korga MHCNEKUMM OTAENbHBIX UCCReaoBaHUA He
ABMSIOTCA 4acTblo 3anfaHUPOBaHHOW Mporpammbl 0GecneyeHnst kavecTBa, 00si3aTeNbHO Hanuyne 3akmyveHus,
nogpobHO ONMCLIBAKOLLErO KOHTPONMPYIOLME WHCMEKUMW, Hanpumep, B Criydae KpaTKOCPOYHLIX UCCrenoBaHuiA, Korga
npoBefeHne NOBTOPSIOLLMXCS MHCMEKLMIA KaXaoro nccrnefoBaHus HelenecoobpasHo.

152. CnegyeT npegycmoTpeTb, 4TOObl 3akmodeHne COK 6bino 3aBeplleHO Tonbko Torga, Korga Oyget
NoATBEPXKOEHO 3asiBNieHMe PyKoBOAUTENS MCCefoBaHUSA O MPOBEeAEHMM NCCneaoBaHns B COOTBETCTBMU C HACTOALWUMMU
Mpasunamun. 3akniodeHne COK Takke noateepxaaeT (pakT, YTO B 3aKMOYMTENbHOM OTYETE MEepBUYHbIE AaHHble
oTpaxeHbl AocToBepHO. PykoBoauTenb wuccriegoBaHus o6s3aH ykasaTb B 3akMYUTENbHOM OT4eTe obnactu
nccnegoBaHusl, He COOTBETCTBYHOLIME HacToswmMm [MpaBunam Hagnexailen nabopaTopHOM MPaKTUKM, eCrnv TakoBble
NMeEnuChb.

8. Cnyxba obecneyeHus kayecTsa 1 UccrnegoBaHus,
He npeaHasHaYeHHble s npeacTaBneHus
B YNONHOMOYEHHbIE OpraHbl

153. CootBeTcTBMEe HacTosawwmm [lpaBunam dBnsieTcd HOpMaTMBHbIM TpeboBaHueM pans onobpeHus
OOKIMUHUYECKNX (HEKINTMHMYECKMX) MccreqoBaHuin. HekoTopble uvchbITaTenbHble nabopaTopun NPOBOASAT Ha OfHOW
nnowiagke uccrnenoBaHWs, KOTopble MpefHasHayeHbl U He npefHasHayeHbl Ans NpeacTaBrneHust B YNONTHOMOYEHHbIEe
OpraHbl. Ecnun nccnenoBsaHuA, He npeaHasHa4vYeHHble Ana npegcraBneHna B yNnoriHOMOYEHHbIe OpraHbl, NpOBOAATCA HE B
COOTBETCTBUM CO CTaHAapTaMu Hagnexawen nabopaTtopHOW MPakTWKK, 3TO, Kak MNpaBWMO, HEraTMBHO BIUSIET Ha
KayeCTBO MpoBeAeHMs NCcCneaoBaHnin, COOTBETCTBYHOLLUNX HacToawmm Mpasunam.

154. B cnucke nccnemoBanun, KoHTponmpyeMbix COK, gomkHbl ObiTb yYka3aHbl Kak COOTBETCTBYIOLLME, TaK U He
COOTBETCTBYHOLWME HacToswmm [NpaBunam uccrnefoBaHusi. AT0 HeobxoaAMMO Ansi NPaBUIbHOTO MPOBEAEHWUSI OLEHKU
paboyelrt Harpysku, NPUrOOHOCTU WCMbITATENbHbLIX nabopaTopuii M BO3MOXHOCTW B3aWMHOMO BfMSIHUS B MNpouecce
npoBefeHnst ucnbiTaHuin. [Ons BbiNonHeHWss gaHHon 3agjaum COK pgorkHa uMeTb JOCTYN K akTyanmavpoBaHHOMY
3K3eMnnAapy oCHOBHOIo nnaHa—rpa(bMKa. ABnsietcs HenpuemMnemMbiM 3adBATb O COOTBETCTBMU NPUHLMNAM Ha,u,nemau.l,eﬁ
nabopaTopHON MNpPaKTUKN YXKXE Ha4yaToro WCCNefoBaHWsl, KOTOPOE W3HayanbHO HE COOTBETCTBOBaNo TpeboBaHusiM
HacTosilwmx lMpaBun. Ecnu npoBeaeHne uccnenoBaHusi, 0603HAYEHHOTO B KayecTBE COOTBETCTBYIOLLENO MpUHULMNAM
Hagnexawlen nabopaTopHOM NpakTUMKWM, MNPOAOIMKAETCS Kak WCCnegoBaHWe, He COOTBETCTBylOLlee TpeboBaHUsIM
HacToswmx [NpaBun, 3To OMKHO BbITb YETKO JOKYMEHTUPOBAHO.

9. ObecneyeHmne ka4yecTBa B HEOOMbLUMX
ucnblTaTenbHbIX naboparopusx

155. B HebonbLlUMX UCMbITaTeNbHbIX NabopaTtopusx MOXeT ObiTb HelenecoobpasHbiM coaep)XaHue nepcoHana,
npegHasHadveHHoro ncknoumtenbHo ang COK. PykoBOACTBO AOMKHO Ha3HauYUTb HE MEHee OOHOro COTPYAHUKA C MOMHON
WNN YacTUYHOW 3aHSTOCTbIO, oTBevatowero 3a paboty COK. PerynspHaa u noctosiHHasi pabota nepcoHana COK
HeoOxogMma [ONA HaKoMMeHUs onbiTa U obecnevyeHns KOPPEKTHOW WHTepnpeTauun pesynstatoB pabdoTtel COK.
CoTpygHuvKK, NpYHUMatoLWMe y4acTue B UCCNEAOBaHNAX, COOTBETCTBYIOLWMX HacToswmmM [paBunam, MOryT BbIMOMHATb
dyHKuMn COK B OTHOWEHUU [OOKIMHUYECKUX (HEKMMHUYECKUX) uccregoBaHui, MNPOBOAMMBIX B APYrux otgenax
ucnelTatenbHon nabdopatopun. JIMLOM, He ABMSIOWMMCS WTaTHbIM COTPYAHMKOM MCnbITaTensHon nabopatopumn, MoryT
BbiNonHATbCA  pyHkumm COK, ecnm obecnevyeHa HeobxoauMmas 3ddekTUBHOCTb, Tpebyemass AONns COOTBETCTBMS
HacTosAwmMm NpaBunam.
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156. TpeGOBaHI/IFI HacToAWnx rlpaBI/IJ'I Takxke MoryTt ObITb NMPUMEHEHblI K MHOIOLUEHTPOBbLIM UCCIegoBaHUAM Mpn
yCrnoBumn 4eTKOro onpeneneHnad obLlen oTBETCTBEHHOCTH 3a KoopAaunHauuto npoBOANMbIX pa60T.

Mpunoxexue N 1

K NMpaBunam

Hagnexatllen nabopaTtopHoO NpaKkTUKK
EBpa3snnckoro a3KOHOMMUYECKOro

coto3a B cdhepe obpalleHus
neKapCTBEHHbIX CPeacTs

TPEBOBAHUA
K MPUMEHEHWIO MPABUIT HALNEXALLEW NABOPATOPHOW MPAKTUKMU
EBPA3UCKOIO 9KOHOMWYECKOIO COKO3A B COEPE OBPALLEHUSA
NEKAPCTBEHHbIX CPEACTB ANA MCCNEQOBAHUM IN VITRO

I. Onpenenexuns
[nsa uenew HacTosILLEro NPUIOXEHWS NCMONb3YKTCHA NOHATUS, KOTOPbIE O3HAYatoT criegytoLulee:

"KOHTpOnb pacTBopuTens (pasbaeutens, Hocutens)" (control vehicle) - otaenbHas YacTb TECT-CUCTEMBI, K KOTOPON
nobaBneH pacTBoOpuTenb, MNpegHas3HaYeHHbI ANs OonpefenneHHoro TecTupyemoro obpasua (obbekTa); KOHTPOIb
pacTBOpuTENSA NPefoCTaBNsAeT CBMAETENLCTBO 06 OTCYTCTBUWM BMUSHUSA BbIOPaHHOrO pacTBOPUTENS Ha TECT-CUCTEMY B
daKkTUYECKNX YCNOBUSAX NPOBEAEHNS] aHaNn3a;

"kpnococya" (cryovial) - cneumanbHbI COCYA ANS KPUOKOHCEpPBaLWK, KOTOPbIN COOTBETCTBYET OCOBObIM YCIOBUSAM,
TakvM Kak repMeTMYHOCTb 3aKpbITUSI, JaXe MPW IKCTPEeMarnbHO HU3KMX TeMnepaTypax U peskux nepenajax Temneparyp,
BO3HUKLUMX B XOA4E€ 3aMOPAXUBAHNSA U OTTauBaHus;

"KpmnokoHcepBauns" (cryopreservation) - XxpaHeHWe KINeToK M TKaHelW B 3aMOPOXXEHHOM COCTOSIHUM B YCHOBUSIX,
Kora MX XXM3HECNOCOOHOCTb COXPaHAETCS;

"Habop Ans npoBedeHust UcnbiTaHuin, TecT-Habop" (test kit) - rotoBbI K MCNONB30BaHMIO HAbOop, BKIIOYAOLWMIA BCE
KOMMOHEHTbI, HEOOX0AUMbIE AN NPOBEAEHUS aHanM3a, UCTbITaHUst (TECTUPOBAHUS) UMW UCCIeaoBaHUS;

"HeobpaboTaHHbI KOHTporb" (untreated control) - otgenbHasi HeobpaboTaHHasi YacTb TECT-CUCTEMbI, KOTopasi
XpaHWUTCS B MepBOHaYanbHbIX YCNOBUSIX KyNbTUBMPOBAHWS; HeoOpaboTaHHbIA KOHTPONb NPeaoCTaBnsieT UCXOAHble
OaHHble O TECT-CUCTEME B YCITOBUSIX NPOBEAEHUS aHaNN3a;

"oTpuuarteneHbii KOHTponb" (negative control) - oTgenbHas 4YacTb TecT-cucTeMbl, 0OpaboTaHHasi OOLEKTOM
(o6pasuom), B OTHOLLUEHWM KOTOPOrO M3BECTHO, YTO OTBETHOW peakuum TEeCT-CUCTEMbl Ha HEro He nocregyetr v npu
BBEOEHUN OTPULATENBbHONO KOHTPOMNS TECT-CUCTEMA HE BblOAET OTBETHOW peakLMn B KOHKPETHbIX YCINOBUAX aHanmaa;

"nonoxnTenbHbld KOHTponb" (positive control) - oTgenbHas 4acTb TecT-cUCTeMbl, obpaboTaHHas OObEKTOM
(o6pasuom), B OTHOLUEHMM KOTOPOro M3BECTHA OTBETHAA peakuusi TECT-CUCTEMbI; MOMOXUTENbHBIN KOHTPOIb
CBUAOETENLCTBYET O TOM, YTO TECT-CMCTEMA BbiAAET OTBETHYIO PEaKLMI0 B KOHKPETHbIX YCMOBUSAX aHanusa;

"cTaHpapTHeIN 06bekT (obpasel)” (reference item) - pykoBogsiime ykasaHusi MO NPOBEAEHUIO UCCregoBaHMM in
vitro BO MHOrMx criyyasix npeanucbiBaldT MCNOMb30BaHME COOTBETCTBYHOLWUX OOBEKTOB MOMOXUTENbHOIO,
oTpULATENBHOMO KOHTPONS W (MNKN) KOHTPONs peakTuBa (pa3baBuTens, pacTBOpPUTENS), KOTOpble, HE MOFYT CMyXWUTb B
KayecTBe "CTaHOapTHbIX OOBLEKTOB" Onsi knaccudukauum OTBETa TEeCT-CUCTEMbl Ha TECTUPYEMbIN OOBLEKT, a
MCNonb3yrTCA And KOHTpONA Ha,qnemal.u,eﬁ XapaKTepUCTUKN TeCT-CUCTEMbI. Tak kak uenb ucnonb3oBaHUA 3TUX
0OBEKTOB MOMOXUTENbHOro, OTpUUATENbHOINO KOHTPOMS WM (MNn) KOHTPONsS peakTMBa MOXeT OblTb paccMoTpeHa Kak
aHarnor uenu ncrnonb3oBaHus cTaHaapTHoro obbekTa (obpasua), onpeaeneHne NocnegHero MOXeT Takke OTHOCUMTBLCA K
TEPMUHAM "OOBLEKTBI MOMOXUTENBHOIO, OTPMUATENBHOMO KOHTPOMS U (Mnun) KOHTpomns peaktvBa". OgHaKo cTeneHb
onpeaeneHns X aHanUTUYECKUX XapakTepPUCTUK MOXET OTNMYaTbCA OT TpeboBaHU, NpeabABNAeMbIX K aHANUTUYECKUM
XapakTepucTukam ctaHgapTHbIX 00bekToB (06pasLoB);

"TpaHcreHHble kneTkn" (transgenic cells) - kneTkn, TpaHCeKTUPOBaHHbIE OOHUM (UMW HECKOSBbKUMIN) YyXKepOaHbIM
reHoMm (reHamu) 1 BcriegcTeme 3Toro obnagaroLme xapakrepucTukaMmm n yHKUUSMU, KOTopble 0BbIYHO HE MPUCYTCTBYIOT
U NPUCYTCTBYHOT TOMNBKO MPU HU3KNX YPOBHSIX KCMPECCUMU B POAUTENBCKOW KIeTke.

Il. O6sa3aHHOCTHK

1. PyKoBOACTBO McnbiTaTenbHOM nabopartopumn



Bonblias 4Yactb 0683aHHOCTEN PYKOBOACTBA MCMbITATENbHOM NlabopaTtopumn sBRsieTca obwen n B paBHON Mepe
NPMMEHSAETCA AN PYKOBOACTBA UcCMblTaTenbHOW nabopatopum Mnpv BbIMNOMIHEHUU MCCMEQOBaHWWA in vitro u in vivo
(Hanpumep, TpeboBaHUSA K PYKOBOACTBY WCMbiTaTenbHOW nabopatopum O HeobxoaMMocTM obecnevnTb Hanuuve
JOCTaTO4HOro KONMU4ecTBa KBanuUUMPOBAHHOrO nepcoHana, COOTBETCTBYHOLLEro obopyaoBaHus U annapatypbl Ans
CBOEBPEMEHHOIO M Haanexailero npoBefeHus uccnegoBaHus). PyKoBOACTBO ucnbITaTeNnbHONM nabopatopum OOSMKHO
ObITb OCBEAOMIIEHO O TOM, YTO UCCeAoBaHME in Vitro MOXET COMPOBOXAATbCS BO3NOXEHNEM Ha HEro AOMOSTHUTENbHbIX
obs3aHHoCTEN. Hanpumep, pykoBOACTBO MCMbITaTeNbHOW nabopaTopun OOMKHO MPEeAoCTaBnsaTb rapaHTUM, TOYHOMO
NMOHUMaHWS NEePCOHaNoM UcMbITaTeENbHON NadopaTtopun BbINONMHAEMbIX (YHKUMIA. [Ns nccnegoBaHUn in vitro 310 MOXeT
TpeboBaTb HeobGXOOMMOCTM MpoBeAeHus crneuunanbHoro obydeHus nepcoHana wucnbiTatenbHon nabopatopum
acenTnyeckuM npoueaypam un obpalleHunio ¢ bronornyeckn onacHbiMn matepuanamu. [Ins nccnegosaHus in vitro moryT
notpeboBaTbCA BbIOENEHNE CrneumanbHbIX 30H W BLINOSIHEHWE MNPOUEAyp ANs NPeaoTBpaLLeHUs 3arps3HeHust TecT-
cuctembl. Kpome TOro, pykoBogCTBO UCTbITaTENbHOM nabopatopyn SOMKHO 0b6ecnednTb COOTBETCTBUE MCMbITATENbHON
nabopatopun TpeboBaHMAM MNPUrOQHOCTU AN MccneqoBaHusA. [nsi HEKOTOPbIX MccnedoBaHu in vitro Tpebyetcs
NnpUMeHeHNE B NPoLEcCe UCCEeAoBaHNS UCKITIOUNTENBHO NAaTEHTOBAHHLIX MaTtepuanoB unm HabopoB. HecmoTpa Ha To
4YTO MaTepwuansl, UCNOMb3yeMble B UCCNEeL0BaHMM, COOTBETCTBYIOLLEM NpaBuniamM Hagnexailen nabopaTtopHON NpakTukm
EBpasmnickoro 3KOHOMMYECKOIO CO3a, yTBEPXXAAaeMbiM EBpasnincKkon SKOHOMMYECKOW KOMMUCCUEN (ganee - npaBuna),
OOIMKHbI NPOM3BOANTBCA U TECTUPOBATBCS Ha COOTBETCTBME C MCMONMb30BaHMEM HaAsiexallen cMcTeMbl KayecTBa (TO
€CTb OCHOBHYH) OTBETCTBEHHOCTb 32 WX COOTBETCTBME TPebOBaHWsIM MpaBWil HECET M3rOTOBUTENb WM MOCTaBLLMK),
00513aHHOCTbL PYKOBOACTBA WCMbITATENbHOM nabopatopuy NOATBEPAMTb, YTO 3TO TECTMPOBaHWE Ha COOTBETCTBUE
COOTBETCTBYIOLMM 06pasoM BbINOMHEHO MyTEM OLIEHKU OeATENnbHOCTU, METOAMK M MONMMTUK B obnactu kadyectsa y
NMOCTaBLUMKOB NPOAYKLNN.

PykoBoguTtens nccrnenosaHus

O6wme 0bszaHHOCTH pykoBoguTend nccrnenoBaHua, yka3aHHble B npaBuiiax, He 3aBUCAT OT TUMNa uccnegoBaHnAa 1
NMPUMEHAITCA K WUCCNegoBaHUAM in vitro. PyKOBOD,VITEJ'Ib ncecnegoBaHnda npoaosrkKaet ABNATbCA [MaBHbIM U
€[OVHCTBEHHbIM NNLOM B obecrnevyeHun KOHTpONA unccnenoBaHna U HeceT OTBETCTBEHHOCTb 3a obuiee npoesegeHmne
ncecnenoBaHnAa U Ct)OpMMpOBaHI/Ie 3aKM4YMTENBHOrO oTyeTa 06 nccrnegoBaHuN.

B uccnenoBaHusax in vitro pykoBoautenb MccrenoBaHUst AOMKEH yaensaTb ocoboe BHMMaHWE AOKYMEHTanbHOMY
odopmneHnto 060CHOBaHNS BbliGopa U XapakTEPUCTUKN TECT-CUCTEMbI, TO €CTb €ro 0083aHHOCTM B UCCNEQoBaHMsX in
vitro Gonee cnoxHbl OnS Hagnexauwero ocyllecTeneHus. lcnonb3oBaHue onpeaeneHHbIX BWMOOB OpPraHM3MoB
HeobxooMmMo 0O6OCHOBLIBaTb MyTEM [OKYMEHTanbHOIro NOATBEPXKOEHUS XapaKTepWUCTUK, KOTopble genawT uX
noaxodslled MOAenblo ANs OLEHKUM WHTepecylowmx uccriegoBatens adydpekToB. XapakTepucTuka onpeaeneHHoro
KMBOTHOTO MOXET ObiTb BbINONHEHA MNyTeM COCTaBMEHUs [OOKYMEHTa C yKasaHWeM Buaa >XKWBOTHOIO, LUTamma,
cyblTamma, UCTOYHMKA NOCTaBKK, Beca Tena, nona v BospacTa.

Ona obocHoBaHWs BbIOOpa TECT-CUCTEMbI, B YacTHOCTM, TpebyeTcsi, 4TOObl pyKOBOAWUTENb WCCIEeLoBaHUSA
OOKYMEHTanbHO MNOATBEpPAUN, YTO METO4 uccnenoBaHust Gbin 0gobpeH YNoOSIHOMOYEHHbIM OpraHoM (3KCNepTHOM
opraHu3aumei) rocyaapcTea - YneHa EBpasuiickoro 3koHOMUYECKOro coto3a (aanee - rocy4apCTBO-UreH) unn sBnsercs
CTPYKTYPHO, (PYHKUMOHANBLHO U (MNN) MEXaHMYECKM aHanornyHbIM odumumanbHo ogobpeHHOMY 3TaroHHOMY MeToay
nccneposaruin. MNepes McNonb3oBaHWEM HOBbLIX METOLOB MUCCHEAOBaHWUNA, SIBNSIOLMXCS CTPYKTYPHO, PYHKLMOHAMNBHO 1
(V1) mexaHu4eckn cxodHbIMU C oduUManbHO OO0OPEHHBIM 3TaNoOHHLIM METOAOM WUCCredoBaHWiA, PYKOBOAUTENMb
nccnenoBaHuA OomKeH npenoctaBuUTb OKYMEeHTanbHOEe noaTBepXaeHmne o ToM, 4To HOBbIN MeTo[ I/ICCJ'IeLI,OBaHI/IIZ nveet
conoctaBuMyto 3(pheKTMBHOCTb MPU OLIEHKE MoKasaTenel uccreqyemoro BeELLEeCTBa (NEeKapCTBEHHOrO CpeacTsa) C
NMOMOLLIbIO Hagexallero obpasua cpaBHeEHMS (KOHTPOMbHOro obpasua).

[okymeHTanbHoe odopMIieHMe XxapakTepPUCTUK CUCTEM in Vitro MOXeT oKasaTbCs 3aTpyAHUTENbHbIM. HecMmoTps Ha
TO 4YTO PYKOBOAMTENb WUCCNEAoBaHWs, C MOMOLLbI MOCTaBLUMKa NPOJyKuuMW, B psife cryyaeB MOXeT ObiTb cnocobeH
OOKYMEHTarnbHO MNOATBEPAUTE HEKOTOpble XapakKTEPUCTUKN TECT-CUCTEMbI (HampuMMep, FMHUIO KIEeTOK, BO3pacT
(naccaxu), NPoUCXOXKOEHME), OH TakkKe OOIMKEH OXapakTepu3oBaTb TECT-CUCTEMY, LOKYMEHTANbHO 3adMKCUpOBaB, YTO
OHa obecneymBaeT HeOOXOOUMYIO HAOEXHOCTb MPU OLlEeHKe nokasaTenewm uUccrneayemoro BelecTBa (NekapCTBEHHOro
CpencTBa) C MOMOLLBK Hagnexawero obpasua cpaBHEHUSA (KOHTPONbHOro obpasua), BKI4vasi, Npu HeobxoammocTy,
OOBbEKTbI MOMOXUTENBHOIO, OTPULATENBHOIO KOHTPOMSA, HeobpaboTaHHOro KOHTpons M (unm) oO6bLEKTbl KOHTPOSS
pacTtBopuTenen. B ocobbix crnyyasix [OMycKaeTcss MCMONb30BaHWE MATEHTOBAHHbIX MaTtepuanoB unvM HabopoB Anis
NnpoBefeHNst UCMbITaHu in vitro. HecMoTpsi Ha To, 4YTO 3(PEKTMBHOCTbL TakUX MaTepuarioB WU MCNbITATENbHbIX
HabopoB AomkHa OblTb rapaHTUpoBaHa MOCTaBLLMKOM, MPOU3BOAMTENEM WM NaTeHToobnagaTernem, PyKOBOACTBO
ucnblTatenbHoOW nabopaTtopmMm HECET OTBETCTBEHHOCTb 3a TO, YTO BblOpaHHLIN MOCTaBLUMK COOTBETCTBYET KpUTEpPUSIM
KayecTBa, KaK 9TO yKa3aHO Bbllle (HanpuMep, NyTeM MPOBEPKM AeATENbHOCTU, METOAMK M NMOMUTUKM B 0bnacTu kayecTBa
nocTaBLUuKa NpoAayKumun). PykoBoguTens MccrneqoBaHusa OTBEYAET 3a NOATBEPXKOEHME TOT0, YTO XapaKTEPUCTUKN AaHHbIX
mMaTepuanosB UM HabopoB OENCTBUTENbHO OTBEYatloT TpebOBaHMAM K KAYeCTBY M HAOEXHOCTM pe3ynLTaToB NPoBeAEHMS
nccrnenoBaHnst M Y4TO Habopbl Ans NPoBedeHMs1 UCCrenoBaHUs AOMKHbIM 0Bpa3oM BanuaupoBaHbl M NOAXOAAT 45N
npegHasHa4yeHHoON uenu npuMeHeHusi. TOoCKONbKy KayecTBO M HAAEXHOCTb 3TUX MaTepuanoB UMM UCNbITaTeNbHbIX
HaboOpoOB HaMpsiMyld BAUSIOT Ha KayeCcTBO W HAOEXHOCTb pe3ynbraToB MWCCRedoBaHus, HeobxogumMo, 4TOObI
PYKOBOAMTENb MCCMEQOBaHUS TLWATENBHO M3YYWi U KPUTUYECKU OLEHWM MOSHOTY U NPUEMNEMOCTb AOKYMEHTauun no
KOHTPOIK KayecTBa, NPEACTABMNEHHYIO NMOCTaBLLMKOM. PykoBoauTenb MccneqoBaHUst OOMKEH ObiTb cnocobeH OLeHUTb



COOTBETCTBMNE CUCTEMbI Ka4veCTBa, I/ICI'IOJ'Ib3yeMOI7I n3rotosutenem, 1 UMeTb B HarM4nm OOKYMEHThI, Heobxoanmble Ons
OUEHKN nNpUrogHoCTn TeCT-CUCTEeMbl A5 WUCNONb30BaHUA B paGOTe ncnblTaTenbHom na6opaTova| (Hanpmmep,
pesynbrartbl nccnenoBaHumn XapaKTepUCTUK TeCT-CMCTeMbI).

MepcoHan, y4acTByIOLIMI B UCCNEeaoBaHNM

MepcoHan, y4yacTBYWOLWWUA B UCcreOoBaHWW, OOMKeH TwaTenbHO cobrniogatb TpeGoBaHWA K acenTUYecKUM
ycrnosuaM (ecnv 3TWM YCNOBUS MPUMEHSIIOTCA B UCMbITaTenbHoW nabGopaTopun), BbIMOMHATL COOTBETCTBYIOLIME
npoLeaypbl NPy NPOBEAEHUM UCCIEeA0BaHWIA in vitro, YTOBbl 3GexaTb NaTOreHHOro 3arpsi3HEHUsSI TECT-CUCTEMBDI.

lMepcoHan, yyacTBylLMA B WUCCMEAOBaHUN, OOIDKEH MPUMEHATb HeOoOXOooMMble METOOUKM U TEXHUKW, YTOObI
n3bexartb NePEeKPECTHOro 3arpsi3HEHNS Mexay TeCT-CMcTeMaMm U 06ecnevnTb YNCTOTY UCCIEA0BaHNS.

MepcoHan uccriefoBaHWs OOMKEH 3HATb U CTPOro NMPUAEPXKMBATLCA TPeOOBaHWI K U30MMPOBAHUIO TECT-CUCTEM U
TpeboBaHW K WCCMedoBaHWsSIM C MpYMeHeHWeM GMomnorMyecku onacHblX MatepuarnioB. Bo Bpemsi npoBefeHus
nccnefoBaHuii in vitro cnegyeT NpUMeHsTb Haanexalime Mepbl NPeAoCTOPOXHOCTU, YTOObI CBECTU K MUHUMYMY PUCKU
MpY UCMONb30BaHUM ONACHbBIX XUMUYECKUX BELLIECTB.

I1l. ObecnevyeHne KavecTBa

HeatenbHOCTb, cBA3aHHast ¢ cnyxbon obecneyeHunsa kadectea (ganee - COK), He3HaunTeNbHO pasnuyaeTca Ans
uccrnegosaHui in vitro u in vivo. WccnegoBanus in vitro B oTAenbHbIX Crydyasx MOryT KnaccuduumpoBaTbCs Kak
KpaTKOCPOYHbIE MCCINEeaoBaHUs; B TakMX Cry4vasix nNpumeHsitoTcst TpeboBanusa npunoxenns N 6 k npasunam. Takum
obpasom, nogobHble MccnegoBaHus MOryT ObiTb MpouHcnekTupoBaHbl COK, ecrnm 370 yCTaHOBMEHO M [OMYyCKaeTcs
3aKoHO4aTeNbCTBOM OCY4APCTB-YNIEHOB, HA OCHOBE MpOrpamMmbl MHCMEKTMPOBAHWUsSI npoueccoB. [paBuna TpebyioT,
yTobbl COK MHCnekTnpoBana, rnaBHbIM 06pa3om, kputnyeckue ¢asbl UCCNEAOBaHUA, NOITOMY HeobxoauMMmo, YTOObl B
nccnegosaHusx in vitro COK 6bina nonHOCTLI0 OCBEAOMIEHA O TOM, YTO U3 cebs NpeacTaBnsalT Kputmdeckue dasbl u
KpUTMYECKNE acneKTbl Takux mMccrieqoBaHui. PykoBoguTento uccnenoBaHus, BeQyLMM MUccnegoBaTensiM U nepcoHany,
yyacTByloLLEMY B MCCIefoBaHUN, HEOOXOAMMO COBMECTHO pa3paboTaTb pykoBOACTBO No npoBeaeHuto nHcnekumi COK B
COOTBETCTBYOLWMNX obnacTax. Mockonbky nporpamma obecrnevyeHnst KadecTBa JOMKHa 06A3aTeNbHO PacnpoCTPaHATLCSA U
Ha crneuunanbHble acnekTbl UccneaoBaHui in vitro, obpasoeaHne n obyyerHne nepcoHana COK gomkHo ObiTb HanpasBneHo
Ha CNOCOBHOCTb YCTaHOBUTL MOTEHUManbHble Npobnemsl B cneumdunyeckmx obnacrsax nccrnegosaHus in vitro.

Cneundudeckne obnactu uccnegoBaHus in vitro, noanexaiive WHCNEKTMPOBAHUIO, MOrYT BKMYaTb B cebs
cneayoLwme npoueaypbl 1 Mepbl (HO HE OrpaHNYMBaOTCS UMK):

MOHUTOPUHI  BITUAHUA I'IapTI/II7I KOMMNOHEHTOB KIEeTOYHbIX W TKaHEeBbIX KynbTypalbHbIX cpen, ABNAKLWNXCA
KPUTUYECKN BaXHbiMU AN 9DMEKTUBHOCTM TeCcT-CUCTeMbl (Hanpumep, deTanbHas Tensybs CbIBOPOTKA), U OPYyrux
MaTtepuanoB Ha 3EKTUBHOCTb TECT-CUCTEMBbI;

oLeHKa 1 obecrnevyeHne yHKUMOHaNbHoro n (unmn) mopdonornyeckoro craryca (M LEeNOCTHOCTU) KNETOK, TKaHeN 1
APYrMX MHONKATOPHbIX MaTepunaros;

MOHUTOPWUHI NMOTEHUUANbHOIo 3arpA3HeHna 4yxepoaHblMU KrneTtkamu, MukoniasamMamMmm n apyrmmm natoreHamu munm
apyrmmm CﬂyHaVIHbIMM areHTamu;

ouncTKa 1 obessapaxvBaHvue obopyOoBaHWsS U annapaTtypbl U CBEAEHME K MUHMMYMY MCTOYHMKOB 3arpsi3HEHWS
nccnenyemblix arIeMEHTOB U TECT-CUCTEM;

obecrneveHne Haanexallero UCnonb3oBaHnst U 06CYXUBAHKSA creunanmM3mpoBaHHOrO 000pyaOBaHNS;
obecrneveHne Hagnexatllen KPMOKOHCEPBALMN U BOCCTAHOBIIEHUS KIETOK U TKAHEW;
obecneveHne Hagnexalmx YCrioBUi ans 3BreYeHnii MaTepuanoB Nnocrne XpaHeHnsi B 3aMOPOXEHHOM COCTOSIHUW;
obecneveHne CTepUNbHOCTU MaTepmarnoB U NOCTaBOK, UCMOMb3yeMbIX OJ1S1 KNETOYHbIX U TKAHEBbLIX KyrbTyp;
NoAAep)KaHne COOTBETCTBYIOLLENO pasfeneHns Mexay pasnuyHbiMy UccrnefoBaHNsiMU U TECT-CUCTEMaMM.
IV. MNomeLleHuns
1. O6wume TpeboBaHus

MpaBuna ycTaHaBMMBAalOT, YTO WCMbITaTenbHble naGopaTopuy OOMKHbI COOTBETCTBOBaTb TpeGoBaHUAM,
npeabsiBNAeMbIM K KayecTBY W HAOEXKHOCTM pPe3ynbTaToB BbIMOMHSAEMbIX B HUX MCCNeOdoBaHWin, a Takke 4YTo B
ncnblTatenbHOW nabopatopuv creayeT MoAAEepPXKMBaTh COOTBETCTBYHOLLEE pasfeneHne obsasaHHOCTel nepcoHana
MeXay pasnuuHbIMKM BUAaMK OesTeNbHOCTU, 4To6bl ofbecneunTb Hadnexailee u GecnpensTCTBEHHOE BbINOMHEHWe
KaXkgoro uccrefoBaHus in vitro. [lna nposegeHus uccnegoBaHuil in vitro kak npasBuno HeoBxoaMMo orpaHuyYeHHoe
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paboyee NpPOCTPaHCTBO 1 He TpebyeTcsa BblAeNeHns cneumanbHbIX NOMEeLLEeHNI, B KOTOPbIX He AOMYCKaeTca NpoBOAUTb
Apyrue JOKNMHUYECKMe (HeKNMMHWYECKMe) uccneqoBaHus, NOSTOMY MpU NPOBedEeHUVM MccrnegoBaHui in vitro cnepyet
NpeanpuHATL Mepbl B Lensax obecneyeHns Hagnexawero pasgeneHus pasnuyHbIX nccnegoBaHun in vitro, npoBoauMbIX
OOHOBPEMEHHO B OOHOM 1 TOM e 30He (MOMEeLLEHUM).

2. MNomelleHus Ans TeCT-CUCTEM

Ona obecnevyeHnss M30MAUMM TECT-CUCTEM HeoBXoaMMO WMETb B HanMMyMM [O0CTaTOMHOE KOMMYecTBO 30H
(nomeLueHuiA), 4YTOObl CBECTU K MUHUMYMY BO3MOXHOCTb 3arpsi3HEHWSI TECT-CUCTeM. BO3MOXHOCTb MOTeHUManbHOro
3arpsi3HeHUs, NePeKPeCTHOro 3arpsi3HEHNs, UN NepenyTbiBaHNs OGLEKTOB He OOIMKHA YrpoXaTb LIeNTOCTHOCTM KaXdom
N3 TECT-CUCTEM W OTAENbHbIX UCCIEeaoBaHUA.

Honyckaetcs MHKYOUPOBaTb KNETKU UMK TKaHW, y4acTBYHOLWME B PasfNYHbIX UCCNEAoBaHNAX, B OAHOM U TOM e
nHkybaTope npu ycrnoBuM, YTO WX pasgerneHne obecnevyeHo B [JOCTAaTOMHOW CTeneHW (Hanpumep, HaHeCEeHbI
COOTBETCTBYIOLME MOEHTUDUKATOPLI, METKM WM UCMONb3YeTCs pasderbHOe pasMelleHne OObeKTOB Ansl OTNM4uMs
nccnegoBaHuin U T.A.), U HA OOUH WCCreayeMblii KOMMOHEHT He SBMSETCA OOCTATOYHO NETyYuM, YToDbl 3arpssHUTbL
apyrme ob6bekTbl UCCNEAOBAHUSA MPU COBMECTHOM NHKYOMPOBaHUN.

PasgeneHne kpuTudeckmx a3 uccrnegoBaHWn MOXET ObiTb BO3MOXHBIM He TOMbKO B MPOCTPaHCTBE, HO U
BpeMeHn. MaHunynsums ¢ KNeTOYHbIMU UMK TKaHEeBbIMW KynbTypamu (Hanpumep, npouenypbl CyOKynsTUBUPOBaHWS,
pobaBneHue nccnegyemoro anemMeHTa M T.J.) Kak npaBumo, BbIMOSHSAETCA B 30HaX C BePTUKANbHLIM NaMUHaPHLIM
BO3[1yXONMOTOKOM B Lensax obecrnevyeHnss CTepUrbHOCTM M 3aluTbl TECT-CUCTEM, MepcoHana, y4yacTByloLWero B
uccnenoBaHUM W OKpyxawwen cpegbl. B Takom cnyyae coOOTBETCTBYHWLLEE pasgeneHne ana npenoTBpalleHuns
NnepeKkpecTHOro 3arpsA3HeHuss Mexay OObekTamu pasnuyHbiX WCCNefOoBaHUN MOXHO obecneynTb MNyTem
nocrnenoBaTebHbIX MaHUMYNSALUIA C UCNbITaTENbHBIMU TECT-CUCTEMAMM, UCTIONb3YEMbIMU B KaXXAOM U3 UCCIIeQ0BaHuN, C
MOMOLLbI TLATENBHOW OYUCTKM U obe33apaxuBaHus (cTepunusauumn) paboymx MoBepxHOCTen kabuHeTa W
COOTBeTCTByloLEero nabopaTtopHoro o6opyooBaHMs, WCMOMb3yeMOro Ha pasfnuyHbiX 3dTanax WccnegoBaHus (npwu
HeobxoanmocTh).

BaxHbIM acnekTtoMm npoBedeHWUs UCCNedoBaHWW in vitro SBNSETCs Hannume OTBEeAEHHbIX 30H (MOMELLEeHW) co
cneumanbHbeiM 06opygoBaHMeM, obecneynBaroLLMx JONrOCPOYHOE XpaHeHue TecT-cucteM. ObopynosaHme (B TOM vncne
KOHTEMHEepPbI A1 XpaHEHMUS) OOIMKHO obecrnevmBaTb HEOOXoaNMbIE YCINOBUS AN COXPAHEHUS LIENOCTHOCTU TECT-CUCTEM
B TEYEHMEe ONIUTENbHOIO BPEMEHM.

3. MomelleHusa ans obpaboTku uccnegyembix BELLECTB
(nekapcTBeHHbIX cpecTB) 1 06pa3LoB CpaBHEHUS
(kOHTpOnbHLIX 06pa3LoB)

TpeboBaHus npaBun kK 0bpaboTke mccrnegyeMbix BeLLEeCTB (NekapCTBEHHbIX CPeacTB) M obpasuoB CpaBHEHUS
(KOHTPONbHBLIX 06pa3LIOB) B OTHOLUEHUM MPEAOTBPALLEHUA UX NEPEKPECTHOrO 3apaXXeHUs1 B paBHOW Mepe OTHOCATCH K
0ObIYHBIM MCCNegoBaHUAM U NUCCreqoBaHnsM in vitro. [Npu npoBeaeHMM uccnegoBaHuim in vitro HeobxoguMOo yuYnTbIBaTb
OOMONHUTENBHBIN aCcMeKT: NMOCKONbKY cobnogeHne CTepUIbHOCTU ABMASETCA KPUTUYECKMM (hakTopoM ANns Haanexallero
NnpoBeAeHNst UCCeqoBaHuUi in vitro, cnegyet o6ecnevnTb, YTOObI MOMELLEHUSA UK 30HbI, UCMOMNb3yeMble ANsi NOArOTOBKU
N CMeLUMBaHUS UCCredyeMbIX U STaNOHHbIX BELLECTB C HOCUTENAMU (CBA3YIOLMMWU BeLlecTBamu), ObiNn OCHAaLLEHbI
Taknm obpasoM, YTOObI MOXHO ObINo paboTaTb B aCENTUYECKMX YCIOBUAX U TEM CaMbIM 3aLLUTUTb TECT-CUCTEMY U XO4
BCEr0 WCCrefoBaHMsl B LIENIOM MyTeM CBEOEHUS K MUHUMYMY BO3MOXHOCTM 3arpsi3HEHMsI B MPOLECCe MOArOTOBKU
TECTUPYEMbIX U CTaHAAPTHbIX 0ObEKTOB (06pa3LOoB).

V. O6opynoBaHue, MaTepuarbl U peareHTbl

CraHgapTHble TpeboBaHus, KOTOpble MNPeAbSABMASTCA K annapaType, MCMNonb3yeMoW B MCCIeoBaHWUsX,
NPOBOAMMbIX B COOTBETCTBMM C MpaBuiiaMu, B paBHOW CTENEHN NMpUMEHNMbI U K annapartype Anst UCCefoBaHui in vitro.
OpHako, umeloTca cneuunanbHble TpeboBaHMSA M OCOBEHHOCTU, KOTOpble HeobXxoAMMO Y4uuThbiBaTb B pamkax
nccnegoBaHui in vitro. [1na OCTOBEPHOCTU M HAOEXHOCTU pPe3ynbTaToB KaXKaoro MccnenoBaHus in vitro Heobxogmmo
obecneunTb Hagnexawme ycroBus Ansd MCMNonb3yemoro obopydoBaHUs, T.e. HY)XHO MPOBOAWUTbL €ro peryrnsipHoe
TeXHMYeckoe obcnyxuBaHue (Hanpumep, LWKadgoB C BEPTMKANbHbIM JlTAMUHAPHBIM BO34YXOMOTOKOM MM MHKYDaTopoB),
KOHTPOIb M KanubpoBKy (HanpMmep, MUKPOBECOB M MUKPOMMUNETOK) (Npy HeobxogumocTn). Onsa cneunannampoBaHHOIO
obopynoBaHust crieqyeT 3apaHee YCTaHOBUTb KpUTUYECKMe napameTpbl, Tpebylolime MNOCTOSAHHOrO KOHTPONSA unu
KOHTPONA npeAernbHbIX OTKIIOHEHWN BEMUYMHBI, @ TakKXe MNPUMEHATb YCTAHOBKY CneuunanbHbIX YCTPOMCTB,
CUrHanM3upyrLwmnx o6 OTKNOHEHWUM NapamMeTpoB.

TpeboBaHua npaBun K peareHTam B OTHOLIEHWA WX MapKMpOBKWM M CPOKOB FOOHOCTM B paBHOW CTENeHu
NPUMEHSIIOTCS U K peareHTam, UCnosibdyeMbiM A5 nccrnegoBaHui in vitro.

VI. TecT-cucremsl

TecT-cuctembl in vitro - 310, Kak npasuno, Ouonormyeckne CUCTEMbI, XOTA B YaCTHbIX cny4yadax B KayecTtBe



anbrepHatTBbl CTaHAapTHbIM UCCleaoBaHUAM in vivo, MOTyT UCNonb3oBaTbCA (*)VISVIKO-XI/IMI/ILIECKVIG TECT-CUCTEMDbI
(Harlpmmep, KOMMNNEKT reHos And TOKCVIKOFeHOMVIKVI), nnbo apyrme aHanutun4eckme metonorormm (Hanpl/lmep, npu
n3yvyeHmmn TOKCMKOMeTa6OHOMI/IKI/1). McnbiTatenbHble Ha60pbl, BKMO4YaA nNaTeHTOBaHHbIE WCNbITATElIbHbIE Ha60pb|,
AOJDKHbI TaKXXe CHUTaTbCA TECT-CUCTEMaAMU.

1. YcnoBsus gna cogepxaHus (XpaHeHus ) TeCT-cuctem

CrneayeT 3apaHee yCTaHOBWUTb TpeBoBaHUS K COAEpPXaHWIO (XpaHeHWIo) TeCT-CUCTEeMbI, NoadepXKuBaTb U BECTU
MOHUTOPUHI BHELIHMX (DaKTOPOB HeobXoauMbIX A1t obGecnevyeHuss KayectBa M LIENOCTHOCTU TECT-CUCTEMbI BO BPeEMS]
XpaHEeHUsi U B Xo[le CaMoro UCCreqoBaHus.

Ons koHTpons obecnevyeHusi YCIOBUIA coAepaHusi (XpaHeHWsl) TecT-CUCTEM MNPUMEHSIIOT Npoueaypsl
[OKYMEHTasbHOro yyeTa:

BblOOpa TpeboBaHMIN K COAEPXKaHWIO (XpaHEHWIO) TECT-CUCTEM;
nogaepxaHus 3agaHHbIX NapameTpoB A BHELLHUX (DaKTOPOB;

MOHUTOPUHI »KNM3HEecnocobHOCTN ” PEeaKTUBHOCTU TECT-CUCTEeMbI, BKIKO4Yaa pernctpadmio Konnyectea nepecesoB
KNEeToK M nokasartesnn BpeMeHn yaBoeHnda nonynaunn.

CnepyeT peructpvpoBaTb YCMOBUA OKpyXawowen cpeabl (Hanpumep, YpOBEHb XWAKOro a3oTa B cUCTeMe
KPUOKOHCepBaLMM AN XpaHeHUs, TemnepaTtypy, BNaXXHOCTb M KOHLEHTPaLMIo YINEeKMCnoro rasa B MHKybaropax 1 T.4.), a
Takke nobble MaHWNyNsauuKM C TecT-CUCTEMOW, Heobxoaumble ANS MNOAAepXaHWs ee KavecTBa M LEeNOCTHOCTU
(Hanpumep, o6paboTka aHTUOMOTMKaAMM UM NPOTUBOrPUOKOBBLIMU CpeacTBaMu, CyOKynsTMBMPOBaHWe, n3bnparenbHoe
KynsTUBMPOBaHWE [AONA CHWXEHUSI 4YacTOTbl CMOHTaHHbIX COObLITUIM MyTauuin). CoxpaHeHue Hagnexawmx YCrnoBun
OKpy>XatoLLen cpefbl BO BPEMS XPaHEHNS TECT-CUCTEMbI B BOSbLUEN CTeNeHN BNNSET HA KAaYeCTBO AaHHbIX, MONnyvyaeMblX
OT TecT-cucTembl in vitro, 4yem OT 0OBbIYHOM OMOMOrMYECKON TECT-CUCTEMbI, B CBA3WM C 3TUM peructpauus YCrioBun
codepXaHus M XpaHeHus TecT-cucTeM in vitro gaBnseTca obsasaTenbHbiM yCNoOBMEM MNOATBEPXAeHWs KadecTBa W
HaEXHOCTW NOMNYyYEHHbIX AaHHbLIX OT 3TOr0 BUAA TECT-CUCTEM.

2. HepaBHO nonyyeHHble (HOBbIE) TECT-CUCTEMBI

[okymeHTaLMio, NoMy4YeHHYI0 OT NoCTaBLUMKa TECT-CUCTEM in Vitro U copepkallimecsi B Hel cBegeHus (Hanpumep,
MPOMCXOXOEHUE TECT-CUCTEMbI, BO3pacT (YMCNO naccaxen), BpeMsi yOBOEHWUSI KNETOK M MpoYMe COOTBETCTBYHOLLME
XapakTepPUCTMKXA, MOMoratwowmne naeHTMuLMpoBaTe TECT-CUCTEMY), HEOOXOAMMO NpPOAHanu3MpoBaTb U COXpaHUTb B
3anucsax uccrnegoBaHus. [ns OUEHKM KM3HECMOCOBGHOCTM, MpUrogHOCTU (Hanpumep, (YHKUMOHANbLHOTO W (KUnn)
MOPCONOrMYECKOro cTaTyca KNeToK M TKaHeW, UCTbITaHUs Ha HanvuMe W3BECTHOro MU NpeanoraraemMoro MMKpoGHOro
WNU BUPYCHOrO 3arpsi3HEHMs) U YYBCTBUTENbHOCTUM TECT-CUCTEMbI CrefyeT WCMnonb3oBaTb MpeaBapuUTenbHO
YCTaHOBMEHHblEe KpuTepuu. PesynbraTtbl TakoW OLEHKU KU3HECMOCOGHOCTM, MPUIOAHOCTU M YYBCTBUTENBHOCTU TECT-
CUCTEMbI AOMKHbI 0POPMAATHECSA AOKYMEHTANbHO U BKIOYMATLCA B PErMCTpaLMOHHbIe 3anncy 06 uccnegosaHum. Ecnu
Takasl OLEeHKa HeBO3MOXHa (Hampumep, MpU MCNOMb30BaHWM KYNbTYp MEPBUYHBLIX KNETOK UM "BOCCTaHOBMEHHBLIX
opraHoB") Mexzay MOCTaBLUMKOM W Monb3oBaTenem AOMmKeH OblTb YCTaHOBMIEH MEXaHWM3M OLEHKM U AOKYMEHTarbHOro
obopMNEeHUst NPUrOAHOCTN TeCT-CUCTEMbI. [JaHHble MOHWUTOPWHIA U perncTpauum 3eKTUBHOCTU TECT-CUCTEMbI B
OTHOLLUEHMU peakuuM Ha OOBLEKTbl OTPULUATENbHOMO M MOMOXMTENbHOMO KOHTPOMS MOFYT CRAYXWUTb [OCTaTOYHbLIM
[0Ka3aTenbCTBOM YyBCTBUTENbHOCTM KOHKPETHOM TecT-cucTembl. Kakne-nnbo BbisiBNEeHHbIE NPOBnembl ¢ TECT-CUCTEMOW,
KOTOpble MOryT MOBMWUSITb Ha KavyecTBO, AOCTOBEPHOCTb W HAOEXHOCTb Pe3ynbTaToB WMCCEefoBaHusl, AOMKHbI ObiTb
ohopMIEHbI AOKYMEHTArNbHO M MpoaHanu3npoBaHbl B 3aknounTernibHOM oTyeTe. CriefyeT yBeooMisTb NMOCTaBLUMKa O
BbISIBNIEHNM NPOBNEM C NOCTaABNEHHLIMW UM TECT-CUCTEMaMU U1 MOMYyYaTb OT HEFO OTYETbI O MPUHSTHIX KOPPEKTUPYHOLLMX
mMepax.

3. 3anucu o TecT-cuctemax

MpaBuna TpebyloT XpaHeHus 3anucen 06 MCTOYHMKAX MOCTaBKW, AaTe MOCTYMMEHUs U OUEHKe COCTOSHWUS TecT-
CUCTEM MpK UX NOCTYMMEHWN B UCMbITaTenbHyo naboparopuio. [na KNeTok 1 TKaHeW Takue 3anucu AOSMKHbI BKMYaTh
He TOMbKO HEeMNOCPEeACTBEHHbIN WMCTOYMHWK MOCTaBKM (Hanpumep, KOMMEPYECKOro MOoCTaBluMKa), HO W WUCTOYHUK
NMPONCXOXOEHNSA 3TUX KNETOK U TKaHeW, TO eCTb ykasdaHwe, oTkyAa Oblnu BblAeneHbl KIeTKM WUnu TKaHu (Hanpumep,
nepBUYHbIE KMETKN UMW TKaHW C OOHOPCKMMW XapakTepucTukamu, aganTUpoOBaHHbIE KMETOYHbIE JIMHUWU U3 U3BECTHbIX
NCTOYHMKOB U T.4.). [poune cBeaeHns AOmKHbI BKAOYaTb:

MeTOoA, MOCPEACTBOM KOTOPOro Obinv M3HavanbHO MOMNyYeHbl KMETKM WNM TKaHu (Hanpumep, nonyveHbl 13
3KCMNJ1aHTOB TKaHeI7I, nony4yeHbl nyTemMm ouoncun HOpMarnbHbIX U PaKOoBbIX TKaHeI7I, nony4eHbl NepeHoCcoM reHoB nyTem
nnasmMngHon TpaHcekuumn nnu BUPYCHOM TpaHCOyKuumM 1 T.4.);

XPOHOIOTUIO XPaHEHUS;

KONMMYECTBO Nacca)Kemn KNeTOYHbIX NUHUN;



YCIOBWSA KyNbTUBMPOBAHUS U MHTEpBarbl CyOKyNsTUBUMPOBaHHS;
YCIOBUS! 3aMOpaXnBaHus (pa3amopakuBaHus) 1 T.4.

[na TpaHCreHHbIX TecT-CMCTEM HeoBXOoAMMO, TaK e, YCTAHOBWUTb MNPUPOdy TpaHcreHa W BecTu 3anucu o
COOTBETCTBYIOLLEM YMNpPaBIIEHNM IKCNPECCUEn TpaHCreHoB.

Cnegyetr ygensatb ocob0e BHUMaHWE Hagfexallen MapKMpoBKE TECT-CUCTEM BO BPEMS WX XPaHEHUs WU
NCNonNb30BaHWs, NPUHATbL Mepbl MO 06ecnedYeHnt0 N3HOCOCTOMKOCTM Tako MapkupoBku. CrnegyeT npuHUMaTb Mepbl Mo
obecneveHunio NpaBuITbHON MaeHTUMKaUMM UCNonb3yeMblX TECT-CUCTEM, B HYACTHOCTU, €CNU pa3mMep KOHTENHEPOB U
YCINOBUS WX XPaHEeHWst MOryT ObiTb KpUTMYECKMMWU pakTopamn [ns MapkUMpoBKM (Hanpumep, ucCnonb3oBaHue
KprMOCOCya0B, MOMELLEHHbIX B XXMAKWI a30T, pa3MeLLeHne HECKOMNbKUX TECT-CUCTEM, XpaHALWMXCSA B 1 KOHTeHepe).

TpeboBaHus npaBun K TeCT-CUCTEMAM W peareHTaMm B OTHOLIEHUW MapKMpPOBKM U CPOKOB WX XPaHEeHUsi
NPMMEHSAITCA K Habopam AN nNpoBegeHust UCNbITaHWi, MCNOoMb3yeMbiM B KayecTBe TeCT-cMcTeM in vitro. Bce Habopbl
ANs UCMbITaHWN, UCMOMNb3yeMble B KayecTBe TeCT-CUCTEM UNW MHbIM obpa3oM (Hampumep, B aHanuUTUYecKux Lensx)
AOIMKHBI MMETb MapKMPOBKY C Yka3aHWeM cpoka rogHocTu. [poaneHne gaHHOro cpoka rogHOCTM MOXET OCYLLEeCTBNATLCS
TOMbKO Ha OCHOBE [AOKYMEHTanbHO O(OPMIIEHHOW OLEHKM unuM aHanusa. Habopbl Ong npoBedeHUs UCMbITaHWN,
ncnornb3yemMble B Ka4eCTBe TECT-CUCTEM, MPU UCTEYEHUN CpOKa rOAHOCTM OAHOIO M3 KOMMNOHEHTOB MOTYT noasepraTbes
OLEeHKe NpUrogHoOCTU, KoTopas oopMNAeTCA AOKYMEHTAaNbHO U CRY>XUT AOKa3aTenbCTBOM TOr0, YTO MOCMe UCTEYeHUs
CpoOKa rOAHOCTU peakums HabopoB He OTKNOHSETCH OT paHee onpefdereHHbIX (apxXMBHbIX) NokasaTenen KOHTPOons
(Hanpumep, 13 paHee 3aperncTpUpoBaHHbIX peakLuii COOTBETCTBYIOLLEN napTum HabopoB AN NPOBeAeHUS UCNbITaHUN B
OTBET Ha 0OBEKTbI NOMOXUTENBHOTO, OTPULIATENBHOMO KOHTPONS M (MNKN) KOHTPONSA peakTMBa (HocuTens, pasbaButens)).
[JokymeHTanbHO OhOPMIEHHOE peLleHne pyKoBoAUTENS UCCNEefoBaHUSA O NPOASIeHNM cpoka roaHOCTU Habopa AOIMKHO
CONPOBOXAATbCH NPUMNOXEHNEM A0Ka3aTENbCTB BbINOMHEHNS AaHHOIO BMOA OLIEHKW.

Bo u3bexaHne BO3MOXHOIO NepenyTbiBaHWsA, AOMKHblI ObiTb TOYHO OMpeaeneHbl HOMeHKNaTypa TecT-CUCTeM U
MapKMpOBKa TECT-CUCTEM, a BO BCEX 3anucaX, MOMy4YeHHbIX B OTAENbHbIX MUCCNeqoBaHWAX, AOMKHO MCMOMb30BaThCs
ochuumarnbHO NPUHSTOE B UCTbITATENbHON nabopaTopum 0603Ha4YeHne TeCT-CUCTEMBI.

VII. Tectnpyemble 1 cTaHAapTHbIE 0ObEKTLI (B TOM YMcie 06bEeKTbI
MONOXMTENBHOrO KOHTPOSS M OTPULLATENBHOIO KOHTPOIS)

Ona nonydeHusi, obpaboTkm, oTbopa npob, XpaHeHUs U ONpederneHusl XapaKTepUCTUK TEeCTUPYEMbIX W
CTaHZapTHbLIX 0Opa3sLOB, UCMONb3YEMbIX B UCCIELOBaHUSAX in Vitro, rae NpMMEHSTCA TECT-CUCTEMBI, HE NPELbSBMSETCS
HUKaKMX OONOMHUTENbHBIX creuunanbHbix TpeboBaHun, KpoMe nepevmcneHHbix B npasunax. MNpu obpaboTtke npob moryt
notpeboBaTbCsA acenTuyeckne ycrnoBus, YTobbl n3dexaTb MMKPOBHOMO 3apaXKeHUs TECT-CUCTEM.

OnpegeneHne KOHLUEHTpauuMM WM OOHOPOAHOCTU HeobxoauMo Ansi OOBLEKTOB MOMOXUTENBHOIO KOHTPOnNS,
OTpULATENBbHOIO KOHTPONSA U (MNM) KOHTPOMsS peakTMBOB (HOCUTensl, pa3daBuTensi), MOCKOMbKY Hanmunume 3TUx
nokasartenel MoXeT ObiTb 4OCTATOMHbLIM [0Ka3aTeNlbCTBOM KOPPEKTHOW, OXWOAeMON OTBETHOW peakuun TECT-CUCTEMbI
Ha 3TN 0OBEKTLI KOHTPONS.

Cpok rogHoCTV 06BbEKTOB KOHTPOSst (06pa3LoB) Takke MOXET ObiTb NPOANEH HA OCHOBaHWM OLEHKM UMK aHanmusa
OPOPMIIEHHDbIX [OKYMEHTanbHO. Takas oueHka MOXET COCTOosTb M3 [OKYyMeHTanbHOro 3adUKCMPOBaAHHOIO
NMOATBEPXKAEHUS TOro, YTO peakuuss COOTBETCTBYHOLIMX TECT-CUCTEM Ha OOBLEKTbl MONOXWUTENbHOIO KOHTPONS,
OoTpULIATENBHOMO KOHTPOMS U (MNK) KOHTPONS PEAKTUBOB HE OTKMOHSIETCSA OT apXMBHbIX NokasaTtenen 0GbeKkToB KOHTPONS,
XpaHALWMXCA B UCnblTaTeNbHOW nabopaTtopun. B cBow ouvepenb, AaHHble apxXuBHble MokasaTenu AOSMKHbl ObiTb
COMocTaBUMbI C ONyGMKOBaHHBIMU 3TANOHHBIMU NOKa3aTeNsIMU.

VIIl. CtangapTHble onepaumoHHble Npoueaypbl

B ponomnHeHve Kk npumepam, NpuBedeHHbIM B MyHKTe 52 npaBun, B CTaHOAPTHbIX ONepalMoHHbLIX npoueaypax
(oanee - COI) cnenyet onucaTb BUAbl AEATENBHOCTU M NPOLIECChI, cneunduryeckne ang uccnegosaHus in vitro. Takue
COIT gomxHbl BKMOYaTb (HO HE OrpaHNyYMBaTbCa MMK) cneayolime Buabl paboT UCMbITaTeNbHOro LEHTPa, CBA3aHHbIE C
npoBeAeHNEM UCMbITaHWN in vitro:

naGopaTopHble MpoLeaypbl: MOHUTOPUHI OKpYXalollel cpeabl Ha HanuMuMe naToreHHbIX MUKPOOpraHM3MoB B
BO3OyXe W Ha MOBEPXHOCTSAX OObLEKTOB, O4YMCTKA U Ae3nHdekuMs noMmelleHuidi u obopyaoBaHus, OeWCTBUS,
npeanpvHUMaemMble B criydae MHMEKUMU Mnu 3arpsisHEHUs B UCMbITaTeNlbHOM nabopaTopuy unm 30He NpoBeAeHUs!
UCMbITaHWS;

obopyaoBaHMe: WCMoMb3oBaHWEe, TEXHUYeckoe obCnyxuBaHue, KOHTPOSb MPOM3BOAUTENBHOCTM, ybopka u
obe3sapaxuBaHue 060pyA0BaHUSE U UHCTPYMEHTOB, UCMOSb3YEMbIX B paboTe C KynbTypamm KNeTok U TKaHel (Hanpumep
naMuHapHbIX LWKagoB 1 MHKYHATOPOB), MOHUTOPUHT YPOBHS XWAKOrO a30Ta B KOHTENHepax AN XpaHeHUs TeCT-CUCTEM,
KanmbpoBka 1 MOHUTOPUHI TeMNepaTypbl, BIAXHOCTW U YPOBHEN YINEKUCINOro rasa B MHKybaTopax;

mMaTtepuanbl, peareHTbl 1 pacTBOpbI: OLUEeHKa NpurogHoCcTn, npogneHne CpokoB rogHOCTU, OUeHKa U noagep>kXaHune
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CTEPUITBHOCTU, CKPUHWHI pPacnpoCTPaHEHHbIX MNaTOreHHbIX KOHTaMWHaHTOB, onWcaHuWe npoueayp Bbibopa K
NCMnomnb30BaHUsA pacTeopuTens (pasbdaBuTensi, HOCUTens), npouedypbl BepudmKaumm COBMECTUMOCTU pacTBOpUTENS
(HocuTens) n TecT-cCMCTEMBI;

TECT-CUCTEMbI: YCIOBUSI XpaHEHWUs1 TeCT-CUCTEM, BbIMOSIHEHME Mpouedyp 3aMopaXxvBaHWs U pasMopakMBaHMS
KNeToK U TKaHeW, uccrnegoBaHWeE Ha pacnpoCTPaHEHHble NaToreHbl, BU3yarbHbIA OCMOTP Ha Hanuune 3arpsisHsLLNX
BeLLeCTB, npouenypbl NpoBepkn (Hanpumep, C UCNofb3oBaHWEM KpUTEPMEB NpUemMnemMocTun) ans obecrneveHnss CBOMCTB
N YyBCTBMTENBHOCTM TECT-CUCTEMbI NMOCIE MOCTaBKM U BO BpPEeMsl MCMONb3oBaHUS B MCMblTaTenbHoW nabopartopuu,
Mopdorornyeckasi oLeHKa, KOHTposrb heHoTMNa MM cTabunbHOCTU KapuMoTUNa, KOHTPONb CTabWIbHOCTU TpaHCreHa,
PEXUM  WHULUMPOBAHUSA KYFbTYpbl, YCNOBUS KyNbTMBMPOBaHWA C YyKasaHWeM WHTepBaroB CyOKyNsTUBMPOBaHMS,
obpaboTka brnonornyeckm onacHbIXx MaTepuarnos U TECT-CUCTEM, NpoLeaypbl YyTUNn3aumm TeCT-CUCTEM;

nposegeHne wuccnenoBaHuA: acenTuy4eCKue TEeXHUKU, KPpUTepunm npuemnemMocTtn OOCTOBEPHOCTU pe3ynbraTtoB
ncecnenoBaHuA, Kputepumn ona NnoOBTOPHOro npoBeneHnsa aHanumsa,

obecnevyeHne kavecTsa: onpeneneHne KpUTUHeCKnx d)a3, YyacToTa BbINOMHEHNS NHCNEKLMWIA.

IX. NpoBeaeHne nccrneqoBaHUs U OTYETHI
0 pesynbratax uccnegoBaHus

TpeboBaHna npaBun K 3@PEKTUBHOCTU pe3ynbTaToB WCCReAoBaHWMi in Vitro nOeHTUYHbl TpeboBaHUAM,
npegbsaBAsemMbiM K Npo4YMM BUaam UccnegoBaHumn 6esonacHocTu.

Nmetotcsa cneumdunyeckne acnekTbl, XapakTepHble ANd uccrnegoBaHus in vitro, KOTopble criegyeT oTpaxaTtb B
nnaHe MccrnenoBaHus, a Takke B 3aKMIOYNTENBHOM OTYeTe 06 uccnenoBaHnn. OTU acnekTbl HOCAT B OCHOBHOM Hay4HbIV
WM TEXHUYECKMI XapakTep (Hanpumep, TpeboBaHue, YToObI N6OoV BHYTPEHHUIA KOHTPOSb (COOTBETCTBYHOLLEro obbekTa
MOMOXWUTENbHOrO KOHTPOMS, OTPULATENbHOIO KOHTPONA, KOHTPONS peakTMBa U HeobpaboTaHHOro obbekTa),
OCYLLECTBMSAEMbIA B LENsX KOHTPONS MOrpelHocTer M OueHkM 3dPEKTUBHOCTU BCEW TeCT-CUCTEMbI B LIENOM,
BbIMOSTHAMNCHA BO BCEX MCCNEQOBaHUSAX in vitro OQHOBPEMEHHO C KOHTPOreM Mccrnegyemoro BelecTBa (fekapCTBEHHOro
cpencrea)).

[onyckaetca UCnonb3oBaHNUEe COOTBETCTBYIOLIMX PYKOBOACTB MMM CMPABOYHMKOB MO UCCNEAoBaHMAM in vitro ons
nonyyeHus 6Goree nogpoGHOM MHGOPMaUUM OTHOCUTENBHO TOMO, KakuMe BOMPOCbI CredyeT oTpaxkaTb B MNiaHe
nccrnefoBaHUs U 3aKMNOYMTENIbHOM OTYeTe.

X. XpaHeHue 3anucen n matepumanos

[ns uccnegoBaHwuii in vitro npuMeHsitoTes obLimMe TpeboBaHUS NpaBum K XpaHEHUo (apXMBMPOBaHUIO) MaTepuaros
n 3anvcen 06 wuccnepoBaHun. CneagyeT obecneunTb coxpaHeHue o6pasuoB TECT-CUCTEM, KOTOpble MOTyT ObITb
3aKOHCepBMpPOBaHbl Ha ONUTENbHOE BpeMA, 0cobeHHO B TOM cny4vae, ecnn AaHHble TeCT-CUCTeMbl OTHOCUTCA K TECT-
CMCTEMaM OrpaHUYEHHOW OOCTYMHOCTM (HanpuMmep, cneumarnbHble CyOKNOHbI KNETOUHbIX IMHWUIA, TPAHCTEHHbIE KNETKM U
T.4.), 4TOObl MOXHO ObIfI0 NOATBEPAUTbL MAEHTUYHOCTb TECT-CUCTEMbI U (MNM) UMETH BO3MOXHOCTb BOCTPOU3BECTU
pesyrnbTaThl UCCNefoBaHus.

Heobxognmo o6ecneunts BO3MOXHOCTb COXpaHeHWs Npo6 nccregyemoro BeLecTBa (NekapCTBEHHOTO CPeAcTBa)
Ans TeX uccrnefoBaHui in vitro, KOTOpble MOTYT GbITb OTHECEHBI K KATErOPUM KPaTKOCPOYHbIX, 0COBEHHO B Cry4vasix, korga
“ccnegoBaHus in vitro COCTaBNSAT OCHOBY MCCneaoBaHuii 6e3onacHoOCTy.

Takke crnegyetr XpaHUTb 3anucu 00 apxXMBHbIX pe3ynbTatax, UCMOoNb3yeMblX ANs YCTAHOBMEHMS OOMYCTUMOrO
OnanasoHa peakuum TeCT-CUCTEMbI, KOTOpble MOryyYeHbl Ansi O6bLEeKTOB MONMOXUTENBHOMO KOHTPOMs, OTpULATENbHOro
KOHTPOIS, KOHTPONS pacTBOpPUTENS, a Takke 00 HEMCNONb3yeMbIX (OTKIOHEHHbIX) pe3ynbraTax.

Mpunoxexne N 2

K MpaBunam

Hagnexatllen nabopaTtopHoOM NPaKkTUKK
EBpa3sniickoro 9kOHOMMYECKOro

colo3a B cdepe obpalleHus
rnekapCcTBEHHbIX CpeacTB

TPEBOBAHWA
K PO N AOJTXHOCTHBIM OBA3AHHOCTAM PYKOBOOUTESA NCCINEOOBAHUA
MPU NMPOBEOEHNW NCCNEOOBAHWMN COMMACHO NMPABUIAM HALJTEXALLEN
NABOPATOPHOW MPAKTUKW EBPASUIACKOIO 3KOHOMWYECKOIO COKO3A
B COEPE OBPALLEHUNA NEKAPCTBEHHBLIX CPEACTB



I. Ponb pykoBoguTens uccrnegoBaHns

1. Bo Bpemsi npoBefeHus MCCnegoBaHUsSI PYKOBOAWUTENb WCCNEOOBaHUS NpeacTaBnsieT coboW eAMHCTBEHHOE
KOHTPOMNMpYHoLLee NMLO C OKOHYaTernbHOW OTBETCTBEHHOCTLIO 3a MOMHOE Hay4yHOEe PYKOBOACTBO mccrnepoBaHveM. Bce
cnyxebHble 06a3aHHOCTN U 00s13aTeNbCTBa PYKOBOAMTENSA UCCNENOBaHUS, Kak 3TO yKaszaHO B MpaBuilax Haanexallen
nabopaTopHoOn npakTukn EBPasMNCKOro 3KOHOMMYECKOro Col3a, YyTBepXaaeMbix EBpasunckon 3KOHOMUYECKOW
Komuccmen (ganee - npaeuna), OPMUPYKOTCA UCXOOA M3 OAHHOrO nonoxeHus. Mpyu npoBegeHUM MccnefoBaHWs B
noboN MOMEHT BPEMEHW MOXET AEWCTBOBATb TOSMIbKO OAWH PYKOBOAMTENb, YTO WCKIIOYAET BCSKYH BO3MOXHOCTb
MOSIBMEHUS KOHPIMKTYIOLLMX PacnopsbKeHWNA, Kak, Hanpumep, B Crlydae Has3HayeHWsi HECKOMbKMX PyKOBOAMTENen
nccrnegoBaHnsi. HecMoTpsi Ha TO, YTO HEKOTOpble AOMKHOCTHblIE 0OA3aHHOCTW PYKOBOOMUTENS MCCnedoBaHWs MOTyT
JenernpoBaTtbCsl B Crnyyae npuBrevyeHus cybnoapsiiHbIX OpraHu3aumii, OCHOBHasi ero OTBETCTBEHHOCTb Kak €OUHOro
LeHTPparnbHOro KOHTPOMMPYIOLLIETO NULA HE MOXET nepeaaBaThbCs.

2. Hanunune pykoBoguTens WCCNEQOBaHUSA CRAYXWUT rapaHTUEen KOHTPOMs HayvyHOW, agMUHWCTPATUBHOW U
perynaTopHON COCTaBMsOWMX uccnegosBaHus. PykoBogutens wuccrnegoBaHWs OCYLECTBASET 3Ty (YHKUMIO nyTem
cornacoBaHusl AeNCTBUIA YNpaBnsoLLEro annaparta, Hay4HOro nepcoHarna ucnoitatensHon nabopatopum n COK.

3. Mpy MHOroUEHTPOBLIX WCCNEedoBaHUAX, Korga paboTbl MPOBOAATCA Ha Goree 4Yem OAHOW MChblTaTenbHOM
nnollagke U pykoBoauTenb UCCNEOoBaHUA He MOXET OCYLLECTBNATb HEMOCPEeACTBEHHbIA Haas3op, UccneaoBaTensckue
onepaumn MOryT KOHTPONMPOBATLCA NOArOTOBMEHHbIM AOMKHBIM 06pa3oM, KBanMdULMPOBaHHLIM U OMbITHLIM LUTATHLIM
COTpyAHMKOM (rnaBHbIi UccnegosaTens). [eicTBys OT MMEHWN PyKOBOAMTENS UCCIedoBaHNs, OH HEeCEeT OTBETCTBEHHOCTb
3a NPoBeAeHNE KOHKPETHbIX YCTaHOBMEHHbIX 3TanoB aKCNepuMeHTa B COOTBETCTBUN C NpasBunamu.

4. [omkHOCTb pYKOBOAMTENS WCCReAoBaHUs OObIMHO 3aHMMaeT pPaGOoTHWK, KYpUPYHOLLUIA Hay4yHble acneKTbl
nccnenoBaHuWii, OTBEYAKOLWNIA 3a AU3aliH U YyTBEPXKAeHWE NnaHa uccrneaoBaHusl, a Takke 3a opraHvM3auunio cbopa gaHHbIX,
aHanM3 U OoT4yeTHOCTb. Ha Hero Bosnaraetca 00s3aHHOCTb [enaTb WUTOroBble OOLWIMe BbIBOAbI MO pesynkratam
aKkcrnepumeHTa. PykoBoauTenb WCCNedoBaHWUA Kak BedyluWiA HayuyHbli COTPYAHWMK COTPYAHUYaEeT C ApYyrumu
nccnegosaTtensMu U (UNv) BegylWUMK UccrieqoBaTensamm, 3HaKOMUTCS CO BCEMU MOMNyYeHHbIMU B XO4e 3KCrepuMeHTa
AaHHBbIMKW, a TaKke MPUHUMAaeT M U3yyaeT COOTBETCTBYKLIME WHOMBMAYamNbHble OTYETbl, YTODObI BKMOYUTL UX B
3aKMIOYUTENbHbIA OTYET UCCME0BaHNS.

5. B uensx agMUHUCTPUPOBaHWS ANS NPaBWUSIbHOMO MPOBEAEHMST 3KCMEPUMEHTA PYKOBOAUTENb WUCCreaoBaHUS
BrpaBe TpeboBaTb W yCTaHaBNMBaTb COOTHOLLEHME TakMxX PecypcoB, NpenocTaBnsieMblX PYKOBOACTBOM fabopaTtopuu,
Kak nepcoHar, obopygoBaHue n marepuanbHasi 6asa, 4ToObl 06ecneunTb UX HanmMyne B COOTBETCTBYHOLLEM KayecTBe U
OOCTYNHOCTU COrnacHo rpaduky nccrnenoBaHus.

6. KoHTponb 3a cobrniofeHneM npaBun Takke BXOOUT B 0BA3aHHOCTU pykoBoauTens uccrneposaHus. OH HeceT
OTBETCTBEHHOCTb 3a ObecreyeHue TOoro, YTO WCCredoBaHWE OCYLUECTBNSIETCA B COOTBETCTBUM C NpaBunamu, ans
NoATBEPXOEHUS Yero TpebyeTcs Hanu4ne ero NnoanucK ¢ ykasaHvueMm Aatbl Ha 3aKMoUYUTENBHOM OTYETE UCCTeoBaHuS.

[I. OBsizaHHOCTM pyKOBOACTBA UCMbITaTENLHOM NabopaTopum

7. PykoBOOCTBO WCMbITaTenbHOM nabopatopuyM HeECeT OTBETCTBEHHOCTbL 3a obecneveHne (yHKLUUOHMPOBAHUS
nabopartopun B COOTBETCTBMM C MpaBunamu, YTo BKINOYaET B cebst adhhekTUBHYIO OpraHn3aumio esaTenbHOCTU BO BCEX
obnactax M HasHayeHne [OCTaTOYHOrO Yucna KBannUUMPOBaHHBLIX W OMbITHbIX COTPYAHWKOB, B TOM u4ucne
PyKOBOAMTENEN wuccredoBaHns, a npu HeobOXOAMMOCTU MpPOBEOEHWS UCCReOOBaHWs Ha HECKOMbKMX Mrowagkax -
BeOyLIMX nccregosarenen.

1. HasHaueHwne pykoBoautenen uccnegoBaHus

8. PykoBoacTBO vcnbiTatenbHom nabopatopum AOMKHO YyTBEPAUTb AOKYMEHT, Oonpeaensiowuii npoueaypbl Bblbopa
N Ha3HayeHns pykoBoauTernen nccnegoBaHus, NX 3aMecTuTenen u BegyLumx nccnegosarenem, ecrim 3To npeaycMoTpeHo
cucTeMamm KOHTpors cobnogeHns NpMHUMNOB Hagnexallen nabopaTopHOM NPakTUKK.

9. lpn HasHayeHMM pyKkoBOAUTENS WUCCNELOBaHUs, PYKOBOACTBY WCMNbITaTenbHOM nabopaTtopuun cnenyet
03HAKOMUTLCS C TEKYLLEN Unn NnaHupyemon paboyven Harpy3konm AaHHOro CoTpyaHuKa. YTtobbl oueHTb 06bemM paboThl,
BbIMOTHAEMbIN KaXdbIM YErNOBEKOM B MCMbITaTenbHOW nabopatopun, crieqyeT MCNonb3oBaTb OCHOBHOW rpadmk pabor,
Kyga BKNoveHa uvHOpMauus O BuAax M CpoKax MNPOBEAEHUS 3KCMEPUMMEHTOB, 3aKpPENniIEHHbIX 3a KaxablM
PYKOBOAMTENEM MUCCeqoBaHUSA. OTOT NMPUHLIAN yNpaBneHns OOMKEH NPUMEHSATLCA NPY pacnpeaeneHm nccregoBaHni.

10. 3ameHa pykoBoauTensi uccrieqoBaHust U (Mnun) BedyLIMX MccrieqoBaTeneit JofmkHa Npon3BoAUTLCS COrMacHo
YCTaHOBMEHHbIM MpoLeaypam 1 AoMMKHA AOKYMEHTanbHO 0hopMIIATLCS.

2. OBby4eHue n NnpodeccuoHarnbHas nogrotToeBka
pyKoBoguTenen ncernegoBaHms



11. PyKOBOACTBO MchbITaTensHol nabopatopun obecneynBaeT AOKYMEHTanbHOe MOoATBepXKOeHWe oOyyYeHus U
NnpodeccroHanbHOW NOAroTOBKM PYKOBOAMTENS UCCIedOoBaHWUsA Mo BCEM HarnpasreHusM aeatenbHocTu. OB6ydarollast
nporpamma [OormkHa NpeaocTaBnsaTb PYKOBOAUTENAM UCCMeAoBaHMS MOMTHOE M YeTKoe MOHWMaHWe MpaBun 1 nopsaaka
AesATeNbHOCTU UCMbITATeNbHON Nabopatopun, a Takke 3HaHMe U YMeHVe NPUMEHSATb Ha MpakTuke TpeboBaHusA ApYrux
WHCTPYKUWUIA W pacriopsiKeHUR, MMEeKLWmUX OTHOLIEHME K WCMbITaTeNlbHOW nabopaTopun M KOHKPETHOMY Tumy
nccnegosarus. [NpodeccroHanbHas MOArOTOBKA MOXET BKMoYaTb B cebs onbiT paboTbl Nog HenocpeacTBEHHbIM
HaO30POM KOMMETEHTHbIX AOMMKHOCTHbIX Nuu. MNeproabl HabnoaeHVs UMK CTaXKMPOBKa B paMKaXxX Kakgoro HanpaereHus!
3KCMepUMEHTarnbHbIX MCCneaoBaHuii MoryT obecneynTb MOHUMMaHWe NepcoHaroM COOTBETCTBYHOLIMX MPakTUYeCcKUX
acneKkToB M HayyHbIX MPUHLMMNOB paboTbl, a Takke MOMOYb B YCTAHOBMEHWM NyTeil KoMMyHukauuu. [MocelleHue
BHYTPUOTPACNEBbIX U HE3aBMCUMbIX CEMWHAPOB M KYpCOB, yvacTMe B MpOdIeCcCUMoHarnbHbIX O6LecTBax M OOCTyn K
crieumanbHON nuTepaType MO3BOMSET PYKOBOAMTENSIM WCCNEAOBaHUS MOAAEPXKMBATb TEKYLLYH OCBEAOMIIEHHOCTb O
pa3paboTkax B UX HayyHou obnacTu. MNpodpeccroHanbHoe pasBuTMe AOMKHO OblTb HEMPEepbIBHLIM, @ €ro YPOBEHb U
aKkTyanbHOCTb TNofBepraTbCs nepuoanyeckomy nepecMoTpy. Jlio6oe obyvyeHue U NOAroTOBKY HeoGXoauMo
JOKYMEHTanbHO NoATBepXKaaTb M COXpaHsTb 3anucy He MeHee 5 NeT nocrne okoHYaHusi obpalLeHUs NekapCTBEHHOMO
CPencTBa, €Cny MHOW CPOK He YCTAHOBIIEH 3aKOHOAATENbCTBOM FOCYAapCTB - YrieHOB EBpasninckoro 3KOHOMUYECKOro
coto3a (Janee - rocygapcTBa-yneHbl).

12. OduumanbHble OTY4ETHl O MporpamMmmax OOyYeHUs OOSDKHbI OTpaXkaTb MOCIefoBaTeNlbHOCTb MPaKTUYEeCKOro
obyyeHuss U [aBaTb SICHOe yKasaHWe Ha TWM WCCRedoBaHusl, B YMpaBNeHWM KOTOPbIM COTPYOHMK cyMTaeTcs
KOMMETEHTHbIM. [lepuoguyeckn TpeGyeTca [OoMnonHuTeNnbHas NOAroToBKa MNM NepenoaroToBka, Hanpumep, nocne
BHeOpeHWs HOBOW TEXHOMOMMK, onepaumin N TpeboBaHMn HOpMaTUBHbBIX NPAaBOBbLIX aKTOB.

Ill. O6s3aHHOCTU pyKOBOAMTENS UCCreaoBaHUS

13. PykoBoauTenem WCCMeaoBaHUs SBNAETCA NULO, KOTOPOE HEeCeT OKOH4YaTeNbHYH OTBETCTBEHHOCTb 3a
obecreyeHne [OOMKHOrO Hay4yHOro YPOBHS MpPOBEdEHMsI MUCCrnedoBaHWA WM MOXeT NOATBepOuTb COOTBETCTBUE
nccnegoBaHUsa Npasunam.

1. Hayano uccnegoBaHusi

14. PykoBoauTenb uccrneaoBaHUs OOIMKEH CBOEW MOAMMUCLIO C yKasaHuMeM gatbl ogobpuTb MnaH uccrneaoBaHus,
KOTOpbIA NOAroTaBNMBaeTCA OO MOMEHTa Hayana uccriegoBanus. B nnaHe mnccnepoBaHusa crnefgyet YeTKO YCTaHOBUTL
uenu, 3agadm, cnocob Mx OOCTMXKEHUS N BECb X0 3KcnepumMeHTa. Jliobble JONOMHEHNs K MaHy MCCNeqoBaHUS OOMKHbI
yTBEpXAaTbCs, COrMacHo npoueaype npeaycMOoTpeHHOW npasunamun. B nnaHe MHOroLeHTPOBOro uccrnenoBaHns cnegyet
onpegenntbe M onucaTb Posib BeAyLLMX UCcnegoBaTenen, ykasaTbh Kaxaoe nomMelleHne ucnoitatensHon naboparopun, a
TaKkKe Kaxayro U3 UcnbiTaTenbHbIX NMOLWAA0K, Y4aCTBYIOLNX B OCYLLECTBIIEHMN SKCEPUMEHTA.

15. PykoBoguTenb uccnegoBaHns OepeT Ha cebs OTBETCTBEHHOCTb 3a WCCrnedoBaHWe, MOAMNWCHIBas MnaH
nccnefoBaHus € ykasaHnem AaTbl MOANMCKM, MOCHe Yero nnaH UccrnefoBaHusl CTaHOBUTCS odULManbHBIM JOKYMEHTOM
ANS [aHHOTO MCCnefoBaHust (4aTa Hadana uccrnefoBaHusl). B otaenbHbIX criydasix (ECnvM NPUMEHUMO) PyKOBOAWUTENb
nccriefoBaHns obssaH Takke obecneunTb nopnucaHue nnaHa WCCcnefoBaHWUs CMOHCOPOM WCCRefoBaHus U
PYKOBOACTBOM UCNbITaTENbHOM NabopaTopun, ecrv Toro TpebyoT YNoNIHOMOYEHHbIE OpraHbl FOCyAapCTB-4YIEHOB.

16. MNepen Hayanom wccnegoBaHWA pyKoBOAUTENb MccrenoBaHUsA 00s13aH MpenocTaBWUTb MEepcoHany Cryxobl
obecnedeHusa kadvectBa (manee - COK) pocTyn K nnaHy MCCrnegoBaHusA Ans MPOBEPKM HanmuumMs B HEM MOSHOM
MHpopmaumm, Heobxogumon onsi cobnogeHns npasun.

17. o dakTnyeckonm pfaTbl Hayana SKCMEPUMEHTa PYKOBOAUTENb WCCMEAOBaHWS AOMMKeH obecneynTb BecCb
nepcoHarn, 3aHsiTbi B 3kcnepumMmeHTe (B ToM uncrie cotpygHukoB COK) konusammn nnaHa nccrnenoBaHus.

18. lMepen Tem, Havanom Kakux-nmbo paboT Mo WcCregoBaHWIO PYKOBOAWUTEMb MCCrenoBaHus o6s3aH
yOOCTOBEPUTLCA B TOM, YTO PYKOBOACTBO WCMbiTaTeNbHOW nabopatopuy MpuBMIEKo Heobxoaumble pecypcbl Ans
peanvsauuu uccrieoBaHusl, a Takke yoeauTbCs B HaNMYMm BceX HEOOXoAMMbIX MaTepuanos Ans TeCTUPOBaHNS U TeCT-
cuctem.

2. [MpoBeneHne ncecnegosaHnsa

19. Ha pykoBoauTenst nccrneqoBaHns BO3NoXXeHa OTBETCTBEHHOCTb 3a KOMIMINEeKCHOe yrnpaBrieHne UccrneaoBaHueM.
OH OomKeH NpeaocTaBuUTb rapaHTUM TOrO, YTO BbIMNOMHAKOTCA BCE YCTaHOBMEHHbIE B MNaHe UCCrneaoBaHus npoueaypsbl,
BKIOYasi MOMpaBku K MriaHy MCCNeOoBaHWs, M YTO BCE MOJSyYEHHble B TEYEHWe MUCCIefoBaHWs OaHHble MONHOCTbIO
3a0KYMEHTUPOBaHbI. [lenermpoBaHme creunduyecknx TEXHNYECKUX 0BsSI3aHHOCTEN, KBannpuuMpoBaHHOMY nepcoHany
UcnblTaTenbHoW nabopaTtopuu (cneupanucTaM UcnbiTaTernbHON natopaTopum) AOMKHO BblTb 0OPMIIEHO B NMMCbMEHHOM
BuZe.

20. Yvactue pykoBogouTeENnd UccneaoBaHunA B peanusauunn nccrnengosaHna OO0SKHO BKIOYaThb B cebs nepecmMmoTp
ncenenoBaTernibCKUX onepau,vn7| n MH(bOpMaLI,MI/l anst obecneyeHns BbINONTHEHMUS YCTaHOBIEHHbIX B MNJfiaHe uccrnenoBaHnAa
npoueayp n KX cornacoBaHHOCTM CO CTaHAaApPTHbIMU onepaunoHHbIMU npouenypamMu. K Takum wmccnepoBaTenbCKkUm



onepauusiM OTHOCSIT Takke [aHHble, MONyYeHHble C MOMOLLbI KOoMMbloTepa. YToObl yOOCTOBEPUTH PErynsipHOCTb
nepecmoTpa, B OTYeTax WCCNedoBaHUs OOKYMEHTallbHO (OUKCUPYHOTCS BuObl U PEryNspHOCTb NPoBeAeHUs 0630pHbIX
MPOBEPOK.

21. TockonbKy BCe peLUeHWsi, KOTopble MOrYT MOBMAMATb Ha LEMOCTHOCTb MCCReaoBaHui, TpebytoT oaobpeHus
PYKOBOAMTENSA MCCneaoBaHus, Heobxoaumo, 4Tobbl OH Obln MHAOPMUPOBAH O XOAE IKCMEpPUMEHTarbHbIX paboT.
OcobeHHOo BaxHO obecneunTb MHPOPMUPOBaHME NOCIEe BPEMEHHOIO NepepbiBa y4acTus pykoBoauTens UCCnegoBaHus B
nccnepoBaHun. ATo cnepyeT obecneynBaTb NOCPEOCTBOM COXpaHeHus! 3(PdeKTUBHOM KOMMYHMKauuuM CO BCEMWU
Hay4HbIMW, TEXHUYECKMU U PYKOBOASALLMMU COTPYAHMKAMMU, a MpU MHOTOLEHTPOBOM MWCCNEAOBaHUM - C BELYLUMMMU
nccneposatensiMu. Npyv HeOBXOAMMOCTU YETKO onpefeneHHble KaHamnbl KOMMYHUKauuu obecrnevnBaroT BO3MOXHOCTb
onepaTtuBHOrO MHOPMMPOBAHUSI PYKOBOAMTENSA UCCNENoBaHWS 00 OTKIOHEHWsIX OT NnaHa MCCreaoBaHusi, a Takke
rapaHTUpYyHT OKYMEHTanbHOe NoaATBEPKAEHME BO3HMKAKOLWMX NPOGneM.

22. Ecnu gaHHble uccnegoBaHMs 3anucbiBaloTest Ha Bymare, pykoBOAMTENIO UCCrneqoBaHus cnegyeTt obecneuntb,
4TOObl MOMyYeHHblE CBEOEHUSA MOMHOCTbD U TOYHO [OKYMEHTUpOBanuMcb M obpabaTbiBanucb B COOTBETCTBMM C
npasunamMmn. B oTHOLWEHMN pe3ynbTaToB, NpeacTaBeHHbIX B SNIEKTPOHHON hopMe B KOMMbIOTEPUINPOBAHHON CUCTEME,
00a3aHHOCTN pyKOBOOMTENS WCCMELOBaHUS] OCTAalOTCA TEeMM Xe, Kak U B OTHOWEHMM OyMaXHbiX HOCUTEren
nHdopmaumm. Kpome Toro, pykoBoguTenb MccreqoBaHUsa LOMKEH yOeauTbcs B COOTBETCTBMM KOMMbIOTEPU3NPOBAHHbIX
cucTeM npegnonaraemon 0brnactv NpUMEHeHNs, X Banuaaumm u NPUrogHoOCTM ANl UCMOMb30BaHNS B 9KCMEPUMEHTE.

3. 3akntounTenbHbIN OTYET

23. 3aknounTenbHbIN OTYET MCCrnefoBaHua Heobxooumo cocTaensaTb B hopMme AeTanvM3npoBaHHOIO AOKYMEHTa
(HayyHoro otyeta), yctaHaBnuBarlLlero uenb M 3adavnm UCCnefoBaHWs, OMUCHIBAIOLErO MCMONb30BaHHbIE METOAbI U
martepuansl, 06o6LatoLlero nonyyYeHHble AaHHbIe U MPeACTaBNSAoLLEro UX aHanms, a Takke caenaHHble BblBOAbI.

24. PykoBoguTenb MCCrnegoBaHUS MOAMUCHIBAET OTYET M MpOCTaBnsdeT AaTy, yAoCToBepss MpuHATME Ha cebs
OTBETCTBEHHOCTW 3a BEPHOCTb CBEAEHWUN, TONMbKO MOCHE TOro, kak yoeautcst B TOM, YTO 3aKIHOUYUTENbHBIA OTYET JaeT
NnorHoe, LOCTOBEPHOE W TOYHOEe NpeacTaBneHne 06 uccriegoBaHMM U ero pesynstatax. Crnegyer ykasaTb CTeneHb
COOTBETCTBUA UCCNeLOoBaHNs npasunam. PykoBoanTento uccrnenoBaHus cregyet camomMy yaoCTOBEPUTHLCH, YTO MMeEeTCs
3akntodeHme COK, n 6binm 3admkcMpoBaHbl Nobble pacxoXaeHus ¢ NnaHoM UCCneaoBaHus.

4. ApxuBbl

25. Mo okoHYaHWM nccnegoBaHMs (BKMOYas MpeKpalleHne wuccredoBaHWs) Ha PyKoOBOAUTENS UcCregoBaHus
BO3naraeTcs 0643aHHOCTb MO CBOEBPEMEHHOW apXuBauMmn nNnaHa UCCreaoBaHns, 3akmioYNTENbHOMO OTYeTa, NEPBUYHbIX
AaHHbIX W MaTepuanoB WccnegoBaHus. B 3akniouvTenbHbIl OTYET credyerT BKKOUUTL 3asiBNeHWe pyKOBOACTBA
nabopatopuu, cBMOETENbLCTBYHOLEE O TOM, YTO BCce 06pa3ubl nccrnegyemoro u cTaHgapTHOro BellecTs, Guonormyeckme
npobbl, NepBUYHbLIE AaHHbIE, NMNaH UCCrnefoBaHWs, 3aKMOYUTENbHBIN OTYET U Apyras COOTBETCTBYOLWAA AOKYMEHTaums
OyayT XpaHuUTbCA B MUcMblTaTenbHOW nabopatopun. lNocne nepegayv cBeeHWN B apXuBbl, OTBETCTBEHHOCTb 3a HUX
HeceT pyKOBOACTBO MCMblTaTensHon naboparopuu.

5. MNpwuBneveHne cybnoapsgHoOM opraHmMsaumm

26. Ecnn yacTb nccrnefoBaHusi BbIMOMHAETCS cybnoapsigHOM opraHv3auuven, pykoBoguTenb uccnegoBaHus (U
nepcoHan COK) gormxkeH GbITb OCBEOOMIIEH O CTENEHW COOTBETCTBMSA MpaBuiiamMm AaHHOW cybnogpsaHon opraHu3aumen.
Koroa cybnogpsigHas opraHusaumss He COOTBETCTBYET MpaBuniaM, PYKOBOAWUTENK MWCCNefoBaHWMA HaONexuT B
3aKNMKYNTENIbHOM OTHETE YKa3aTb 3TOT CbaKT.

V. N3ameHeHus K nnaHy uccrnegoBaHus U OTKIOHEHUS OT HEro
27. MNonpaBku K NnaHy nccregosaHus criegyet opopmnaTh:

Anda noaresepxXxaeHna npeaHamepeHHoOro UISMeHeHunsa au3ariHa nccnegoBaHna nocrne gatbl HaYana nccnegoBaHns n
00 BCTynneHna nnaHa nccrnenosaHuna B CUny;

B pe3ynbTate HeoXWOaHHOro MnpoWCLLIECTBMA B XOAe MWCCreaoBaHusi, KoTopoe TpebyeT 3HauMTenbHbIX
KOPPEKTMPYIOLLNX Mep.

28. TllonpaBku, CBUOETENLCTBYHOLWME O MNPUYMHE W3MEHEHWs, AOMXHbl MocregoBaTeNnlbHO HyMepoBaTbCs,
MOANUCLIBATLCS C YyKasaHWEM OaTbl M HanpaBnsATbCA PYyKOBOAUTENEM WCCReqoBaHWs BCEM MonyyaTtensiM UCXOOHOro
nnaHa nccrnegoBaHus.

29. B oTnnymve OT NonpaBku K NiiaHy 1ccrnenoBaHus, KoTopasi NpeacTaBnseT cobon 3annaHMpoBaHHOE U3MEHeHWe
B MNNaHe WCCNedoBaHUsl, OTKIIOHEHUS OT MNiaHa WCCMedoBaHUs SIBMSOTCS HenpeayCcMOTPEHHBIMU U3MEHEHUSIMU,
MPOVCXOASALMMUN BO BPEMS OCYLLIECTBMEHUS 3KCneprMeHTa. B JokyMeHTauum no uccrnegoBaHuio criegyeT pUKCMpoBaTh
cBefeHus 06 uccrnenoBaHWM, B TOM YMCIe pacxoXaeHue ero ¢ nnaHoM. JaHHble OTKNOHEHUS MOryT MHULIMMPOBATLCS



APYTMMW  COTPYAHWMKaMW, 3aHATbIMW B 3KCNEpUMEHTE, HO AOIMKHbI CBOEBPEMEHHO OGOCHOBbLIBATbCS, 040bpATLCA U
ONnnCbIBaTbCs C yKasaHvem AaTbl pykoBoAWTENeM MWCcnedoBaHus W (Mnu) BeayLMMW MccrnedoBaTensmu, a Takke
XpaHUTbCA BMECTe C NepBUYHbIMU JaHHLIMW UccnefoBaHus. PykosoguTtens nccregosaHus obssaH yTeepxaath fobble
npegnpvHUMaeMble NepcoHanom ncnblTatenbHon nabopaTopmmn KoppekTupyoLwme agencTeusa. EMy cnegyet paccmoTtpeTb
Lienecoobpa3HOCTb KOHCYMbTaumMm € APYTMMU HayYHbIMU COTPYOHMKaMU Afs TOro, 4Tobbl onpeaennTb BAUSHUE nobon
nogobHow MHopmauum Ha Xo4 W pesynbTaTbl UCCMegoBaHUSA, COOBWMTb 06 3TMX OTKNOHEHWAX B 3aKM4MTenbHOM
oTyeTe (M NpoaHanu3MpoBaTb UX NPY HEOBXOAUMOCTMW).

V. KBaJ’II/ICbVIKaLI,I/IOHHbIe Tpe6OBaHI/IF| K pykoBOOAUTENHO UccnenoBaHuA

30. KeanudwkaunoHHble TpeboBaHMA K PYKOBOAMTENO WCCregoBaHMA 3aBUCAT OT o0bs3aTenbHbiX YCMOBUNA
KaXxdoro KOHKpeTHOro Buaa wuccrnegoBaHuss. B obsasaHHOCTM pykoBOACTBa WUCMbITaTeNbHOW nabopaTopum BXoouT
yCcTaHoBrneHve 3atux TpeboBaHun. PykoBoACTBO wchbiTaTenbHOM nabopatopun oOTBevaeT 3a BbIGOp pykoBoAMTENS
nccnefoBaHns, KOHTPOSb ero AesTenbHOCTU U ofo0peHne ero pelleHnin, a Takke AOMKHO rapaHTUpoBaTh NpoBedeHne
SKCNEpPMMEHTOB B COOTBETCTBMM C mnpaBunamv. MwuHumanbHble TpeboBaHus K KBanudukaumu, yCTaHOBMIEHHbIE
PYKOBOACTBOM UCMbITaTENbHON NnabopaTtopun Anst pyKOBOAMTENS UCCReaoBaHNs, A0MKHbI ObiTb yKasaHbl B AOKYMEHTax
kagpoBoro ydeta. [lomuMmo Hagnexalwen TexXHU4eckon MNOAroToBkM (oBpasoBaHWS) KOOpPAWHUPYOLWAA ponb
pykoBoauTensa uccnedosaHus TpebyeT, 4Tobbl AaHHoe nuuo obragano HaeblikamMy B 0BNactTu MEXIUYHOCTHOM
KOMMYHUKaLuuu, pelleHns npobnem 1 ynpaeneHus.

VI. Bsaumogencteme B paMkax uccregoBaHms

31. PykoBoguTenb uccrnegoBaHuMs HeceT OOy OTBETCTBEHHOCTb 3a YyMNpaBneHwe uccrnefoBaHWeM U
3aknounTenbHbIn oTyeT. OnpegeneHne "OTBETCTBEHHOCTbL 3a obLuee ynpaBfieHne uccrnegoBaHMEM W 3aKMoYMTENbHbIN
OoTYeT" MOXEeT TONKOBaTbCH B LUMPOKOM CMbICIe AN UCCNefoBaHWN, B KOTOPbIX PYKOBOAWUTENb UCCHEA0BaHUS MOXET
ObITb reorpaduyeckn (TeppuTopuanbHO) yaaneH oT (PakTUYEeCKoro MecTa MpPOBEeAeHUs 3KCMepUMeHTanbHon paboTol.
Mpn HanMuMm HeCKoMnbKMX YPOBHEW ynpaBrieHws, UccnegoBaTenbckoro nepcoHana u nepcoHana COK Heobxogumo,
4YTODObI CyLLECTBOBaNM YETKME pasrpaHUYeHns MOMHOMOYUIA, KaHanoB KOMMYHUKaLUW, a Takke BO3MOXKEHHbIX Ha HUX
obs13aHHOCTEN C TeM, 4YToDObl pyKOBOAUTENb UCCNEAoBaHWUS MOr 3pdeKkTMBHO (B NONMHOM OObeme Kak B OTHOLLEHMU
KONMYecTBa, Tak U B OTHOLLEHMWN MOMyYaeMbIX Pe3ynbTaToB BbIMOMHEHWUS PyHKLMOHANbHbIX 0653aHHOCTEN) BbINOMHATDL
cBou 0643aHHOCTW, YCTaAHOBMEHHbIE MpaBunamMu. PasrpaHnyeHus NONHOMOYMI, BO3NOXEHHbIE 0653aHHOCTU W KaHarnbl
KOMMYHMKaLMN JOMKHbI BbITb 3akpenneHbl JOKYMEHTanNbHO (MPUHATHI B hOpMe NMCbMEHHOro JoKyMeHTa). [pu Hanuuum
nccnefoBaHUin, NPOBOASALLMXCH HA HECKONbKMUX UCMNbITaTenNbHbIX NNoLwaakax, pykoBOACTBO UCTbITaTernlbHON nabopaTtopum
JOMKHO obecneymBaTb 4YETKME KOMMYHMKALMOHHbIE CBA3M MexXAy pyKoBOAUTENem WcCcrnefoBaHus, BeayLivMMu
nccnegosatensamu, COK 1 nccnegoBartenbCKMM NepcoHanom.

32. B uccnegoBaHusiX, B KOTOPbIX OTBETCTBEHHOCTb AefnerMpoBaHa BeAdyLleMy WCCRefoBaTento, pyKOBOAMTEMNM
nccrnefoBaHns JOMKHbI obecneuntb MoAJEPXKKY W KOHTPOMb [AaHHbIX COTPYAHMKOB, 4TOObI rapaHTMpoBaTb, 4TO
COOTBETCTBYIOLLME 3Tanbl UCCNEAOBAHUA NPOBOAATCH B COOTBETCTBUM C MM@HOM UCCreoBaHWs, COOTBETCTBYHOLLMMMN
CTaHOapTHbIMKM OnepauuoHHbiMM npouedypamu (ganee - COIlM) u npaBunamu. Bepgywimi uccnegoBaTenb OOSMKEH
He3ameanuTenbHO CBS3aTbCA C PYKOBOOUTENEM MWCCINEOOBaHUSA, €Cnu NPOM3OLLIIO MPOUCLLECTBME, KOTOPOE MOXET
oKasaTb OTpuUaTenbHOe BO3AENCTBME Ha XOf W pe3ynbratbl MccnegoBaHus. Becb obmeH vHdopMauuven [ormkeH
OOKYMEeHTanbHO NoATBepPXKaaTbCA.

33. Ha Bcex artanax akcrnepumeHTa 00sA3aTenbHO OCYLLECTBMASETCA B3aMMOLEWNCTBUME MeXOy PYKOBOAMTENEM
nccnenosaHusi n COK.

34. Takoe B3aMMoOencTBMe MOXET BKITO4aTb:

aKTBHOE npuBrne4vyeHne COK k CBOeBpeMEeHHOMY paCCMOTPEHUIO MilaHa UccrieaoBaHunAa, pacCMOTPEHUID HOBbIX U
nepecMoTpeHHbIX corn, npuBie4YeHnto nepcoHana COK Kk coBewaHusam B Hayarne npoBegeHna wuccnegoBaHunAa wu
peLleHnto BO3MOXHbIX npo6neM, KacarLmxcs cobniogeHms npasusn nNpu BbINONTHEHNUN NCCNegoBaHNA,

ObICTPLI OTBET Ha oOT4yeTbl 00 MHCNekuMu (ayguTe) C YyKkasaHMeM KOPPEKTUPYHLINX AEACTBUA U Mpu
HeobxoammocTu nogaepxaHme ceasn ¢ nepcoHanom COK, Hay4HbIM M TEXHUYECKMM MEPCOHANoM C Lienblo COAENCTBMUSA B
npegocTaBneHn OTBETOB Ha MOMyYeHHbIe B X04e MHCMeKUMmM (ayauTa) 3amedaHuns (Bonpochl).

VII. 3ameHa pykoBoguTensi uccnegoBaHus

35. PykoBoauTenb UCCreqoBaHUsi HECET OTBETCTBEHHOCTb 3a XO[ MCClieoBaHus B COOTBETCTBMU C NMpaBuiiaMun B
uernoM. OH JoSmKeH yO4oCTOBEepUTLCS B MOSTHOM COOTBETCTBUM KaXKdOro atana MCCNegoBaHus NpuHUMNam Haganexallen
nabopaTopHOi NpaKkTVMKM, B TOYHOM CredoBaHUMWU MfaHy WCCRedoBaHUsl, a Takke B TOM, YTO BCe pe3ynbTarhl
nccnefoBaHWn MOMHOCTbIO AOKYMEHTUPYIOTCA. [aHHas OTBETCTBEHHOCTb MOXET OblTb MOMHOCTLIO peanu3oBaHa B
cryyae, ecnv pykoBOAUTENb WMCCMedoBaHWs MOCTOSIHHO MPUCYTCTBYET B MCMbITATenbHOM nabopaTopunm BO Bpemst
NMpoBeOEeHNs uccriefoBaHusl. OTO He Bcerga OCYLLeCTBUMO Ha MpaKTUKe, MOCKONbKY HeusbexHo OyayT BO3HMKaTb
nepvobl, Koraa OH He HaxoAUTCS B UCMbITaTeNbHOW NabopaTtopun 1 BO BPEMST KOTOPbIX HEOOXOAMMO OCYLLECTBUTbL €ro
3aMeHy. YCroBusi, MpU KOTOPbIX PYKOBOAWUTENb UCCNEAoBaHUs MOXET OblTb 3aMeHeH, He onpeaeneHbl B npasunax, oHu



JOJTKHbI paccMaTpuBaTbCs Ha YPOBHE YTBEPXAEHHbIX UchblTaTenbHoi naGopatopueit COMM. OaHHble COIM gomkHbl
Takke onpegensaTb HeobxoaMble ANA 3aMeHbl PyKOBOAMTENS UCCreAoBaHWs npoueaypbl U AOKYMEHTaUMIO.

36. PelwleHne o 3ameHe pykoBoaguUTend nccnegoBaHuAa nnn BpeMmeHHoOM genermpoBaHnn ero NOSTHOMOYUN opyromy
COTPYAHUKY NPUHUMAET pPyKOBOACTBO ncnbiTaTenbHOM na6opaTop|/W|. Bce Takue peweHuna cneayetr JOKYMEeHTUPOBAaTb B
NUCbMEHHOM (popme. CyLIJ,eCTByIOT 2 ycnosua Ana gonrocpoyHbIX nccrnegoBaHum, Npn KOTOPbIX MOXET pacCcMaTpmBaTbCA
BapnaHT 3aMeHbl:

OKOHYaHue cpoka paboTbl pykoBoaMTENS UccnegoBaHus. B atom cnyyae o6s3aHHOCTbLIO, NpULLEaLero Ha 3aMeHy
pykoBoguTena uccregoBaHus (npu cogenctBum nepcoHana COK), aBnsetca HeobGXoAMMOCTb B KpaTyalline CPOKu
ybeanTbCcs B COOTBETCTBUWM MCCreqOBaHMI, MPOBEAEHHbIX K JaTe 3aMeHbl, NMpuHUMNaM Hagnexaiien nabopaTtopHon
NpaKTUKK;

OTnycCK, Hay4Hble coBellaHu, ©0onesHb UM Hec4yacTHbIN CﬂyanI.

37. KpaTKoCpoO4YHOE OTCYTCTBME MOXKET HE noTpeboBaTb hopManbHON 3aMeHbl PyKOBOAUTENS MUCCNeOoBaHUs, ecriv
Npy BO3HMKHOBEHMU MpObGRneM unu HenpeaBUAEHHbIX CUTyauui C HUM MOXHO cBdA3aTbcs. Ecnv B nepuog oTcyTcTBuMSA
PYKOBOAMTENSA UCCNEeNOBaHNS OXUOAETCA NPOBEAEHNE 3HAYUMbIX 3TAnoB UCCNEeLOBaHUA, 3TW aTanbl OJMKHbBI ObITb MO0
nepeHeceHbl Ha bonee yaobHoe BpeMs (C BHECEHUEM, B criydyae HeobXxoaMMOCTU, U3MEHEHWUIA B MNaH UCCreaoBaHus),
nnbo pomkHa BblTb paccMOTpeHa 3aMeHa pykoBoAWUTENS uccregoBaHus nytem opmarnbHOro Ha3HadYeHus OgHOro u3
COTPYOHMKOB B KadecTBe pykoBoauTens wuccregoBaHud. lNpu KpaTKOBPEMEHHOM OTCYTCTBMM pPYKOBOOMTENS
nccnefoBaHvust OOMyCKaeTcs BpPEMEHHas nepefada ero MoSIHOMOYUN KBannpMUMPOBaHHOMY COTPYAHMKY Ans
BbIMOTHEHMA JAHHOIO KOHKPETHOTrO 3Tana uccrneqoBaHus. Ecnv oTcyTcTBUE pykoBOOUTENS MCCreaoBaHus MOXKET ObiTb
NPOAOIKUTENBHBLIM, TO MPEANOYTEHNE JOMKHO OTAABaTbCsA 3aMeHe, a He nepegadye 06s13aHHOCTEN.

Mpouenypa U NPUYUHBI 3aMeHbI PYKOBOAUTENSI UCCNEN0BaHUs OOMKHbI GbiTb JOKYMEHTMPOBaHbLI U YTBEPXAEHI
PYKOBOACTBOM UcnbITaTenbHo nabopaTtopuu. Criegyer NpoBOAWTb [OKYMEHTUPOBAHUE Pe3YNbTaToB MPOMEXYTOYHOW
MPOBEPKN COOTBETCTBMS UCCMEAOBaHWIA MpuUHUMNAM Haanexalei nabopaTopHOM MpakTMkM B Criydae OGHapykeHust
HEOCTaTKOB MIM OTKITOHEHWA.

38. Mpu BO3BpALLEHUM PyKOBOAWUTENSA UCCIedOBaHUsA He3aBUCMMO OT Toro, Gbifia v NpoBedeHa ero 3aMeHa unu
nepegava NofTHOMOYMI APYroMy COTPYAHUKY, OH JOJDKEH B KpaTyanlime CPOKU YCTaHOBUTL, UMENU NI MECTO OTKITOHEHMS]
OT YTBEPXXOEHHOro NrnaHa uccnegoBaHuii unu npasun. OBGHapyKeHHble OTKIMOHEeHUs OT MpaBuil, BO3HUKLINE B Mepuog
OTCYTCTBUS PyKOBOAMTENSA UCCNEAOBaHUS, MOTYT ObITb 3aJ0KyMEHTUPOBaHbI MOCIE ero BO3BpaLLeHus.

VIII. NpaBoBow cTaTyc pykoBoauTens uccnegoBaHus

39. Tloanucb pykoBoauTena wuccrnenoBaHuUa Ha 3aKknk4yuTesrlbHOM OT4yeTe umeeT Hpuaundveckyr cuny u
noatTeepXpgaet OTBETCTBEHHOCTb pyKoBoAUTENA WUcCcnegoBaHMA B OTHOLWIEHWMU BbINOJNTHEHUA WMcCcnegoBaHUA B
COOTBETCTBMM C npaBusliaMn U B OTHOLUEHUMN OOCTOBEPHOro npeactaBfieHUdA NepBUYHbIX OaHHbIX B 3aKOYUTESIbHOM
oT4yeTe.

40. |'OpVI,D,VI'~IeCKaFI OTBETCTBEHHOCTb pyKoBoAUTENA WUcCcnegoBaHUA YyCTaHaBiiMBaAeTCA 3aKoHOAaTeNlbCTBOM
rocygapcCrB-4J1€HOB.

MpunoxeHne N 3

Kk MNpaBunam

Hagnexatllen nabopaTtopHOr NpPaKTUKK
EBpa3snnckoro 3KOHOMUYECKOro

coto3a B cdepe obpalleHus
neKkapCTBEHHbIX CPeacTB

NoPAAOK
MPUMEHEHWA NPABWN HALNEXALLEW NABOPATOPHOW MPAKTUKW
EBPA3MCKOIO 9KOHOMWYECKOIO COKO3A B COEPE OBPALLEHUSA
NEKAPCTBEHHbLIX CPEACTB A11A OPTAHN3ALMN 1 TTPOBEOEHNA
NCCNEOOBAHNN HA HECKOJIbKMX MNOLWALKAX

|. ObLwue nonoxeHus

1. Mon nccnegoBaHMeM, MPOBOAUMBIM Ha HECKOMbKUX Mnollaakax, noHumaerca nioboe uccrnenosaHue, aTanbl
KOTOPOro npoBoaAaTcs Gornee 4Yem Ha ogHol nnouwiagke. HeoBXoAUMOCTb B TakUX WCCNEnoBaHUAX BO3HUKAET npu
MCNOMb30BaHWM MMOLLAA0K, KOTOpble YyAarneHbl Mo reorpaduyeckomy MpU3HaKy, OPraHW3aLuMoHHO OTAeneHbl Wnu
pasgeneHbl MHbIM obpasoMm. B Takom criyyae oouH OTOen opraHuWsauuMuM OEeWCTBYET B KadyecTBe MChblTaTenbHoM



nnowaaku, ,El,perVI - B Ka4eCTBe uUcnbiTateribHOro ueHTpa.

2. PeweHve O NpOBEAEHUN WCCREOOBaHWS Ha HECKOMbKMX Mrowadkax MpUHMUMaeTCs CrOHCOPOM nocre
0obCyXaeHus ¢ PpyKOBOACTBOM MCNbITaTeNbHOW nlabopaTtopum, BblIOpaHHOW CMOHCOPOM Neper HadarnoM UCCrenoBaHus.
Vcnonb3oBaHWe HECKONbKMX UCMbITATENbHbIX MOWAaA0K YBENUYMBAET CNOXHOCTb 3a4a4 NPOEKTUPOBAHUS 1 yNpaBneHus
uccnegoBaHMeM, 4YTO MNPUBOOUT K AOMOMHUTENbHbIM pUCKaM Ansi AOCTOBEPHOCTU W HALEXHOCTU pe3ynbraToB
nccnenoBaHus. oaTomMy o4eHb BaXkHO, YTOObLI BCE NMOTEHLMANbHbIE Yrpo3bl LENOCTHOCTU NCCreqoBaHNs Ha OCHOBaHWUM
npegcTaBneHHON CTPYKTYPbl UCCIe0BaHNs Ha HECKOMNbKMX nnowagkax bbim oueHeHbl, 0093aHHOCTM YYaCTHUKOB YETKO
pacnpefeneHbl, a puUCKM cBedeHbl K MuUHUMyMy. [orkHa OblTb MpoBedeHa TexHu4yeckast (HayvyHas) akcrneptv3a u
BCECTOPOHHE PaCCMOTPEHbI CTATyC COOTBETCTBUS WCCNEOOBaHWS NpaBuiiam Hagnexallen nabopaTtopHON MNpakTUKK
EBpasninckoro aKOHOMMYECKOrO CO3a, yTBepxaaeMbiM EBpasninckon 3KOHOMUYECKOW KOMUCCUEN (Oanee - npasuna),
pecypcbl U peHTabenbHOCTb BCEX NMAHNPYEMbIX K MCMOMb30BAHUIO UCTbITATENbHbBIX MIOLLAAO0K.

3. B cBa3u ¢ Tem, 41O pasnnyHble BUAObI nccrnegoBaTenbCkon OesaTenbHOCTH npoBOAATCA Ha pa3HbIX nnolwankax,
nnaHupoBsaHue, CBA3b U yrnpasneHne nccrnegobsaHnem MMerT B JaHHOM criyvae UCKIMKYNUTEeNIbHO BaXXHOEe 3Ha4YeHue. XoTt4a
nccrnegoBaHMe Ha HECKOJSIbKMX UChbITaTeNbHbIX Miowagkax COCTOUT U3 pa60T, KOTOpbl€ OCYLUECTBMAKTCA KaK B
ncnbltTatenilbHOM UEHTpe, TaK U Ha BCEX UCNbITATENbHbLIX MiowWaakax, OHO npeacrtaBiideT cobow eguHoe nccregoBaHme,
KOTOpO€E AOIMXHO NMpOoBOANTLCA B COOTBETCTBUM C NMpaBuUiiamMn. OTO O3Ha4YaeT Hanuuue Ans BCEX BbINOMHAEMbIX pa60T
OAHOro niaHa nccnenoBaHnd, 0aHOro pykosoguTend nccrneaoBaHna U B UTore 04HOro 3akrni4YnTeribHOro ot4yeTa.

KpaitHe BaxHO, 4T06bl 06beM paboT, BbINOMHAEMbIN Ha pasHbIX Mnollaakax, Gbin YeTKo onpederneH Ha paHHel
CTagmn nnaHunpoBsaHusa, 4TOObI 0aTtb BO3MOXHOCTb 3aMHTepeCcOBaHHbIM CTOPOHaM cornacoBaTtTb HeO6XO,D,I/IMbIe Mepbl
KOHTPONSA nepeq 3aBeplueHnem pa3paboTki NiaHa 1ccreqoBaHus.

Il. KommyHukaums

4. Obsa3aTenbHbIM YCNOBMEM YCMELWHOro nNpoBeOeHUS WCCMNEeLOBaHWs Ha HECKOIbKMX MIollagkax SBrsieTcs
0CBeOOMIIEHHOCTb BCEX CTOPOH O CBOMX 00653aHHOCTAX. YTOOLI pacnpeaennTb 3Tn 06s3aHHOCTU N CNPaBUTBLCA C KAKUMU-
nmbo cuTyaumsiMm Bo BpeMs NPOBEAEHNSI UCCINEN0BaHUSA, KpaHe BaXXKHO HanaguTb NOTOK MHAopMaLmMn n 3dheKkTUBHYO
cBsA3b (obecneumBalolLlyl0 HadeXHOe M YCTOMYMBOE MNOAAEPKAHWE KOMMYHWUKALMKW, He NPUBOASLLEE K MWCKaKEHMIO
(HeBepHOMY BOCMPUATUIO), WUFHOPUPOBAHUIO WU OTCYTCTBUIO OOpaTHOrO curHana B OTHOLIEHWW MepeLaBaemMon
nHopmaummn) mexay CroHCOPOM, PYKOBOACTBOM MioWagoK, PyKOBOAWTENEM WCCedoBaHUs, BeOyLlMMu
nccriegoBatenamu, cnyxxbon obecnedeHus kadectsa (ganee - COK) n nepcoHanom uccrnegoBaHus.

5. MexaHn3m obmeHa nHdopmMaumen, CBA3aHHOM C UCcrieqoBaHMeEM, O0MMKeH ObiTb NpeaBapUTENbHO COrflacoBaH 1
0ohopMIieH JOKYMEHTANBHO MeXAy CTOPOHAMM, YKa3aHHbIMW B MyHKTE 4 HACTOSLLENO MPUNOXKEHUS.

6. PykoBoauTenb UccneaoBaHnUs OOMKEH CBOEBPEMEHHO Mony4YaTb MHOPMaLUI0 O Xode UCCNeaoBaHus Ha BCcex
nnowagkax.

lll. YnpaBneHue nccrnegoBaHnem

7. CnoHcop nopy4aeT npoBedeHWe uccrefoBaHuWs BblIOpaHHOW ucnblTaTenbHon nabopartopun. PykoBoacTBO
ncnblTatensHon nabopaTopun HasHayaeT PyKOBOAWUTENS WCCNedoBaHWsi, KOTOPbIM MOXET SBMAATbCA MU0 He
obsAsaTenbHO Haxogsieecs Ha TOW nnowagke, rge npoBoAMTbCs Bonbliasi YacTb 3KCMepuMeHTanbHoW paboTbl.
Pewerve o nposegeHun paboTbl MO UCCNEAOBaHWIO Ha APYyrMx nnowagkax OBblMHO NPUHUMAaETCs PYKOBOACTBOM
ncnbiTatenbHONM nabopaTopun MNocfne KOHCynbTauuuM C PyKOBOOUTENEM WUCCRedoBaHWs W CMOHCOPOM, ecnv 3TO
HeobxoauMo.

8. Ecnu pykoBoauTenb UCCNEAOBaHNS HE MOXET BbIMNOMHATL CBOM 00A3aHHOCTU Ha UCMbITAaTENbHON NMoLWanKke nus-
3a ee reorpacuyeckoro UMM OpPraHU3aUMOHHOIO pa3feneHnsi, BO3HUKAEeT HeobXOOUMOCTb HasHa4uTb BegyLmX
uccnegoBaTenen Ha WCNbITatenbHbIX Mnowankax. WMcnonHeHwe o6s3aHHOCTEN BCreACTBUME OpPraHM3auMOHHOrO
pasgeneHna Moxet ObITb HEeBbINONTHUMbIM, B YaCTHOCTU, NO NPpUYMHE BPEMEHHbIX 3aTpaT Ha npoesn, pa3HbIX 4YaCoBbIX
NMOACOB WSIM CIOXHOCTEN, CBA3aHHbLIX C MEPeBOOM C OAHOro A3blka Ha Apyron. PasgeneHuwe no reorpadmnyeckomMmy
NPU3HaKy MOXET ObITb CBA3AHO C yOaneHHbIM PacrnonioXeHWeM NMowankM UM HeobxoaMMOCTbIO YAENATb NOCTOAHHOE
BHMMaHWE O4HOBPEMEHHO HECKOMNBKUM UCMbITaTeNbHbIM NowagKkam, pacnofioXXeHHbIM B pa3HbiX MecTax.

9. PykoB0oACTBO McMbITaTeNbHOM NTabopaTopmu U yaaneHHbIX UCMbITaTENbHbIX MMOWAA0K AOSMKHBI NOAAEPXKUBATD
npodeccnoHarnbHble B3aMMOOTHOLLEHUS C LiEeNbio obecnevyeHus LenocTHOCTU uccrenoBaHust. [prnoputeTbl pasnmyHbIX
yyacTByoWmMX rpynn nubo KoMMepyeckue [O0roBopbl M CcCOrnaweHnss O KOHPUAEHUMaNnbHOCTU HEe [OOMXKHbl
npenaTcTBoBaTb 06OMEHY MHOpMaLmnen, HeodxoaMMOoKn AN Hagnexalero NnpoBeAeH s UCCNeaoBaHNs.

IV. Pacnpenenenne 06s3aHHOCTEN Yy4aCTHUKOB UCCReL0oBaHNs
1 nepcoHana

1. CnoHcop
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10. PelueHne o nNpoBegeHUN UCCeqoBaHNUS Ha HECKOMbKUX Mowaakax AOMKHO ObiTb TLATeNbHO pacCMOTPEHO
CMOHCOPOM COBMECTHO C afMMWHUCTpaLMei WCMbITAaTENbHOrO LUEHTpa A0 Havana uccnegosaHus. [MpegBaputenbHO
CMOHCOP [OOMKeH onpenenuTb, Kakum obpaszom Oyaer obecneumBaTbCH COOTBETCTBUE WCCMEeOBaHMI MpaBunam u
3aKkoHoAaTenbCTBY rocygapcrea - YneHa EBpasuninckoro 9KOHOMMYECKOro Coto3a (ganee - rocygapcrso-dneH). CnoHcop
AOMKEH MoHuMaTb, YTO B pesynbTaTe WCCrefoBaHUA Ha HEeCKONbKMX nnowagkax Oyaer cocTaBneH OAauH
3aKIOYUTENBHbBIN OTYET.

11. CnoHcop pomkeH OblTb OCBEAOMIIEH O TOM, YTO €CNnu Nriolagka MCMomb3yeTcsl B Ka4eCTBE UCTMbITaTerbHOM
naboparopun, o6beguHSAs aTanbl UCCreqoBaHWs, NPOBOAUMOIO Ha HECKONbKMX MIOWaaKkax, ee onepauumn n nepcoHarn,
3a0eNCTBOBaHHbLIN B UCCreoBaHWUM, NOAMNEXaT KOHTPOSK CO CTOPOHbI pyKOBOAUTENS nccnefoBaHus. B saBucumocTtu ot
cuTyauun, TaKoW KOHTPONb MOXeT BKN4YaTb B cebs nocelleHUs NnoLwiagkm pykoBOOACTBOM, PYKOBOAMTENEM
nccnegoBaHna n (Mnn) mMHenekumto rmasHbiM cneumanuctom COK. PykoBoauTens uccrnemoBaHWs OOMKEH yKkasaTb, B
KakoMm obbeme uccnegoBaHue COOTBETCTBYET NpaBuiam.

2. PykoBOACTBO McCMbITaTeNbHOM abopaTtopum

12. Bbibop uMcnbITaTeNbHbLIX MIOWAA0K OOMKEH ObiTb 00006peH pyKOBOACTBOM MCMbITATENbHOM nabopaTtopun.
PaccmatpuBaemble BOMpPOChI JOSMKHbI KacaTbCsA B TOM 4Yucre PYHKLMOHANbHOCTU U 3dO(PEKTUBHOCTM KOMMYHUKaLIMK,
HanuMuusa npaBunbHO opraHudoBaHHon COK, Hanuumsa nogxopgswero obopygoBaHua M onbiTa. PykoBoAacTBO
ucnbeltTatenbHon nabopatopun HasHadvaeT rmasHoro cneumanucta COK, KOTOpbIi HeceT O6LLyl0 OTBETCTBEHHOCTb 3a
obecneyeHne kayecTBa BCEro uWccrnefoBaHus B uUenoM. PykoBoacTBo wcnbiTaTenbHoW nabopatopumn LOMKHO
nHpopmmpoBate COK Bcex ucnbiTaTeNnbHbIX MOWAA0K O MeCTe HaxoxaeHnuws rnasHoro crieumanucta COK. Ecnm
BO3HUKAET HeOoOXOAMMOCTb WCMOMNb30BaHMSA WCMNBITATENbHOW MOWAAKN, HE BKIMKOYEHHOW B CUCTEMY KOHTPOIS
COOTBETCTBUS MpaBuiamM, obocHoBaHve Bbibopa OaHHOW Mowadku OOMKHO ObiTb LOKYMEHTMpOBaHO. PykoBoacTBO
ucnblTatenbHoM nabopaTopun OOMKHO YBEAOMWUTbL PYKOBOACTBO WUCMbITATENbHOM MMOWAAKM O TOM, YTO OHa MOXET
MOABEPrHYTLCA WMHCMEKUMM YNONTHOMOYEHHOro oOpraHa rocydapcTBa-YfieHa, Ha TeppuTOpUM KOTOPOro HaxoAauTcs
ucnbelTatenbHas nnowagka. Ecnv B gaHHOM rocygapcTBe-YreHe HeT COOTBETCTBYHOLLErO YMOMHOMOYEHHOIo OpraHa,
ucnblTaTenbHas NIOLWaaKka MOXET NOABEPrHYTLCA UHCMEKLMM YNONTHOMOYEHHOMO OpraHa rocygapcrBa-yrieHa, B KOTOpbIn
OyaeT npencraBneH oT4yeT 06 uccrnegoBaHNK.

3. PykoBoACTBO MCMbITaTENbHOM NoLankm

13. PykoBOACTBO ucCMbITaTeNbHOM MNNOLWAAKA HeceT OTBETCTBEHHOCTb 3a MpefocTaBrneHue COOTBETCTBYHOLLMX
pecypcoB Ons NPOBEAEHUS WCCMNedOBaHWA Ha nnowagke M BbIOOp BedyliMX WccregoBaTenen c Hagnexallewn
kBanudukaumen. Ecnu Bo3HMKaeT HEOOXOOMMOCTb 3aMEHUTL BEAYLUMX UCCrefoBaTenen, pykoBoACTBO UCMbITaTeNbHOM
naowagkM HasHavaeT 3amMecTUTens BeaAyLlero uccrenoBartenia Nocrne KOHCYynbTaumm CO CMOHCOPOM, PYKOBOAUTEMEM
nccrnegoBaHns U pyKOBOACTBOM MCMbITaTeNbHOM nabopatopun, ecnu ato Heobxoammo. MogpobHble cBeaeHUS OOMKHbI
ObITb NpeacTaBneHbl PyKOBOAUTENIO UCCIEAOBaHMS CBOEBPEMEHHO, YTOObI MOXHO ObINO MPUHATE U LOKYMEHTANbHO
0opMUTL MOMPaBKy K MnaHy uccregoBaHus. 3amecTuTenb BedyLwlero uccnegoBaTenst OOMKEH OLEeHUTb cTaTyc
COOTBETCTBUSA NMpaBunam paboT, BbIMOMTHEHHbIX 40 MOMEHTa 3aMeHbl BEAYLLEro uccrneaosarterns.

4. PykoBoguTens nccnegoBaHus

14. PykoBoauTenb MCCReOoBaHUs OOMMKeH oGecneynTb NpUeMieMocTb BbiGpaHHbIX UCMbITATeNbHbIX MIoLanokK
AN npoBefeHus uccnegoBaHusa. [ns aToro MoryT notpeboBaTbCs BU3WUTLI HA UCTbITATENbHbIE MMOLAAKA U BCTPEYM C
nepcoHanom uUcnbiTaTenbHbIX NoLWaaok.

15. Ecnv pykoBOOUTENb MCCNeaoBaHWUs CYNTAET, YTO OH CaM MOXET HanpsMY KOHTPONMpoBaTh paboTy Ha OOHOM
N3 ucnbITaTenbHbIX NoWanok, 6e3 HeobXoAMMOCTM Ha3HayYeHMs BedyLMX uccriegoBaTtenein, OH OOIMKEH W3BECTUTb
PYyKOBOACTBO MCMbITaTENbHOM NabopaTtopun 0 Takon BO3MOXHOCTU. PyKOBOACTBO UCMbITaTeNbHOW flabopaTopmm AOMKHO
obecneunTb OpraHusaumio CooTBETCTBYHOLWEro MoHuTopmHra COK Ha aton nnowagke. 3to MoxeT BbinonHAaTe COK
caMoW ucnblTaTenbHoOM nNnowanku unu rmasHbin cneyuanuct COK.

16. PykoBoguTenb MCCnegoBaHWs HeceT OTBETCTBEHHOCTb 3a YTBEPXKOEHMe NnaHa WCCrneqoBaHus, BKMoYas
obbeanHeHne YacTelt paboThl, 3a KOTOpble OTBeYaloT Beayluue uccrnedoBaTtenu. PykoBoautenb McCrneaoBaHUs Takke
yTBEpXXOaeT MonpaBk1, BHOCUT WX B MMiaH WCCRedoBaHUst U NOATBEPXKOaEeT OTKMOHEHMs OT MiaHa WCCregoBaHus,
yuynTblBasi COOTBETCTBYIOLLME paboThl, BbIMOMHSAEMblE Ha WCMbITaTeNbHbIX Nollankax. Pykosogutenb mccnegoeaHus
HeceT OTBETCTBEHHOCTb 3a TOYHOe MHAOPMUPOBaHWE BCEro nepcoHana o TPebGoBaHMAX K UCCMEAOoBaHWI0 U OOMmKeH
obecne4ynTb OOCTYMNHOCTb NraHa UccrneaoBaHns U NONpPaBoK AN BCEro nepcoHarna, y4acTBYHOLLEro B UccriefqoBaHuu.

17. PykoBoguTenb UCCNeaoBaHUSA OOMKEH yCTaHaBnvBaTb, NOAAEPXMBaTb COOTBETCTBYHOLLUME CUCTEMbI CBA3M
MeXOy HUMM W KaxabiM Bedylum uccnegoBaTeneM, a Takke MNpPOBOAUTb UX TecTupoBaHue. B yacTHOCTM BaxHO
NpOBEPUTE MPaBUITbHOCTb TENE(OHHbIX HOMEPOB M aApecoB 3MIEKTPOHHOW MOYTbl C MOMOLLLI0 TPAHCMASALUA TECTOBbIX
nporpamm, YTobbl N3y4nTb YPOBEHb CUrHana B CENbCKUX OTAENeHUsAX 1 T.4. Bo3amoxHo, NoTpebyeTcs yunTbIBaTh pasHnLy
B 4acoBbIXx nodcax. PykoBoautens wuccrnefoBaHWs AOMXEH MoaaepXuBaTb MPSMOM KOHTAKT C KaxAdbiM BedyLivMMm
nuccnegoBaTenieM U He MCMOoMnb30oBaTh AN 3TOW Lenu NoCpeaHWKOB, 3a UCKMIOYEHUEM Crny4yaeB, korga udbexarb 3Toro
HEBO3MOXHO (Hanpumep, HEO6XOAMMOCTb B NEPEBOAYMKE).



18. Ha NpoTAXeHUN BCEero mccrnenoBaHnsa pykoBOAUTENb UCCenoBaHUA OOJKEH ObITb OOCTyneH and seaywmx
nccnegosaTenen. PyKOBOLI,VITeﬂb nccnegoBaHus AOMKeH cnocobCcTBOBaTb KoOopauHaunnm N CUHXpPOHU3aLUnn cobbITuin 1
nepemeu.l,eHMﬁ np06, o6pasu,os N OaHHbIX MeXAay ucnbiTaTelNbHbIMU NnowagkamMmun, a TakkKe obecneynTb, 4TOOLI
Beayline nccnegoBarenm noHnmMmanum nocnenoBartesibHOCTb BbIMOJTHAEMbIX npoueayp.

19. PykoBoauTenb MUCCNefoBaHUS AOMKEH Npu HeobXxoaMMOCTU NOAAEepXUBaTb KOHTAKT C BedyLmnmu
nccnegoBaTtensaMm OTHOCUTENbHO pe3ynbratoB MHcenekTupoBaHna COK wmcnbiTaTenbHbIX NNowWanok. Bce KOHTakThbl
Mexay pykoBoauMTenem uccnegoBaHus u Begywumu uccnegosatenamu unm COK wucnbiTaTtenbHOW nnowagku,
KacaroLmecs: pesynbTaToB MHCMEKTUPOBaHUSA, OIMKHbI ObITb 0OPMIEHBLI JOKYMEHTArbHO.

20. PykoBoauTenb wuccredoBaHWs OormKeH o6ecnedynTb MOArOTOBKY 3aKMYMTENbHOrO oT4yeTa C Yy4eToMm
maTepuarnoB, NoAroTOBMNEHHbIX BeAYyLLMMU UccreaoBaTensiMu.

21. PYKOBOﬂ,MTeﬂb nuccnenoBaHus OOMMKeH obecneynTb, YTOObl 3aKMOUYMTENbHBLIM OTYET Obin npencraslieH
rmasBHOMY cneunanucrty COK ansa NPOBEPKN. PyKOBOD,VITeJ'Ib nccrnegoBaHns NoANUCLIBAET 3aKIOUMUTENbHBIA OTYET U
yKasblBaeT Aaty noanucaHus, 4YTOObI noaTBepanTb, YTO NPUHMMaET Ha cebsi OTBETCTBEHHOCTb 3a OOCTOBEPHOCTb
OaHHbIX, a TaKXe YyKa3blBaeT, B KakOM obbeme wuccrnegoBaHue COOTBETCTBYET nNpaBunam. OTO MOXET 4acTU4YHO
OCHOBbIBATbCA Ha NMCbMEHHbIX rapaHTUAX, npeacrtaBlieHHbIX BeayLwmnMMn ncecnegoBarenamn.

22. Ecnn Ha wucnbiTaTenbHbIX nnowagkax He Obln HasHayeH BegywwMi uccregoBaTtenlb, PYKOBOAUTEMb
NCCNeaoBaHUA OOIMKEH KOHTaKTUPOBATb HampsiMykd C NepcoHaroM, NpoBoAdawMM paboTy Ha 9TUX nnowagkax. AToT
nepcoHan JOoMmKeH ObITb yKa3aH B NiaHe nccregoBaHus.

5. Begywun nccnegosarens

23. Beﬂ,yu.l,VIl?l nccnengosartesib ﬂeVICTByeT OT MMEHM pyKoBOAUTENA UCCIieaoBaHUA B paMKaX MOpy4YeHHOro emy
aTana uccnegoBaHMst U HECeT OTBETCTBEHHOCTb 3a obecnedyeHue cobnogeHus npasun Ana 3TOro artana. BaxHoe
3Ha4YeHne WMEKT COrnacoBaHHOCTb AEWCTBUN W OTKPbITOCTb pa6oqu B3aMMOOTHOLLUEHUN Mexay Beaywmm
nccnegosarenemM n pykosoautenem nccrnengoBaHua.

24. [JomKHO cyllecTBoBaTb AOKYMEHTanbHO OOPMIIEHHOE CcorfalleHve O TOM, YTO Bedywuih uccnegosarernb
OyOeT BeCcTVM MOPYYEHHbIN eMy 3dTan B COOTBETCTBMM C MMaHOM MCCNEedoBaHus u npasunamu. [lognvcb BegyLmx
nccnegosaTene Ha nnaHe WCCNefoBaHWs SABNAETCA NpuUemMnemMbiM  OOKYMEHTasrlbHbIM MOATBEPXAEHUMEM 3TOMY
obs3aTensLCTRY.

25. OTKINOHEHNs OT nfaHa WCCRegoBaHUs UMW CTaHOapTHbIX OrepauuoHHbIX npouedyp (aanee - COIM),
OTHOCALLMXCA K MWCCNegoBaHWo, OOMKHbl ObiTb [OKYMEHTanbHO OQOPMIIEHbI Ha WCMbITaTeNlbHOM nnowaake U
noaTBepXaeHbl BedylMM WccriedoBaTenem, O HUX criedyeT Takke COOBWWUTL PYKOBOAUTENO WCCNedoBaHus W
CBOEBPEMEHHO MOoMyunTb ero NoATBEPXKAeHME.

26. Be,qyu.wlﬁ ncecnenoearernib OOIKeH npenctaBUTb PYKOBOAUTENHO UCCneaoBaHUA MaTepuanbl, no3sondkloline
NoAroToBUTb 3aKMIOYUTENbHbIN OTYET. OTU MaTtepuanbl OJMKHbI BKIKOYaTb B cebsa nMcbMeHHoe 3asBneHne oT Beayuiero
ncenegosarend, noareepxxgatollee cCooTBeTCcTBme rnpasuniam 4actu pa6OTbI, 3a KOTOPYH OH HeceT OTBETCTBEHHOCTb.

27. Begywwmnn uccnegoBaTenb AormkeH obecneynTb, 4TOObI BCe AaHHble M o6pasupbl, 3a KOTOpble OH HeceT
OTBETCTBEHHOCTb, ObINN NepeAaHbl PyKOBOAUTENKD UCCHENOBaHNS UN B apXUB, Kak OMMCaHO B MiaHe WUCCreqoBaHus.
Ecnu oHM He nepedaHbl pPyKOBOAWUTENIO UCCNEAOBaHMS, BedylMA UccrnenoBaTeNlb AOIMKEH YBEAOMWUTb PYKOBOAMUTENS
nuccrnegoBaHns 0 ToM, Korga v rge oHn byayT nepefaHsl B apxus. Bo Bpemsi nccnenoeaHms BegyLumii uccnegoBarenbs He
UMeeT npaBa yTunuamposaTtb Kakme-nnbo obpasubl 6e3 npeaBapuTENbHOMO NMUCLMEHHOTO paspeLleHns pyKoBOAUTENS
nccneaoBaHus.

6. MepcoHan, yyacTeyoLWuiA B NpoBeaeHNM UCCneaoBaHus

28. Bce cneuwanuctbl U TEXHUYECKUA NEepCcoHari, y4acTBYIOLWMIA B NPOBEAEHUN UCCNEAOBaHMWS, OOIMKHbI MMETb
OOIMKHOCTHbIE MHCTPYKUMM W OOKYMEeHTbl 06 oOyuyeHun, kBanudukauum u ctaxe paboTbl, nogreepxpawolime ux
CNOCOBHOCTbL BbINOMHATL Ha3Ha4YeHHble UM 3adaHus. Ecnn Tpebyetcs, 4ToObl NepcoHan, y4acTBYIOWMI B NpOBegeHUN
nccnegosaHust criegosan COIll, yTBepXxaeHHbIM ANs OPYrol MCnbiTaTenbHOW nnowanku, nboe Heobxogumoe
AONonHUTeNbHOe 0by4eHne A0MmKHO BbiTb 0POPMIEHO AOKYMEHTAarbHO.

29. MoXeT UMeTbCSl HECKOMbKO MMOLWaaokK, e BpeMeHHO HaHATbI NepcoHan BbIMOMHAET onpeaerneHHble 3aga4yn
nccnenosaHusa. Ecnu st nuua nomnydyaloT MNM BBOOAT MEPBUYHbIE OaHHbIe, criedyeT COXpaHUTb 3anucu o6 KX
KBanudgukauum, oby4yeHun n ctaxe paboTbl. Ecnv Takue nvua BbIMOMHSIIOT OObIYHbIE Onepaunn (Hanpumep, yxod 3a
nabopaTopHbIMK XMBOTHLIMM), NOANEXallne Hag30py CO CTOPOHbI Goree BbICOKOKBanNMMULMPOBAHHOTO NepcoHana, To
Takve 3anucu 06 aTux nuuax He TpebBytoTcs.

V. Obecne4yeHne KayecTBa

30. Heobxogmmo TwiaTenbHO CrnaHnpoBaTh U opraHn3oBatb paboty COK MHOroLeHTpOBbIX UCCNeaoBaHUN, YTOObI



obecneunTs cobmnoaeHne obLWUX MPUHLUMUMNOB Haanexallet nabopaTopHOW NPaKkTUKM AN OaHHbIX UCCNenoBaHui.
MockonbKy MccrnegoBaHWe NPOBOAUTCS Ha HECKONbKUX MUCMbITATENbHbIX MIoWaaKkax, To MOryT BO3HUKHYTb Npobrems! ¢
ynpasneHnemM HeCKOMNbKUMM UCTbITaTeNbHLIMU NNoLWaakaMu 1 nporpammamMm obecnevyeHnst KayecTsa.

1. O6s3aHHOCTU rnaBHoro cneunanucta COK

31. MasHbI cneumanuct COK pgormkeH nogpepxmBatb KOHTakT ¢ otgenoMm COK ucnbiTaTensHOM MMoLiagky,
4yT0BbI 06ecneunTb nHcnekTupoBaHne COK Ha NpOTSXXEeHUN BCEro uccnegoBaHums.

32. Ocoboe BHUMaHWe cnegyeT yaensaTb (MYHKUMOHWPOBAHUIO W BeOEHUIO AOKyMEHTauuwW, OTHOCALWEWNCs K
B3aMMOAEMNCTBUIO (KOHTaKTaM) Mexay ucnbiTatenbHbiMmn nnowaakamu. OTBETCTBEHHOCTL 3a obecneyeHre KayecTBa Ha
pas3nuyHbIX NnoLwlagkax AormkHa ObiTb yCTaHOBMEHa A0 Havana aKkcnepuMeHTanbHowm paboTbl Ha 3TVX nNnowaakax.

33. MaeHbIn cneymnanuet COK obecneunBaetr npoBegeHne NpoBEPKM MNiaHa WCCMELOBaHNUS N 3aKMiOUNTENbHOMO
oT4yeTa Ha cooTBeTcTBME MpaBunam. WHcnektnpoBanHne COK 3aknoumTenbHOro otdyeTa AOMKHO BKMYaTb B cebs
NPOBEPKY HanMMuusa Bcex HeoOXoaMMbIX MaTepuarnoB OT BedyliMX uccrniegoBaTenen (B TOM 4YMcne AoKasaTernbCcTBa
obecnedeHunst Ka4ecTBa Ha UCMbITATENbHOM NIOLWAaAKe) B COCTaBe 3aKMoYMTeNbHOro otdyeTa. MmaeHbii cneunannuct COK
obecneunBaeT nogrotoBky 3akntoveHnss COK B OTHOWweEHUM paboTbl, BLIMOMHEHHOW Ha MCMbITATENbHOM MoLWajakKe,
Bkntovas 3akntodeHmnss COK co Bcex ncnbiTaTtenbHbIX MAOLWAA0K UK CCbINTKMA Ha HUX.

2. O6a3aHHocTn COK ucnblTaTenbHOM Nnowanku

34. Kak npaBusio, pyKOBOACTBO KaXXAOW UCNbITaTeNbHOW NOWaaKkM HeceT OTBETCTBEHHOCTb 3a COOTBETCTBYOLLEE
obecneveHne kadecTBa B OTHOLWIEHMM YacCTU MWCCredoBaHUs, NpoBegeHHoOW Ha nnowagke. COK Ha kaxgoMn
ucnblTaTeNbHOM MNNOWaAKe [OOIKHA MNPOBeEpPsTb pasdenbl NfaHa WCCreaoBaHUsl, OTHOCSLIMECS K onepauusim,
BbIiNonHaemMbIM Ha nnowaake. COK gomkHa XpaHUTb KOMUIO YTBEPXKAEHHOTO NiaHa UccneaoBaHns 1 nonpaBok K HEMY.

35. COK Ha ucnbITaTenbHOM Nnowaake AOSMKHA MHCNEKTUPOBATb OTHOCSILLYHOCS K UCCrefoBaHnio paboTy Ha CBOEN
nnowiagke cornacHo csoum cobcetBeHHbIM COIl, ecnu nHoe He TpebyeTca no ykasaHuo rnasHoro cneumanucta COK,
npn atom COK ucnbiTatenbHoOM NNowagkMm CBOEBPEMEHHO COCTABMsET OTYETbl O NKOObIX pesynbraTtax WHCNEKUMiA B
NMCbMEHHOM (hopmMe B afpec Beaylwlero uccrnenoBaTensi, PyKOBOACTBA WUCMbITATENbHOM MIOLWAAKM, PyKoOBOAMTENS
nccrnefoBaHns, PyKOBOACTBA MCMbITaTeNbHOM nabopatopun v rmaeHoro cneumanucta COK.

36. COK Ha wucnbiTatenbHOM nrowagke AofbKHA WHCMEKTMpOoBaTb Yy4yacTMe Bedyllero uccriegoBaTensi B
nccnegosaHun cornacHo COIT cBoelt ucnbiTaTeNbHOM NoWAOKM WM NPeacTaBnATb 3akilo4YeHMe, OTHocsileecs K
nesatenbHocTn COK Ha ucnbiTaTtenbHOW Nnowaake.

VI. OcHoBHble rpadmku paboT

37. MHoroueHTpoOBOEe nccrnegoBaHne, Anst KOTOPOro Ha3HavYeHbl OAMH MO0 HECKONbKO BeAYLLMX NccnenoBarenen,
OOMKHO MMETb OCHOBHOW rpadhuk paboT BCex 3a4eNCTBOBaHHbIX UCMbITaTeNbHbIX NroLwaaok. ObecnevyeHne BbINONTHEHUSA
aToro TpeboBaHMa BXOAMT B 00S13aHHOCTM PyKOBOACTBA UCMbITaTeNbHOM nabopatopum 1 pyKOBOACTBA MCMbITATENbHOM
nroLwagku.

38. B ocHoBHOM rpadmke paboT SOIMKHO UMETLCST YHUKaNbHOE UAeHTU(MMKaLMOHHOE Ha3BaHWe UCCNEeaoBaHUs, a
Takke nNpyv HeobxoOUMOCTU MEPEKPECTHBLIE CCbISIKN Ha MAEHTU(UKALMOHHBIE Ha3BaHUS MCNbITaTeNbHbIX Mrowanok. Ha
OCHOBHbIX rpadumkax paboT JomkeH ObiTb yKasaH pykoBOAWUTENb WCCNedoBaHus, a Ha rpaduke paboT kaxzgon
ncnbITaTeNbHON NNOLWAaAKM - COOTBETCTBYIOLLMI BeAyLUMIA uccregoBaTens.

39. Ha ocHoBHOM rpadmke paboT, Haxogswemcs Ha Bcex Mnowiagkax, OOMMKHbl OblTb yKasaHbl AaTbl Hayana u
3aBepLueHuns a3 paboT, 3a KOTopble OHM OTBEYalOT.

VII. MNMnaH nccnegoBaHusd

40. [Ona kaxgoro MHOrOLEHTPOBOIO MCCrenoBaHUs OOMKeH OblTb COCTaBNeH eauHbI nnaH uccnegosaHus. B
nnaHe NccrnenoBaHnst OIMKHbI ObITh YKa3aHbl NOSIHbIE HAMMEHOBAHMSA U agpeca BCex 3a4eMCTBOBAHHbIX MoWwagok.

41. B nnaHe nccnenoBaHus OOMKHbI ObITh YKasaHbl MMsSt U agpec BedyLMx uccrnegoBaTenen U nopyvyeHHas um
dasa uccnenoBaHus. CnegyeT BKAYaTh B MMaH WUCCRNeQoOBaHWUS WMHAOpPMaLMio, AOCTAaTOMHYK [AMfsl YCTaHOBIEHUS
NPSIMOTrO KOHTaKTa C PyKOBOAMTENEM uccrnegoBaHust (Hanpumep, Homep TenedoHa).

42. B nnaHe wuccrnegoBaHWs OOMMKHO ObITb YKa3aHO, KakMMm obpa3oM coOpaHHble Ha MecTax AdaHHble OyayT
NpeacTaBnsATbLCS PYKOBOAUTENIO UCCIeNoBaHUS A BKIOYEHNUS UX B 3aKMOYMTENbHBIN OTYET.

43. Ecnu 3apaHee W3BECTHO, cneayeT ykasaTb B MniiaHe MCCNegoBaHUs MecTa, rae OOMKHbl XpaHUTbCS AaHHbIe,
uccriegyemble BeLLecTBa (rNekapcTBEHHble CpeacTsa), obpasubl CpaBHEHWS (KOHTpONbHble 0Opasubl) M 06pasubl,
cobpaHHble AN XpaHeHUsl Ha pas3nu4HbIX NnoLlagkax.



44, Cne,u,yeT obecneynTb npencraerieHMe TMnpoeKkTa nMniiaHa wuccnenoBaHnda Beayuwnum uccnegosarendaMm Ond
n3ydyeHuna n onpegeneHmnsa BoO3IMOXHOCTU BbIMONMHUTL OTBEAEHHYH UM YacCTb obuwmx nccnegoBaTenbCKUX pa60T (a TaKkxke
cneunanbHbIX TEXHNYECKUNX pa60T, €CInn 31O NpenyCcMOTpPEHO MniaHOM I/ICCJ'Ie,EI,OBaHI/Iﬂ).

45, Kak npasuno, niaH nccrneaoBaHna coctaBndeTcAa Ha OAHOM A3blKe, 00bIYHO Ha TOM fI3bIKeE, KOTOPbIM cB0obOOHO
Bnageet pykoBoAUTENb WUCCeaoBaHUA. Ons MHOIOUEHTPOBbIX nccrnegoBaHUn MOXeT I'IOTpe6OBaTbCF|, 4YTOOLI MNaH
nccnenoBaHusa Obinl COCTaABMNEH HA HECKOMbKUX A3blkax. ATO OOMNOSHEHWE AOMKHO ObiTb yKa3aHO B MCXOOHOM niiaHe
nccnegoesaHua, nepesegeHHOM njiaHe uccreaoBaHua, a NCXOOHbIN A3bIK OOKYyMeHTa OOJKeH ObITb YKa3aH BO BCeX ero
BepCcudx. [orxeH ObITb NPUMEHEH MeXaHU3M NPOBEPKM TOYHOCTU U MOJIHOTbI NepeBedeHHOro niaHa unccnegoBaHuA.
OTBETCTBEHHOCTb 3@ TOMHOCTb nepesoaa MOXeT ObITb BO3MNOXeEHa pykoBoguTenemMm mccrnenosaHmda Ha cneuuanucra no
nepesogam 1N OOJNKHa ObITb O(*)OpMJ'IeHa OOKYMEeHTarbHO.

VIII. NpoBeneHue nccnenosaHns
1. VicnbiTatenbHble nabopatopun

46. Ecnn nepcoHan He NpUCYTCTBYET Ha MCNbITaTeNbHbIX NNOLWaAKkax B Te4eHne Bcero paboyero BpemMmeHu, MoryT
notpeboBaTbCsl AOMONHUTENbHbIE Mepbl ANA MNOAAepXaHus (U3MYecKoW COXPaHHOCTUM uUCCnedyembiX BeLecTB
(nekapcTBEHHbIX CpeacTB), 00pasLOB M AAHHbIX.

47. Tlpy HeobxooMMOCTM MepeMeLLEHNs] OaHHbIX UNU MaTepuarnioB Mexay nnoliagkamu crieqyer yCTaHOBUTb
MeXaHu3Mbl NS NoaAepXaHus ux coxpaHHoctu. Ocoboe BHUMaHWe crnegyeT yaensaTb arekTPOHHOW nepedade gaHHbIX
(3nekTpoHHas noyTa, MHPOPMaLMOHHO-TENEKOMMYHMKALNOHHAs ceTb "UIHTepHeT" n T.4.).

2. ObopynoBaHue

48. Vlcnonbsyemoe B wuUccnegoBaHnn o6opyp,OBaH|/|e OOJMKHO COOTBETCTBOBATb CBOEMY Ha3Ha4YeHUIO. 310
OTHOCUTCA U K KPYMHbIM MeéXaHU4YeCKUM cpencTtBaM, U K BbiICOKOCNeunanm3mpoBaHHOMY o6opy,u,osaHv|+o, KOTOpPOE MOXeEeT
Mcnonb3oBaTbCA Ha HEKOTOPbIX nioLlaaKkax.

49. [Ons obopygoBaHusi, UCMONb3yeMOro B WUCCReaoBaHWW, AOMXKHbI MMETbCA PerncTpauuoHHble 3anucu o
npoBedeHnn TEeXHUYEeCKoro obcCcnyxmBaHuA W KanunbpoBKW, KOTOpble BO BPEMS MCMOMb30BaHWs 060pygoBaHMSA
noATBEPX4atoT ero NPUrogHOCTM K MCMONb30BaHUIO NO Ha3HayYeHuo. HekoTopas annapatypa (Hanpymep, Takoe B3sToe B
apeHgy unu nu3nHr obopyaoBaHuWe, Kak Bechbl AN KPYMHbIX XXMBOTHBLIX W aHanuTuyeckoe obopygoBaHue) MOXeT He
MMeTb PerncTpauMoHHbIX 3anucert 0 NEPUOAMNYECKON MHCNEKUMU, OYUCTKE, TEXHUYECKOM OBCNy>XMBaHUN 1 KanubpoBske.
B Takmx cnydasx wHdopmauus pdomkHa OblTb BHeceHa B NepBUYHbIE AaHHble MO WCCNeoBaHuIo, YTOObI
NPOOEMOHCTPMPOBaTb NPUrOAHOCTE 060PYAOBaHUSA K MCMONb30BaHUIO MO HA3HAYEHMIO.

3. KoHTponb 1 y4eT matepuanos nccrnenoBaHusi

50. OomxHbl ObITb B HanuMuuMu npoueaypbl, obecneuynBalolle CBOEBPEMEHHYH AOCTaBKy B WCMbITATENbHYIO
nrowaaky MaTepuanoB, OTHOCALUMXCS K uccregoBaHuto. Heobxogumo nopaepkmBaTb LENOCTHOCTb (CTabMIbHOCTL)
[AaHHbIX M MaTepuanoB BO BPEMSI TPaHCMOPTUPOBKM, MO3TOMY KpalHe BaXkHO WCMONb3oBaTb HadeXHble cpeacTea
TPaHCMOPTMPOBKM M 0GECneyYeHnss COXpaHHOCTM AOKYMeHTOB. HeobXxogMmo MMeTb YETKO OonpederieHHble npoueaypbl
TPaHCMOPTMPOBKM, a TaKKe YeTkoe pacripefeneHme 06s3aHHOCTEN UCNOMHUTENEN B NpoLiecce TPaHCNOPTUPOBKU AaHHbIX
1 MaTepunarnos.

51. Kaxxpgas oTnpaBka maTepuana ans uccreqoBaHus JOMKHA COMNPOBOXAATLCS NPUMOXEHNEM COOTBETCTBYIOLLEN
AOKYMeHTauun, 4Tobbl MoaTBEpOUTb COOTBETCTBME MPUMEHSIEMbIM HOpMaMm MpaBa, HanpuMep, TaMOXeHHOMY
3aKoHOOATeNbCTBY, 3akoHoAaTenbCTBy B cdepe obpalleHust nekapCTBeHHbIX CpPefcTB, 3akoHoaaTenbCTBy B cdepe
Guonornyeckoit GesonacHocT. Takas [OOKyMeHTauusl [OSKHa codepxaTb WHGOPMauuio, OOCTaTouYHyl AOns
YCTaHOBMEHUST MPUrOAHOCTM MaTepuana K WCMoNb30BaHWIO MO HasHa4YeHuo no npubbiTuM Ha MecTo. Bonpochl
0pOpMIIEHUSI COOTBETCTBYIOLLIEN AOKYMEHTALMWN A0OMKHbI ObITb peLleHbl 40 OTrpy3ku MaTepuana.

52. Ecnu matepuansl uccnegoBaHvs TpaHCMOPTUPYIOTCA MeXay nrollaakamm B O4HOM 1 TOW e rpy30BOW napTuu,
Heobxoanmo, 4Tobbl OHM OblIM COOTBETCTBYHOLIMM 06pa3om pasgeneHbl U UAeHTMUUMPOBaHbl, BO K3bexaHue
NyTaHULbl WKW TMEPEKPECTHOro 3arpsA3HeHusl. OT1o TpeboBaHue o0cobeHHO BaXHO cobnwgaTb, €Cnv BMecTe
TPaHCNOPTMPYIOTCA MaTepuansl oT 6onee Yem OAQHOIO UCCNEAOBaHMS.

53. Ecnu BO BpemMsi TPaHCMOPTMPOBKU YCINOBUSA OKpyXXatoLwen cpefbl MOryT OKasblBaTb HEraTMBHOE BIIMSIHWE Ha
TpaHCnopTUpyemble Martepuanbl, CrefyeT YCTaHOBWUTb Npouedypbl AN COXpaHEeHUs WX LenocTtHoctu. Moxet
notpeboBaTbCsi BeAEHME MOHUTOPUHrA AN MNOATBEPXKOEHUS, YTO BO BPEMS TPaHCMOPTUPOBKM MNOOAEPXKMBAOTCA
HeobxoaMMble YCNOBUSI OKPY>KatoLLEN cpeabl.

54. Cne/:l,yeT yaoendaTb BHUMMaHUe XpaHeHUKo, BO3BpaTy U yTunnsaumm OCTaTKOB uUccnengyemblX Unn ctaHO4apTHbIX
BeLlecTB, NCNOIb3yeMblX B UCCeoBaTENIbCKUX na6opaTopV|;|x.



IX. OdhopmneHne pesynsTatoB UCCreaoBaHNS

55. [ns Kaxgoro MHOrOLEHTPOBOrO WCCreAoBaHWUs CriegyeT COCTaBNATb €OWHbIA  3aKIMHOYMTENbHBLIA  OTYET.
3aknunTEnNbHbLIM OTYET OOMMKEH BKMHOYATb [AaHHble MO BceM asaM uccrnegoBanus. Beaywimn wccneposatenb
COCTaBIsIET OTYET O NPOBEAEHUM MOPYYEHHOro €My 3Tana UccneaoBaHUs A5 BKIHOYEHUS ero B 3aKMUUTENbHBIA OTYET,
3aBepdeT noannucbio N yKasblBaeT Aarty. B rotoBom Bnge OT4vyeTbl OAOJMKHbI BKJ1HOYMAaTb B cebs cBedeHuna o npoBegeHun
cooTBeTcTBYOLWEro MoHuTtopuHra COK Ha 3ToM mcnbiTaTenbHOM niowagke U MHOPMAaUMIo AOCTaTOMHY Ansi TOro,
yTOObI pyKOBOAUTENb WCCNEAOBAHMS MO COCTaBWUTb MOJSHBIA 3aKMYMTENbHBIN OTYET MO BCEMY UccregoBaHuio. B
KayecTBe ansTepHaTyBbl HeobpaboTaHHble JaHHbIE MOTYT NepefaBaTbCsl BEAYLLUUMU UCCeoBaTENSAMU PYKOBOAUTENHO
nuccnegoBaHus, KOTOPbI JOMmKeH ybeanTbCd, 4TO 3TW [aHHble MNpeAcTaBneHbl B 3aknoumtenbHOM oOTyeTe. B
3aKNYNTENTIbHOM OTYETE, COCTaBNMEeHHOM TakKuM o6paso|v|, AOOJTKHbI ObITb YKa3aHbl Beayuine nccnegosartenm n (*)a3bl, 3a
KOTOPble OHM HECYT OTBETCTBEHHOCTb.

56. Beaywwme wuccnegoBatenu LOMXKHbI yKasaTb, B Kakom oObeme paboTa, 3a KOTOpPYH OHM OTBEYalorT,
COOTBETCTBYET MpasBuiam, U NPUBECTU CBEAEHMA O npoBeaeHnn nHenekumii COK Ha cBoel ncnbiTaTenbHOW NoLwaake.
OTa nHpopMauma MOXeT ObiTb BKMOYEHaA HEMOCPEACTBEHHO B 3aKIOUUTENbHbLIVA OTYET NGO Tpebyemble faHHbIe MOTYT
ObITb BKMIOYEHbI B 3asiBlIEHNE PYKOBOAMTENS WccnedoBaHus O cobntogeHun npasun M B 3aknodeHne COK B
3akntounTensHom otyeTe. MNpu 3TOM cneagyeT AaTtb CCbIKY Ha MCTOYHMK M3 KOTOPOro Obina B3sTa AaHHast MHpopmMauus m
MECTO €ero XxpaHeHusi.

57. PykoBoauTenb uccrnefoBaHnst 4OMMKEH NoanmcaTh 3akmounUTeNbHbIA OTYET U NPOCTaBUTL AaTy Nognucu, YTobbl
YOOCTOBEPUTbL CBOK OTBETCTBEHHOCTb 3a MPaBWUMBbHOCTb BCEX M3MNOXEHHbIX B HEM fAaHHbiX. CobntogeHue npasun
OOMKHO YKasblBaTbCA C MOMOLLLIO CCbINIKM Ha MpaBuia WU HOpPMaTMBHbIE MPaBOBble aKTbl, COOMNOAEHUE KOTOPbIX
3asBnseTcd. [JaHHoe 3asiBNeHMe O COOTBETCTBUM OOMKHO PacnpoCTpaHATbCA Ha Bce dasbl UCCNeqoBaHUS U OOIMKHO
cornacoBbIBaTbCA C MHGOPMaUMEN, NPeACTaBlEHHON B 3asBMEHUAX BeayLlMX uccnegoBartenen. B 3akniountensHom
oT4yeTe TakkKe yKasblBaloTCA UCMbITaTeNbHbIE NMOLWaAKM, HE COOTBETCTBYIOLLME NPaBUiIaM.

58. B 3akniouMTeNbHOM OTYeTe AOMKHO ObiTb yKasaHO MecTo (MecTa) XpaHeHus nnaHa uccrnefoBaHusi, Npob
nccnedyemblX U CTaHOAPTHbIX BELWECTB, BMonorndyeckmx o6pasuoB, NEPBUYHLIX OAHHBLIX U 3aKMOYUTENBHOMO OTYeTa.
OTueTbl, COCTaBMneHHble BeaylMMK WUccrnegoBaTensMu, AOIMKHbI coaepXaTb MHAOpMaLMio, Kacalollylcs XpaHeHus!
mMartepuaros, 3a KOTOPbl€ OHU HECYT OTBETCTBEHHOCTb.

59. lonpaBkM B 3aKNOYUTENbHLIM OTYET MOXET BHOCUTb TOSIbLKO PYKOBOAUTENb uccrnegoBaHusa. Ecnu
HeobxoaMmas nonpaBka kacaetcsi ¢asbl, NPOBEAEHHOW Ha KakoW-MbO MCnbITaTeNbHOW nNnowagke, PyKOBOAMTENb
nccnefoBaHus OOIKEH cBA3aTbCA C BedylwuM wccnepoBatenem, 4tobbl cormacoBaTb COOTBETCTBYHOLME
KOppeKkTupyLLmne OencTBus. 3TN KOPPeKTUpYLWmne AencTBUS OOMKHblI ObiTb 3aperncTtpupoBaHbl AOKYMEHTanbHO B
nonHomMm obbeme.

60. Ecnu otyeT noarotaBnuBaet Be,El,yLLl,MVI nccregoBaTenb, TO AAHHLIN OTYET AOMKEH COOTBETCTBOBATb TEM Xe
Tpe6OBaHI/IF|M, YTO M 3aKITOYMUTENBbHbBIN OTYET.

X. CtaHpapTHble onepaumoHHble npoueaypbl

61. NpaBuna yctaHaBnMBalT HEOOXOAMMOCTbL BBEOEHMS U coBnogeHns cooTBETCTBYIOWMX yTBepxaeHHbIx COrT.
[ns MHOroLeHTPOBbIX UCCNEAoBaHNI MPUMEHSIIOT CrieaytoLLme npoueaypbl (HO He OrpaHNYMBalOTCA UMK):

BbIGOP Y MOHUTOPUHTI UCTbITaTeNbHbIX NMAOLAAoK;

Ha3HaveHve 1 3ameHa BeayLlero nccrnegosarens;

nepegaya gaHHblx, buonornyeckmx o6pasLos 1 Npod Mexay nnoLlagkamu;

npoBepKa NpaBuUibHOCTU UNK yTBEPXOEeHMe NnepeBogoB nnaHa uccnegosaHunii unm COlN Ha MHOCTPaHHbBIN A3bIK; U

XpaHeHune, BO3BpaT U yTuUnn3auma wuccrnegyemMmblX M CTaHOapPTHbIX BewecCTB, WUCMNOoJb3yeMblX Ha OTAalieHHbIX
ncnbltTatenbHbIX NowaaKkax.

62. MNpaBuna ycrtaHaBnuBalT HeobxogumocTb Hanmumst COIl HenocpencTBEHHO B pachopsbkeHWM nepcoHana
nUccneaoBaHUA MNpy OCYLLECTBMEHMU UCCNeaoBaTenbCKON AEeATENbHOCTM, HE3aBMCMMO OT TOrO, BbIMOMHAKT M OHU
paboTy B AaHHbLIN MOMEHT.

63. Cneayet obecneunTb cobnogeHne nepcoHanom ucneitatensHon nnowagku ee COl. Ecnn Tpebyetcs, 4Tobbl
OHM cobnoganu gpyrve npouenypbl, YkasaHHble pykoBoauTenem uccnegosaHus (Hanpumep, COIN, npenctaBneHHble
PYKOBOACTBOM WCMbITaTENbHOW nabopatopuu), To 3TO TpebGoBaHWe AOMKHO ObiTb yKasaHO B MfaHe WCCefoBaHMs.
Benywumit uccnenosatenb HeCeT OTBETCTBEHHOCTb 3a obecneyeHne Toro, YToObl MepcoHan UCMbITaTeNbHON NMoLaaKkM
3Han COI1, koTopble criegyert cobnoaatb, U MMen A0CTYN K COOTBETCTBYIOLLEN JOKYMEHTaLUNK.

64. Ecnu TpebyeTcsa, 4TOObI MepcoHan ucnbiTaTenbHoW nnowankm cobnogan COIlN, npepctaBreHHbIE



pyKkoBOo4CTBOM ncnblTaTenbHoOM na60paTopV|VI, PyKOBOACTBO McnbiTaTeNbHOM NAOWAAKM AOMMKHO AaTb Ha 310
NMMCbMEHHOE cornacue.

65. Ecnn COI1 ucnbiTatensHon nabopatopumn 6binv co3gaHbl 4518 MCMOMNb30BaHMS Ha UCMbITAaTENbHOW NNoLWanKe,
PYKOBOACTBO MCMbITaTeNbHON nabopaTopumn OOMKHO obecnevnTb, 4TOObI Kakue-nmbo nocnepyowme pegakumm COIl,
BbiNyCKaeMble BO BpPEMS MCCNeaoBaHWs, Hanpaensanncb Takke M Ha WCMbITaTenbHyl MMAOLWLajKy, a cTapble Bepcun
Mn3biIMarmMCb U3 UCMNOJIb30BaHUA. Be,qyu.l.vn?l nccecnegoBaternb OOIMKEH O6eCI'IeLII/ITb, 4yTOObI BECb nepcoHan ncnbiTaTenbHON
nnowaaku 3Han o nepecmotpe COl n nmen JOCTYN TONBbKO K TEKYLLEN akTyarnbHOW BEPCUN.

66. Ecnn Ha wncnbiTatenbHbixX nnowagakax tpedyetca BbinonHATe COIM ucnbiTatenbHon nabopatopun, MOXeET
notpeboBatbca nepesog COIl Ha apyrme a3bikn. B aTtol cuTyauum BakHO, 4TOObI NMoOble nepeBoAbl TWATENbHO
NPOBEPSANNCH, @ MHCTPYKUMM U 3HAYEHME PasfUYHbIX S3bIKOBbIX BEPCUIM OCTaBanmMCb MOEHTUYHbIMU. VcXogHbIA A3bIK
(s3bIK OpurMHana) gomkeH ObITb ykaszaH B nepeBeaeHHbix COT.

Xl. XpaHeHue pernctpaumoHHbIX 3annucen n matepmarnos

67. Bo Bpemsa NpoBeaeHUss MHOMOLIEHTPOBLIX UCCNeaoBaHuWii crieqyeT yaenaTb BHUMaHWE BPEMEHHOMY XpaHEeHUHo
maTepuanos. Takue NOMeLLEeHUss AN XpaHeHUss OOMKHbI HAOEeXHO 3aluMlliaTh LIEeMOCTHOCTb MX comepxumoro. Ecnu
JaHHble XpaHsTCs 3a npedenaMu uUchbiTaTeNnlbHOW nabopatopun, CriegyeT YAOCTOBEepUTLCH, YTO WCMblTaTerbHas
nrowagka UMeeT BO3MOXHOCTb GecnpensiTCTBEHHOro AOCTyna K AaHHbIM, KOTOpble MOryT noTpeboBaTbcs Ans aHanvaa
1 NPOBEPKMU.

68. Crnocob XpaHeHua perncTpaumoHHbIX 3anucen un mMmaTtepuanoB AOOJNKEeH COOTBETCTBOBATb MpaBuJiaM. Ecnn
nomMeuweHna Ona XpaHeHua Ha nrowanake He yaoBNeTBOpPAKT npasuiiamMm, peructpauuoOHHble 3anncun 1 marepuanbl
cnepnyet nepenaBaTb B apXuBs, COOTBeTCTByPOIJ.lI/IVI Tpe6OBaHI/IF|M npasun.

69. PyKOBOD,CTBO ucnbiTaTenbHON nnowaaku AOMmKHO obecneyntb, 4TOObl MMEnUCb Bce cooTBeTcTBYylOLMEe
OOKYMEeHTbI, yaocTtoBepaLwne yd4actme ncnbiTaTenbHOM NNoLWAaaKku B UCCNeaoBaHUMN.

Mpunoxexne N 4

K MpaBunam

Hagnexallern nabopaTopHON NpPaKTUKK
EBpasuninckoro aKoHOMU4eCKoro

coto3a B chepe obpalleHus
rnekapCcTBEHHbIX CpeacTB

NOoPAQOK
MPUMEHEHWA NPABWIT HALNEXKALLEW NABOPATOPHOW MPAKTUKW
EBPA3MCKOIO 9KOHOMWYECKOIO COKO3A B COEPE OBPALLEHUSA
JIEKAPCTBEHHbIX CPEACTB K KOMMNbIOTEPU3NPOBAHHBLIM CUCTEMAM

|. OOLKMe nonoxeHus

KomnbloTepunsmpoBaHHble cUCTEMbl (Janee - CUCTEMbl), MCMOMb3yloLWmMecs npyu MNpoBedeHUU WCCnefoBaHum,
OT4YeTbl O pesynbratax KOTOpbIX MPeacTaBnslTCA B YNOMHOMOYEHHblE OpraHbl roCcydapcTB - urneHoB EBpaswuiickoro
3KOHOMUWYECKOro COK3a (anee - rocyaapCcTBa-yreHbl) B COCTaBe permcTpauoHHOro 40Cke NeKapCTBEHHOro npenapara,
AOMXKHbl MMETb COOTBETCTBYIOLLYIO KOHCTPYKUMIO, AOCTATOYHYIO MOLWHOCTb M ObiTb MNpUrogHbiMM ANS  Uenen
nccnefoBaHWs, B KOTOPbIX OHM NpuMeHsiloTca. Cuctembl AOMXHbl pa3pabaTbiBaTbCs, BanuampoBaTbCs W
3KCMyaTMpoBaTbCsA B COOTBETCTBUMM C MpUHUMNAMKM MpaBun Hagnexailen nabopatopHon npakTuku Espaswuiickoro
3KOHOMMYECKOrO CO3a, YTBepXaaembix EBpasMinckon SKOHOMUYECKOW KOMUCCUMEW (ganee - npasuna), Kpome Toro,
AOIMKHbI ObITb YCTAHOBMEHbI COOTBETCTBYHOLLME NPOLEAYPbl KOHTPONSA U TEXHUYECKOro OBCNyXUBaHWSA AaHHbLIX CUCTEM.

Mopg Banugauunen cMctTeMbl NOHUMAKOT NPOBEPKY N OOKYMEeHTallbHOEe noaTBepXXaeHne npurogHoCTn CUCTeM CBoemMy
npegHasHa4vyeHuto.

Mpouecc BanuaauuMu Heobxoaum AnNs obecrnevyeHUs rapaHTUM COOTBETCTBUS CUCTEM 3apaHee 3afaHHbIM
TEeXHUYecKkMM TpeboBaHusAM. Banuoauus gomkHa ocyLecTBNATLCA A0 Hadyana SKcnnyaTauum cUcTeMbl U NPOBOAUTLCA
HaanexalluymM ob6pa3oM TOMNMbKO B COOTBETCTBUM C paspaboTaHHbIM NnaHoM BanuaaLuu.

[I. MpuHUUMNbI Hagnexalen nabopaTopHON NPaKTUKN
N KOMMNbIOTEPU3NPOBAHHbIE CUCTEMbI

I'Ipvl NPUMEHEHNN TMPUHLIMMOB Hagnexawlien na6opaTopH0|7| NPaKTUKM K BbllLEONUCaHHbIM CuCTeMaM cnenyet



npuHMMaTb BO BHUMaHWe TpeboBaHus nNyHKToB 52, 60, 66, 109, 116, 118 npasun.
1. OB6A3aHHOCTM 1 OTBETCTBEHHOCTb

PyKOBO,EI,CTBO mcnblTaTenbHOm na6opaTop|/|V| HeceT OTBETCTBEHHOCTb 3a cobnoaeHne Tpe6OBaHVII7I npaswun,
BKIno4Yada Ha3Ha4dYeHune Ha [JOJNKHOCTb U 3¢)d)eKTVIBHyl0 opraHn3auuo goCcTaTovyHOro 4ucra KBaJ'II/I(bI/ILI,I/IpOBaHHbIX n
ONbITHbIX COTPYAHUKOB, pa60Tarou.|,14x C cuctemamu, a Takke obsizaHo obecneunBaTb, YTOObI MOMELLEHNS, 060py,1:|.OBaH|/|e
n npouenypbl 06pa60T|<|/| OaHHbIX B CUCTeMax COOTBETCTBOBAlIM YPOBHKO TEXHUYECKUX Tp€60BaHI/II7I cucTtemMm 1 uenam
nuccrnegosaHum, B KOTOPbIX MPUMEHAKTCA CUCTEMbI.

PykoBoacTBo ucnbiTatensHon nabopatopum HeceT OTBETCTBEHHOCTb 3a obecneyeHuMe COOTBETCTBUS CUCTEM
npegnonaraemMomy HasHaveHuto. PykoBOACTBO McMblTaTenbHON naboparopumn AOMKHO YCTAHOBUTbL B BUAE MPUHATOrO
MUCbMEHHOIO [AOKYMEHTa MpWHUMNbI OpraHu3auMmM u BbINOMHAeMble B 0bOnacTu asBToMaTtm3auuu npouenypsbl,
rapaHTupyloLwme paspaboTky, Banvaaumio, aKCnnyataumio n obcnyxuBaHue CUCTEM B COOTBETCTBMM C NpMHUMNAMMU
Haanexallemn nabopaTopHOWN NPaKTUKK.

PykoBoacTBo ucnbiTaTenbHow nabopatopum [OMmkHO obecneynBaTtb, ACHOCTb W cOOnNiofeHWe nepcoHarom
nabopatopun NPUHLMINOB OpraHu3auun 1 BbINOMHAEMbIX B 06nacTu aBTomatm3aumuy npoueayp, a Takke apdeKkTMBHbIN
KOHTPOMb COBNioAeHNs AaHHbIX MPUHLMMIOB M BbIMOSIHEHWSA AaHHbLIX npoueayp.

PykoBoaCTBO UchbITaTeNbHON nabopaTopun OOMKHO HasHavaTb BblAENEeHHbIX COTPYAHWMKOB, a Takke YCTaHOBUTb
ANS HUX OTBETCTBEHHOCTb 3a pa3paboTky, Banuaaumio, 3KCnnyatauuio U obcnyxmBaHne cucteM. [OaHHbIi nepcoHan
[JOIMKEH MMETb COOTBETCTBYHOLLYIO KBanuukaumio, OnbIT U [AOCTaTOMHYK MOArOTOBKY [ANSi BbIMNOMHEHUS CBOMX
06s13aHHOCTE B COOTBETCTBUU C TpebOBaHMSIMM NpaBun.

PykoBoauTenu vccnenoBaHus cornacHo TpeboBaHMSAM MpaBuil HECYT OTBETCTBEHHOCTb 3a o0Llee npoBedeHue
nccnenoBaHUi.

Ecnu npuv npoBegeHMM wuccriefoBaHuin 6yayT WUCNonb30BaTbCs CUCTEMbI, PYKOBOACTBY WCMNbITaTeNbHON
nabopatopun HeobxogumMo obecneunTb, YTOObI PYKOBOAUTENWU WCCredoBaHWs B MOSIHOM Mepe WX WCMOonb3oBanuv B
ncenegoBaHuUmM Ansa JOCTUXKEHUS NOCTaBEHHONM B UCCNeaoBaHUM Lienu.

OTBETCTBEHHOCTL PYKOBOAWUTENSA MWCCNEQoBaHUS B OTHOLUEHWM O06palleHVst C AaHHbIMWU, MOMNyYeHHbIMU B
SMEeKTPOHHOM BUAE, WAEHTUYHA OTBETCTBEHHOCTM Npu paboTe C OaHHbIMU, XpaHAWMMUCa Ha BymaxkHoM HocuTene. B
nccnegoBaHusX, 3asBNsEeMblX Kak COOTBETCTBYKOLIME TpeboBaHUSAM MpaBuIl CreayeT UCMOoNb3oBaTh TOMBKO CUCTEMBI,
npollealve npoueaypy Banuaaummu.

2. NepcoHan

I'IepCOHan, VICI'IOJ'Ib3yI'0IJJ,VIl7| CUCTEMbI, HECET OTBETCTBEHHOCTb 3a 3KCrJ1yataunio AaHHbIX CUCTEM B COOTBETCTBUM C
Tpe6OBaHI/IF|MVI npasun. I'IepCOHan, KOTOprVI pa3pa6aTb|BaeT, BanuanpyeT, 3Kcniyatupyet u OGCJ'Iy)KMBaeT CUCTEMBbI,
HeceT OTBETCTBEHHOCTb 3a BblIlNMOJIHEHMNE BbllLenepevYncrieHHbIX MepOI'IpMﬂTI/IIZ B COOTBETCTBUU C Tpe6OBaHMF|MI/I npasun
N yCTaHOBIEHHbIMN TEXHUYECKMMU HOPpMaMW.

ObssaTenbCcTBa U OTBETCTBEHHOCTL Cry6bl 06ecneyeHmns kadecTtBa (ganee - COK) B OTHOLLEHUN OLEHKN CUCTEM
OOIMKHbI BbITb OnpeaeneHbl pyKOBOACTBOM MCTbITaTeNbHOMW nabopatopum M BHECEHbl B CIyXeOHble WHCTPYKLUN U
CTaHOapTHbIMK onepaunoHHbIMK Npoueaypamu (ganee - COIM). MNMporpamma obecneyeHnst kayecTBa AOIMKHA BKINoYaTh B
cebs npouenypbl U METoAbl, rapaHTMPYHOLLME COOTBETCTBME BCEX ITANOB Banuaauuu, 3KCnfyaTauum U TEXHUYECKOro
06CcnyKnBaHMSA KOMMbIOTEPU3MPOBAHHbBIX CUCTEM YCTaHOBMEHHbIM cTaHaapTam. Kpome Toro, nmporpamma obecrneveHus
KayecTBa [OrpKkHa BkMovaTb B cebs npouenypbl U METOAbI YCTAHOBKU MPUOOPETEHHbBIX CUCTEM M NpoLEecc pa3paboTkm
CUCTEM BHYTPEHHUMM CUIIAMMK OpraHu3aLuuu.

MepcoHan COK pomkeH KOHTpONUPOBaTb COOTBETCTBME CUCTEM MpuHUMNAM Hagnexaiwen nabopaTopHow
NpaKkTVKN U JOMKEH NPonTM obyyeHne HeobXxoaMMbIM crieumanbHbIM (MPOUNbHBIM) TEXHUYECKUM HaBblkaMm. MepcoHan
COK pomxeH 6blTb 3HAaKOM C cMCTEMaMu B AOCTaTOMHOW CTEMeHW, YToObl MMETb BO3MOXHOCTb BbIHECTU B OTHOLLEHUU
KadyecTBa MX Banugauum nx OOBbEKTMBHbIE 3aMevaHWsi; B HEKOTOpbIX Cly4vasx MOXEeT noTpeboBaTbCsi HasHayeHue
npoduneHOro ayamTopa.

Ons o630pa OaHHbIX NepcoHarn COK pomkeH umeTb HeI'IOCpeﬂ,CTBeHHbIIZ 00CTyn C npaBaMu noJib3oBaTtena "TONbKO
ONst YTeHUs" K AaHHbIM, XpaHALWKMMCA B CUCTEME.

3. ObyueHue

lMpaBuna ycrtaHaenueatoT, 4YTOObI B MCMbITaTeNbHOM NnabopaTtopun MMencsa KBanuULUPOBaHHLIA U OMNbITHLINA
nepcoHan Hagnexalwero ypoBHS, AOKYMEHTMPOBaHHblE Yy4eOHble nporpaMmbl Mo paboTte C cucTtemMamu Kak Ang
o0yyeHunsa Ha paboyem MecTe, Tak U, NpU HEOBXOANUMOCTM, HA BHELLHMX y4eOHbIX Kypcax. 3anmcm o nogooHoOM obyyeHum
OOIMKHbI OblTb COXpPaHEHbI.
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BbllweykasaHHOE NONOXeHWe pacnpoCTPaHAETCA Ha BECb NepCoHan, NCMOoNb3yLWniA B CBOEN paboTe cuctemsl.
[ll. MomeLleHnsa n obopyaoBaHue

Ons npoeseneHusa nccrnegoBaHui B COOTBETCTBUM C Tpe6OBaHVI$|MVI I'Ipanm Tpe6yeTc;| Hann4yne cooTBETCTBYHOLLUNX
NOMELLEHNI U O60py,EI,OBaHI/IF| ans obecneveHus (byHKLI,I/IOHI/IpOBaHVIFl CUCTEM. Kpome TOro, K cucremMam npenbAaBnATCA
cnepnywuimne cneunarnbHble TpeﬁoBaHI/IFl.

1. NomelleHuns

Heobxoaumo obecneduTb ¢uamyeckoe pacnosioxXeHMe KOMMbITEPHOro annapaTtHoro obecneyeHus,
nepugepunHbIX KOMMOHEHTOB, KOMMYHMKALMOHHOIO 06OpYOOBaHUSA M AMEKTPOHHbIX HocuTernen wHdpopmauun ans
Hagnexatlero yHKUMOHMPOBaHMS cucTeMbl. CrieayeT usberate BO3OENCTBUS Ha CUCTEMbI 9KCTPEMarbHbIX TeMnepaTyp
M BNaXHOCTU, NbINW, SNEKTPOMarHUTHbIX MOMEX U BrIn3KOro pacnonoXeHnst cUCTeM K kabensimM BbICOKOrO HanpsiKeHus,
Kpome criyyaes, korga obopyaoBaHue cneumanbHO npegHa3HavyeHo Anst paboTbl B NOAOOHbBIX YCIOBUSIX.

Takke Heobxogumo obecneunTb Haanexallee ANEeKTpornnTaHne KOMMNbHTEPHOIo O60py,CI,OBaHI/IF| n, npn
HeobXoaNMOCTH, pe3epBHOE KonupoBaHWe wunun 6ecnepe60171Hoe nnTaHne cucTtem, HEeUCnpaBHOCTb KOTOPbLIX MOXET
NOBINMUATb HaA pe3ynbraTbl UCClieaoBaHUA.

HeobxogMMo WMETb COOTBETCTBYIOLLME MNOMELLeHUs Ans 6e30mMacHOro XpaHeHUst SNeKTPOHHBIX HocuTenewn
nHdopmaunu;

2. O6opynoBaHue
AnnapaTHoe 1 nporpaMMHoe obecrneyeHne

Cuctema saBnsetcs prI'II'IOI7I annapaTtHbIX KOMIMNOHEHTOB W COOTBETCTBYHOLLEro nporpamMmmMmHoro o6ecnequv|;|,
pa3paboTaHHbIX 1 COBbpaHHbLIX AN BbINOMHEHUS onpeaeneHHoN YHKUUN U rpynnbl OyHKLNNA.

K annapatHomMy obGecne4yeHuto OTHOCATCA MaTepuarnbHble KOMMOHEHTbI CUCTEMbI, COCTOSLLME M3 KOMMbOTepa u
nepudepuinHbIX KOMMNOHEHTOB.

MporpammHoe obecnevyeHune npegcTaBnseT coboli KOMMNbIOTEPHbIE MpOrpaMmbl, ynpasnsiolmne
(PYHKUMOHNPOBAHNEM CUCTEMBI.

Bce TpebosaHus lMpaBun, npumeHsiemble K 0GOpPYyAOBaHWIO, B PaBHOW CTEMNeHW MpYMEHMMbl K annapaTHoMY, U
nporpaMMHoMy obecrnedeHuto.

KoMmyHukauum
KomMMyHUuKaumm, oTHoCSALWLMECS K cMcTeEMaM, OeNATCSA Ha 2 OCHOBHbIE KaTEropuu:
KOMMYHMKaUMM Mexay KoMnbloTepamu;
KOMMYHMKaLUMM Mexay KomnbtoTepammn n nepudpepuimHbiMmM KOMMOHEHTaMN.

Bce KOMMYHUKAUNOHHbIE TMMHUUN ABNAKOTCA NoTeHuunanbHbIMU UCTOYHWKaMWU BO3HWUKHOBEHUA OLLMOOK, KOTOpble
MOryT npmBecCTtTuU K nortepe unn noBpexgeHuto OaHHbIX. Ons obecrneyeHnss 6e30nNacHOCTU U LENOCTHOCTU CUCTEMBI
pomkeH 6biTb obecneveH COOTBGTCTBleIJJ,VII?I KOHTPOJIb npoueccoB pa3pa60TKV|, Banugauun, I3Kkcnnyatauunmnm wu
TEXHNYECKOIro 06C.I'Iy)KI/IBaHI/IF| CUCTEM.

IV. TexHnyeckoe obcnyxnBaHme 1 aBapMnHoOe BOCCTaHOBMNEHMEe

Bce cuctembl cnepyeT ycTaHaBnuBaTtb M 06CnyxuBaTb Takum obpas3om, 4Tobbl obecneumBaTb HEMPEPBLIBHOCTb UX
paboTbl.

1. TexHnyeckoe obcnyxmBaHune

[lomkHbl BbITe B HANWYMK, NPUHSTLIE B BUAE MUCbMEHHOTO AOKYMEHTA MpoLedypbl, OXBaTbIBaOLLME KaK NiaHOBOe
npodgunakTndeckoe oBCHyXMBaHWe, Tak W YCTpaHEeHMEe HeWcnpaBHOCTEN cucTeM. JTU Mpouedypbl AOMMKHbI YeTKO
onpeaensiTb pofib Y OTBETCTBEHHOCTb BOBIEYEHHOrO B MPOLIECC TEXHUYECKOro OOCHYXMBAHUSI CUCTEM MepcoHana. B
cryyasix korga Takue ornepaumMu no oBCnyXuMBaHWIO TPebylT W3MEHEeHWi annapaTtHoro W (Mnu) NpPorpammHOro
obecrneyeHunsi, MOXeT BO3HUKHYTb HEOGXOAMMOCTb NMOBTOPHOW Banuzauuu cuctem. Bo Bpemsi pyTUHHON paboTbl cucTem
JOSKHa 3anucbiBaTbCsi MHopmauus o nobbix npobriemax M HEeCoOTBETCTBMAX B CUCTeMax, a Takke nobble
NpeanpuHsATLIE MEPCOHANOM AEACTBUS MO UCTIPABIIEHNI0 BO3HUKLLMX NPOGIeM 1 HECOOTBETCTBMUIA.

2. ABapuiiHOe BOCCTaHOBMEHUEe



[omkHbl 6bITb B HANNYMK, NPUHSTLIE B BUAE MUCbMEHHOIO AOKYMEHTa NpoLueaypbl, ONMChIBalOLWME Mepbl, KOTOpble
HeobXoAMMO NPEANPUHATL B CIlydae YacTUYHOIO UMW MOMHOIO OTKasa KOMMbITEPU3NMPOBAHHONW cuctembl. Mepbl MoryT
BapbMpoOBaTLCS OT 3anfiaHMPOBAHHOIO COKpaLLleHusl annapaTHoro obopygoBaHUst CUCTEMbI O OTKa3a OT MCNOSb30BaHWs
cucTeMbl U nepexoda Ha paboTy ¢ BymaxkHbiMM HOcUTENsMU UHopmauun. Bce nnaHbl OEWCTBUMS B aBapUNHbIX
CUTYyauusiX OOMMKHbI ObITb TLATENbHO OOKYMEHTMPOBAaHbI U BanuAMPOBaHbI; OHWM OOMKHbI 0becnevmBaTb COXpaHeHue
HENpPepbIBHOM LENOCTHOCTM [OaHHbIX W He [AOMKHbl KakMM-nnbo obpas3om yrpoxaTb wuccnegoBaHuto. [lepcoHan,
yyacTBylOLIMA B NPOBEAEHNM UCCIeA0BaHWUs B COOTBETCTBUM C TpeboBaHusiMu NpaBur, JOMmMKeH ObiTb OCBEAOMIEH O
HanMuYMM OaHHbIX NIIAHOB AEVCTBUSA B aBapUAHbIX CUTYaLMsX.

I'Ipou,ep,ypbl BOCCTaHOBJIIEHNA CUCTEMbI OOJTXHbI 3aBUCETb OT CTENEHN KPUTUYHOCTU CUCTEMDI. Heobxogumo nmetb
B HalInd4nn pe3epBHbIE KOMUMN BCEX MporpamMmm. Ecnn npouenypbl BOCCTaHOBIEHNA BbI3bIBAKOT U3MEHEHME annapaTtHOoro
mnn nporpaMmmMmHoOro obecneyeHusi, MoXeT I'IOTpGﬁOBaTbCFl NOBTOPHaA Banngauna CUCTteMbl.

V. [laHHble

B cootBetcTBUM C TpebGoBaHuaMu [1paBun nNepBUYHBIMU OaHHbIMU SABAAKTCA OpPUTrMHaNbl 3annucem u
OOKYMEeHTauun, BKIHOYas LaHHble, KOTOpble HanpsiMyro BBEOEHbl B KOMMbIOTEP 4epe3 uHTepdenc npubopa, KOTopbie
SABNAOTCA pe3ynbraTamn OpUrMHanbHbIX 3KCMEepPUMEHTanbHbIX HabnogeHuin M OeWCTBUMW B XOAE€ WCCRefoBaHUsS U
Heobxoammbl Ana opMMUPOBaHUS U OLEHKM OTYeTa O AaHHOM UCCIeqoBaHUM.

Cucrtembl, paboTatoLime B cOOTBETCTBUM C TpeboBaHuaMuU [NpaBur, MOryT GbiTb CBSI3aHbl C MEPBUYHLIMU JAHHLIMU
C WCMNOMb30BaHMEM pasfnuyHbIX HocuTenew wuHdopMauuuM (Hanpumep, 3NEKTPOHHbLIX HOcUTenen WHGOopMaLmK,
pacneyaTok C KOMMboTepa unu nNpubopoB, a Takke KONUA MUKpOmibMoB (MuKpoduw)). Heobxogmmo, 4Tobbl BUA
HocuTenen nHpopmMaumy Ans NepBUYHbLIX AaHHbIX OblN onpedeneH Ang KaXaow CUCTEMbI.

Ecnu cuctemsbl ncnonb3yrTca And c60pa, O6pa6OTKI/I, npeacrtaBneHna unn XpaHeHna nepBUYHbIX AOaHHbLIX B
ONEeKTPpOHHOM BuAe, TO KOHd)I/IpraLI.I/Iﬂ cuctemMbl Bcerga AgorkHa obecneumBaTb COXpaHeHne ayauTopCKMX AaHHbIX B
NnofnHoOM obbeme, 4YToObI Bbina BO3MOXHOCTb npocnegnTb BCe€ USMEHEHUA OaHHbIX, B TOM YUCle U NepBUYHbIX OaHHbIX.
HorkHa OblTb BO3MOXHOCTb ME,EHTMd)MKaLlVIM BCEX BHECEHHbIX U3MEHEHWI OaHHbIX C nuuamu, KOTOpbl€ BHECITN 3TN
M3MEHEHNA Nnpu nomoLin (SﬂeKTpOHHOVI) nognmcun C ykKasaHmem BpeMeHUu U OaTbl BHECEHUA N3MEHEHNIA. an/l‘-II/leI
BHECEHMWSI UIBMEHEHWNIN OOMXKHbI ObITb YKa3aHbl.

Ecnn nepBuYHble AaHHble XPaHATCA Ha 3MEKTPOHHbLIX HOCUTENsX WHdgopmauun, To Heobxoaumo obecneynTb
BbINONHEHNe TpeboBaHMI NO UX OONTOCPOYHOMY XPaHEHMIO B 3aBMCUMOCTU OT TUMa XPaHUMbIX AaHHbIX U 0XWOAeMOoro
cpoka cnyxbbl cuctembl. Mpy U3MEHEHWM B CUCTEME anmnapaTHOro U MporpamMHOro obecnevyeHusi OOMmKeH ObiTb
COXpaHeH [OCTYM K MepBUYHbIM [aHHbIM CTapol KOoHdurypauum cuctembl M ux 6esonacHoe XxpaHeHue Aans
rapaHTMpoBaHWsS LIENOCTHOCTU [aHHbIX. Takas BcrnoMoraTenbHas WHopmauusa, Kak XypHanbl 00cnyXuBaHus
obopynoBaHMs M MNPOTOKOMbI KanubpoBKW, KoTopasi Heobxoguma Ans MOATBEPXOEHMS AOCTOBEPHOCTUM MEPBUYHBLIX
OaHHbIX MMM KOTOpasi MO3BOMSIET BOCCTAHOBWUTb OTAENbHbLIN 3KCNEPUMEHT UMW BCe WUCCMNedoBaHWe, AOMmKHa ObiTb
COXpaHeHa B apxmBax.

COI1 gnsa obecneyeHns paboTbl CUCTEMbI TaKXKe AOMKHbI ONUCLIBaTL ansTepHaTUBHbIE Npoueaypbl cbopa AaHHbIX,
KOTOpbIM HEOBX0AMMO criegoBaTth B criydae cbos cuctemsl. [py Takmx obcToaTenbcTBax nobble BPyYHYHO 3anucaHHble
nepBUYHbIE AAHHbIE, U B AarnbHelweM BBOAMMbIE B CUCTEMY, AOMKHbI OblTh 4eTko 0603HaYeHbl B Ka4eCcTBe Takoro B1uaa
COOpaHHbIX AaHHbIX W COXpaHeHbl B KayecTBe NepBUMYHbIX 3anucen. [lpouedypbl MO pPe3epBUPOBaHWIO AaHHbIX,
NpPoOBOAMMbIE MPU NOMOLLM ansTepHaTUBHLIX Mpoueayp (Hanpumep, pyyHbIX 3anucen), AOMKHbI CBECTU K MUHUMYMY PUCK
noTepu AaHHbIX U rapaHTMPOBaTb COXPaHEHNE TaKkuX 3anucen.

B cnyyae yctapeBaHusi cuctemMbl He06X0aMMO NEpPEBECTU 3NEKTPOHHbIE NEPBUYHbIE AaHHbIE U3 OOHOW CUCTEMbI B
OPYryto, NMpy 3TOM AaHHbIA NPOLECC OOMKeH OblTb JOKYMEHTUPOBaH Haanexawum obpasoM, a LenocTHOCTb AaHHbIX
noaTeepxaeHa. B cnyyae, ecnv nogobHbIA NepeHoc AaHHbIX HE OCYLLLECTBMM NPaKTUYECKM, NepBUYHbIE JaHHbIE JOIMKHbI
ObITb MepeHeceHbl Ha ApYrol HocuTenb MHAOPMaUUM U UX TOYHOE KOMMpoBaHUE OOMKHO ObiTb MOATBEPXOEHO A0
Hauyana yaaneHus opuUriHanbHbIX 3NEKTPOHHBIX 3anucei.

VI. KomnbloTepHas 6e3onacHocCTb

Ons sawuTbl annapatHoro obopyaoBaHWs, MPOrpaMMHOro obGecrneyvyeHust U camMux AaHHbIX OT MOBPEXAEHWS,
HeCaHKLUMOHMPOBAHHOIO W3MEHEHUS MIU MOTEPU AaHHbIX OOMMKHbI ObITb MPUHATLI B BUOE MUCbMEHHOIO [OKYMEHTa
npoueaypel obecneveHnsa 6es3onacHoCTH.

B naHHOM kOHTekcTe "6e3onacHOCTh" 03Ha4YaeT npeaoTBpaLleHe HECAHKLMOHUPOBAHHOMO A0CTYNa K AaHHbIM Unu
npep,OTBpau.l,eHme N3MEHEHUN KaK CUCTEMbI B Luernom, Tak n N3MEHEHUN AaHHbIX, XpaHﬂU.lMXCﬂ B HEW. Cne,u,yeT y'vll/ITbIBaTb
BO3MOXXHOCTb MOBPEXAEHUS OAHHBLIX BUPYycamMn MNW APYrMMK NporpaMMaMu-areHTamu. [JomkHbl ObiTb NPUHATLI Mepbl
Ge3onacHocTu, obecneynBaoLLme LENOCTHOCTb AaHHbIX NMPU KPaTKOCPOYHbIX U AONTOCPOYHBIX COOSIX CUCTEMBI.

1. dusnyeckasa 6e3onacHOCTb



B uensx orpaHuMuyeHus JOCTyna K KOMMbIOTEPHOMY M KOMMYHWKALMOHHOMY O6OpYAOBaHUIO, NepudepuiHbIM
KOMMOHEHTaM W 3NEKTPOHHBIM HOCUTENAM MH(OPMaLUM U ero NpeaocTaBrieHNs TONbKO YNOMHOMOYEHHOMY NepcoHany,
HeobXxoanMo NPUMEHNATb dr3ndeckme Mepbl Ge3onacHoOCTH.

K obopynoBaHuio, KOTOpOe He pacnofioKeHO B creuuanbHbiX "KOMMbIOTEPHbIX MoMelleHusx" (Hanpumep,
nepcoHanbHbLIM KOMNbOTEPaAM U TEPMUHANAaM), OOMKHbI MPUMEHSATLCS Kak MUHUMYM CTaHZ4apTHblE Npoueaypbl KOHTPOIS
AOCTyna, umetoLLmecs B UcnbltTatensHon naboparopuu.

B Tex ucnbiTatenbHbix nabopatopusx, rge Takoe obopydoBaHMe pacnonaraeTcs yganeHHo (Hanpumep, npu
ncnonb3oBaHNM NoOpTaTBHbIE KOMIMOHEHTOB U TIMHUN MOD,eMHOVI CBF|3I/I), AOOJTKHbI ObITb NPUHATbLI ONOJTHUTENbHbIE MEPbI
obecneveHus pusmyeckon 6esonacHoCTH.

2. Nornyeckas 6e3onacHocTb

YT06bl NMpenoTBpaTUTb HECaHKUMOHMPOBAHHbLIN [OCTYN K CUCTEME, MPOrpaMMHbLIM MPUMOXKEHUAM U OaHHbIM,
Heobxoaumo obecneunTb Mepbl NorMyeckor 6e3onacHOCTV ANs Kadol CUCTeMbl UMW ee MPOorpaMMHOro NMPUNOXKEHWS.
HeobGxoanMo o6ecneunBaTb WCMOMNb30BaHWE TOMbKO YTBEPXKAEHHbIX BEpPCUii U BanMAMPOBaHHOMO MNPOrpaMMHOro
obecneyeHus. Jlornyeckaa 6e3onacHOCTb BKMoYaeT B cebs HeoBGXoaMMOCTb BBEAEHUS YHUKaNbHOro maeHTMdukaTopa
nonb3oBaTens ¢ COOTBETCTBYIOLLMM Maponem Ans Bxoda B cucTemy. J1io6oi BBOA AaHHLIX UMK YCTAaHOBKY NMPOrpaMMHOro
obecrneyeHunsi U3 BHELUHMX UCTOYHMKOB CredyeT KOHTPONMpoBaTh. Takue 3reMeHTbl KOHTPOons MoryT obecrneynBaTbesi C
MOMOLLIbIO MPOrpaMMHOro oGecneyeHnsi onepaLmoHHON CUCTEMbI KOMIbIOTEPaA, crieumanbHbIX nporpaMmm 6esonacHocTH,
BCTPOEHHbIX B NMPUIOXEHUS NPOLEayp, UM KOMOMHALNIA BCErO BbiLLENEPEYNCIIEHHOTO.

3. LlenocTHOCTb AaHHbIX

MoaaepkaHune LENOCTHOCTM AaHHbIX ABMSAETCA OAHUM U3 [MaBHbIX TpeGoBaHuit MpaBui, Heo6xoamMmo, YTobbl Becb
nepcoHar, CBA3aHHbIA C CUCTEMON, Gblfl O3HAKOMIEH M MOHMMan HeoGXoAMMOCTb MpUMEHeHUss Mep 6Ge3onacHoCTW.
PykoBoACTBO UcnbITaTenbHON nabopatopun OOMKHO rapaHTUPOBaTh, YTOObl NepcoHan 6blfl 03HAKOMIMEH C BaXXHOCTbIO
obecrnieyeHns 6e30nacHOCTU [AaHHbIX, MPUMEHSIEMbIX Mpoueaypax U OCOGEHHOCTSIX CUCTEeMbl, KOTOpble MO3BONSAT
obecneuntb Hagnexatlyto ee 6e30MacHOCTb, a TakKe OCBEAOMIIEH O NOCNeACTBUSAX HecobntoaeHns Mep 6e30MacHOCTU.

®yHKUMK crucTeMbl, obecnedrBatoLLMe LEeNOCTHOCTb AaHHbBIX MOTYT BKIOYaTb NiiaHOBOE HabrodeHe 3a JOCTYMNoOM
K cucTeMe, BHepeHWe nporpaMmmM Bepudukaumm dainos 1 0TYETOB 00 UCKITIOYEHUSAX U (MNN) NpaBunax.

4. Pe3epBHOE KONMpoBaHue

Pe3epBHOE KOMMPOBaHME NPOrpaMMHOro obecnedeHuns 1 AaHHbIX ABNSAETCA CTaHAapTHOM NpakTUKon npu paboTe ¢
CMCTEMOW, KOTOpasi MO3BOSSIET BOCCTAHOBUTb CUCTEMY Mnocne mnobblx Henonagok (Hanpumep, MOBpEXAeHWs aucka),
CTaBsLLMX Mo Yrpo3y LEernoCcTHOCTb cucTeMbl. B AaHHOM criyyae gonyckaeTcs BO3MOXHOCTbL NepeBoda pe3epBHOM Konuu
B NepBUYHbIE JaHHbIE, MOCME Yero OHU AOMKHbI PacCMaTpPUBaTbCS Kak NePBUYHbIE AaHHbIE.

VIl. Banngaums KOMNblOTEPU3UPOBAHHLIX CUCTEM

CuncteMbl AOMKHbI ObITb NPUroAHbLI ANSA NPEAYCMOTPEHHOIO Ha3HaYeHUs.

1. MpremoyHble ncnbiTaHna

KomnbloTepnsmpoBaHHblE CUCTEMbI OOMKHbI OblTb CMPOEKTUPOBaHbI Tak, YTOObI COOTBETCTBOBAaTL TPEOOBaAHUSAM
Mpaeun. OHM JOMKHbI ObITb YCTAHOBMEHbI B COOTBETCTBUM C MpeaBapuTenbHO paspaboTaHHbIM nnaHoMm. [pu aTom
HeobOX0AMMO HanuuMe COOTBETCTBYHOLLEN AOKYMEHTaLuKU, NoaTBepXaatoLen, YTo kaxaas cucrema 6bina paspaboraHa
nof, COOTBETCTBYHOLLMM KOHTPONEM M (MpeanovTUTENbLHO) B COOTBETCTBMM C OBLLIENPU3HaHHLIMU CTaH4apTaMmn KadecTsa
N TexHudecknmmn ctasgaptamu (Hanpumep, MCO 9001). JomkHbl 6biTh Takke NpeaocTaBneHbl AokasaTenbCcTBa Toro, YTo
cuctema Obina Hagnexawmm obpa3om npoTecTMpoBaHa WUCMbITaTenbHOM nabopaTopuer Ha COOTBETCTBME KpUTEPUAM
NpMeMKN 40 BBEAEHMS B PYTUHHOE MCMONb30BaHNE.

Mpoueaypa omumManbHOro NMPUEMOYHOIO NCMbITaHUSA TPeOyeT NPOBEAEHUSA NCMbITAHUI B COOTBETCTBUM C 3apaHee
YCTaHOBMNEHHbIM MST@aHOM W COXPaHEHUS [OOKYMEHTUPOBAHHOIO CBWUOETENbCTBA, COAEPXKALLEro CrieayLyto
WHpopmaLmio:

npoueaypbl UCMbITAHUS;

JaHHble NPOBEAEHHOIO UCTbITaHWS;

pesyrnbraTbl UCNbITAHW;

ocmumansHas ceogka 06 UCMbITaHUU;



3anncum o npnuemMke pesynbratoB UCMNbITaHUA.

lD,OI'IyCTl/IMO, YyTObbI DOMbLUAsA YacTb OOKYMeHTauun, oTHOCALWaACA K YCTaHOBIIEHHbIM npon3BoagnuTernieM cuctemMamv
N co3gaHHaA B npouecce p83p860TKVI CUCTEM, XpaHWUIlaCcb Ha cante npon3BoaunTenA. B atom cnyyae, OaHHble
ocbmu,maanoﬁ OLEHKN 1 (I/IJ'IM) ayauTa npon3soanTena OO KHbI ObITb B HANU4YMK B UCMbITATENbHOM na60paTopvw|.

2. PeTpocnekTBHas oLleHKa

Ecnu pgns yxe wncnonb3oBaHHOW CUCTEMbI HeobxoammocTb cobntogeHus TpeboBaHun [MpaBun He Obina
npegycMoTpeHa unn ykasaHa, AOJIDKHO ObITb B Hann4uum OOKyMeHTalrlbHOe 060CHOBaHME BO3MOXXHOCTU UCMONb30BaHUS
Takon CUCTEeMbl, KOTOpOE [OO/MKHO BKIMo4YaTb B cebs PETPOCNEKTUBHYIO OLEHKY, WUCnonb3yemyr Anda Banuaauuum
(onpenenennsa NpUrogHoOCTN) CUCTEMBI.

PeTpocnekTmBHas OLeHKa BKIOYaeT:

cbop BCex apXxMBHbIX 3anMcen, CBA3aHHbIX C CUCTEMON;
paccMOTpeHne 1 COBCTBEHHO OLIEHKY 3anuncen;
COoCTaBreHue NMCbMEHHO CBOOKN.

B nucbmeHHOn cBoake peTpOCﬂeKTMBHOIZ OLEHKN Heobxoanmo YKa3blBaTb, Kakue AOoKadaTernbCTBa Banvaaunun
OOCTYNHbI, a TakXe, Kakne warun cnegyet npeanpuHATb B 6y,u,yu.|,eM ans obecneyeHus Banuaauum Takowm CUCTEM.

3. KoHTponb nameHeHumn

KOHTpOJ‘Ib M3MEHEHNA KaK BuA Banuoaumm CUCTEMbl O3Ha4daeT yTBepXxaeHme u OOKyMeHTupoBaHue no6oro
M3MEHEeHNA CUCTeMbl B Te4yeHume CpoKa ee IKcnnyartauuu. KOHTpOJ'Ib M3MEHeHNn HeobxoouMm B cnyyvadax, kKoraga
M3MEHEHNA MOryT NOBINATbL Ha CTaTyCc Banunaaunun CUCTEMbl. I'Ipou,e,qypbl KOHTpOna N3MEHEHNIN OOITKHbI NMPUMEHATbLCA
Cpagy nocrie noaresepxXaneHnd rotoBHOCTU CUCTEMDbI K SKCMJyaTaunin.

B npouenype KOHTpons M3MeHeHWh JormkeH ObiTb OnMMcaH METOA OLEHKW, MO3BOMSIOWMA onpeensTs obbem
MOBTOPHOIrO WUCMbITaHWS, Heobxooumoro AN nogdepXaHus CUcTeMbl B BanuMOUpPOBaHHOM COCTOsiHMM. B pamkax
BbIMOSIHEHWS MpoLeayp KOHTPONS WU3MEHEHUN OOIKHbl ObiTb OnpedeneHbl Nuua, OTBETCTBEHHble 3a onpeaerneHue
HeobXoaAMMOCTM NPOBEAEHNS KOHTPONS M3MEHEHUN 1 ero ogobpeHue.

He3aBuCUMO OT MCTOYHMKA NPOUCXOXAEHUS M3MEHEHUS (NoCcTaBneHHas BnagernsueM nporpaMMHOro obecnedeHuns
cuctemMa unm cuctema cobcTBeHHON paspaboTku) COOTBETCTBYOLWAA MHPOPMaUMa OOMKHa OblTb NpeacTaBneHa Kak
YacTb Mpouecca KOHTpoNnsa wusmeHeHwn. [lpoueaypbl KOHTPONSA W3MEHEHWW AOIKHblI rapaHTUMpoBaTb LENOCTHOCTb
AaHHbIX.

4. MexaHn3M Noaaep>KKu

[na oGecnevyeHnss COOTBETCTBUS CUCTEMbl NMPEAYCMOTPEHHOMY HasHaYeHWUo OOMKHbI GbiTb CO34aHbl MEXaHU3Mbl
noadepxku, obecneymBalolumMe KoppekTHoe (yHKLUMOHMPOBAHUE W UCMoNb3oBaHMe cucTembl. OHM MOTyT BKIOYaTh B
ceba cuctemy ynpasneHus, oGydyeHue, oBCNyXuBaHUE, TeXHUYECKY NOAAEPXKKY, ayauT u (MNnU) OLEHKY
SKCMMyaTaunoHHbIX nokasartenein. OueHKa 3KCnmyaTauMoHHbIX nokasaTenen o3HayaeT HOMUHArbHbLIA OCMOTP CUCTEMbI
yepe3 onpeferieHHble MPOMEXYTKM BPEMEHM C LEnblo MOATBEPXKAEHUS COOTBETCTBUSI CUCTEMbl YCTaHOBMEHHbLIM
KpUTEPUsIM (DYHKLIMOHUPOBAHUS (HAanpuUMep, HaaeXXHOCTU, YyBCTBUTENbHOCTU, MPOU3BOACTBEHHOW MOLLHOCTM).

VIII. JokymeHTMpoBaHme

I'IepeqwcneHHble HWXe noapasgenbl npeacrtaBnAloT TpeGOBaHVIFI no co3gaHuio MWUHUManbHOM OOKyMeHTauuu
Heobxoamumown ans pa3pa60TKM, Banunaauun, akcnnyartaunm n TeXHn4eCKkomy O6CJ'Iy)KI/IBaHMIO CUCTEM.

1. MNMopsigok aencreumn
Heobxogumo yTBepXaeHue NpUHATLIX B ()OPME MUCbMEHHOr0 AOKYMEHTa MNPUHLMMNOB aAMWHUCTPATMBHOIO
yrnpaBneHns, ONUCbIBalOLWUX B TOM YuCre npouecc npuobpeteHus, TpeboBaHnst K cucteme, NPOEKTMPOBaHME CUCTEMBI,
ee Banvaauuio, UcnbiTaHne, YCTaHOBKY, SKCNyaTaLmio, TEXHMYeCcKoe obenyxuBaHue, nogbop nepcoHana ans pabotsl ¢
CUCTEMOW, KOHTPOSb, ayauUT, MOHUTOPUHI U U3bATUE N3 00paLleHNs CUCTEM.

2. OnucaHue npunoxeHus (NPUKNagHoro
nporpamMmmHoro obecneyeHus)

Kaxgoe NnpuoXxexHune OOomMKHO ConpoBoOXaaTbCA ﬂOKyMeHTaHMeVI, B KOTOpOl7I I'IO,EI,pO6HO OnncbIBaKOTCA:

HanmMmeHoBaHWE TMpPUNnoXxeHuna (I'IpVIKJ'Iaﬂ,HOI'O nporpaMmMHoOro OGGCFIG‘-IGHI/IFI) nnn I/I,El,eHTI/I(bVIKaU,I/IOHHOFO Koda m



noapo6HOe 1 YETKOE OMnmcaHue Lienei NpUoXeHNs:;
annapatHoe obecrevyeHne (C HoMepamy MOAEre annapartos), Ha KOTOPOE YCTAHOBIEHO MPUIIOKEHUE;

nporpammHoe obecrieyeHne onepauvoHHON U APYro CUCTEMbI (Hanpumep, VHCTPYMEHTOB), UCMONb3yemMoe B
COYETaHWUM C NPUSIOXKEHUEM (NMPUKIaAHbIM NMPOrpaMMHbLIM 06ecreqyeHneMm);

NCMonb3yemMble A3bIKK MPOrpaMMnpoBaHns AN NPUNOXKEHNS U (MNN) MHCTPYMEHTOB 6asbl AaHHbIX;
OCHOBHbIe (PYHKLMW, BbIMONTHAEMbIE MPUNOXEHNEM;

0630p TUMOB M NOTOKOB AaHHbIX (AM3ariHa 6a3 gaHHbIX), CBA3AHHbLIX C NPUMNOXEHNEM;

CTPYKTYpbI channos, coobLieHns 06 owmbkax 1 aBapusix, a Takke anropuTMbl, CBA3aHHbIE C NPUIOXEHUEM,
KOMMOHEHTbI NPUIOXeHUs (NPYKNaaHoro NporpamMmmHoro obecneyeHnst) ¢ ykazaHnem HOMepOB BEPCUN;

KOHUIrypaumss M KOMMYHUKAUMOHHbIE CBA3WM MeXay Moaynamu NpUnoXeHus (MpyKnNagHoro nporpamMmmHoOro
obecrneyeHus), a Takke mMmexay 060pyaoBaHUEM U APYTMMU CUCTEMaMW.

3. CTaHﬂ,apTHble onepaunoHHble npouenypbl

Bonbluas 4YacTb OOKYMEHTauuW, CBA3aHHOM C MCMONb30BAaHWEM CUCTEM, AOIMKHA ObITb NpeacTtaBneHa B dopme
COIl. OaHHble COIlN gomkHbl BKAKOYATbL B TOM YUCne cneayowme Buabl pabor:

npoueaypbl no pabote ¢ cuctemamm (annapaTHble cpeactsa (nporpammHoe obecneyeHne)) M 0b6si3aHHOCTU
(OTBETCTBEHHOCTL) BOBMNEYEHHOrO B paboTy C CMCTEMOM NepcoHana;

npouenypbl Mo obecneyeHuntio Mep 6Ge3onacHOCTU, MPUMEHSIIOLMXCS AN OBGHapyXeHWs U NpenoTBpalleHust
HeCaHKLMOHNPOBAHHOMO AOCTYNa K NporpaMme Y BHECEHUS B HEE U3MEHEHUM;

npouenypbl N0 BHECEHUIO N3MEHEHU B nporpammy, aBTopusaunn Takmx N3MEHEHNIN N X 3anuncy;

npoueaypbl N0 BHECEHMIO N3MEHeEHMI B obopyadoBaHWe (annapaTtHble cpeactsa (nporpaMmHoe obecneyeHue)) u
aBTopusaunn Takmx I/I3MeHeHI/Il7I, B TOM 4ucne, npu H806X0,D,I/IMOCTI/I nposegeHvne McnbiTaHUN nepen Mcnonb3oBaHNEM
obopynoBaHus;

npouenypbl No npoBeaeHuUo nepnognyeckoro ncnbltTaHnAa Haanexawero (*)yHKLLVIOHI/IpOBaHI/Iﬂ BCEN CUCTEMbI UK
€e COCTaBHbIX YacTen 1 3anncu AaHHbIX UCMbITaHU;

npouenypbl 06CNyX1BaHUS KOMMNBIOTEPU3MPOBAHHbLIX CUCTEM M MHOGOro ConyTCTBYIOWEro 06opyAOBaHuS;

npouenypbl pa3paboTky NporpaMMHOro obecneyeHns 1 NPUEMOYHbBIX MCMbITaHUA, a Takke npoueaypbl 3anvcu
BCEX NMPUEMOYHbIX UCTIbITAHWUIA;

npouenypbl No pe3epBHOMY KOMMPOBaHUIO BCEX XPaHUMbIX OaHHbIX, @ TakKe niaHbl p,eﬁCTBI/IFl B Cly4dae NorioMKU;

npoueaypbl apXMBUPOBaHUS N U3BMEYEHUS BCEX [OOKYMEHTOB, MPOrpamMmHOro obecneyeHus U KOMMNbITEPHbIX
OaHHbIX;

npoueaypbl MOHUTOPWHIA Y ayauta KOMMbOTEPU3MPOBAHHBLIX CUCTEM.
IX. ApxuBbl

Tpeb6oBaHua MpaBun No apXMBUPOBAHWUIO AAHHBLIX crieqyeT NPUMEHATb NOCMNeaoBaTeNbHO KO BCEM TUMaM AaHHbIX.
HeobGxoanmMo, 4To6bl 3NeKTPOHHbIE AaHHbIE XPaHUIIUCh HA TOM e YPOBHE KOHTPOSS 4OCTYMNa K HAM, UHOEKCUPOBAaHUS U
COOTBETCTBYIOLLENO U3BMEYEHNS, KaK 1 ApYyrve TUMbl AaHHbIX.

Ecnn ONeKTPOHHble [OaHHble O HEeCKOJNIbKUX WCCnegoBaHUAX XpaHATCA Ha OOHOM HocuTerne VIH(*)OpMaLI,VIVI
(Hanpmmep, OVCKe NN MarHUTHOM J'IeHTe), Tpe6yeTC$| co3gaHune I'IO,CI,pO6HOI'O yKasaTtersd pacnosioKeHna Taknx AaHHbIX.

MoxeT ObITb HeobxoauMbIM obecrneyeHne ucnbiTaTenbHbIX TabopaTtopun CpeacTBaMu KOHTPOMSA OKpyKatoLuen
cpedbl, 4TOObl rapaHTMpOBaTb LIENIOCTHOCTb XPaHUMbIX 3NEKTPOHHbBIX AaHHbIX. Ecrn cywecTtByeT HeobxogumocTb B
CO3[1aHMM OONOMHUTENbHBIX apPXMBHbBIX NOMELLEHWIA, TO PYKOBOACTBO UCMbITaTeNbHON nabopaTtopun AOMKHO obecneuntsb,
4YTOObl YMONMHOMOYEHHbIM MepcoHarn, OTBETCTBEHHbIV 3a yhpaBreHwe apxmBamu, Obln COOTBETCTBYHOLMM 06pasom
naeHTUUUMPOBaH, U AOCTYN K apxvBy Oblnl BO3MOXEH TOMbKO ONS AaHHOro YMOMHOMOYEHHOro nepcoHana. Takke
HeobxoaAMMO BHEAPWUTb NPOLEAypbl, rapaHTUpYyoLWue, YTO LEeNOCTHOCTb AaHHbIX XPaHALLMXCA B 3MEKTPOHHOM BuAe B
TeyeHne AnNUTenbHOro BpemeHn He ByaeT HapyLueHa.



HeobxoaMmo paspabotatb M MpuHATE B BMAE MNUCBMEHHOrO [OKYMeHTa mnpouenypbl, obecnevmsawoine
HeMnpepbIBHYIO CYMTLIBAEMOCTb AaHHbLIX B Crydasix, koraa npeanonaraertcs BO3HUKHOBEHWE Npobnem ¢ A0NrocpoYHbIM
[OCTYNOM K [aHHbIM MU BO3HUKAET HEOOXOAMMOCTb M3bATMSA cuctemM u3 obpalleHus. Takumu npouegypamu MoryT
ObITb, HanNpUmMep, NPOM3BOACTBO TBEPAbIX KOMWA B hOpME pacrnevatky C NpuHTepa WM NepeHoC AaHHbIX B APYryto
cucTemy.

XpaHsilmecss B 3MNEKTPOHHOM BuAe [AaHHble He credyeT yHuYTOXaTh 6e3 paspelleHWss pyKoBoACTBa
ncnblTaTenbHoW Nnabopatopun 1 6e3 COOTBETCTBYIOLLEIO AOKYMEHTUPOBaHUS hakTa yHUUTOXEeHUs. [pyrue xpaHsiuecst
B naGopatopuv Ons noggepkaHus (OyHKUMOHMPOBAHUS CUCTEM TaKuMe AaHHble, Kak WCXOOHbI Kod W 3anucu o
pa3paboTke, Banuaauum, aKkcnnayataummn, o6cny>KnBaHUM U MOHUTOPUHIE CUCTEM, CriedyeT XpaHUTb MO KpalHeih mepe B
TeyeHmne TOro e cpoka, YTo 1 3anuncu o6 nccrneaoBaHun, CBA3aHHbIE C AaHHLIMU CUCTEMaMU.

MpunoxeHne N 5

K MpaBunam

Hagnexallern nabopaTopHON NPaKTUKK
EBpa3sninckoro aKOHOMU4EeCKOro

coto3a B chepe obpalleHus
rnekapCcTBEHHbIX CpeacTB

TPEBOBAHWA
K POJIN 1 OBA3AHHOCTAM CINMOHCOPA B COOTBETCTBWA C NPABUINTAMU
HAONEXALLEW NABOPATOPHOW MPAKTWKN EBPASUNCKOIO
OKOHOMUYECKOIO COHO3A B COEPE OBPALLEHNA
JNNEKAPCTBEHHbLIX CPEOCTB

1. O6LwKe nonoxeHus

B paMKax nposeneHna OOKIMNHNYECKNX (HeKJ'II/IHI/ILIeCKI/IX) I/ICCJ'Ie,EI,OBaHI/IVI CMoOHCOpa unccnenoBaHna UMeeT npamMble
N KOCBEHHble 06si3aHHOCTU. CrnoHCOp SBMSETCA CTOPOHOM, HadvMHaloLWen OAHO WM HECKONbKO WUCCregoBaHun, U
HanpsMyto NPEeOOCTaBMSET pe3ynbTaTbl UCCNEA0BAHMIN B YNOMTHOMOYEHHbIE OpraHbl rOCY4apcTB - YNeHoB EBpa3uiickoro
9KOHOMWYECKOro coto3a (ganee - rocyaapcrtBa-yrieHbl). CNoHCOp NPMHMMAET akTMBHOE yyacTue B MOOTBEPXKOEHWM
COOTBETCTBUA BCEX JOKNMUHNYECKUX (HEKNMUHNYECKUX) uccneaoBaHuin 6e30nacHOCTM 340POBbI0 YENOBEKA U OKpYXatoLlen
cpenbl MpyvHUMMNaM npaBwui Haanexaiien nabopaTtopHOM npakTuku EBpPasvMncKkoro 3KOHOMWYECKOro cok3a B cdepe
obpalleHnss nekapCTBEHHbIX CPEACTB, yTBEPXAAaeMbix EBpasviACKO 3KOHOMWYECKOM KOMUCCUMEN (ganee - npaswna).
CroHcop He MOXEeT nonaraTbCsl TONbKO Ha 3aBEepPEeHUs UCMbITATENbHbIX NabopaTtopuii, HAHATBIX ANst NPOBEAEHUS TakuxX
nccrnegoBaHniA, 0 COOTBETCTBMU NPOBEAEHHBLIX paboT TpeboBaHWsIM Npasu.

CnoHCOpOM MOXET ObITb:

nvuo (dusmyeckoe unu topuandeckoe (KOMNaHus, Kopropauusi, accoumaumsl, HaydyHoe unu akagemumyeckoe
yypexgeHue, rocyAapCTBEHHbI OpraH WM ero CTPYKTypHOe noapasgeneHue, a Takke nobon gpyrom opra,
06pa3oBaHHbIN Ha 3aKOHHOM OCHOBaHMK)), KOTOPOE HauMHaeT n obecnevmBaeT MHAHCMPOBAHWE M OPYrYO NOMOLLb NpU
npoBeAeHUN OOKMMHUYECKUX (HEKNMHUYECKMX) uccregoBaHui 6e3onacHOCTW 340pPOBbA YErnoBeKa W OKpyKatoLlen
cpeabl;

nmuo (dmsnyeckoe UNM HPUONYECKOE), KOTOpoe MpeacTaBnseT pesynstaTtbl AOKMMHUYECKUX (HEKMUHUYECKUX)
nccrnenoBaHuii 6e30MacHOCTM 340POBbS YENOBEKA U OKpY’KatoLel cpeabl B YNOMHOMOYEHHbIE OpraHbl A4S permcTpauum
npoayKTa unv B Apyrux Lensix, korga Tpebyercs cobnogeHne npasur.

2. O6s1I3aHHOCTK CnoHcopa

CﬂOHCOp AOOJDKEeH 3HaTb Tpe6OBaHVIﬂ npasusn, B 4YacCTHOCTU Te, KOTOPble MMEKT OTHOLWIEeHMEe K PyKoBOACTBY
ncnbiTaTenbHOM naGopaTopMM N pyKoBOOUTESO UCClieaoBaHuA (Be,u,yu.l,emy Mccne,qosaTemo).

Ecnn kakne-to yactn uccrnegoBaHms nepegarTcAa CroHCOPOM Ha BbINOJTHEHNE cy6no;:|,p;|,u,twn<aM, CMNOHCOpP AO0JIKEeH
3HaTb, YTO OTBETCTBEHHOCTb 3a npoBefeHne nccrnenoBaHnda B LENOM NEXUT Ha pyKoBoAUTENE UCCeaoBaHusA, BKIo4vas
OTBETCTBEHHOCTb 3a 4OCTOBEPHOCTb NepBUYHbIX AAHHbIX U OTYET.

MpU MHULUUMPOBAHUN AOKIUHUYECKMX (HEKNMHUYECKMX) WCCNefoBaHUn ©6e30nacHOCTM 340pOBbLI0 YeroBeka W
OKpy>XatoLen cpebl CMOHCOP OOMKEH YyOOCTOBEPUTHLCH, YTO UCNbITaTenbHasa naboparopus NoaxoaunT AN NpOBEAEHUS
onpeeneHHOro Buaa muccnegoBaHus cornacHo npaeunam. CnoHcop 06s3aH coobwmuTb McnbiTaTenbHOW rlabopatopuu,
4YTO MccrnegoBaHMe AOMKHO NPOBOAMTLCS COMNMacHO NpaBunam.

CnoHcop BnpaBe NPUMEHSITb Pas3rnyHblie CnocoObl OLEHKM CMOCOOHOCTM UCMbITaTeNbHON NnabopaTtopun NPoBECTU



nccnegoBaHWe cornacHo npaswnam. Mpu 3ToM OH AOMmKeH NpoaHanuavMpoBaTh paboTy ucnbiTaTensHon nabopatopum 4o
NpOBEAEHNsI UCCNEeAOBaHUs, a Takke B XoOe UCCneqoBaHus (Hanpumep, ¢ y4eTOM CTPYKTYpbl, NPOAOIMKUTENBHOCTU U
CNOXHOCTWU WuccredoBaHus), 4Tobbl ybeguTbcs, YTO TexXHUYeckne cpeacTBa, obopydoBaHue, cTaHOapTHble
onepauuMoHHble npoueaypbl M nepcoHan nabopatopun oTBedvarT TpeboBaHuam npasun. Ecnn ucnbiTatenbHas
nabopaTopus y4acTBYET B CUCTEME KOHTPOSSI COOTBETCTBUSA nabopaTtopuin TpeboBaHUsiM 3akoHOAATENbLCTBA rOCyAapcTB
- uneHoB EBpasniickoro SKOHOMMYECKOrO COlo3a (HJanee - rocygapcTBO-YNeH), k paboTe gonyckaercsi npuerekaTb
YMNOSTHOMOYEHHBIA OpraH rocyaapcTBa-yneHa Ansl onpeferneHus ctatyca COOTBETCTBUS MCMbITaTenbHOW natopatopum
TpeboBaHuAM npaBun (MOCKOMbKY, HECMOTPST Ha OOrOBOPHblE TpeboBaHWS O KOH(PMAEHUMANBLHOCTH, YNOSTHOMOYEHHbIN
opraH rocygapctea-ydrnieHa nmeeT OO0CTyn KO BCeM AaHHbIM ncnbiTaTenbHOM na60paTopvw| (0] COﬁJ‘IPO,D,eHI/II/I HaCcToAWnX
npaeun.).

Ecnn B yNnonHOMOYEHHBIN OpraH rocyaapcTBa-yrieHa NpeaocTaBnaioTCa pesynbraTbl HECKOMbKUX UCCregoBaHWn B
O[HOM PEernucTpauuMoHHOM [OCbe, OTBETCTBEHHOCTb 3a [OCTOBEPHOCTb BCEro PErncTpaumMoOHHOrO [OCbe NEXUT Ha
crnoHcope. Heobxogumo, 4TOObI CMOHCOP YCTAHOBMI COOTBETCTBYHOLLYHO CBA3b MeXAy €ro MOMHOMOYHbIMM
npegcraBuUTENsS MU U BCEMU CTOPOHAMW, Y4YacTBYHOLMMW B MPOBEOEHWM UCCNEOOBaHWUs, Hanpumep, pyKoBOAUTENEM
nccnenoBaHug, cnyxbon obecneveHns kayecTBa 1 PyKOBOACTBOM UCTbITaTenbHOM naboparopun.

YNnonHoMo4YeHHble OpraHbl rocygapcTB-Y4/ieHOB MoOryT TpeGoBaTb OT CMNOHCOPOB YTBEPXAEHUSA MraHa
nccrnenoBaHNs, ecnu 3TO YCTAHOBMNEHO B 3aKoHoAaTenbCTBE rOCydapcTBa-yfieHa UM CBA3aHO C MNpaBoOBbIMU
0Cc0BEeHHOCTAMM YAOCTOBEPEHUSI OTBETCTBEHHOCTU 3a pesynbTaThl UCCrieqoBaHuiA.

Ecnn apxvB wucnbiTatensHon nabopaTtopuv, B CBA3M C MpeKpalleHMeM ee OesATenbHOCTW, NepedaH B apxvB
CMOHCOpa, TO CMOHCOP OOMKeH 00ecneynTb BO3MOXHOCTb HaOMIeXaLlero XpaHeHUst U U3BMEeYEHNs M3 apxuBa NiaHoB
nccnefoBaHWi, NEpPBUYHBIX AaHHbIX, 06pa3uoB, NpPob WCNbITYEeMbIX M CTaHAApTHbIX OOPa3uoB M 3aKIMOYMTENbHbIX
OTYETOB cornacHo TpeboBaHWsIM Npasun.

CI'IOHCOp OOIMKeH cooblaTb MchblTaTenbHOM na6opaTopvw| O IOObIX U3BECTHbLIX MOTEHUMAanbHbIX OMACHOCTAX
nccnegyemMmoro sellecrtea (ﬂeKapCTBeHHOFO Cpeﬂ,CTBa) ana 300pOoBbA 4YENIOBEKA U 0pr>|<a+ou.|,el7| cpeabl, a Takke o
3alUNTHbIX MepaX, KOTOpPpble AO0JTKHbI ObITb npeanpuHATbI NepcoHariom ncnbiTaTenbHoOm na6opaTopv||/|.

3. OnucaHue CBOWCTB UCCNeayemMoro BeLLecTsa
(nekapcTBEHHOroO CpeacTea)

TpeboBaHust NpaBun BKMOYaOT TPebOBaHMSA K OMNMCaHWIO CBOMCTB WUCCRELyeMoro BeliecTBa (fleKapCTBEHHOrO
cpencrtea) (Hanpumep, NyHKTol 44, 45 1 nognyHKT "a" nyHkTa 65), cornacHo KOTOpbIM HEOoOXO4MMO TOYHO yKasbiBaTb
Ha3BaHWe uccrnegyemMoro BellecTBa (NekapCTBEHHOIO CPeacTBa) U ero ceoncTBa. OnpefeneHme CBOWCTB MCCNEOYEMOro
BellecTBa (eKapCTBEHHOro cpeacTBa) MOXET BhINOMHATL Kak WchbliTaTtenbHasi nabopartopusi, paboTtatowas no
KOHTPaKTy, Tak U caM cnoHcop. Ecnu cBolicTBa mccnegyemoro BellecTBa (NeKapCTBEHHOrO cpeacTsa) onpegensn
CMOHCOp, 3TOT akT AomkeH OblTb ykasaH B 3aknouuTenbHOM otdyeTe. CnNOHCOp AOMKEH yyuTblBaTb, YTO Mpu
onpegeneHMn CBOWCTB UCCreQyemMoro BellecTBa (MeKapCTBEHHOrO cpedcTBa) He B COOTBETCTBUM C MpaBuiaMu
nccrnegoBaHne MOXET ObITb OTKIOHEHO YMONTHOMOYEHHBIMW OpraHamMun rocyaapCTB-4I1EHOB.

Ecnn uHdopmauus o CBOWCTBax MCCIieQyeMoro BellecTBa (JIeKapCTBEHHOrO CPeAcTBa) He npefcTaBrieHa
CTMIOHCOPOM MCMbITaTeNbHON NaGopaTtopuy, paboTalowein No KOHTPakTy, 3TOT (pakT Takke OOMKEH OblTb ykasaH B
3aKIOYNTENBHOM OTYeTe.

4, I'Ipep,CTaBneHMe OaHHbIX B YNOJIHOMOY€HHbl€ OpraHbl

OKoHuaTenbHasi OTBETCTBEHHOCTb 3a Hay4YHYld [OCTOBEPHOCTb WCCNELOBAHUS JIEXUT Ha pyKkoBoauTene
NccrnefoBaHUsl, a He Ha CrNOHCOope, OGS3aHHOCTbIO KOTOPOro SABMSETCS MPUHATWE peLleHus Mo  pesynkTaTam
nccnenoBaHuiA O MpeaoCcTaBleH UMW HenpeaocTaBrieHn UCCNeayeMoro BeLlecTBa (NleKapCTBEHHOMo CpefcTea) Ha
perucTpaumio B ynofTHOMOYEHHbIV OpraH (3KCMNEPTHYIO OpraHU3aLmio) rocyaapcTB-4yieHoB.

MpunoxeHue N 6

Kk MNpaBunam

Hagnexatllen nabopaTtopHoOr NPaKkTUKK
EBpasnnckoro aKOHOMMUYECKOro

coto3a B cdepe obpalLeHus
nekapcTBEHHbIX CpeacTB

NOPSALOK ]
MPVMEHEHNS MPABWN HAQNEXALLEV NABOPATOPHOW MPAKTVIKM
EBPA3MICKOrO 9KOHOMUYECKOIO COKO3A B COEPE OBPALLEHMS


%5Cl%20Par271%20%20%5C
%5Cl%20Par272%20%20%5C
%5Cl%20Par3

JIEKAPCTBEHHbLIX CPEOCTB K KPATKOCPOYHbLIM NCCIEOOBAHUAM
|. O6bwue nonoxeHus

1. MNpaBuna Hagnexawen nabopaTopHOW MpaKkTMKM EBpasniickoro 3KOHOMWYECKOrO COK3a, YTBEPXKOaemble
EBpasuiickoln 3KOHOMMYECKON KoMuccueln (Oanee - npaswuna) cogepxaT obwme TpeboBaHUS M NPUMEHUMbI KO BCEM
BYAam uccnegosaHun. B ycnosusix OenNcTBUA NpaBuSl KOHTPOMb YMOMHOMOYEHHbLIX OPraHoB rocy4apCTB-YNEHOB 3a
cobrnogeHnemM yCTaHOBIEHHbIX HOPM, Ba3nNpYOLLMXCA Ha CYLLEeCTBOBAHUN KOHKPETHBIX METOA40B U TEXHUYECKUX MPUEMOB
B pamKax KpaTKOCPOYHbIX NCCNeqoBaHUA 3aTpyOHEH.

2. K kpaTkoCpO4HbIM BMONOrMYEeCKUM UCCEeAOBaHMSIM OTHOCAT UCCNEAOBaHUS C KOPOTKUM NEepUOLOM NPOoBeAeHUs
M LWMPOKMM AManasoHOM MPUMEHSIEMbIX PYTUHHBIX MPOLEAyp: WM3yYeHMe OCTPOW TOKCUYHOCTM, psid WUCCREeLoBaHWi
MyTareHHOCTU 1 UCCrefoBaHUsl OCTPOW 3KOTOKCUYHOCTU U Ap.

3. DU3NYECKNMU N XUMNYECKNMUN UCCIEA0BaHMUSIMIN CYUMTAIOTCSA Te UCCefoBaHus, aHanmsbl n3MepeHuna, KotTopblie
MMEIT Manyr NpoaoJIKUTENbHOCTb (KaK npasuno, He Gonee 1 pa6oqe|7| Heﬂ,eﬂl/l), 3aﬂeﬁCTBYDT LLNPOKO UCnonb3yemble
METOAMKN U OakT NEerkoBocnpomssouMMble pedyribraTtbl, 3a4acTyro npencrtabBrieHHble B BuAE MPOCTbIX YUCIEHHbIX
BENMNYUNH NN CNOBECHbIX Bblpa)KeHI/IIZ.

4. TpaguuuoHHbIE (HU3NKO-XMMUYECKUE WCCNENOBaHUA BKIOYaloT B cebsi onpefeneHve XUMUYECKUX CBOWCTB,
TemnepaTypbl NMaBneHns, yNpyrocty napa, koadguumeHTa pacnpeaeneHus, B3pblB4aTbiX CBOWCTB M Apyrue nogobHble
nccrnefoBaHusl, Ans KOTOPbIX CYLLIECTBYHOT MHCTPYKLUM MO npoBedeHuto TecToB. OgHAKO YNONHOMOYEHHbIe OpraHbl B
rocygapctBax - uneHax Col3a [O/MKHbl YTOUHWTb, KakMe W3 3TUX aHanvM3oB [OOSDKHbI NPeacTaBnAaTbCs MM Ha
pPaccMOTPEeHME U Kakue HeOBXOAMMO BbIMOMHATL COrMacHo npasuniam.

II. Mporpamma obecnevyeHnss kadecTBa

5. AcnbiTaTtenbHasa nnowagka OofmkKHa UMETb OOKYMEHTUPOBaHHYO nporpamMmmy obecrneyeHus kadecTtea, 4TOObI
npoesogMMblie Ha Hewn nccneaoBaHMsi COOTBETCTBOBANM npuHUnnam npasun.

6. WHcnekumn mnccnegoBaHMI MaHMPYIOTCA B COOTBETCTBMM C XPOHOMOrMen 3TUX UccrnegoBaHUin, OObIYHO C
NPUBSA3KOM K NEPBOMY 3Tany, onpeaensiowemMy OCHOBHble ddasbl SKCNEPUMEHTA.

7. WHcnekumn mcnbiTaTenbHbIX MOWALoK OCHOBLIBAOTCA HE Ha KOHKPETHbIX WCCIEAOBaHMSIX, a OXBaTblBalOT
obwee obopygoBaHue (Npubopbl M annapaTtbl) U BUAbl OEATENbHOCTM B pamkax nabopartopum (BcnomorartenbHble
Cnyx0bl, KOMMbIOTEPHAA CMCTEMA, cneLmaribHas NoaroToBKa, SKONOMMYECKUA MOHUTOPWHE, TEXHUYECKOE 0BCnyXunBaHue,
KanubpoBka u T.4.).

8. MHcnekumn npoueccoB Takke NPoOBOAATCA BHE 3aBUCMMOCTM OT KOHKPETHbIX uccrnegoBaHuin. X BbIMOMAHAT C
Lernblo MOHUTOPUHIA ornepauni 1 TEXHOMNOMMYECKNX MPOoLECCOB LIMKIMYECKOrO XapakTepa, Kak npaBuio, Ha BbIBOpoYHoOM
ocHoBe. [JaHHble MHCNEKLMN MMEKT MECTO B Cly4vae, ecnu kakas-nubo onepaumsi 04eHb YacTo NMOBTOPSIETCA B paMKax
ncnbiTaTenbHOM nabopatopum, B CBA3MN C YEM NPOBEAEHNE OPUEHTMPOBAHHOIO Ha UCCNeaoBaHWE KOHTPOMS CYMTaETCs
Hea(PPEKTUBHLIM UNN HEMpaKTUYHbIM. [1pyM OpraHu3auMm OPMEHTUPOBAHHLIX HA TEXHOMOrMI NPOBEPOK, KOTOpble
oxBaTbiBaloT pasbl C OYEHb BbICOKOM 4YaCTOTOM MOBTOPEHWUS, SMMUPUYECKME 3Tanbl HEKOTOPbLIX WUCCMNEAOBaHUA MOTryT
OTAENbHO HE MPOBEPSTLCS.

Ill. OBsA3aHHOCTM NepcoHana no obecrneYeHno KayecTea
9. MepcoHan no obecneyeHnto kayecTBa 06s13aH BIMOMHATL B TOM YKCHe creaytolime yHKLUK:

a) obecrneunBaTb HanMuMe SK3EMMSISIPOB BCEX YTBEPXAEHHbLIX MNIAHOB WCCNEAOBaHUS M CTaHAAPTHbIX
onepaumoHHbIX npouenyp (aanee - COIN), ncnonb3yemblX B UCMbITATENBHOM LEHTPE, U OOCTYN K TEKYLWEMY BapuaHTy
OCHOBHOrO NnaHa-rpaduka nccnegoBaHui;

6) npoBepATb, YTOGLI MnaH-rpaduK MccrnedoBaHUs cogepkan MHdopmauunilo, HeoGxoauMyo Ans cobnoaeHus
npaewun. [laHHas npoBepKka AommkHa GbiTb AOKYMEHTUPOBAHa;

B) OCyLleCTBNATb cuctemaTuyeckmi KOHTPOJIb 3a npoBeaAeHnemM BCEX nccnegoBaHMM B COOTBETCTBUN C
npasunamu, OCTyNHOCTbIO Nf1aHOB UccnegoBaHuA 1 con nepcoHany, BOBre4eHHOMY B npoBeaeHne nccrieqosaHua;

) BHOCUTb B 3aKIOYUTENbHLIA OTYET MOArOTOBIIEHHOE W NMOAMUCAHHOE 3aKIOYEHWE O BMAAX MHCMEKUMOHHBIX
MPOBEPOK W JaTax WX npoBedeHus ¢ uHdopmauueidn o6 aTanax NpoBepsieMoro WCCReaoBaHus M Aate nepegaqu
pesynbTaToB MHCNEKTUPOBAHWUA agMUHUCTPaLMU MUCMNbLITAaTENIbHOMO LEeHTpa, PYKOBOAMTENO WCCNedoBaHus U
OTBETCTBEHHOMY UCCMEAoBaTENto. OTO 3aKMYEHUE TakkKe OOMKHO COAepKaTb MHOPMaLUMIo O TOM, YTO NEPBUYHbIE
JaHHbIE NCCNEeOOBaHUS OTPaXEHbI B 3aKIOYUTENILHOM OTYETE JOCTOBEPHO.

10. B cBSi3 C BbICOKOW MOBTOPSEMOCTbIO U TUMOBbLIM XapakTepOM OMpeAereHHbIX CTaHO4apPTHLIX KPaTKOCPOYHbIX
nuccrnegoBaHWi B xoge amnvpudeckon dasel mMccrnegoBaHua cnyxbe obecneyeHus kadectBa (ganee - COK) Het



HeobXoAMMOCTM MHCMNEeKTMpPOBaTb MO OTAENbHOCTUM Kaxaoe uccrnegoBaHue. [lpu 3TOoM gonyckaetcs, 4ToObl
OPVMEHTMPOBaHHAas Ha TEXHOMOrMI0 MporpaMma KOHTPOns oxBaTbiBana Bce BuAabl uccnegosaHuii. B COlN obecneveHus
KayecTBa crieyer OroBopuTb NEPUOAMYHOCTb WHCNEKUWUA, NPUHUMAs BO BHMMaHWE YMCMEHHOCTb, MOBTOPSIEMOCTb U
(Mnn) CNOXHOCTb 3KCMEPUMEHTOB, NPOBOAMMbIX B nabopartopuu. HactoTta MHCNEKUUA YTOYHSETCS B COOTBETCTBYIOLLNX
COIl obecneyveHus kayecTtBa, n MmeHHO COI rapaHTUpYOT perynspHOCTb KOHTPOSSA BCEX NPOLECCOB TAaKOro poga.

11. Ecnu oTCyTCTBYIOT OTAENbHbIE OPUEHTMPOBAHHbIE Ha UCCreaoBaHUE MHCMEKUMM, TO B oTYeTe 06 obecrneyeHun
KayecTBa [JOIMKHO YETKO OMUCLIBATLCS, KOrda U Kakue BUObl MHCMEKUUiA (Hanpumep, UHCNeKUuun npoueayp) NpoBoaUCh.
[oknagHas 3anucka, npeacTaeneHHas COK, o6si3aHa noATBepxaaTth NpoBeAeHNe ayanTa 3akiounMTeNnbHOro oTyeTa.

IV. NomelleHus ansa nccnegoBaHum

12. Pa3mMepbl, YCTPOWCTBO W pacrionioXeHNe MoMeLLeHUn Ansi NpoBedEeHUs UCCNEnOBaHWMIA [OMKHbI OTBEYaTb
3apadvam vccnenoBaHuin. MNMomelleHns JOMmKHbI ObiTb YCTPOEHbI Tak, YTODbI MX MiaHMPOBKA OKasbiBana MUHWMarbHOe
BNUAHNE Ha XOf UccneaoBaHUin.

13. TNomelleHns A0mMKHbI ObiTb CNNaHMpPoOBaHbl TakMm o6pa3oM, 4ToObl Obino obecnevyeHo MakcMMmarnbHO
N30NMpoBaHHOE NpoBeaeHNEe UccrneqoBaHni pasnuyHbIX BUAOB (TUMOB).

V. O6opygoBaHve, MaTepuanbsl U peakTuBbl

14. B cooTBeTCTByIOLWMX Cry4dasax kanubpoBka gorkHa obecneuntb CBA3b M3MEpPeHUn ¢ yHAaMeHTanbHbIMM
PU3NYECKUMN  BEMUYMHAMW, 338AaHHLIMW COOTBETCTBYIOLUMMW  YNONIHOMOYEHHBIMW OpraHamMu rOCyAapCTB-YIEHOB.
O6opygoBaHue OOMKHO NMepuoanMyeckn noBepATbCs AN obecnedeHns TOYHOCTU M3MEPEHUS B TeYeHue ANMTENbHOro
BpemeHu. BellecTtsa, ncnonb3yemble Ans KanMbpoBKM, paccMaTpyBaloTCA Kak cTaHA4apTHble 06pasubl, HO He nognexar
obsA3aTensHOMY XpaHeHuio.

VI. TecT-cuctemsl
1. dusnyeckas (xmMmmnyeckas) Tect-cucrema

15. Cnegyet nepnoanyeckn NpoBepsiTb, YACTUTb, PEMOHTMPOBATL U KanubpoBaTb 06opyaoBaHUE, MPUMEHSEMOE B
PU3nYeCKMX (XMMUYECKNX) nccnegoBaHnsix B cootBeTcTBumu ¢ COl, kak ykasaHo B MyHKTe 8 HACTOSLLEro NPUoXeHUS.

2. Buonorunyeckas Tect-cuctema

16. [ns XpaHeHusi, pa3MeleHunsi, obpaboTkM u 3awwmTbl OGUOMOrMYECKUX CUCTEM [AOMKHbI ObITb CO34aHbI
Haanexawme ycnosusi, obecneynBatole OOCTOBEPHOCTb MONyYaeMblX pesynbTaToB (B COOTBETCTBUM C MyHKTOM 35
npaswun).

17. BHOBb MOMyYeHHbIe TECT-CUCTEMbI KMBOTHOIO U PaACTUTENBHOMO NPOUCXOXAEHUSA OOSMKHbI ObiTb M30MMPOBaHbI
Ansi OLEHKM COCTOSHUS UX 300p0Bb4. [1py BO3HUKHOBEHUM 3ab0neBaHns UnNmM CMepPTU AaHHY NapTUO He UCMOMb3YHT B
ncecnegosaHun 1 Npu HeobxogumocTy noasepratoT 6e3bonesHeHHON aBTaHa3uM. Ha MOMEHT Hayana nccnegosaHus Bce
CMCTEMbI OOMKHbI ObiTb 300POBbLI. TECT-CUCTEMBI, ¥ KOTOPbIX B XO4Ee uccrnegoBaHuns Obinuv BbisiBNeHbl 3abonesaHus u
TpaBMbl, cregyeT M30nupoBaTb M NeYnTb, €Cnu 3T0 HeobxoaMMo A NOMHOTHI nccnegosaHns. [narHosel U nevyeHve
nobbix 3aboneBaHWn Kak B Xo4e NCCnegoBaHus, Tak U A0 ero Havana AormkHbl ObiTb JOKYMEHTUPOBaHbLI B COOTBETCTBUM
C NyHKTOM 36 npaBun).

18. JomkHa ObITb npegycmMmoTpeHa perncrtpauna gaHHbIX 00 MCTOYHMKAxX TecT-cUCTeM, Aatax ux nocTynneHna un
COCTOAHNN HA MOMEHT NOCTynJfieHnA B COOTBETCTBUN C NMYHKTOM 37 npasun.

19. I'Iepep, nepBoHa4vasribHbiIM BBe€OEHUWEM B 6VIOJ'IOFVI‘-|SCKyIO TeCT-CUCTEMY UCMNbITYyEMOro unn CcraHgapTHOro
obObekTa nccrnegoBaHMst OMONOrMyeckne TeCT-CUCTEMbI OOMKHbI ﬂpOI7ITI/I nepunoa akknmMmatu3auuu, [ocCTaTouHbIN Ans
agantauum K ycrnosmam nccrnenosaHmna B COOTBETCTBUM C MYHKTOM 38 npasun.

20. Bcs nHdopmaums, Heobxoamnmas ons Hagnexallen MaoeHTUUKaLmMm TecT-cucTeMbl, 4OMKHA OblTh yka3aHa Ha
OBepsaX NoMmeLLeHMn nnu koHTenHepax. OTaenbHble TECT-CUCTEMbI, KOTOPblE NEPEBOOATCA M3 OAHUX MOMELLEHUA Unn
KOHTEVHEepoB B NpoLecce nccregoBaHvs B Apyrue, OOMKHbI MMETb COOTBETCTBYIOLLYIO MapKMPOBKY B COOTBETCTBUM C
nyHkTom 39 npasun.

21. TomeLlleHns U KOHTEMHepbl ONsi COAEPXXaHUsi TeCT-CUCTEM MoanexaT perynsapHon ybopke u caHuTapHOMn
obpaboTtke. MaTepuanbl, KOHTaAKTUpYHOLLME C TECT-CUCTEMOW, HEe [OMKHbl COAEepXaTb 3arps3HsIOLMX BeLlecTB B
Kornm4ecTBax, CnocobHbIX MOBMNMATL Ha XO4 uccregoBaHus. MNoacTunKy ANs XKUBOTHLIX CNeayeT CBOEBPEMEHHO MEHSATh.
Bce cny4van ncnonb3oBaHUsa NecTMUMAOB OOMKHbI ObITb JOKYMEHTUPOBaHbLI B COOTBETCTBUMN C NyHKTOM 40 npasun.

3. Onucanue

22. lna TecT-cucteM in vitro TpebyeTcsi BeCTU OTYETHOCTb ANS AOKYMEHTanbHOro MNOATBEPXAEHUS pPOCTa,
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XN3HECNOCOBHOCTN U OTCYTCTBUA 3apakeHusd I'IapTVIVI TecT-cucteMm. [na uccnegosaHun in vitro BaXkHO, 4yTOObI ObINa
onpeaeneHa noariMHHOCTb U SBCbI/IKCI/IpOBaHbI npouncxoxagexHume, Cy6LUTaMM N pexnm O6CJ'Iy)KI/IBaHI/I$| TECT-CUCTEMbI.

23. OnpepgeneHve xapaKTepUCTMK TeCT-CUCTEMbl HEOOXOAMMO, B MEPBYIO oYepedb, ANs UCCregoBaHuid in vitro.
MaBHbIM TpeboBaHueM aBnseTca obecrnedyeHue TOro, YTobbl UCMoNb3oBanacb TECT-CUCTeMa, onucaHHasi B nnaHe
nccnenosaHuss U ceobogHas OT 3apaxeHus. OTOro MOXHO [AOCTUTHYTb, Hanpumep, C MOMOLLbLI Mepuoanyeckoro
aHanusa reHeTUYeckMx MapKkepoB, KapMOTUMOB UMW TECTa HA MUKOMNa3Mbl.

4. 3onsums TecT-cuctem

24. B cnyyae C KpaTKOCPOYHbIMA OMONOMMYECKMMU WUCCNEOOBAHUAMU MOXHO He TpeboBaTb 060cobneHus
XKMBOTHbIX U pacTUTenbHbIX TecToBbIXx cuctem. B COI ncnbiTatensHon nabopatopun criedyet onpeaenutb NpuHLMN
OLEHKM COCTOSIHUS 340POBbS (Hanpumep, apxvMBHble ainbl O KONMOHWMU U NOCTaBLUMKe, HAbMIAEHNUS, CEPONOrMYECcKmin
aHanus) n nocnegyrLlimMe eNCTBUS.

25. Tpu KOHTpoOre MHTepdEepPUpYIOLWMX MaTepuarnoB B MccnegoBaHusax in vitro Heobxogumo obecnevnTb, YTOObI
BOAa, CTEeKNsiHHasA nocyaa u npovee nabopatopHoe obopyoBaHWe He coaepXanu BellecTB, KOTOpble MOryT NMomeLlaTb
NpoBeAEeHN0 UCNbITaHMN. YTOObI BbINONHUTE AaHHYK 3ajady, B NfaH UCCrneqoBaHust criefyer BKAKYUTb KOHTPOSbHbIE
rpynnbl. BeinonHeHWI0 3TON 3a4a4qm Takke MOryT MOMOYb NepMogNYeckne NpoBepkn nabopaTopHbIX CUCTEM.

5. OnucaHune CBOWCTB KyrnbTyparbHbIX Cpes

26. [ormkHbl OOKYMEHTanbHO MNOATBEPXAATbCs TWUMbl Cpefd, KOMMOHEHTbl M HOMepa napTuh cpen (T.e.
aHTMBMOTNKOB, CbiBOPOTKK 1 T.4.). B COI cnegyeT paccmMoTpeTb NOATOTOBKY U MPUEMKY Taknx Cpeg.

6. Vicnonb3oBaHme TeCT-CUCTEMbI

27. B onpegeneHHbIX obcroaTenbcTBax A0nycKaeTcA NOBTOPHOE WCNOJ1Ib30BaHNE XMBOTHbIX OPraHM3MoOB WUIA
OoaHOBpeMeHHOEe TeCTUpoBaHMEe HECKOJTbKUX UCTbITyeMbIX 00bEKTOB Ha OAHOM MBOTHOM. OcobeHHO BaXkHOW 3adaqen
ana AOKIMUMHNYEeCKUX (HeKJ'II/IHMLIeCKI/IX) nccnenoBaHu sBnsieTcs To, YToObl 0b6siI3aTenbHO COXpaHAnacb BCA apxXuBHasA
OOKYMeHTauua O NpoLuioM UCNofib30BaHUM XNUBOTHbIX, a TakKke ynoMUHaHune 00 3TOM B 3aKkn4MTENBLHOM OTYeTe. Takke
Heobxoanmo OOKYyMeHTaribHO noaresepanTb, YTO METOAbl MOBTOPHOIO MUCMNOJS1Ib30OBAHUA TECT-CMCTEM HEe COo3aaloT nomex
npun oueHKe nccnenyembix BelecTB.

VII. Viccnepyemble BellecTBa (NeKapCTBEHHbIE CpeacTBa)
1 obpasubl cpaBHEHUs (KOHTPOSbHbIE 06pa3Libl)

28. Heobxogmmo npeactaBuTb B OTYETAX O MPOBEAEHHLIX WCCNEAOBaHUSX WHGOpMauMio (OaHHble) Ans
a[lekBaTHOrO COCTaBMeHUs cneundmkaumm B OTHOLLEHUN KaXOOW CepuM UCCneayemMoro BellecTBa (NeKkapCTBEHHOro
cpenctea) u obpasua cpaBHEHUsI (KOHTPOrbHOro obpasua). YTtobbl obecneunTb NpUHATME efguHON cneumdurKauum
nccnegyemblix BELLECTB BO BCEX rocydapcTBax-yfieHax, crnegyet COCTaBnATb 3Ty MHAOPMaUWIo B COOTBETCTBUM C
npasunamu. Ecnm ucnbiTyembii OObEKT HaXOOMTCA Ha paHHEM cTagum paspaboTku, [OMNycKaeTcs BbIMOMHUTL
aHanuMTM4ecKoe onucaHue XapakTepuUCTMK Nocne NpoBedeHuns BMoNorM4Yeckoro nccrieaoBaHnsa. Tem He MeHee A0 AaThl
Hayana uccnegoBaHusa criegyert NonyyYnTb onpeaeneHHble CBEAEHUS O XMMUYECKON CTPYKType Uccrneayemoro BeLlecTaa.

29. [ns obecnevyeHnss MPUHATAA pPe3ynsTaToB MNPOBEAEHHbIX WCCNedoBaHWin BO BCeX rocydapcTBax-yrieHax
crieqyeT, ecnv 310 NPUMEHUMO, OMNPEaennTb CTabUNbHOCTL MCCNeayeMoro U CTaHgapTHOrO 06bLEKTOB B NlaBGopaTopHbIX
YCIOBUSIX XpaHeHWs1.

30. B cnyyae 3HauuTEmMbHbIX PACXOXAEHWA B 0bs3aTenbHbiXx TpebOBaHWMSX roCy4apCTB-YSIEHOB KacaTenbHO
KONMMYECTBEHHOro onpefeneHns KOoHUeHTpauuu, cTabunbHOCTM M TFOMOFeHHOCTM uWCCrieayemoro BellecTBa
(nekapcTBeHHOro cpegcTea) B HocuTerne (BCcnoMoraTeNnbHOM BELLECTBE), a TaKkKe OTCYTCTBUSA BO3MOXHOCTU
napannenbHO BbIMNOMHUTL MOAOOHbIE aHanM3bl AN OnpefdereHHbIX KPaTKOCPOYHbIX OMOMOrM4yeckux TeCcTOB, €cnu
NPOMEXYTOK BPEMEHN MeXAy MOArOTOBKOW U NPUMEHeHWeM OBbl4HO CTaburbHOM CyBCTaHLMM COCTaBNAET HECKOMbKO
MUHYT, onpefeneHve cTabunbHOCTM TecTUpyemoro obbekTa, Kak MpaBuo, He sBNSETCA akTyanbHbIM. 1o 3Tum
npuvyvHaM O4YeHb BaXXHO 3apaHee ykasblBaTb M yTBepXAdaTb B NMaHe MCCNeaoBaHus aHanuTudeckne tpebosaHus, a
TaKKe yYnTbiBaTb UX JOCTUXKEHUE B 3AKIMHOYMTENBHOM OTYETE.

31. [aHHble, oTHOCAWMECA K MNYHKTY 47 npaBwui, MOryT OTCYTCTBOBaTb B crnydae (OU3MYECKUX (XMMUYECKMX)
nccrnegoBaHnii, NPOBOAMMbIX C LIEMbIO0 MX NOMYyYEHUs.

VIIl. CtangapTHble onepaunoHHble NpoLueaypbl

32. TNpumepsbl, npvBeAeHHble B NyHKTe 52 npaBur, OTHOCATCA MNPeMMYLLEeCTBEHHO K Ouonornyeckum TecT-
cucTemMam M MOTOMY MOFYT HE COOTBETCTBOBATb KOHTEKCTY (DU3NYECKUX (XMMUYECKUX) UCCrnesoBaHuin. PykoBoacTBO
ucnblTatenbHoW nabopatopum HeceT OTBETCTBEHHOCTb 3a Hanuume COlN gna Bcex npoBogumbIXx B nabopatopusx
aHanm3os.
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IX. NpoBegeHue nccrnegoBaHus
MnaH nccnepoanusa (pasgen 1 vactu IV npasun)

33. lnaH wnccnegoBaHMst B MUCbMEHHOM BuAe OOMMKeH ObiTb paspaboTaH Ao Hayana uccriegoBaHus. [naH
nccrnegoBaHns OOMKEH ObITh YTBEPXKAEH NOAMNUCHI0 PYKOBOAWUTENS UCCNENOBaHNUS C yKasaHWeM AaThl U BEpMdULMPOBaH
B COOTBETCTBMM C MyHKTOM 53 npaBun nepcoHanom COK. lNMnaH uccneqoBaHus Takke OOMKEH ObiTb YTBEPXAEH
aAMUHUCTPALMEN UCNbITATENBHOIO LEHTPa M CMNOHCOPOM WCCreaoBaHWs, ecnu 3Toro TpebyeT 3akoHoAaTensCTBO
rocygapCTB-41EHOB MM 3aKOHOAATENBCTBO rocy4apcTBa, Ha TEPPUTOPUN KOTOPOro NPOBOAMUTCS UCCneaoBaHue.

34. OcCHOBHOW nnaH uccneaoBaHUA MOXET ObiTb OOMOMHEH cneunarnbHbIMA NPUITOKEHUAMU ONS NPOBEAEHUS
KpaTKOCPOYHbIX UCCNEAOBAHNA B COOTBETCTBUMN C MYHKTOM 56 npaswui.

35. Ecnu KOHKpETHOE KPaTKOCPOYHOE NCCrnefoBaHne nnm cepus NogobHbIX NCCnegoBaHni perynspHO NPOBOAUTCS
B pamMKax ucnbITaTtenbHOM nabopaTtopuu, MOXET okasaTbCs LernecoobpasHbiM COCTaBMeHME OfHOro obLiero nnaHa
nuccrnefoBaHns, cogepxawero 6omnbliyld 4acTb OCHOBHOM WHopmaumi. OH 3apaHee YTBEPXOAETCsi PYKOBOACTBOM
ucnelTatenbHon nabopaTopun M PyKOBOAMUTENSIMM WUCCIEAOBaHWs, OTBETCTBEHHbIMW 3a MoAoOHbIE MCCNefoBaHus, a
Takke COK.

MpunoxeHusl, OTHOCSALLMECH K WCCNEedoBaHMIO W BXoaslyMe B AaHHblA nnaH (T.e. NoapoGHble AaHHble No
TecTUpyeMoMy OGBLEKTY, OaTe Hadyana aKcrnepuMeHTa), crieqyeT npedcTaBnsaTb B BUAE OOMNOMHUTENbHOMO AOKYMEHTA,
KOTOPbIN MOANUCLIBAETCA TOMbKO YMOMHOMOYEHHbLIM pPyKOBOAUTENEM WCCrneaoBaHusl C ykasaHuem aaTbl. OTOT
00bEeAMHEHHBIN JOKYMEHT - OOLUMIA NNaH UCCNEeAoBaHNs U CBA3aHHbIE C NNaHOM MPUNOXEHUS MO KaXXOoMy KOHKPETHOMY
nccnefoBaHuio - NpeacTaBnsoT coboii NnaH uccnegoBaHus. [JononHuTenbHbIE NPUMOXKEHWS creayeT He3aMeaITeNbHO
NpeacTaBnsATb PYKOBOACTBY MCMbITaTeNbHON nabopaTtopum n cotpyaHmukam COK.

Cop,ep>|<aH|/|e nnaHa nccriegoBaHunga

36. CopepxkaHune obLuero nnaHa mMccnegoBaHWs M CBA3AHHOMO C HUMW MPUMNOXEHUSA OOIMKHO COOTBETCTBOBAaTb
onucaHHomy B pasgene 2 vyactu IV 1 pasgene 2 yactu V npasun co cneayowmmm yTOYHEHUSMMU.

37. ViHdopmauma 0 xapaktepe M Lenn UccrneqoBaHnst MOXeT ObiTb He 0053aTeNnbHON, ecriu OHa COOEepXUTCs B
onucaHuu gu3anHa (NpoekTa) nccrnenoBaHus.

38. PaccmoTpeHne BoMNpoCcoB, yka3aHHbIX B ab3auax BTOPOM - NATOM nognyHkTa "g4" nyHkrta 57 npasun, moryt
NCKNoYaTLCH NPY PUBNYECKMX (XMMNYECKNX) UCCIegoBaHNSIX.

39. WHdopmaumio, ykasaHHylo B absaue wectom noanyHkta "A" nyHkTa 57 npaBuvn B LUENOM [OMyCKaeTcs
npegctaBuTb B kpaTkow, obobuiatoweri popme mnu co ccbinkonm Ha cooTeeTcTBytowme COlN nmbo pykosBoacTBa no
TECTUPOBaHMUIO.

X. MNpencTaBneHne OTYETHOCTM MO pesyribTatam UCCeaoBaHus

40. Tlo OKOHYaHWM KaXOoro MCCregoBaHUs OOIMKEH ObiTb NOATOTOBMEH 3aKMHOYMTENbHLIM OTYeT. B cnyvae
KPpaTKOCPOYHbIX MCCNefoBaHWM B CTaHOApPTU30BAHHbLIA 3aKNOYUTENbHLIA OTYET [ONnycKaeTcs BKKYaTb
COOTBETCTBYIOLLIEE NPUINOXKEHNE B COOTBETCTBUN C NYHKTOM 61 npaswun).

Ecnu ocyLlecTBnaloTCA KpaTKOCPOYHble IKCNEPUMEHTbI C UCMONb30BaHNEM OOLLUMX NaHOB UCCReAoBaHNs, MOXeT
ObITb LlenecoobpasHbiM COCTaBMeHWe CTaH4APTU30BaHHbIX 3aKMYMTENbHBIX OTYETOB, coaepXalmx Gonbluylo YacTb
HeobxoaMMoun Ans Takux oT4eToB 0OLen nHdopmauun B Buae wabnoHa. OHW 3apaHee yTBEPXKOAaloTCA PyKOBOACTBOM
ncneiTatenbHon naboparopun, a Takke PyKOBOAMTENSMMU UCCMeOOBaHUS, OTBETCTBEHHbIMU 3a NpoBedeHne NogoOHbIX
nccriegosarHvin. [JononHutenbHas WHQOpPMaUMs O KOHKPETHbIX WCCreaoBaHWAX, BKIOYaemas B Takue OTYETbI
(Hanpumep, nogpobHasa uHpOpPMaUns O TeCTUPYyEMOM OBObeKTe M MOMYYEHHbIX YUCIEHHbIX pe3ynbratax) MOXeT ObiTb
3ateM od)opMmNieHa B KayecTBe [AOMNOMHUTEMbHOrO OOKYMEHTa, MOAMNUCAHHOMO PYKOBOAMTENEM MCCNeaoBaHus C
yKkasaHvem pfatbl. He gonyckaetcs MCnonb3oBaHWe CTaHAapTU30BaHHOIO 3aKMYUTENbHOro OT4YeTa, B Crydvae, ecnv
nnaH nccrnegoBaHns U3MeHsieTcs (MepecMaTpuBaeTCcs) UM B HEM [ernatrTcs NonpaBkv A0 WM BO BPeEMsS NpOBeaeHUs
nccneposaHnsa. CooTBeTcTBylOWME AOMOMHEHMS 006A3aTenbHO AOMKHbI BHOCMTbCA B CTaHOAPTM30BaHHbIN
3aKMIOUNTENBHBIN OTYET.

41. Cop,ep>|<aH|/|e 3aKITIYUTENBHOIO OTYeTa B NOSTHOM 0ObeMe (T.e. CTaHOapPTU30BAHHOIO 3aKIMiO4YUTENTIbHOIO oT4veTa
N CBA3aHHOIo C nccrnegoBaHnem ﬂpVIJ'IO)KeHMFI) OOJIKHO COorfacoBbiBaTbCA C ONMMUCaHHbIM B pasgene 2 yactn 'V npasun c
BO3MOXXHbIMU OTCTYNINEHUAMU, YKa3aHHbIMU HUNXKE.

42. 3aKno4nTENbHbIN OTYET JOITKEH cogepxatb cnenyrwlyro I/IHCbOpMaLI,l/IlO, HO HE OrpaHn4mnBaTbCA €lo:

a) M,El,eHTI/I(bVIKaLI,I/IOHHbIe OaHHble OTHOCUTENIbHO UCCnenoBaHund, nccrnengyemoro n CtTaHgapTHOro Beulecrtea:
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0) pasBepHyTOE HAMMEHOBAHWE;

B) MAEHTUMUKALUMOHHbIE AaHHbIE OTHOCUTENBHO TecTMpyeMoro obbekTa - kog unn HammeHoBaHune (IlUPAC, CAS-
HOMep, BUONOrNYeckne xapakTepucTuki u T.4.);

r) XUMU4yeckoe HavMeHoBaHue uaeHTuduUmMpyollee cTaHaapTHOE BELLECTBO;

0) XapakTepUCTUKM UCCNeayemMoro BellecTBa (NeKapCTBEHHOINO CpeacTBa), BKIHOYAs YMCTOTY, CTabUITbHOCTb U
OOHOPOAHOCTL (MoANyHKT "a" nyHkTa 65 npaswun).

XapakTepuctuka WCCrnefyemMoro BellecTBa (NEeKapCTBEHHOTO CPeAcTBa), BKIOYAs 4YMCTOTY, CTabWUIbHOCTb U
OOHOPOAHOCTb, MOXET OKa3aTbCsl HeakTyarbHOM, eCIni UccrieqoBaHe NPOBOANTCS AN YCTAHOBIIEHNUS 3TUX AAHHBIX;

e) 3sakmoyeHne COK, B KOTOpPOM MepeyvuMcnsalTCca BuAbl M AaTbl MPOBEAEHHbIX WHCNEKUWA, BK4Yas
MPOVMHCNEKTUPOBAHHbIE 3Tanbl, a Takke AaTbl HanpaBneHUs OTYETOB O pesynbratax MHCMNEeKUMU agMUHUCTPauuu,
PYKOBOAMTENMO WUCCNENOBAHUA N OTBETCTBEHHbIM UCcnegoBaTensaM (ecnu npuMeHumo). [JaHHOe 3aknioveHue CRyxuT
NOATBEPXKOEHNEM TOrO, YTO B 3aKMIOYUTENBHOM OTYETE OTPaXKeHbl NEPBUYHbIE AaHHbIE B COOTBETCTBUM C NOAMYHKTOM "3"
nyHkTa 65 npaswun.

45. IMpun HeobxogumocTn TpebyeTcsa oTpasnTb hakT NPOBeAEHUsT ayanTa npoueayp uccrnegosaHus. B 3aknoyeHnn
COK Heobxogmmo Takke OQHO3HAYHO yKa3aTb, YTO 3aKMOYUTENbHbBIA OTHYET NOABeprancy ayguTy.

Mpunoxexne N 7

Kk Mpasunam

Hagnexallen nabopaTopHON NpPaKTUKK
EBpasninckoro akoHoMn4eckoro

coto3a B chepe obpatleHns
nekapcTBeHHbIX cpecTs

OBLUME TPEBEOBAHUA
K MOPALKY NMPOBEAEHNA OOKNNMHUYECKUX (HEKINNMHNYECKWNX)
NCCIEQOBAHNU NEKAPCTBEHHbBIX CPEACTB

Llenbto AOKNMMHUYECKUX (HEKMMHUYECKMX) UCCNea0oBaHNIN NeKapCTBEHHbIX CPeACTB ABMNAETCA NoMnyyYeHne Hay4HbIMM
MeToAaMKn BHEe OpraHM3Ma YenoBeka pesynbTaToB OLEHKM M gokasaTenbcTB 6e3onacHocTu, kavectBa U apdeKTUBHOCTU
1eKapCTBEeHHbIX CPeaCTB.

[oknuHnyeckoe (HeKNUHUYECKoe) ndydeHne 6e30nacHOCTM NEKAPCTBEHHbBIX CPEACTB NMPOBOAUTCA C cObNogeHnem
TpebGoBaHWin NpaBuUi Haanexawen nabopaTtopHoi NpakTUkM EBpPasniicKOro 3KOHOMMWYECKOro COH3a, YTBEPXKOAEMbIX
EBpasuiickoii 3KOHOMWYECKON KOMMUCCUEN, obGecrnevmBaeT HeOoOXOAUMBIA YpOBEHb KayecTBa WM BOCMPOM3BOAMMOCTb
NONyYeHHbIX JaHHbIX.

[JoknnHuyeckoe (HeKJ'II/IHI/I‘-IeCKOG) n3ydyeHune rekKkapcCTtBeHHbIX CcpenctB npoBoaAunTCA no crnegyvouwnm
HanpaBneHnaM:

nsyyeHve dQapmakonormm nekapcTBEHHOro cpeacTtBa (nNepBuyHas M BTOpUYHas papmakoanHamMuka W
dapmakonornsa 6esonacHoCcTn, hapmMakonorms nekapcTBEHHOIO B3anMogencTans);

n3yyeHne hapmMakoKMHETUKM NeKapcTBEHHOro cpeacTsa (abcopbuus, pacnpegeneHne, metabonusm, BbiBEAEHME,
hapmakoKMHeTMYeCcKoe NekapcTBEHHOE B3auModenCTBNe, MHbIE uccrnegoBaHns hapMakoKUMHETUKM);

TOKCUKOJTOrmyeckne wmnccnenoBaHusa (TOKCI/ILIHOCTb npn OAHOKPATHOM WM MOBTOPHOM BBEOEHUAX INEKapCTBEHHOro
cpeanctea, reHOTOKCUYHOCTb, KaHUEepOreHHOCTb, penpoAyKTUBHaA TOKCUYHOCTDb, 3M6pI/IOTOKCI/I'~IHOCTb, MecCTHasa
nepeHoCMOCTb, UHblEe NCCreaoBaHNA TOKCVI'-IHOCTVI).

[na opraHu3auuMn U NpoBeOeHUs OOKMUHUYECKOro (HEeKMNMMHUYECKOro) 1uccrnenoBaHus NekapCcTBEHHOro cpencTsa
pa3paboTurKn NekapCTBEHHbIX CPEACTB BrpaBe MpUBMeKkaTb Hay4YHO-UCCriedoBaTeNbCkue opraHvM3auum, npoduIibHbIe
yUYpeXaeHUs BbICLLErO Npod)eccuoHannbHOro o6pasoBaHmsl, HblE OpraHM3auumn, UMetoLe HeobXoaumyo MaTepuarnbHO-
TEXHUYecKyto 6a3y 1 KBanMuUMPOBaHHbIX CNeLManucToB B COOTBETCTBYIOLLIE 0bnacTn uccnegoBaHus.

Heo6xoouMblii 06beM M MeToOoNorMs MNpPoBeAEeHUs OOKMUHMYECKUX (HEKNUHUYECKMX) uccnenoBaHui
NeKapCTBEHHbIX CPEeACTB OMNpedensioTcs 3adaHHbIMU  (DapMaKoNorMyeckMMmM U TOKCUKOMOTMYECKMMU CBOMCTBaMM
NeKapcTBEeHHOro cpeacTsa M crnocoGoM ero NponsBoaCcTBa.
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MpunoxeHue N 8

Kk MNpaBunam

Hagnexallen nabopaTtopHOr NPaKTUKK
EBpa3snnckoro aKOHOMMYECKOro

coto3a B cdepe obpalleHus
nekapcTBEHHbIX CpeacTB

PYKOBOACTBO
MO OBMEHY MH®OPMALIMEN MEXAY YMONHOMOYEHHbLIMW OPTAHAMM
FOCYOAPCTB - YTEHOB EBPA3MICKOIO 9KOHOMUYECKOIO COHO3A
B OTHOLIEHWN CUCTEM KOHTPONSA COBJIKOAEHWA MPABWIT HALNEXALLEN
NABOPATOPHOW MPAKTUKW EBPA3UICKOIO 3KOHOMWYECKOIO COKO3A
B COEPE OBPALLEHNA NIEKAPCTBEHHBLIX CPE[CTB

1. YNnonHOMOYeHHble opraHbl rocyaapcTB - YneHoB EBpasniickoro akOHOMMYECKOro cotosa (ganee - rocygapcrsa-
YneHbl) NPy NPOBEAEHUN CUCTEM KOHTPOMsS cobniogeHus npasun Hagnexallen nabopatopHow npakTukm Espasuiickoro
3KOHOMMYECKOrO CO3a, yTBEpXKAaemblx EBpa3nncKkon sKOHOMMUYECKOW KOMUCCUEN (oanee - npaBura) 0OMeHMBaoTCs
cnegyoLen nHpopmMaumen:

HauMeHOBaHWe, OpraHn3auMoHHas oopma U opraHM3auMoHHasi CTPYKTypa YNoSIHOMOYEHHOrO opraHa rocyaapcrea-
yneHa;

npouenypbl, NPOBOAVMbBIE B X0Oe WHCMNEKLMI nabopaTtopuit U ayaMToB UccrneqoBaHuii, NepruoanyHOCTb UHCTEKLMIA
n (MNK) KpUTEPUM rPadINKOB NPOBEAEHUS MHCNEKLINI;

KOJTIN4EeCTBO U KBaJ'IVICbVIKaLI,VIVI MHCMEKTOpPOB;

OeiCcTBUS, npeanpuHUMaeMble YMNOSIHOMOYEHHbIM OpraHoM rOCydapcTBa-ynieHa B Criyvyae OGHapyXeHus
HEeCOOTBETCTBUS UCMbITaTeNbHOW nabopaTtopun TpeGoBaHMSIM NpaBWil, BKIOYasi BO3MOXHOCTb coobLaTb Mpu
HeobXxoauMOoCTVM APYrMM rocydapcTBaM-uYnieHaMm pesynbTaTbl MHCMEKUMA WUcnbiTaTenbHbIX nabopaTopuil U ayauToB
nccnenoBaHuii, NPOBOAUMBIX B 3TUX NabopaTopusix;

Mepbl 0 3aLUUTe KOHPUAEHLMANLHOCTM UHdOPMaLIK;

npouenypbl, Heo6xop,14|v|b|e ana Hadana M nposegeHud VIHCFIeKLl,MI7I ncnblTaTesibHbIX na6opaTopM|7| n ayoumtoB
MCCﬂe,EI,OBaHI/Iﬁ no 3anpocy ApYrux rocyoapcrTB-4rieHoB M npouenypbl NoArotoBkM oT4eTa O NpoBeOeHHbIX MHCNeKunax
(ayauTax);

npouenypbl ANS MNOMYYEeHUs YNONHOMOYEHHbIM OpraHoM OOHOro rocygapcTBa-yneHa WHdopmauuu o6
UcnbiTaTenbHbIX NabopaTopusix OPYroro rocyaapcrsa-ynieHa, KOTopble MPOLUMM MHCMEKLMIO YNONMHOMOYEHHOro opraHa
3TOro rocyAapcTBa-yrieHa, BKIoYas pesyrbraTbl OLEHKN COOTBETCTBUS Takunx abopaTtopuin TpeboBaHWsSIM NpaBus;

BMObl UCCMNenoBaHWin, KOTOPbIe NMPOBOAATCS B MHCMNEKTUPOBAHHbLIX UCMbITATENbHBLIX NaGopaTopusix B COOTBETCTBUN
C NpaBunamu.

2. B cnyyae obHapyxeHus B ucnbiTaTenbHOW nabopaTopun cepbesHbIX OTKMNOHEeHWW oT TpeboBaHum npasun,
KOTOpble MOryT MOBMAUATbL Ha cneunduyeckue B1abl NCCReqoBaHUIA, YNOMHOMOYEHHbBIV OpraH rocyaapcraa-yneHa Bnpase
coobWMTb 06 OOHapy>XeHHbIX CEepbe3HbIX OTKIOHEHWSIX COOTBETCTBYIOLMM YMOMHOMOYEHHBIM OpraHam Apyrux
rocynapcTB-4reHOB.

3. CBegeHns 0 HauMMeHoBaHMM rlabopaTtopui, MNOAMeXalux MWHCMNEKUMsIM B paMKax CUCTEMbl KOHTPOMS
cobniogeHns npaBun, cTeneHb COOTBETCTBUSA TpebOBaHUAM MpaBUn W AaTbl NPOBEAEHMST WHCMEKUMIA OOSMKHbI
NpeaocTaBnNATbCS YNOMHOMOYEHHBIMM OpraHamMmn rocygapcTBa-yrieHa Mo 3anpocy YMNONHOMOYEHHbIX OPraHoB ApYrux
rocygapcTB-4neHoB (B COOTBETCTBUU C npunoxennem N 9 npasun).

B cnyyae, ecnu yTBepxaeHue cUcTeMbl KOHTPOMNSA COGMIOAEHNS NPaBuI B rocydapcTBe-yneHe eLle He NpoBedeHo
UMK B cryyae, ecn ynonHOMOYEHHbI OpraH rocyfapcTBa-yneHa He MOXET OLEHUTb NMPUEMMEMOCTb CUCTEM KOHTPOIS
cobrtofeHuss npaBun B APYrMX rocydapcTBax-uneHax TONbKO Ha OCHOBaHUKM OBMeHa NUCbMEHHOW MHopMauuei,
[OMyCKaeTCcsl NPOBeAEHNE KOHCYNLTaUui U 06GCyKaEHNE pe3ynbTaToB UHCMEKTUPOBAHNS UCTbITaTENbHBLIX NabopaTopuii B
pamKax B3auMoZeicTBIS YNONIHOMOYEHHbIX OPraHoB C JKCMEPTHLIM KOMUTETOM MO NeKapCTBEHHLIM CpeacTBam.

Ecnu B rocygapcTBe-yneHe cyllecTByeT Oonee ogHOro yrnonHOMOYEHHOro opraHa, obecneynBaloLero KOHTPOrb
cobniogeHusa TpebosaHui npasun, cregyet obecnevnTs MX B3aMMOOEWCTBUE W Hanu4Me eauHON CUCTEMbl KOHTPONS B
rocygapcTBe-yfieHe, a Takxe crnegyeT YCTaHOBUTb YMNOMHOMOYEHHbIW oOpraH, KoTopbli OydeT oTBeyaTb 3a
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B3aumMoaencrene B paMKax CUCTEeMbl KOHTPOIIA cobnogeHns npasunn C YNoOJIHOMOYEHHbIMW OpraHamn Opyrux
rocynapcCrB-4J1€HOB.

Ecnn YNOJTHOMOYE€HHOMY OpraHy O4HOro 13 rocygapcre-4iieHOB Heobxoanmo Nony4YnTb aKTyalribHYHO VIH(*)OpMaLI,VIPO
O CTatyce COOTBETCTBUA NnpaBuiiam ncnbiTaTenbHOM na6opaTopv|M, paCﬂOﬂO)KeHHOVI B AOpPyromM rocygapcrtee-yrieHe, TO
yI'IOJ'IHOMO‘-IeHHbIIZ OpraH BMnpaBe 3anpoCUTb yI'IOJ'IHOMOLIeHHbII7I OopraH 93TOro rocygapcrtBa-yiieHa WHUUMMpoOBaTb
cneumanbHbIn ayaunT OaHHON na6opaTopv||/| M npenctaBuUTb ero pesyneratbl A4N1A OLUEHKN.

Mexay YnonHOMOYEHHbIMU OpraHamMu rocyaapCTB-YNIeHOB [OOMKHO OCYLLECTBNATLCA B3aMModencTBue Mo
ohuumansHo onpeaeneHHbIM kaHanam uHdgopmMaumu. MNpu 3ToM Mo B3aUMHOMY COrMaLLEHMI0 YNOMHOMOYEHHbIX OpraHoB
rocydapCTB-YNIEHOB [JOMnyckaeTcss OOMeH WHdopmaumeid no HeoduuManbHbIM KaHanaMm CBsi3u, a Takke OOMeH
MHpopMaLmeli B paMKax B3aMMOAENCTBUS OTAENbHbIX (hapMaLeBTUYECKUX UHCTMIEKTOPATOB.

$PapmaueBTMHECKME WMHCNEeKTopaTa Kawgoro M3 rocyaapcTB-4YfieHOB BrpaBe MpUCYTCTBOBATb MPW MHCNEKUUU
ncnbiTatenbHon nabopatopun wnM ayauTe WccrnegoBaHMs, KOTOPbIM MPOBOAMTCHA B APYrMX rocyAapcTBax-YneHax
dapmaLeBTUYECKMMN  MHCNEKTOpaTamMn UX YMNONMHOMOYEHHbLIX oOpraHoB. B aTux cnyyasx oduumanbHeln 3anpoc
YNOSTHOMOYEHHOIo OpraHa rocygapcTBa-yfieHa, KOTOpbl M3bABMASET XenaHue OYHOro MpUCYyTCTBUS CBOUX
hapMaLeBTUHECKMX WMHCNEKTOPOB Ha MHCMEKUMU UCnbiTaTenbHoW nabopartopun unu ayauvTe UCCNefoBaHWA AOSMKEH
NOCTYNWUTb 3abnaroBpeMeHHO B CPOK, YCTaHOBMIEHHbIN PYKOBOACTBOM MO KavecTBy hapmaLueBTUYeCcKoro nHenektopara,
Ha TeppuTOpMM rocyAapcTBa-yfieHa KOTOPOro BbIMOMHAETCA Takas WHCNeKums (ayauT). YNONHOMOYEHHble opraHbl
rocygapcTea-yneHa, noryyvBlUME TakoW 3anpoc, He BrpasBe OTKa3aTb papmaueBTUYECKUM WHCMNeKTopaM [pyroro
rocygapcTBa-yrieHa yyacTBoBaTb B MHCNEKUMU (ayauTe).

Mpunoxexne N 9

K Mpasunam

Hagnexallen nabopaTopHON NpPaKTUKK
EBpa3sniickoro 9kOHOMMYECKOro

coto3a B cdhepe obpalleHus
nekapCcTBEHHbIX CpeacTB

PYKOBOACTBO
AnA YrnonHOMOYEHHbLIX OPTAHOB NOCYOAPCTB - YJIEHOB
EBPA3MCKOIO 3KOHOMWYECKOIO COKO3A MO KOHTPOJKO COBMMOAEHUSA
MPABUIT HAONEXALLEN NABOPATOPHOW MPAKTWKWN EBPA3VINCKOIO
OKOHOMMYECKOI'O COKO3A B CPEPE OBPALEHNA NEKAPCTBEHHbIX
CPEAOCTB MNMPW NOArOTOBKE OB30POB MNMPOUNHCIEKTUPOBAHHbLIX
WNCMNbITATENIbHBIX TABOPATOPUW NN AYOVUTOB
OTAENbHbIX NCCNEOOBAHNN

1. B cnyyae BO3HMKHOBEHUSI pasHOrnacum Mexay YMNONMHOMOYEHHbIMUM OpraHamu rocygapcTB - UreHoB
EBpasninckoro SKOHOMMYECKOro cot3a (fanee - rocyaapcTtBa-yrfieHbl) MNpU OLEHKe CcTaTyca WCnblTaTenbHbIX
naboparopuin, nNpoLleawmx NHCMEKLMIO Ha COOTBETCTBME TpeboBaHMAM MpaBun Hagnexallen nabopaTtopHoOr NpakTukm
EBpasmnickoro 3KOHOMMYECKOrO COH3a, yTBEpXXAaeMbiM EBpasninckon SKkOHOMMYECKOW KOMUCCHEN (ganee - npaBuna),
UNu ayamToB OTAEMbHbIX MCCNeAoBaHUM YMOMHOMOYEHHbIE OpraHbl rocygapcrBa-dneHa, dapmaueBTU4ECKUn
WHCMEKTOpaT KOTOPOro BLIMOMHAN WMHCMEKUMIO UCNbITaTeNbHOM nabopatopun (ayauT OTAENbHOMO UCCrenoBaHus)
nepegatoT KpaTkme 0630pbl BbIMOMHEHHbIX MHCMEKUUI UCMbITaTeNbHbIX nabopatopuii unu ayamtoB UCCRenoBaHWA B
EBpasunickyto 3KOHOMUYECKY0 KOMUCCUIO (A1 paCCMOTPEHNS pasHormnacui).

2. YkasaHHble 0030pbl OOMKHbI codepXaTb CNeaylLlyld MUHUMAanbHY MH@OpMaLUuio, KoTopasi Mno3BonseT
MPOBECTM PaCCMOTPEHNE pe3ynbLTaToB MHCMEKUMKU (ayamTa):

yKa3aHvue HavMeHOBaHWs nposepeHHoW nabopartopum (Mo3sBondolee ee TOMHO uAeHTUduMuMpoBaTb, TO €CTb
Ha3BaHue nabopaTtopuu, ropoga M rocygapcTBa, Ha TEeppuUTOpMM KOTOPOrO OHa pacrofiokeHa (B TOM 4ucrie M B
OTHOLLUEHMWN MPOUHCMNEKTUPOBAHHBIX 3apybexxHbIx nabopatopui));

Mecdl M rog nposeaeHUA WMHCNEeKUMn M npu Hanmymm pgata BblHECEeHUA MnocrnegHero 3akrityYeHnda O cTtaTtyce
COOTBETCTBUA naGopaTopMM (VICCJ'Ieﬂ,OBaHVIﬂ) Tpe6OBaHVIﬂM npasun,

onnucaHme npoBepkn C MOJIHbIM U I'IOE,pO6HbIM YKa3aHnem ee Bunaa npoBepku (VIHCI'IEKLI,VIH cobntogeHus npasun un
(I/IJ'IVI) ayaunt VICCJ'Ieﬂ,OBaHVIFI), CTaHOapTHOCTK npoBedeHnd (CTaH,D,apTHaFI nnn HectaHgapTHadA VIHCﬂeKLI,VIﬂ), y4vyactua B
Hen YNOJTHOMOYEHHbIX OpraHoB (d)apMaLl,eBTW—leCKVIX MHCI'IeKTOpaTOB) apyrux rocy,u,apCTB-qneHos);

crneumnanusaums NpoBepeHHon nabopaTopuu;



BbICTaBMNEHHbIN CTatyC COOTBETCTBUA ncnblTaTenbHoOm na6opaTopvw| (omeanoro I/ICCJ'Ie}J,OBaHI/IFI) Tpe6OBaHVIFIM
npasun;

nto6ble KOMMEHTAPMKN B OTHOLLEHWM NPOBEAEHHON MHCNEKUMM (ayauTa);
BbISIBNEHHbIE OTKIOHEHWS (KPUTUYECKNE, CEPLE3HBIE UMW NPOYME);
3aKIIH0YEHME O COOTBETCTBMM MCMbITATENbHOM NabopaTtopum (0TAENBHOIO UCcrneaoBaHns) TpeboBaHNAM NpaBu.

3. CteneHb COOTBETCTBUSA UCMbITaTENbHOW nabopaTopun TpeboBaHWsM NpaBun CBs3aHa C BMAOM MPOBOAMMbIX
nccnegoBaHvn 1 AoMKHa ObiTb OQHO3HAYHO yKasaHa B kpaTkom ob3ope:

PU3MKO-XMUYECKME UCCREeaoBaHus;

uccrnenoBaHust TOKCUYHOCTY;

UccrenoBaHusl MyTareHHOCTY;

aHaNUTUYECKME U KIIMHUYECKME XUMUYECKME UCCMNENOBaHUS;
ApYyrue uccrenoBaHus (C ykasaHuem Buaa).

4, ,D,OI'IyCKaeTCﬂ YKa3aHne HeCKOJIbKMX BMOO0B NPOBOAUMbIX nccnegoBaHuin, a Takke nx bonee aetann3npoBaHHoe
YKasaHue, ecrin 3t1o HeobXoaMMo ANt OLEHKN CTEMNEHN COOTBETCTBUS U d’)OpMyJ'II/IpOBKI/I 3aKITH4YEHNA.

5. [Insa ykasaHusa ctatyca COOTBETCTBUSI TabopaTopuii criefyeT UCMNomnb30BaTh TPU KaTeropmm: "cooTBETCTBYET", "He

COOTBETCTBYET", "OLEeHKa He 3aBepLueHa (C yKkasaHNeM NpuyunHbl)".

BeBugy Toro, cratyc "oueHka He 3aBeplueHa" MOXeT ObiTb WCTONKOBaH NO-pasHOMY, €ro ykasaHue [AOSIKHO
COMNPOBOXAATbCS MOSICHEHUAMU B 0030pe. Takme MNOSICHEHWUSI cTaTyca OLEHKW LOSPKHbI BKNHOYaTb (DOPMYSTMPOBKM,
Mo3BOnsOLME YCTAHOBUTL NMPUYNHY HEBO3MOXHOCTM OLEHWUTb CTaTyC Kak COOTBETCTBYIOLLUA UM HECOOTBETCTBYOLLMIA
(Hanpumep, "npoBOAMTCA NMOBTOPHAs MHCMEKUMS, KOTOpas He 3aBeplueHa", "OTBET M3 UcnbiTaTenbHOM naboparopun 3a
3aMeydaHusi Mo MHChekuun (ayauty) He nocTynun (OTnoXxeH)", "agMMHUCTPaTUBHAS Mpoueaypa MHcnekuun (ayauta) He
3aBeplueHa” n 1.4.).

6. MNpn dopMynMpoBKe 3aKMYEeHUs O COOTBETCTBUM (M HanpaBfeHWM YMNONTHOMOYEHHbIM OpraHam Apyrux
rocyAapcTB-4I1IEHOB 3aKIMOYEHUA O COOTBETCTBUM, JOMKHA UCMONBb30BATLCA TEPMUHOMOMNS, YCTAaHOBIIEHHAsA NpaBuiamu
npoeefeHns dapmaueBTUYECKUX MHCMEKUUR, yTBepaaeMbiMu EBpasmMinckon 3KOHOMUYECKOW KoMUccuen u obLimmmn
TpeboBaHMAMN K CUCTEME KayecTBa (apMaLeBTMYECKMX WHCMEKTOpPATOB rocydapCcTB - 4neHoB EBpasuickoro
3KOHOMMYECKOro COoH3a, YTBepXgaeMbiMu EBpa3nMnckomn aKOHOMNYECKON KOMUCCUEN.

7. KpaTkue 0630pbl BbIMOMHEHHbIX WHCMEKUUA UCMblTaTenbHbIX nabopatopuin unu ayautoB WUccregoBaHWN,
nocTynueLline B EBpasnickyto 3KOHOMUYECKYI0 KOMUCCUIO AN PACCMOTPEHUS pasHOrnacum mMexay ynonHOMOYEHHbIMU
opraHamy rocygapcTB-UfieHOB NpW OUeHKe cTaTyca WcnblTaTenbHblX nabopaTtopun unu ayamtoB OTAEfMbHbIX
nccnegoBaHvin NyoGnuKyTCS B UHTErPUPOBaHHOM MHAOPMAaUMOHHOW cucteme EBpasniickoro 9KOHOMWYECKOrO COto3a
ANg JoCTyna YrnorHOMOYEHHbLIX OpraHoB (YNOMHOMOYEHHbIX OpraHu3auuin) rocygapCTB-4YfieHOB UM NO 3anpocy MoryT
npegocTaBNATbLCA 0OLLECTBEHHOCTH.
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