YTBEPX/IEHbI

Pemenniem Coera
EBpa3zuiickoi 3JKOHOMUYECKOW KOMUCCHUH
oT 20 1 Ne

ITPABHUJIA
HaJJIexKaleil JJadopaTOpHON NPAKTHKHU
EBpa3uiicKoro 3K0HOMHYECKOIro COK3a

1. Hactrosamme IlpaBuna mnOpuMEHSIOTCS B LENSAX  [POBEICHUS
TOKJIMHAYECKHUX (HEKJIMHUYECKUX ) UCCIIE/IOBAHU 0€301MacHOCTH
JIEKAPCTBEHHBIX CPEACTB U (MJIM) BEIIECTB, COJIEPKALIUXCS B JIEKAPCTBEHHBIX
npenaparax. Hacrosmue [IpaBuna pa3pa®oTaHbl ¢ 1E€IbI0 TapMOHM3AIUU
3aKOHOJIATEILCTBA MEKIYHAPOJHBIX JIOTOBOPOB M AaKTOB, COCTABJISIOIIMX
npaBo EBpasuiickoro sxoHoMuueckoro coro3a (naisee — Coro3), B obnactu
oOpallleHHs JIEKAPCTBEHHBIX CPEJCTB C 3aKOHOAATEIbCTBOM EBpormnerickoro
coro3a B JITOM oOmacTh C ydeTtoM TpeOoBaHuii EBpomelickoro coro3a u
Opranuzaiuu 3koHOMUYECcKoro corpyaHuuectBa u paszsutus (OICP). Ilpu
3TOM ObUIM UCTONb30BaHbl  JOKyMeHTHl OOJCP cepun «IIpuHummns
HaJJIexKaIen J1abopaTOpHOW MPAKTUKK M MOHUTOPUHIA COOTBETCTBUSI»:
ENV/MC/CHEM(98)17 (OECD mnpunnunsl Hannexarneir nabopaTopHOit
npaktukn), OECD/GD(95)66 (PykoBoacTBO mo mporeaypaM MOHUTOPHHTA
cootBerctBusi mnpunnunam GLP), OECD/GD(95)67 (PykoBoacTtBo 10
NPOBEJACHUIO  MHCHEKIMA  MCIHBITAaTEIbHBIX  LIEHTPOB WU AyJHUTOB
uccnenoBanuii), OCDE/GD(95)115 (Ilpumenenne mnpunnunoB GLP k
KOMITbIOTEPU3UPOBAHHBIM CHUCTEMaM), ENV/IM/MONO(99)20
(ObGecrieuenue kadectBa B COOTBETCTBUM ¢ npuHiunamu  GLP),

ENV/IM/MONO(99)23 (Ilpumenenue npuniumnoB GLP k kpaTkocpodHbIM
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uccinenopanusm), ENV/IM/MONO(99)24 (Ponmb u  00s3aHHOCTH
PYKOBOJUTENSI MCCIAEAOBAaHUA B COOTBETCTBUHU ¢ npuHiunamu GLP),
ENV/MC/CHEM(98)16 (Posib u 00s1I3aHHOCTH CIIOHCOpPa B COOTBETCTBHUU C
npuniunamMu GLP), ENV/IM/MONO(2002)9 (Opranuzanus u yrpaBieHUE
UCCJICIOBAaHUSIMU, TPOBOJAMMBIMM Ha HECKOJBKMX HCCIEI0BaTEIbCKUX
miomankax), ENV/JIM/MONO(2004)26 (Ilpumenenue npuniunoB GLP k
uccnenoBanusim in  vitro), ENV/JM/MONO(2007)10 (Opranuzauusi u
KOHTPOJIb APXUBOB).

2. Hacrosime IlpaBuna mpuUHUMAIOTCS B IENSX 3alIUTH 370POBbS
YyelioBeKa,  00ecrleueHusl  COMOCTABUMOTO  KadecTBa  PEe3yJIbTaToOB
JTOKJIIMHUYECKUX (HEKJIMHUYECKUX) HuccheqoBaHuii B pamkax Coro3a,
YCTPAHEHUS] TEXHUYECKUX 0aphepOB BO B3aMMHON TOPIOBJIE U IPUMEHSIOTCS
Ipyd  TPOBEACHUM  JOKIMHUYCCKHX (HEKIMHUYCCKHX) HCCICAOBaAHUI
0€30MacHOCTH BEIIECTB, COACPXKAIIMXCS B JICKAPCTBEHHBIX CPENCTBAX.
HcnbiTyeMbie 00BEKTHI MOTYT OBITh KaK CHHTETHYECKON MPHUPONBI, TaK U
OMOTEHHOTO TMPOUCXOXKICHUS, a TaKXKe IMPEACTaBIATh COOOM JKHUBBIC
opranu3Mbl. llenbro uccienoBaHus 3TUX OOBEKTOB SIBISIETCS TMOJYUYEHUE
JAHHBIX 00 MX CBOMCTBAaX W (MJIM) OE30MACHOCTH JJIS 37I0POBbS YEJIOBEKA U
OKPYXAIOIIEH CPEIIbI.

3. ComocTtaBuMOE Ka4eCTBO PE3YJbTATOB  HWCIBITAHUW  SIBISIETCS
OCHOBOW i1 B3aWUMHOTO TPU3HAHUSA YIOJHOMOYECHHBIMH OpraHamMu
rocynapcts — wieHoB Coroza (liajiee — rocyaapcTBa-4wieHbl) MOJYYEHHBIX
JAHHBIX, YTO MO3BOJUT UCKIIOYUTH JOTOTHUTEIBHBIC U3ICPKKH, CBSI3aHHBIS
C  TIOBTOPHBIM  TIPOBEACHHEM  JOKIMHUYCCKHX  (HEKIMHUYECKUX)
UCCIIEOBAHUN B KaXKJIOM TOCY/IapCTBE-UJICHE.

4. loxnmuHu4yeckue (HEKIMHUYCCKHUE) UCCICNOBAHNS U HEKIIMHUYECKUE

HCCIICAOBAHUA 0e30MacHOCTH Jisl 300pOBbA  YCIOBCKA H OKPY)KaIOHIGﬁ



Cpenbl, B OTHOIICHHH KOTOPBIX NpUMEHAOTCS Hacrosamue [lpaBuna,
BKJIIOYAIOT B ce0s1 paboTy, MPOBOAUMYIO B JIaDOpPATOPUH U BUBAPUH.

4. Hactosimue IIpaBuiia mpuMEHSIIOTCS B OTHOIIEHUM JTOKJIMHUYECKUX
(HEeKJIMHUYECKUX) HMCCIEeNOBAaHUNA O€30MacHOCTH [JIsl 3[I0POBBs YEJIOBEKA U
OKpYXarolen cpenbl, MPOBeIeHNE KOTOPBHIX HEOOXOAMMO JUIsl pErUCTpaluu
JIEKAPCTBEHHBIX CPEACTB, BETEPUHAPHBIX IMPENapaToB U aHAJIOTUYHBIX UM
penaparoB, €CIM MHOE HE YCTAHOBJIEHO 3aKOHOJATEIbCTBOM TOCYIAPCTB-
YJICHOB.

6. Hactosamue IIpaBuna MOryT mNOpHUMEHATBCS TaKkKe B LEIAX

HUCCIICAOBAHNUA IPYI'UX BCIICCTB U BUIOB IIPOAYKIHUH.

II. Onpenenenus

7. duma uenent Hacrosmmx I[IpaBuil MCMONB3YIOTCS MOHATHS, KOTOPBIE
O3HaYaroT ClIEAYIOIIEe:

«anmapatHoe obecneuenue (hardware)» — Quznueckne KOMIOHEHTHI
KOMIIBIOTEPU3UPOBAHHONH  CHCTEMBI, BKJIIOYas KOMITBIOTEp MW €ro
nepudepuiiHbIe KOMITOHEHTHI;

«acenTtudeckue ycnoBusa (aseptic conditions)» — ycrmoBus paboueid
Cpelbl, TMPU KOTOPHIX BO3MOXXHOCTh MHKPOOHOTO U (WJIM) BHUPYCHOTO
3apa)KCHUs CBeJIeHa K MUHUMYMY;

«aymut uccienosanus (study audit)» — cucremarndeckoe, He3aBUCUMOE
U JTOKYMEHTHPOBAaHHOE CpaBHECHHE NEPBUYHBIX JAHHBIX M UMEIOMICH K HUM
OTHOIIIEHUE UHPOPMAIIUU C TTPOMEKYTOUYHBIM U 3aKIIOYUTEIHHBIM OTUYETOM C
IEIbI0  OMpPENeNICHNUs TOYHOCTH TMPEAOCTABICHHUS TIEPBUYHBIX JaHHBIX,
MPOBEICHMSI WCTIBITAHUS COTJIACHO IIIaHy WCCICAOBAaHUS W CTaHIAAPTHBIM
OTIepallMOHHBIM IPOIICIypaM, TOTyICHHS JOTOTHUTEILHON HHDOpMAaIuH, He

YKaSaHHOﬁ B OTHCTC, W OIPCACIICHUA CTCIICHU BJIIMIAHUA MCTOHOB,



MPUMEHSIEMBIX TIPU MOJYYEHUU JAHHBIX, Ha JIOCTOBEPHOCTh 3TUX JAHHBIX Y
BCEX BOBJICUECHHBIX B UCCIIEJIOBAHUE CTOPOH;

«Bamupanus (validation)» — JOKyMEHTaJIbHOE MOATBEPXKIACHUE TOTO,
YTO MPOIECC, MPOBOAUMBIN B MpEeiax YCTAaHOBIECHHBIX MapaMeTPOB, MOKET
OCYIIECTBIATHCS YPHEKTUBHO U C BOCIPOU3BOIUMBIMU PE3YJIbTATAMU;

«BaIMJALIMS  KOMIBIOTEpU3HpOBaHHON cuctembl (validation of a
computerised system)» — co3gaHue JOKYMEHTAJIBHOTO MOJTBEPXKICHUS O
BBICOKOM CTENEHU TapaHTUU COOTBETCTBUS  KOMIIBIOTEPU3UPOBAHHOM
CUCTEMbI ONPENCIICHHBIM XapaKTEPUCTUKAM W JAHHBIX, MOIYYaEMbIX C
MOMOIIBI0 3TOW KOMIIBIOTEPU3UPOBAHHOM CHUCTEMBI, 3aJaHHOMY YPOBHIO
Ka4eCcTBa U IOCTOBEPHOCTH;

«BeAymui (OTBETCTBEHHBIN) uccaenoBaresb (principal investigator)» —
JUI0, KOTOpO€ B Cllydae IMPOBEJACHUS HCCIEIOBAHUN Ha HECKOIbKHUX
Iomankax (MyJIbTULIEHTPOBBIE HCCIEIOBAHMS), JEUCTBYET OT HWMEHH
PYKOBOJIUTEIIL MCCIEIOBAHHUS MU HECET OTBETCTBEHHOCTh 3a OIPEIECIEHHBIE
(dha3bl KCCIETOBAHUS;

«BUBapuil (vivarium)» — 37aHU€ WIM OTJACJIBHOE IOMEIICHUE MpHU
UCCIIEIOBATEILCKOM  OpraHW3allii,  KOTOphle  MNpeIHAa3HAYEHBbI  JJIs
COZIEPKaHMS JTADOPATOPHBIX JKUBOTHBIX B COOTBETCTBHU C IPAaBOBHIMU
HOpPMaMH{ UCIOJb30BAHUSL >KMBOTHBIX MPU MPOBEACHUU JOKIMHHUYECKHUX
(HeKJTMHUYECKNX) UCClenoBaHuil. BuBapuii MoxeT ObITh oOecredeH
YCIOBUSIMM W OOOpYJAOBaHUEM JUISI TIPOBEACHUS JKCICPUMEHTOB Haj
COJICPKAITUMHUCS KUBOTHBIMH, & TAK)KE BBITOIHATH (PYHKIIMU TUTOMHUKA JIJIS
WX Pa3Be/ICHUS;

reHHas TpaHcdekiusa (gene transfection)» — BBeAcHHE YYKEPOTHOM,
nononautensbHor  JIHK  (omMHOYHBIE WIM  MHOXKECTBEHHBIE  T'€HBI)

B KIICTKY-X03H1HA,



«1ara Hadana wucciaenoBanus (study initiation date)» — nara
MOJITUCAHUS TUTaHA UCCIIEIOBAaHUSI PYKOBOAUTENIEM HCCIIEIOBAHMS,;

«J1ara Hadayia skcrnepumeHTa (experimental starting date)» — nara
MOJIy4eHUS TIEPBBIX CIIEUPUISCKUX JAaHHBIX UCCIEIOBAHUS;

«1ara okoHYaHuWs wuccienoBaHus (study completion date)» — mara
MOJITUCAHUS 3aKIIIOYUTEIILHOTO OTYETa PYKOBOJIUTEIEM UCCIIEIOBAHUS;

«JlaTa OKOHYaHMs 3KcnepumeHTa (experimental completion date)» —
MIOCJICTHUM JICHD MOTYYEHUS JaHHBIX B UCCIICIOBAHUN;

«1oroBop (contract)» -TOAMHCAaHHOE COTNAIIEHHEe B MHUCHMEHHOU
dbopme ¢ ykazaHueM JaThl MOAMUCAHUS MEXIY IByMs Win Oojiee CTOpOHAMH,
COJIEprKalllee TOTOBOPEHHOCTH, Kacaroluecs pacupeneiaeHus oobema pador,
npaB, 00sI3aHHOCTEW, U MPU HEOOXOOUMOCTH peryiaupyromue (GUHaHCOBbIE
BOIIPOCHI;

«IOKJIIMHUYECKOe (HEeKIMHUYeCKoe) wuccienoBanue (preclinical study
(trial))» — xumuueckoe, pusznyeckoe, OMOIOTUIECKOE, MUKPOOHOIOTUUECKOE,
dbapmakoIoruuecKkoe, TOKCHUKOJIOTHYECKOE U JPYroe HSKCIEPUMEHTAIbLHOE
UCCIICIOBAHUE WJIM CEpHUsl MCCIENOBAaHUN MO M3YyYEHUIO MCCIEAyeMOTO
BeIeCTBa (JIEKapCTBEHHOTO CPE/ICTBA) MyTEeM NMPUMEHECHHS HAyYHBIX METOIOB
OIICHOK B TIEJSIX W3Y4YEHHUS CHEeUU(PUYECKOTO JEeUCTBUS U (WIIN)
JI0Ka3aTeIbCTB 0€30MacCHOCTH ISl 370POBbsI UETIOBEKA;

«moxkymenTanus (documentation)» — odopMIIEHHBIE B yCTAaHOBICHHOM
MOpSAJKE 3amucu JII00OTO BHA, OIMKCHIBAIOIIUE JIMOO PETUCTPUPYIOLIUE
METOMIbI,  OpraHu3anuio W (WIM)  pe3ynbTaThl  JTOKIMHHYECKOTO
(HEKJTMHUYECKOTO) WCCIICIOBAHUSI JIEKAPCTBEHHOTO CPEACTBa, (PaKTOPHI,

BJIMAOOIHMC HAa UCCIICAOBAHUC, U ITPUHATBIC MCPHI;
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«M3MeHeHus TIuiaHa wuccienoBanus (study plan amendment)» —
IpeIHAMEPEHHbIE MTONPaBKU (M3MEHEHHUsI), BHOCUMBIE B IUIAH MCCIIEOBAHUS
NOCJI€ J1aThl HaYaIa UCCIIEOBAHUS;

«HCTIeKTOop  (inspector)» —  JWIO, TMPOBOAIIEE  HHCIEKIUU
UCIIBITATENIbHBIX JTA0OPATOPUN U ayAUTHl JOKIMHUYECKUX (HEKIMHUYECKHX)
UCCJIEIOBAaHUM JIEKAPCTBEHHBIX CPEICTB OT HMMEHU YIOJIHOMOYEHHOIO
oprasa;

«MHCHEKLHs UCTBITATeIbHOM 1aboparopuu (test facility inspection)» —
NpOBEpKA HA MECTE YIOJIHOMOYEHHBIMH OpraHamMu MpoOUeAyp H
NPaKTUYECKUX JCHUCTBUM  jabopaTopuu Il  OLIEHKH COOTBETCTBHS
NpUHLMIAM  HajJiexaniel jgaboparopHol mnpakTuku. B xome Takoid
MHCIIEKIIUU U3YyYaloTCs CTPYKTypa YIPABIEHUS U ONEPAllMOHHBIE TPOLIETYPbI
UCIIBITATENIbHOW J1ab0OpaToOpuu, UHTEPBBIOMPYETCS OCHOBHOM TEXHHUYECKUU
MIEPCOHAJI, MIPOBEPSAIOTCA KAYECTBO U JOCTOBEPHOCTh JAHHBIX, TOJYYEHHBIX B
1ab0paTopuu, U B 3aKJIFOUEHUE TOTOBUTCS OTYET;

«HCTIBITaTeNbHASA TIIOMAAKa (test site)» — MEeCTO MPOBENCHHS KaKOTo-
100 ATara uccieI0BaHus;

«HCCIIEJOBAHUE HA HECKOJIbKMX IUIomaakax (multi-site study)» —
uccienoBanue, ¢Gasbl KOTOPOro MNPOBOAATCA Oosnee dyeM Ha 1 TUIOMIAJIKe.
HccnenoBannsi Ha HECKOJNBKUX TUIOMIAAKAX TPOBOAST, €CIM HEOOXOIUMO
UCITOJIb30BaTh Teorpa@uiecK yIaleHHbIC, OPTaHU3AIMOHHO 000COOIICHHbBIE
WM UHBIM 00pa3oM OT/ENICHHbIE UCIbITaTeNbHbIe TIomanku. K HuM Moxer
OTHOCHUTBCSI ~ OTIEJ  OpraHu3allui, OCYILECTBIISIOIINI byHKIIMHN
VCTIBITATEIbHON IUIOIIAKHA, €CJIM JAPYrou OTIOENl 3TOM K€ OpraHu3aluu
OCYIIECTBISACT (PYHKIIMU UCTIBITATEILHON Taboparopuu;

«uccnenoBanus in vitro (In vitro studies)» — nuccnenoBaHusi, B KOTOPBIX B

Ka4€CTBC TCCT-CUCTCM HUCIIOJb3YIOTCA HC MHOI'OKJIICTOYHBIC NCJIOCTHBIC



OpraHu3Mbl, a MHKPOOPTaHM3MBbI, WM Marepual, H30JIUPOBAHHBIN OT
LEJIOCTHBIX OPTaHU3MOB, WIM UX UMHUTAUUSA. MHOTUE UCCIEIOBAHUSA in Vitro
ABJIAIOTCS KPATKOCPOYHBIMHM HCCIEAOBaHUAMU. JIJIsl Takux MCCle0BaHUN
CJIETyeT HMCIOJIb30BaTh B KAYECTBE PYKOBOJCTBA MOJIOKCHUS MPUIOKCHUS
Ne 1 x mactosmum IlpaBunam, 4ToOBI 00JErYUTH PaOOTy PYKOBOAUTEIS
UCCJIEIOBaHUS U OT/ENIa 00ECIICUCHH S KaueCTBa;

«HCCJIEOBATeNIbCKasi OpraHu3aiusl (UCHbITaTEIbHBIA IIEHTp) (test
facility)» — mabGoparopust (opraHuzanusi), HMEIOLAs HEOOXOAUMYIO
MaTepUAIbHO-TEXHUYECKYI0 0a3y W KBaTU(DUIIMPOBAHHBIA TEPCOHAN s
IIPOBEICHHUSI TOKIIMHUYECKUX (HEeKJITMHUYECKHX ) UCCIIeI0BaHUM
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBYIOLIEH 001aCTH;

«HCCJIEAYEeMOE BEIIECTBO (JIEKAPCTBEHHOE CPEACTBO) (test item)» —
BELIECTBO (JIEKAPCTBEHHOE CPENCTBO), MOJIJIEKAIIIEE UCCIIEIOBAHUIO;

«MCXONHBbIM Kkonx (source code)» — OpUrHMHANbHAS KOMIbIOTEpHas
mporpamMma, COCTaBJI€HHAas B MPUTOAHOW nisi uTeHus Gopme (Ha s3bIKe
IPOrpaMMHUPOBAaHUs), KOTOPYIO HEOOXOAMMO NEPEBECTH B MAIIMHOYUTAEMYIO
dbopmy, Ipexe 4eM OHA MOXKET ObITh UCIIOJIHEHA KOMITBIOTEPOM;

«KanuOpoBKa (calibration)» — COBOKYTMHOCTb orepalui,
YCTAHABIWBAIOIIMX  COOTHOIICHHWE  MEXIy  3HAUY€HWEM  BEITUYHUHBI,
MOJIYYCHHBIM HCIIOJIb3yeMbIM TPHOOPOM, W 3HAUYEHHWEM OTOW BEITUYHHBI,
ONPEAEISIEMBIM C IOMOLIBIO 3TAJIOHA;

«knerounsle JuHuM (cell lines)» — KIe€TKH, KOTOpbIE MOABEPIIIMCH
IFE€HETUYECKOMY H3MEHEHHUIO J0 HMMOPTAJIM3AlMd U KOTOpbIE BCIEACTBUE
3TOTO CIIOCOOHBI PA3MHOXKATHCSI B TEYEHUE NPOJICHHBIX MEPUOAOB N Vitro 1
MOTYT YBEJIMUMBATHCA U MOJBEPraThCs KPUOKOHCEPBALIMK B OAHKE KJIETOK;

«KOMIIBIOTEpU3UpPOBaHHAs cucTeMa (computerised system)» — rpymmna

KOMIIOHCHTOB alIIapaTHbIX CPpEACTB W CBA3AHHOTO C HHUMHU HIPOTPaMMHOIO



oOecrieueHusi, a Takxke JabopaTOpHOro MPUOOPHOTO OOOPYAOBaHUA,
CBS3aHHOTO WJIM WHTETPUPOBAHHOTO C KOMIIBIOTEPOM, pPa3pabOTaHHBIX U
COOpaHHBIX ISl BBIMOJHEHUS] OMNpPEACICHHON (GYHKIMU WIH TPYIIIbI
yHKLMH;

«KOMITBIOTEpHAsT O€30IMacHOCTh (computer security)» — obecredeHue
3alUThl KOMIBIOTEPHOTO amnmapaTHOrO0 M MPOTPAMMHOTO OOECIEYEHHUs OT
CIIy4alHOTO WJIM YMBIIIJIEHHOTO JOCTYyIa, UCIOJIb30BaHUsA, MOAU(DUKAIINUH,
YHUYTOXKEHUS WM pasmiaiieHus. Takas 0€30MaCHOCTh OTHOCUTCS TakKkKe K
NEepCOoHaNly, JaHHBIM, KOMMYHUKAIMOHHBIM CBS3SIM, (U3NUECKOW U
JIOTUYECKOM 3aIIUTE KOMITBIOTEPHBIX UHCTAJUISILINN;

«KOHTPOJIb W3MeHeHW# (change control)» — mocTostHHAs OlIEHKAa U
JOKYMEHTHUPOBAHUE CHUCTEMHBIX ONepaluid W M3MEHEHUM C IEJbIo
ompeieSIeHUs] HEOOXOJIMMOCTH TMPOBEJCHUS Tpollecca BaJUJAIMKU TOCIIe
MOSIBJICHUSI B CHUCTEME Kakux-1u0o wu3MeHeHuil. KoHTponb u3MeHeHui
KAacaeTcsd HE TOJIbKO KOMIBIOTEPU3HPOBAHHBIX CHUCTEM, HO U JAPYrUX
MPOIECCOB, CBSI3aHHBIX C TOKIIMHUYECKUM (HEKJIMHUYECKHM )
UCCIIEIOBAHUEM, IPOBOJIMMBIM B COOTBETCTBUU C HacTosiumMu [IpaBunamu;

«koH(puaeHnnanbHoCcTh (confidentiality (privacy))» — HE0OXOIMMOCTh
XpaHeHusi B TaiiHe WHGOPMAIMK, CIOHCOPY H (WJIM) HCIHBITATeIbHON
nabopaTtopuu;

«KkpatkocpouHoe ucciegoBanue (short-term study)» — umccremnoBanue,
MPOBOJUMOE B KOPOTKHE CPOKU, C TMPUMEHEHUEM CTaHJAPTHBIX MIHPOKO
pacrpoCTPaHEHHBIX METOJIOB;

«kpuTepum TpHeMKkH (acceptance criteria)» — JOKYMEHTAJIBHO
MOJITBEPKJACHHBIE KPUTEPUHU, KOTOPHIM HEOOXOAMMO COOTBETCTBOBATH IS
YCIEILIHOTO 3aBEPIICHUS dTara UCCICAOBAHUS WA BBITIOTHEHUS TPeOOBAHUI

IIOCTaBKH,
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«kputnueckue (Pasbl (critical phases)» — ompenesnieHHbIE MPOLETYPbI
WM BUBI ACATEIHPHOCTH B paMKaX HMCCIEAOBAHUS, OT TOYHOE M MPABWIBHOE
WCIIOJITHCHHE KOTOPBIX SIBISETCS HEOOXOMMMBIM YCIOBHEM Il Ka4decTBa,
JIOCTOBEPHOCTH U HAJIEKHOCTH TMOIyYaEMbIX PE3yJIbTATOB HCCIICIOBAHUS;

«MOHHUTOPHMHT (Mmonitoring)» — TMpoleaypa KOHTPOJS COOTBETCTBUS
MPOBOJUMOTO  JOKIMHUYECKOTO  (HEKIMHWYECKOTO) HCCJICNOBaHMS U
oOecrieueHus: ero NpoBeIeHUsI, COOpa JaHHBIX U MPEACTABICHUS PE3YJIbTATOB
WCCJICIOBAaHUs IUIaHy, CTAHJAPTHBIM OIEPAIMOHHBIM MpOIEAypaM |
TpeboBaHusAM HacTosimux [IpaBui;

«Haanexamias JjgaboparopHas TpakThka (mpaBmia J1abopaTopHOU
npaktuku) (Good Laboratory Practice, GLP)» — cucrema TpebGoBaHmii k
OpraHu3alW¥,  IUIAHUPOBAHWIO  HW  TPOBEIACHUIO  JOKIMHHYECKUX
(HEKJIMHUYECKUX) MCCIEIOBaHUM BEIIECTB (JIEGKAPCTBEHHBIX CPEJICTB),
o OpPMIIEHHUIO PE3YJIFTaTOB M KOHTPOJIIO KaueCTBa YKa3aHHBIX MCCIIEIOBAHU;

CHEKJIMHUYECKOE MCCIEA0BaHNEe O€30MaCHOCTH JIJISl 3I0POBBS YEIOBEKa
U OKpykaromieit cpeanbl (non-clinical health and environmental safety study)»
— OTBIT WJIM CEPHUsSl OMBITOB, B KOTOPHIX HCCIEAYEMOE BEIIECTBO MPOXOIUT
IPOBEPKY B JTAOOPATOPHBIX YCJIOBUSX WM B OKPY)KaIOUIEH cpele C LeNblo
MOJIYYCHHS TaHHBIX O €r0 CBOMCTBaxX M (MiH) 0€30MacHOCTH, HAMPABISIEMBIX
B YIIOJTHOMOYEHHBIE OPTaHblI;

«Hocutenb (pactBopurenb) (vehicle)» — BemecTBo, ucmoab3yemMoe s
CMEIINBAHUs, TUCIIEPTUPOBAHMS WM PACTBOPEHUS HCCIICAyeMOTO BEIIeCTBa
(JIeKapCTBEHHOTO CpPEACTBA) WM o0Opa3na CpaBHEHUS (KOHTPOJIBHOTO
o0Opa31ia) 1 MO3BOJIAIOIIEE 00JIETIUTh €r0 BBEJCHHUE B TECT-CHCTEMY;

«obecrieuenne KadectBa (quality assurance)» — COBOKYITHOCTH

CUCTEMATHYCCKMX W  ITUIAHOMEPHBIX  JEHCTBUH,  00eCICUMBAIOIINX
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COOTBETCTBHE TMPOBOJMMOIO HCCIEAOBaHUA TPEOOBAHUAM HACTOSIIIUX
IIpaBui;

«o0Opaser] cpaBHeHUs (KOHTPOJIbHBIN oOpaserr) (reference item (control
item))» — oOpazer; BemecTBa (JIGKAPCTBEHHOTO CPEACTBA), HCIIOIb3YEeMbIN
JUIsl CpaBHEHUS C MCCIIEYEMbIM BEIIECTBOM (JICKAPCTBEHHBIM CPEIICTBOM) U
OLICHKM HAay4YHbIMM METOAaMH O€30MacHOCTH HCCIEAYyEMOro BEIeCTBa
(JIeKapCTBEHHOTO CpEACTBA) IMYTEM TAaKOTO CpPaBHEHUSI HUX (PU3UYECKUX,
XUMUYECKUX, OMOIOTHYECKUX U (hapMarleBTUICCKUX CBOMCTB;

«obpa3upl  (mpoOb1)  (specimen  (supplements))» — wMarepuasi,
MOJIYYCHHBIC W3 MCIBITATEIbHON TECT-CUCTEMBI C IIEJIbI0 M3YUCHHS, aHAIN3a
WJIH COXPAHCHMUS;

«obuienpu3HaHHble TeXHUYeckue craHnapTel (recognised technical
standards)»  —  cTaHmapThl,  NPUHATBIE  HAUMOHAJBHBIMU  WJIHU
MEKTYHAPOIHBIMU OpraHaMu o CTaHAapTU3aLUN (I'OCT,
MEXrocyaapcTBeHHbie cranaaptsi), cranaaptel OECD  Organisation of
Economic Co-operation and Development (Opranuzanuu 3KOHOMHUYECKOTO
corpynHuuectBa u pazsutusi), ISO, International organization for
standartization (MexayHapoaHo#l opranuzanuu no crangaptusaiuu, 1CO),
IEEE, Institute of FElectrical and Electronics Engineers (MuactutyTa
WH>KEHEPOB M0 3NEKTPOTEXHUKE U SJIEKTPOHUKE) U T. 11.);

«OpraH 1Mo KOHTpomo coOmronenust Hactoamux I[Ipasun (GLP
monitoring authority)» — opran rocygapcTBa-ujeHa, YNOJHOMOYCHHBIN Ha
POBEJICHUE KOHTPOJSI COOJIIOACHHS HCIBITATEIbHBIMU JIa0OpaTOpUsIMU Ha
TEPPUTOPUU TOCYAApCTBa-ujeHA HAcCToSIuX [IpaBUi TpW  BBIMOJHEHUU

JOKIIMHUYCCKUX (HGKJ’H’IHI/I‘-IGCKI/IX) I/ICCJ'IeI[OBaHI/Iﬁ JICKAPCTBCHHBIX CPCICTB,
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«ocHoBHOM rpaduk (master schedule)» — rpadguk padbot 0600IIArOIIETO
YPOBHS, OTPAXKAIOIMIMKM TEKYIIYI0 HH()OPMAIMIO O CTAIUN U COCTOSIHUHM BCEX
UCCJIEJIOBAHUI B UCTIBITATEILHOM LIEHTPE;

«OTKJIOHEHUE OT IutaHa wucciuenoBanus (study plan deviation)» —
HEMpPEIHAMEPEHHOE OTCTYIUICHHE OT IIJlaHA HCCIEAOBaHUsl TMOCJEe JaThl
Hayajia uCCJIEeI0BAHMUS;

«MATeHTOBaHHbIM Martepuan (proprietary material)» — wMarepuai,
3alUIICHHBI  3aKOHOAATEJIhCTBOM TOCyAdapcTBa-wieHa (0  MaTeHTax,
aBTOPCKOM IPaBe WJIM TOBAPHBIX 3HAKaX) OT HE3aKOHHOTO MCIOJIb30BAHMUS;

«TepBUYHbBIC TaHHbIE (raw data)» — UCXOMHBIE 3aMUCH U JOKyMEHTAIUs
(MX 3aBepeHHBIC KOMHH) KOTOPHIE SBISIOTCS PE3yAbTaTOM IEPBOHAYAIBHBIX
HAOMIONEHU © JACSITEIHOCTH B TIpoliecce uccienoBanus. llepBudHbIe
JaHHbIE MOTYyT TakKK€ BKJIOYAaTh B ce0s, Hampumep, (dortorpaduu,
MUKpODUIBMBI ~ WIW ~ MHUKPOQUIINHM,  MAIIMHOYUTAEMble  HOCUTEIH,
MPOJUKTOBAHHBIC HAOIOEHNS, 3alTUCAHHbBIC TAHHBIE C ABTOMAaTU3UPOBAHHOMN
anmaparypbl WIM JIOObIE Jpyrue CpeacTBa XpaHeHus uHdopmaiuy,
CrloCOOHbIE O00ECNEeYnTh HAACKHOE XpaHEHHWE HHPOPMAlUU B TEUYCHHE
Iepuoa BpEMEHH, YKa3aHHOTO B paszaene VI nacrosmux [IpaBui;

«TmepBUYHbIC KIETKH (primary cells)» — KJI€TKH, W30JIMpPOBaHHbBIE U3
OpraHu3Ma >KHUBOTHOTO WM PACTUTEIHLHOTO WCTOYHHKA U HMEIOIIUe
OTPaHUYCHHYIO TTPOJOJIKUTETHLHOCTD KU3HH;

«MEPEKPEeCcTHOE 3arpsi3HeHue (cross-contamination)» — 3arpsi3HEHUE
UCCIIEyeMOr0 BelIecTBa JIMOO TECT-CUCTEMBbI JIPYTUM  HUCCIIETYyEeMbIM
BEIIECTBOM  WJIW  JIpyTOM  TE€CT-CUCTEMOM,  KOTOPOE€  MIPOUCXOAUT
HENpPETHAMEPEHHO W TPU KOTOPOM HapyllaeTcs CTeNeHb XHUMHYECKON

YHCTOTHI UCCIICAYEMOI'O BCIICCTBA NN ITOBPCKAACTCA TCCT-CUCTCMA,
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«nepudepuiinbie KoMHnoHeHTHI (peripheral components)» — mro0oe
CBSI3aHHOE C MOMOIIbI0 HHTEpdeiica 000pyI0BaHUE MO0 BCIIOMOTaTelIbHbIC
WIN yIaJeHHbIE KOMIIOHEHTBI, B TOM YHCIIC IPUHTEPHI, MOACMBI, TEPMHUHAIIBI
UT 1.

«mrad (MpOTOKOJI, mporpaMma) ucciienoBanus (study plan)» (mamee —
IUIaH) — JOKYMEHT, COJAEpXallluii OCHOBHBIC 3aJaud, METOIOJIOTHIO,
MPOIETYyPhl, CTATUCTHYECKUE AaCIEKThI, OPTaHMU3AIMI0O W IIAHUPOBAHUE
PECYPCOB JOKIMHHYECKOTO (HEKJIMHUYECKOTO) UCCIENOBaHUs (BKJIOUasi €ro
Tanmbl M YacTH), a Takke Mepbl MO O00eCneueHn0 O0e30MacHOCTH
YYaCTBYIOIIUX B HEM CHUCTEM;

«moBepka cpencrBa uzMepenuit (verification of instrumentation)» —
COBOKYITHOCTb oTIepaInid, BBITIOJTHSICMBIX roCyIapCTBEHHOM
METPOJIOTHYECKOW  CIyXO00W  WIM  JOPYTUMH  aKKPEIUTOBAaHHBIMHU
IOPUINYECKUMHU  JIUIIAMU C  1EJbI0 OMNPEACTCHUS U TOATBEPKIACHUS
COOTBETCTBHUSl CPEACTBA H3MEPEHHUM YCTAHOBIICHHBIM METPOJIOTUYECKUM
TpeOOBAHUSIM;

«mocTaBIMK (supplier)» — HOPUIUYECKOE JIMIO, BBIMOJHSIONIEE B
pamMKax JOroBopa C HCIHBITATEIbHON saboparopueil o00s3arenbCcTBa 10
o0ecreyeHnto 000pyAOBaHUEM, PEaKTUBAMHU, PACXOAHBIMH MaTepuajaMH,
TECT-CUCTeMaMH JTOKIMHUYECKUX (HEKIUHUYECKHUX ) UCCIIETOBAHMIA;

«TpUEeMOYHOE HCIbITaHue (acceptance testing)» — BBINOJIHEHHOE TIO
YCTAHOBJICHHOW ()OpME HCIBITAHWE KOMITBIOTEPU3UPOBAHHON CHCTEMBI B
npeanogaraeMon paboueil cpee ¢ 1eNblo ONpeneaeHUs] COOTBETCTBUS ITON
CUCTEMBI KPUTEPHUSM NPHEMKH HCHBITATEIbHONW JlabopaTtopun, a TakkKe
MIPUEMIIEMOCTH CUCTEMBI JIJIsI SKCILTyaTalluH;

«mporpaMMHOE oOecreueHue — omnepaloHHas cucteMa (software —

operating system)» — mOporpamMma WJIA Ha0Op MporpamMM, CTaHIAPTHBIX
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(pyTMHHBIX) MpOrpaMM ¢ MOANPOrpaMM, KOHTPOJUPYIOIIUX PadoOTy
KoMmmbioTepa. OnepanoHHas CUCTEMa MOXKET MPEIOCTABUTh TAKWE YCIYTH,
KaK pacIpeeliCcHHe PeCcypcoB, IMJIAaHUPOBAHUE palOT, yIpaBICHUE BBOIOM
(BBIBOJIOM) U YIIPABJICHHUE TAHHBIMU;

«mporpaMMHoOe obecrnieueHue — npuiiokeHue» (software — application)»
— Tporpamma, ImpuoOpeTeHHas Wid pa3paOoTaHHAs, aJaNTHPOBAaHHAS WA
npucnocobjeHHas K TpeOOBaHUSIM HCIBITATEIPHOW J1abopaTopuu ¢ IIENIbIO
KOHTpOJIE MpOIlecCcOB, cOopa, o00pabOTKH, TMpeAcTaBieHUs U (WIK)
apXWBHUPOBAHUS IAHHBIX;

«pesepBHOE komupoBaHue (back-up)» — Mepa, npeAnpuHUMaeMas ajs
BOCCTAHOBJIEHHs (HalJIOB JMaHHBIX H IPOTPaAMMHOTO  OOECIIeUeHHUS,
BO300OHOBJICHHSI O00pPaOOTKM MAHHBIX WM HCIOJIb30BaHUS aJbTEPHATUBHOIO
KOMIIBIOTEPHOTO 000pYI0BaHUS TTOCIIE CHCTEMHOTO COOS MJIH aBapHH;

«pestoMe  (aBrobOumorpadus) (curriculum  vitae)» — ITOKYMEHT,
MOJITBEPXKAAIONINN 00pa3oBaHue, MPO(HeCCHOHANBHYIO MOATOTOBKY U OIBIT;

«pykoBoguTenb  uccienoBanus  (study  director)» —  mmio,
OTBETCTBEHHOE 3a 00Iee MPOBEACHHUE TOKIMHUYECKOTO (HEKIMHHYECKOTO)
WCCJICIOBaHMUs OE30MAacCHOCTH JUTSl 3/I0POBBSl UEJIOBEKa M OKpYKaromiei
CpeIlbI;

«PYKOBOJICTBO HCTBITATEILHOTO ydYacTKa (test site management)» —
JUIA , Ha3HAUCHHBIE OTBETCTBEHHBIMH 32 KOHTPOJb JTAMlOB MCCIEIO0BAHUSAN
MIPOBENICHHUE MCCIICOBAHUS COTIIACHO HacTosuM [ IpaBunam;

«PYKOBOJICTBO HCCJIEIOBATCIIbCKOM OpTraHW3alid  (HMCIBITATEIHHOTO
neHTpa) (test facility management)» — nua, o6nagaromue MOTHOMOYHSIMHA H
HECyIINEe OTBETCTBEHHOCTh 3a OpraHm3anuio ©u (yHKIHUOHUPOBAHUE

UCIIBITATENILHOW JTaboparopuu cornacHo HacrosuM [IpaBunam;
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«cepus (batch)» — omnpeneneHHOe KOMMYECTBO WM  MapTHs
UCCJENYEMOT0  BEUIECTBAa, MPOMU3BEJCHHOIO B  TEYEHHE  3apaHee
YCTAHOBJICHHOTO TPOM3BOJACTBEHHOIO 1MKJIA B Takod Qopme, Kornaa
MpeanoiaraeTcsi OJHOPOAHOCTh COJIEP)KaHMSI BCETO KOJIMYECTBa (MapTHUM)
BEIIECTBA WM ATO CO/IEPIKAHUE JOJKHO XapaKTepPU30BaThCS KaK TAKOBOE;

«cucrema obecrieueHust kadectBa (quality assurance programme)» —
KOMIUIEKC MEp, HaIlpaBJICHHBIX Ha COOJIOJEHUE NPECOHAIOM HACTOSIIMX
[IpaBun, npegHa3HaYeHHbIN a1 00ecleueHrs yIpaBIeHUs] UCIBITATEIbHON
nJaboparopuei B COOTBETCTBUHU ¢ HacTosmumu [IpaBmmamu;

«crnenuduKkamns Ha UCCIeTYeMOe BEIIECTBO (JIGKAPCTBEHHOE CPEJICTBO)
(specification on test item)» — HOKYMEHT, coiepxauuidi uHdopmaium o0
UCCJIEIyEMOM BEIIECTBE (JIEKAPCTBEHHOM CPEJICTBE);

«cnenudukanus Ha TecT-cucTeMbl (specification on test-system)» —
JIOKYMEHT, YCTaHABJIMBAIOLIUN TPEOOBAHUS K TECT-CUCTEMAaM;

«CTIOHCOP (pa3pabOTUMK JIEKAPCTBEHHOTO CPEICTBA) (Sponsor)» —
duznyeckoe Wi IPUANYECKOE JIUIIO0, KOTOPOE HHULIMUPYET, 00ecreurBaeT 1
(un)  yTBEpKIaeT MPOBEACHUE JOKIMHUYECKOTO  (HEKIMHHYECKOTO)
UCCJIEIOBaHUsI 0E€30MacCHOCTU J/JIA 370POBbSl YEJIOBEKAa M HSKOJIOTMYECKOU
0e30macHOCTH, 0POPMIISIET 3aKa3 U HECET OTBETCTBEHHOCTh 32 OpraHU3aluIo
¥ (PMHAHCUPOBAHUE TAKOTO UCCIICIOBAHNUS;

«ctanmaptaeie onepanuronnsie mponenypsl (COII) (standard operating
procedures (SOPs)» — nokymeHTanbHO OQOpPMIIEHHBIE TMPOUEAYPHI, B
KOTOPBIX OIHKCAH CIOCOO MPOBEACHUS MCCIEIOBAaHUS WIM OCYIIECTBICHUS
NEeSITEILHOCTH, HE U3JIOKEHHBIN MOJAPOOHO B MiaHe (ITPOTOKOJIE, TPOTpamMMe)

HJIK YKA3aHHUAX 110 IIPOBCACHUIO I/ICCJ'IGI[OBaHI/II\/’I;
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«recT-cuctema (test system)» — wucHonblyemMas B HCCIEIOBaHUU
Ouosioruyeckasi, XuUMHYecKas, (Quznueckas CHUCTEMa, aHAIUTUYECKOE
000pyIOBaHUE UM UX KOMOUHAIINS;

«TOKCMKOTEHOMHKA (toxicogenomics)» — HCCIEIOBaHUE peaKIuu
reHoMa Ha cTpecc-(haKTOpbl OKPYKAIOIIEH Cpelbl MIIM TOKCUYHBIE BEIIECTBA
C IIETBI0 OTPEEICHUS COOTHOIICHHUSI MEXKIYy TOKCHYECKUMH PEaKIusIMU Ha
TOKCUYHBIC BEIIECTBA M M3MEHEHUSIMH B TEHETHUUECKUX MPOPUIIAX 0OBEKTOB,
MOJIBEPTIINXCS BO3ICHCTBUIO ATUX TOKCHYHBIX BEIIECTB;

«TOKCHKOMeTaboHOMHKa (toxicometabonomics)» — KOJUYECTBEHHOE
U3MEpPEHUE 3aBUCHILLEH OT BPEMEHU MHOT'OITApAMETPHUIECKON
METa0OJIMYeCKOH pEakIWH JKUBBIX CHCTEM Ha MaTo(U3NOJOTHUSCKUE
CTUMYJIbl WM TEHETHYECKYI0 MOIU(DHUKAIUIO IyTeM CHCTEMaTHYeCKOTO
W3YYCHHUS COCTaBa OMOXHUIKOCTH C MCIOJb30BAHUEM TEXHOJIOTHH SACPHOTO
MarHuTHOro peszoHanca (SIMP) pacno3HaBanusi HaOopa, HJis OMPEICICHUS
CBSI3M TOKCMYHOCTH OpraHa-MHUIIEHU CO CIEKTpaibHbIMH Habopamu SAMP u
OTIPEICICHNS] HOBBIX CyppPOTaTHBIX MAPKEPOB TOKCUIHOCTH;

«TOKCHUYHOCTh  (toxicity)» — Mepa  BpPEAHOTO  BO3JEHCTBUSA
UCCIIEyeMOT0 Marepuajia Ha OpPraHu3M B YCJIOBHUSX OJHOKPATHOTO WIIH
MHOTOKPATHOTO BBEJICHUS;

«TpaHCTeHHBbIE KJIEeTKU (transgenic cells)» — KJIeTKu, MOTyYUBIINE
Tpanceknuo 1 wunm Oonee YyKEpOIHOTO TE€Ha U BCIEACTBHE HTOTO
UMEIOIINE XaPAaKTEPUCTHKA M (DYHKIMH, KOTOPHIC B POAMUTEIHLCKON KIICTKE

OOBIYHO OTCYTCTBYIOT WJIM HPUCYTCTBYIOT TOJIBKO C HHU3KHUM YPOBHEM

IKCIPECCHH;
«yTIOJIHOMOYCHHBIW ~ opraH  (regulatory authority)» —  opran
rocy/l1apcTBa-4JieHa, OCYIIECTBIISTFOIITII KOHTPOJIb oOpareHus

JICKAPCTBCHHBIX CPCACTB HA TCPPUTOPHUH STOTO IrOCyAapCTBA,
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«aneKkTpoHHass noanuch (electronic signature)» — 3amuch B BUJIE
MarHUTHBIX HUMITYJIbCOB WM TPAHCIANHS (KOMIWJISAINSA) KOMITBIOTEPHBIX
JAHHBIX  JIIOOOrO0  CHMMBOJIa WJIM  MOCIEJOBAaTEIBHOCTH  CHMBOJIOB,
BBITIOTHSIEMBIX, aJalITUPOBAHHBIX WJIM ABTOPU30BAHHBIX JIMIIOM B Ka4eCTBE
HKBUBAJICHTA €r0 COOCTBEHHOPYYHOM TOJIHCH;

«otan  (¢paza) (phase)» — omnpeneNeHHbBIM  OTACIABHBIA  BUJ
JOKJIIMHUYECKOTO (HEKJIMHUYECKOTO) MCCIICIOBAHUS, MPOBOJUMBIA OHOU W3
UCIBITATENIbHBIX  IUIONMIQJIOK TIPU  OCYIIECTBICHHUM  MHOTOLIEHTPOBOTO

HUCCJIEIOBAHUS.

II1. OcHOBHBIE IOJIOKEHUS

1. Cucrema oOecIieueHusT KaueCTBa.
O6mast uapopmanus.

8. UcnpiTarenbHass  jmaboparopusi, MPOBOAAIIAS — JOKIUHUYECKHE
(HeKJTMHUYECKUE)  HWCCICMAOBAaHMS  JIOJDKHA  MMETh  JIOKYMEHTaJIbHO
oOpPMIICHHYIO CHUCTEMY OO€CIeUEHHUsI KauecTBa JJig TapaHTUWU TOTro, YTO
UCCJICZIOBAHMSI IPOBOJISITCS corlacHO HacTosimuM [IpaBunam.

9. Cucrema oOecnedyeHus KadyecTBa JOJDKHA HMETh YTBEPXKICHHbBIC
COIl, B KOTOpBIX MHOAPOOHO M TMOCIENOBATEIbHO OIMUCHIBAETCS MOPSAIOK
OCYIIECTBJIICHHUS BCEX JAO0OPATOpPHBIX M MPOU3BOACTBEHHBIX OIEpalui,
BKJIIOYAS:

a) TOCTYIUIEHUE, WICHTU(PUKALKIO, MApKUPOBKY, 00pabOTKy, OTOOp
npo0, HUCHONB30BaHUE, XPAHEHHE U  YHUUTOXKEHUE (yTHIIM3AIHIO)
UCCIIEAYEMbIX BEIIECTB (JIEKAPCTBEHHBIX CPEACTB) U 0OPa3I0B CPABHEHHS;

0) oOcmyxuBaHME U TOBEPKY HW3MEPHUTEIbHBIX MPUOOPOB U

000opyIOBaHUS;
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B) MPUTOTOBJICHUE PEAKTUBOB, MUTATEIBHBIX CPENl, KOPMOB;

I') BEICHUE 3aMuceild, OTYETOB U UX XPAHCHHUE;

1) 00CIIy>)KHBaHUE OMEILICHHUI, B KOTOPBIX IPOBOJUTCS
UCCIIEIOBaHMUE;
€) Tpuem, TPaAHCIIOPTUPOBKY, pasmeleHue, OTHCaHUE,

UJCHTU(UKAIUIO UCCIIENYEMbIX BEILIECTB U TECT-CUCTEM;

) OCYIIECTBJICHUE IJIaHa (MPOTOKOJIA, MPOrpamMMBbl) (Jaee — miaH) 1o
00€eCIIeYEHNI0 KauyeCcTBa TOKJIMHUYECKOTO (HEKIIMHUYECKOT0) UCCIIEI0BAHHUS.

10. PykoBoguTenb MCHOBITATEILHON JA0OpaTOpUM Ha3HA4YaeT JIII,
OTBETCTBEHHBIX 3a CUCTeMY OOecreueHUs KauyecTBa W OOECICUMBAIOIINX €€
cOOJI0/ICHNE IPYTUMU COTPYIHUKAMH UCIIBITATEIbHOMN J1a00paTopu.

OTW  HE3aBUCUMbIE JIMIIAa HE JOJDKHBI OBITh  3aJIEMCTBOBAHbI
OJTHOBPEMEHHO B MPOBEJICHUM HCCIICAOBAaHUSA U MPOBEPKE KadecTBa ITOTO

HUCCJIEIOBAHUS.

O0s13aHHOCTH TIEpCOHaIa, OTBETCTBEHHOTO
3a oOecreueHne KauecTna.

11. O6s13aHHOCTH  TMEpCOHAJIa, OTBETCTBEHHOTrO 3a oOecreueHue
KauyeCcTBa, BKIIFOYAIOT B ceOs:

a) pazpaborky COII u ux BHEApPEHHE B UCIIBITATENILHON JIa0OpATOPUH,
CHUCTEMaTH4eCKas MPOBEpPKa UX COOITIONCHNUS;

0) mpoBeneHWE HWHCHEKIMH C IEJIbI0 MOATBEP)KICHHUS COOTBETCTBUS
uccienoBanusi HacrosiimuM [lpaBuiiaM, HOCTYMHOCTH JUIsl TIEpCOHANA IUIaHa
uccienosanus u COII, a Takke moaTBepkAcHUE (aKkTa WX UCIOJHCHHS MPH
IPOBEJICHUH HCCIICOBAHNS.

B) IPOBEPKA 3aKITIOYUTEIIBHBIX OTUYETOB JIJISl TOATBEPKICHUS TOTO, YTO
METOJIbI, TPOIEAYPHI, HAOMIONCHUS W PE3YJbTaThl HM3J0XKEHBI TOYHO U B

MOJIHOMU MCEPC OTPAKAIOT IICPBUYHBIC JTAHHBIC I/ICCJ'IGI[OBEIHI/II\/,I;
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r) cooOlIeHrE B MUCbMEHHOM BHJIE€ (OTYET) O pe3yabTarax MHCIEKIIHA
PYKOBOJICTBY HCIIBITATEIbHON J1a00OpPaTopuu, PyKOBOAUTEIIO HCCIEIOBAHUSA,
BEAYILIEMY HCCIEA0BATEI0 U, MPU HEOOXOAUMOCTH, APYTUM PYKOBOIAIIUM
paboTHUKaM;

1) TOArOTOBKA W TMOANMCAHHUE 3aKJIIOYEHUS, MPUIAraeMoro K
3aKJIIOYUTEIILHOMY OTYETY, B KOTOPOM YKAa3bIBAIOTCS TUITBI MHCIEKIIMMI, JaThl
UX TpOBEACHUS, BKIo4Yas uHGPopMmaluioo 00 JTanax MOpoBEPsSEMOro
UCCJEIOBAaHUs, W  JaThl [epeAayd  pe3ylbTaTOB  HMHCIEKTUPOBAHUS
PYKOBOJICTBY MCIBITATEIbHON J1TAOOPATOPHUH, PYKOBOAUTEIIO UCCIEAOBAHUS U
BEAYILEMY HCCIEA0BATEN0. OJTO 3aKIOYEHHE TaKKEe JOJDKHO COAEpPIKATh
UH(OpPMAIMIO O TOM, YTO MEPBUYHBIE JAHHBIE UCCIEIOBAHUS OTPAXKEHBI B

3aKJIFOYUTEIIBHOM OTYETE JI0CTOBEPHO.
2. Ilepconan ucneiTarenbHOM 1aboparopuun
OO0s13aHHOCTH PYKOBOJICTBA UCTIBITATENILHOM TabopaTtopuu

12. PyKOBOACTBO HCIIBITATEIBHONW J1a0OpaTOpuu AOHKHO OOECIeYUTh
COOTBETCTBHE BBITIOIHAEMBIX paOoT HacTosAmuM [IpaBuam.

13. PykoBOACTBO UCIIBITATEILHON JTA00PATOPUU:

a) obecreurBaeT HAJIMYME JOCTATOYHOrO' KONHYECTBA COTPYIHHKOB,
COOTBETCTBYIOIIETO  OOOpYyIOBaHMUS, CPEACTB MW  MaTepuasoB IS
CBOEBPEMEHHOIO U HA/IJIEXKAILIETO MPOBENCHUS NCCIIEIOBAHMUS;

0) obOecreunBaeT BeACHUE yUeTa 3aluceil 0 KBamnpukanuu, o0yudeHnH,
OMBbITE W KOMIIETCHIIMM CIICIIMAIMCTOB W TEXHUYECKOro IepcoHala
UCIIBITATEeIbHOW JTabopaTopuu;

B) o0ecrnieunMBaeT  4YETKOE€  MOHMMaHHWE  OOsS3aHHOCTEM  BCEMU
COTPpYAHUKAMH HWCIBITATEIFHOW JTa0opaTopuu U, TPH HEOOXOAUMOCTH,

o0ecreynBaeT X COOTBETCTBYIOMINE 00yYCHUE U TIOATOTOBKY;
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r) yrBepxkaaer COIl u u3mMeHeHus, BHOCUMBIEC B HUX, 00CCIIEUNBACT MX
BEITIOJTHCHHE,

1) o0ecreynBaeT HaJIW4YMe CHCTEMBbl OO€CIeYeHHMS KadyecTBa W
HA3HAYaeT JIUII, OTBETCTBEHHBIX 32 CUCTEMY 00€CIICUCHHSI KaueCTBa;

€) Ha3HA4YaeT PYKOBOAMUTENS HCCIEAOBAHMS U3 4YHUCIA COTPYIHUKOB
UCIBITATeIbHON nabopatopuu, UMEIOTINX KBTI (PUKAIIHIO,
COOTBETCTBYIOIIYIO TICJISIM  HWCCJCNOBaHMs, TIEpell HadajioM KaKJIO0Tro
WCCIIeIOBaHMsI. 3aMeHa PYKOBOIUTENS MCCIICIOBAHUS MTPOBOIUTCS COTIIACHO
YCTAaHOBJICHHOM MPOIEAYPE U AOKHA OBITh JOKYMEHTAIBHO 0(hOPMIICHA;

) B clly4ae MPOBEACHUS MHOTOIICHTPOBOTO HCCJIEIOBAaHUSI HAa3HAYAET
npu HEOOXOIMMOCTH BEYIIIETO HCCIIeIoBaTes, UMEIOIIETO
COOTBETCTBYIOIIIEE 00pa3oBaHUE, KBATM(PUKAIIUIO M OIBIT. 3aMEeHa BEAYIIETO
WCCIIEIOBATENs TIPOBOAUTCS COTJIACHO YCTAaHOBJICHHOW IMPOIEIype U JOJDKHA
OBITH TOKyMEHTAIbHO 0(DOpPMIICHA;

3) o0ecreynBaeT yTBEP)KACHHE PYyKOBOJUTEIEM HCCIEIOBAaHUS IIaHA
WCCJICIOBAHNS,

1) KOHTPOJUPYET, YTOObl PYKOBOJAUTEIb HMCCIEIOBAHUS TMPEIOCTABUI
YTBEP)KICHHBIA TUIAH UCCJICNOBAaHMS TIEPCOHAY OT/AeNa OOeCIedeHuUs
Ka4eCTBa,;

K) obecnieunBaeT BefeHHe oOHOBIsiemoro mepeuns COIl (¢
COXpaHEHUEM MPEABIAYIINX PEIAKITUN);

J) Ha3HAYaeT COTPYIAHHMKA, OTBETCTBEHHOTO 32 BEJICHUE apXHBa,;

M) oOecrieunBaeT BEJICHUE OCHOBHOTO rpaduka;

H) B CIy4ae TMPOBEACHHWS  MHOTOIICHTPOBOTO  HCCIICIOBAHUSA
o0OecreunBaeT B3aMMOJICHCTBHE PYKOBOIUTENSI WCCICIOBAHUSA, BEMYIIETO
WCCIIeIOBaTeNs, JUI, OTBETCTBEHHBIX 34 CHCTEMY OOECIeUeHUs KadyecTBa, U

NnepcoHala, y4aCTBYOIICTIO B ITPOBCACHHUH NCCIICAOBAHUA,
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0) ompeieNisieT POIIEAYPhI VIS KOHTPOJIS HWCIOJI30BAHUSA
KOMITBIOTEPU3UPOBAHHBIX CUCTEM IO Ha3HAUYCHUIO, OOeCHeYrBaeT uX
Baliualnio, (YHKIIMOHUPOBAHUE U OOCITY>KUBAHUE COITIACHO HACTOSIIUM

[IpaBunam.
O0s13aHHOCTH PYKOBOAMUTEIS KCCIIEIOBAHUS

14. PykoBoauTeah  WCCIENOBAHUS  SIBIISIETCS  [IEHTPAIU30BAHHBIM
KOHTPOJIUPYIOIIUM JIMIIOM B HCCIEJOBAHUM W HECET OTBETCTBEHHOCTH 32
MPOBEJICHUE UCCIEAOBAHUS B 1[EJIOM U MOJITOTOBKY 3aKJIIOYUTEIBHOIO OTYETa
O TIPOBEACHHOM HCCIENOBaHHHU. B nomoigHeHHe K MyHKTY |5 HacTOSIImMX
[IpaBun poib W JOMKHOCTHBIE OOS3aHHOCTH PYKOBOAMTENS HUCCIEIOBAHUS,
yKa3aHbl B npuiioskeHuu Ne 2 k HacrossmuM [IpaBumnam.

15. PykoBoauTENb UCCAEAOBAHMUS:

a) COIVIaCOBBIBACT TIIJIaH MCCJICOBAaHUS M BHOCHUMBIE B  HErO
WU3MEHEHUSI, 3aBEPSIET UX MOJIMKCHIO C YKa3aHUEM JaThl;

0) opraHuszyeT MpPOBEACHUE JOKIMHUYECKOTO (HEKIMHUYECKOTO)
WCCJICIOBAHUSI,  paclpenesseT  O0S3aHHOCTH  MEXAYy  yYaCTHHKaMU
UCCIICIOBAHUS;

B) KOHTPOJIMPYET CBOEBPEMEHHOE MPEAOCTaBIICHUE MMEPCOHATY OT/Iela
oOecreueHusl KauecTBa KOMUU IJIaHA UCCIEAOBAHUS U M3MEHEHHUM COTJIACHO
TpeOOBaHUSIM K MPOBEIACHUIO UCCIICOBAHUS;

r) obecrmeunBaeT MPEIOCTABICHUE MEPCOHATY TJIaHA MCCIICOBAHUS U
n3MeHeHui, a taxkxe COII;

1) OTBeuaeTr 3a opopMIIeHHE TJIaHA MCCISIOBAHUSI, 3aKIIOYUTEILHOTO
OoTYeTa U BHOCUMBIX B HUX U3MEHEHUI;

e) obecmeunBaeT COONIONCHHWE TIPOLECAYpP, VYKa3aHHBIX B IUIAHE

HCCIICAO0BAHNUA, OUCHHUBACT U NOKYMCHTHUPYCT BJIMAHHC JIOOBIX OTKJIOHEHHUH
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OT IUIaHa WCCIEAOBaHUSA Ha KA4eCTBO M JIOCTOBEPHOCTh PE3YJIbTATOB
WCCJICIOBAaHUsI, TP HEOOXOAMMOCTH MPEANPUHUMAET COOTBETCTBYIOIINE
KOPPEKTUPYIOITUE MEPOTIPUSITHS;

K) oOecreuyrBacT NPaBUIbHOE JIOKYMEHTaJbHOE OGQOpMJICHHE U
PETHCTPAIUIO OTBETCTBEHHBIM IEPCOHAJIOM BCEX IMOJYYCHHBIX MEPBUYHBIX
JAHHBIX;

3) KOHTPOJUPYET MPOBEACHUE BAIUIAINHA KOMITBIOTEPU3UPOBAHHBIX
CUCTEM, UCTIOJIb3YEMBIX B UCCIICIOBAHUU;

M) TOJIMHUCHIBACT 3aKIIOUYUTEIBHBIN OTY4ET (C yKa3aHHUEM MpU3HAHUS
OTBETCTBEHHOCTH 3a JOCTOBEPHOCTh JAHHBIX U COOTBETCTBUS MCCIEAOBAHUS
HacTosiuM [IpaBumam v 1aThl MOATUCAHUS).

K) KOHTPOJIUPYET apXWBHUPOBaHUE TIaHa UCCJIETIOBAHMS,
3aKJTFOYUTEIILHOTO OTYETa, IEPBUYHBIX TAHHBIX U BCEH JOKYMEHTAIIUH ITOCIIe

OKOHYaHUS (ITPEKPAILECHHS) UCCIEAOBAHUS.
OO0s13aHHOCTH BEIYIIETO HCCIIEeI0BATEIS

16. Benymuii  uccienoBareib JODKCH OO0OECIEUNUTh TMPOBEICHHUE
MOPYYEHHOM €My 4YacTu (dTama) HCCIENOBaHUSI B COOTBETCTBUU C

HacTosmumu [TpaBuiamu.
O06s3aHHOCTH TTEPCOHAJIA, YYACTBYIOIIETO B MCCICAOBAHUH

17. Ilepconasn, y4acTByOIIMM B MPOBEACHUU HCCICIOBAHUS, JTOJKECH
3HATh U coOMoaarh Hactosuume [IpaBuna.

18. Ilepcona, y4acTBYIOIIMM B UCCIEIOBAHUH, IOJKEH UMETh TOCTYI
Kk mwiany ucciuenoBanus U COII, oTHocsAIUMCS K €ro (PyHKIHUSIM B paMKax
uccienoBanus. JIFOObIe OTKIIOHEHUS OT IJIaHA WCCIEAOBAHUS JOJIKHBI OBITH
JOKYMEHTAJIbHO O(GOPMIIEHB M TIEpEJaHbl HAaIPAMYI) PYKOBOJIUTEIIO

WCCIIeI0OBaHUs U (WJTK) TIPH HEOOXOMMOCTH BEAYIIEMY HMCCIIEA0BATEIIIO.
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19. Ilepconan, YYaCTBYIOIIUI B HCCJIEIOBAHUH, HECET
OTBETCTBEHHOCTh 33 CBOEBPEMEHHYIO U TOUHYIO PErHMCTPAlldI0 MEPBUYHBIX
JAHHBIX U WX COOTBETCTBUE HacTosimuM [IpaBunam, a Takxke 3a KauecCTBO
ITUX JaHHBIX.

20. [Tepconain, ydacTBYOIUIMHA B HUCCICAOBAHUM, JOJDKEH IPUMEHSTH
037I0pPOBUTENIbHBIE MPOPUIAKTUUECKUE MEPHI B IEISAX MUHUMU3AIMU PUCKA
JUISL 3T0POBbS U OOECIEUUBATH JIOCTOBEPHOCTh PE3YJIBTATOB HCCIICOBAHMUS.
[lepconan momkeH cooOIaTh COOTBETCTBYIOIIEMY JIMILY O CAHUTAPHBIX WU
MEJIMIIUHCKUX YCIIOBUAX C IEJbI0 UX YCTPAHCHUS U HEJOMYIICHUS BIIMSHUS

Ha UCCJIeIOBaHUE.
3. [TometeHus A1 UCCIETOBAHUIMA
O6m1as napopmarus

21. llomemienus, npeaHa3HAYCHHbIE JJI1 MNPOBEACHUS JOKIMHUYECKHUX
(HEKJIMHUYECKUX) UCCIEAOBAaHUW, NPOEKTUPYIOTCS, pacloiaratorcss u
OKCIUTyaTUPYIOTCST B IENIX  OOCECIEYeHHs  KadyecTBa  MPOBOAMMBIX
VICCIIEIOBAHUN.

22. CTpyKTypa UCHBITaTEILHOW J1abopaTopuul JOJDKHA OOECIeduBaTh
aZIEKBaTHYIO0 CTENEHb Pa3/IeJICHUs Pa3HbIX BHUJIOB JIEITEIBHOCTU IS

HaJICKAIICTO ITPOBCACHUA KAXKIA0I'O UCCIICTOBAHUS.
HOMGHICHI/HI JJIs TCCT-CUCTEM

23. UcnbiTatenbHas Jjabopatopusi JOJDKHA HUMETh  JOCTAaTOYHOE
KOJIMYECTBO TOMEIICHUA M 30H MJIS M3OJSALMU TECT-CUCTEM, B KOTOPBIX
3aJICHCTBOBAHbl BEIIECTBA WM MHUKPOOPTaHW3Mbl C HW3BECTHOM WU

MOTEHIMAILHOI OMOJIOTMYECKOI OMMAaCHOCTHIO.
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24. JlomkHbl OBITH 00OpYIOBaHBI CIIEIIUAJIBHBIC TTOMEIICHUS W 30HBI
JUIS. AUArHOCTHKHU, WCCJIEAOBaHUA U KOHTPOJS 3a00JI€BaHUM, UYTOOBI HE
JIOITYCTUTh MOBPEXKAECHUS TECT-CUCTEM.

25. lo;okHBI OBITH O0OPYZIOBAaHBI OTACIBHBIC IMOMENIEHUS WM 30HBI
JUIS XpaHEHUsS ChIPbS U O00OPYIOBAaHUS, MCIIOJIB3YEMBIX B HCCIICIOBAHUH, U
o0ecrieueHus: COOTBETCTBYIOIIECH 3allIUThl OT 3apAXKCHUS, 3arpsSI3HCHUS] WU

IMOBPCIKACHMUA.

[TomereHus AJIs1 MAaHUITYJISAIUN C UCCICTYEMbIMU
BEILECTBAMH (JIEKAPCTBEHHBIMU CPEICTBAMH )
u oOpasiamu cpaBHEHHUs (KOHTPOJIBHBIMU 00pa3iamu)

26. Jlns mpenoTBpalleHusl 3arpsi3HEHUs] WU CMEIIMBAHUS JIOJDKHBI
OBITh O0OpPYIOBaHBI OTJACIbHBIC TOMEIICHUS W 30HBI I TOIYyYCHUS U
XpaHEHHS HCCIEAYyEeMBIX BEIISCTB (JICKAPCTBEHHBIX CPEICTB) W 0OOpa3IioB
CpaBHEHMS (KOHTPOJIBHBIX 00PA3IIOB).

27.TlomemieHus WU 30HBI [JIJII XpaHEHUS MCMBITYEMBIX BEIIECTB
JOJKHBI OBITh OTACJIICHBI OT O00ECHEUMBAIOIINX COXpPAaHEHHE COCTaBa,
KOHIICHTPAIUHU, YUCTOTHI, CTAOMIHLHOCTH M O€30MaCHOE XPAHEHHE OIMACHBIX

BEILIECTB KOMHAT MJIM 30H, B KOTOPBIX Pa3MEIIAKOTCS TECT-CUCTEMBI.
[ToMerenus aJist apXUBUPOBAHUS

28. [lomemieHus s apXUBUPOBAHUS JTOJDKHBI OBITH 00OPYIOBaHbI IS
oOecrieueHus: OE30MACHOTO XPAHEHMs TUIAHOB HCCIEAOBAHUS, TMEPBUYHBIX
JAHHBIX, 3aKIIOYUTEIBHBIX OTYETOB, MPOO MCHBITYEMbIX BEIIECTB H
oOpa3ioB. B momenieHnu apxuBa JOKHBI TMOJACPKUBATHCA  yCJIOBUS
pekuma XpaHeHus, OOeCleUYMBAIOIIMe 3alUTy €ro COAEPKUMOrO OT

MPEKICBPEMEHHOU MOPYH.
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VYnanenue (YHUYTOXKEHUE) OTXO/IOB

29. O0paboTKa 1 yfgajdeHUEe OTXOJIOB JOJKHBI OBITh BBIMOJHEHBI TAKUM
o0pa3oM, 4TOOBI HE MOJABEPTHYTh OMACHOCTH MPOBEICHUE UCCIEAOBAaHUN U
HE UCKa3UTh WX pe3ynbrarbl. Jlmsa »Toro Tpebyercs o0OecreduThb
COOTBETCTBYIOIIME YCIOBUS IJii cOOpa, XpaHEHHS M BBIBO3a OTXOJOB, a
TaKXe JJIsl BBINOJHEHUS MPOUEAYp HUX J€3aKTUBAIMU U MOCIETYIOIeH

TPAHCIIOPTUPOBKH.
4. O0opynoBaHue, MaTepUalbl U PEaKTHUBbI

30. O6opynoBaHue, BKJIOYas KOMIIBIOTEPU3UPOBAHHBIE CHUCTEMBI,
UCIIOJIb3yeMble JUisi cOopa M XpaHEHUs JaHHBIX U JJISI KOHTPOJA (HaKTOpOB
OKpY>KaroIel cpeabl, KOTOphIE HMMEIOT OTHOIIEHHWE K HCCIICI0OBAHUIO,
JIOJDKHBI OBITh pa3MElIeHbl WM YCTAHOBJIIEHBI C YYE€TOM OCOOEHHOCTEH,
1eJel ¥ Ha3HAYeHU s, COOTBETCTBYIOIIUX BUJIaM MPOBOJUMBIX UCCICIOBAHUMN.

OGopynoBaHue, HCMHOJIB3yeMOE B  HCCIEIOBAHUHM, HEOOXOIUMO
NEPUOJUYECKH TIOJBEPraTh TEXHUYECKOMY OOCTY>KHBAHHIO, KalIUOpPOBKE U
OYHCTKE B COOTBETCTBUU C MPUHATHIMH B BHUJE MHUCHMEHHOTO JIOKYMEHTa W
yTBepxkaeHHbIMU COIL.

31. OGopynoBaHue ¥ Marepualibl, UCIOJIb3yeMbI€ B UCCICIOBAHUU, HE
JOJKHBI OKA3bIBAaTh OTPULATEIBLHOTO BIUSIHUS HA TECT-CUCTEMBI.

32. XuMH4YeCKHEe BEIIEeCTBA, PEAKTUBBI M PACTBOPHI JIOJDKHBI OBITH
MapKUPOBAHBI C yKa3aHUEM COCTaBa (TIpH HEOOXOAMMOCTH — KOHIICHTPAIINH),
CpOKa TOAHOCTH M OCOOCHHOCTSX XpaHeHus. B Hamuuum nomkHa OBITh
uHpopmanss 00 HCTOYHUKE TIOJYYEHHMS, JlaTe [PUTOTOBJICHUS U
ctabmwibHOCTH. CpOK TOMHOCTH MOXET OBITh MPOAJIEH HAa OCHOBaHUU

JTOKyMEHTaIbHO O(DOPMIICHHOW OIIEHKHU WJIM aHAJIA3a.
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5. TecT-cUCTEMBI

dusndeckue (XUMMUYECKUe)

33. O6opynoBanue,  ucnoibzyemMoe il  (PU3UKO-XUMUUYECKUX
UCCIIEAOBAHUM,  JOJDKHO COOTBETCTBOBaTbh ~ BHUJAAM  MPOBOJUMBIX
UCCIIEIOBAaHUMN.

34. HeoOxonumo o0ecrneunTh HaJEKHOCTh (PU3NUECKUX (XUMUUYECKUX)

TECT-CUCTEM.
buonoruueckue

35. HeoGxomumo obecreunTh HaIeKalliue yCIOBHUS U1 pa3MEIeHuUs,
XpaHeHus, 00pabOTKH U COAEPKAHUS OMOJOTUYECKUX TECT-CUCTEM C IEJIBIO
oOecIieueHnsT He0OXOIMMOTO KaueCcTBa MCCIICIOBAHMS.

36. BHOBb TIOJy4YE€HHBIC JKUBOTHBIE W PACTUTEIbHBIC TECT-CHCTEMBI
JOJDKHBI ~ OBITh HM30JMPOBAaHBI B COOTBETCTBHM C YCTAaHOBICHHBIMU
nporieaypamu. K MOMEHTYy Hadana HCCICIOBAHMUS TECT-CUCTEMBI JIOKHBI
NPOMTH  KapaHTWH, MNPOIEaypy JOMyCKa K  HCIOJB30BAaHUIO W
COOTBETCTBOBATh BUAY M IIEJISIM HCCIIEIOBaHUSA. TeCT-CUCTEMBI, MOPaKCHHBIC
OOJIC3HPIO WM TIOBPEKICHHBIE B XOJ€ HCCIICIOBAaHUS, IOJDKHBI OBITh
W30JIMPOBAaHBl M  MPOJICYEHBI, TPH  HEOOXOAMMOCTH  IIEJIOCTHOCTH
HCCIIeIOBAaHUS JIOJbKHA OBITh coxpaHeHa. Bce mgaHHBIE 1O JUMArHOCTHUKE H
JICUYCHHUIO 3a00JeBaHMI 10 HaJaJla W B XOJE HCCICHOBAHUS JOJKHBI
PETUCTPUPOBATHCS TOKYMEHTAJBHO.

37. Heo6XxomuMO BECTH PErHUCTpaIlii0 MCTOYHHKA ITOJTYYEHHUS, JaThl U
YCIIOBHM MPUEMKH TECT-CUCTEM.

38. bHOJIOTHYECKHE  TECT-CUCTEMBI  JIOJDKHBI  adalTUPOBATBCI K

YCIO0BUAM I/ICCJ'IeI[OBaHI/Iﬁ B TCUCHHUC COOTBCTCTBYHOLICIO IICPpHOAd BPCMCHH
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nepes MepBbIM BBEJACHUEM (IIPUMEHEHUEM) MCCIIENYEMOro BEIEeCTBA WIIH
oOpa3na cpaBHEHUs (KOHTPOJIBHOTO 00pasIa).

39. Ucnonb3yembie TE€CT-CUCTEMBI HEO00XOIUMO obecrnevnTh
COOTBETCTBYIOIIEH MapKUPOBKOM JIJIsI UX HaJJIeXkKaIeld UICHTU(OUKAIIUN.

40. ITpy wWCHONB30BAaHUM TIOMEILIECHUS WM KOHTEHHEpPBHl C TECT-
CUCTEMaMU HEOOXOAMMO MEPUOJUYECKHU MOJBEpraTh CAaHUTAPHOU 00paboOTKe.
JroOoii marepuan, KOHTAKTUPYIOIIMM C TECT-CUCTEMOW, HE JOJKEH
COJICpXaTh  3arpsi3HSIIONIME  areHThl  BBINIE  PA3pPEIICHHOTO  YPOBHA,
JOMYCKAIOIIEro MpoBeAcHue wucciaeaoBanus. IlogcTun s KUBOTHBIX
JOJI’KEH MEHSIThCS B COOTBETCTBMU C NPHUHATHIMH HOpMamu. JlaHHBIE 00
UCIIOJB30BAaHUU  CPEACTB  OOpbOBI C  BPEAUTEISIMA  JOJDKHBI  OBITH

AOKYMCHTHUPOBAHEI.

6. UcnpiTyemple BelecTBa (JIekapCTBEHHBIE CPECTBA)
1 00pa3Iiibl cpaBHEHUS (KOHTPOJIbHBIE 00Pa3Iibl)

[Tonyuenne, 0O6paboTKa, 0TOOP P00 U XpaHEHHE

41. HeoObxoaumo obecrieunTh HAIMYKE U TOoepKaHue HHPOPMAIIUU O
CBOMCTBaX MCCIIEyEMOT0 BelllecTBa (JIEKAPCTBEHHOTO CPEJICTBA) U 0Opa3IioB
CpaBHEHMSI (KOHTPOJBHBIX OOpa3IOB), Jare IMOJYYEHHs, CPOKE TOJHOCTH,
MOJIYYEHHOM U UCTOJIb30BAHHOM KOJIMYECTBE B UCCICIOBAHUSIX.

42. JlomkHbl OBITH OMNPEACICHB MPOLEAYPhI IO OOpaIieHUI0 ¢
TECTUPYEMbIM BEIIECTBOM M BEIIECTBOM CpPaBHEHUS (KOHTPOJbHBIM
BEILIECTBOM), HMX XPAHCHUIO W UCIIOJB30BAHUIO C I1I€JIbI0 OOecreYeHus
CTaOUJIBHOCTM W  TOMOTCHHOCTHU, HCKJIIOYEHUS  KOHTAaMUHAIIUU U

MCPCITy ThIBAHU .
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43. Ha «koHTeliHEpe Juisi XpaHEHWUs JOJDKHA OBITh  yKa3aHa
uaeHTUUUUpyromas uH(opMailusi, CpoK TOJHOCTM U OCOOCHHOCTH

XpaHEHUs.
Omnucanue CBOUCTB

44. Kaxnoe wucclearyeMoe BeIecTBO (JIGKAPCTBEHHOE CPEJCTBO) H
oOpazery  cpaBHEHHMs  (KOHTpPOJBHBIM  oOpasel])  JOJDKHBI  OBbITh
COOTBETCTBYIOIIUM OOpa3oM HJIECHTH(PUUUPOBaHBI (HaIpUMep, HUMETh KO,
UJACHTU(UKAMOHHBI HOMEp IO peecTpy XUMHUYECKOH pedepaTuBHOU
CIyKObl ~AMmepukaHckoro xumudeckoro obmectBa (CAS-HOMeEp) ¢
yKa3aHWeM  Ha3BaHUs, (UBHMYECKUX, XUMUYECKUX, OHOJOTUYECKUX,
(hapMaKkoI0TUUEeCKUX CBOMCTB.

45.B KaxJaoM HCCIEIOBAaHUU HEOOXOAMMO 3HaTh HOMEP CEpHH,
YUCTOTY, COCTaB, KOHLUEHTPALUIO U JIPYTUe XapaKTEPUCTUKU HCCIEAYEMOIO
BEIIECTBA (JIEKAPCTBEHHOTO CPEJCTBA) U 00pa3lioB CpaBHEHUS (KOHTPOIBHBIX
00pasIoB).

46. B Tex ciy4asix, Korjga HMCCJIEAYEMOE BEHIECTBO (JIEKAPCTBEHHOE
CPEIICTBO) TMPENOCTABICHO CIIOHCOPOM, CIIOHCOPOM (pa3paboTuUKOM) U
UCIIBITATeNIbHOW J1aboparopueil JoikHa ObITh pa3paboTaHa COBMECTHas
npoueaypa IO IPOBEPKE  MOMIMHHOCTH — MCCIEAYEMOro  BEIIECTBA
(JIeKapCTBEHHOT'O CPEJICTBA).

47. HeobxoguMo 3HaTh O CTAaOMIIBHOCTH HMCIBITYEMOTO BEIIECTBA
(JIeKapCTBEHHOTO ~ CpeACTBA) M 00pa3loOB CpaBHEHUS (KOHTPOJIbHBIX
00pa31ioB) B YCIOBUSAX XPAHEHHUS U MMPOBEACHUS UCCIIEIOBAHMIM.

Ecnu uccnenyemoe BemecTBo (JEKapCTBEHHOE CPEACTBO) IPUMEHSIETCS

CcoO BCIIOMOI'aTCJIbHBIMUA MarcpuaJiaMu, HGO6XOI[I/IMO OolIpCACINTD
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TOMOT€HHOCTb, KOHIIEHTPAIIUI0O U CTAOWJIBHOCTh HMCCJIEIYEMOro BEIIECTBA B
ATOM Marepuaie.

48. B KaxIIOM HCCIIEJOBaHUHM, KPOME KPATKOCPOYHBIX, HEOOXOIUMO
o0ecrneunTh apXUBHOE XpaHEHHWE OOpasIoB KaXJIOW CEpUU HCCIEIYEeMOIo

BellleCTBa (JIEKAPCTBEHHOTO CPEACTBA) JUISl aHATTMTUUECKUX IIEJICH.
7. CTanAapTHBIE ONEPALIMOHHBIC IPOLIEAYPbI

49. UcnbiTatenbHass  naboparopusi  JODKHA  MMETh  NMUCBMEHHO
opopmiieaHsie COII, yTBepkAEHHbIE PYKOBOJCTBOM HCIBITATEILHOM
7abopatopud M TOpeIHa3HAYEHHBIC JJI1  OOeCHedYeHuss KadyecTBa W
JIOCTOBEPHOCTH JaHHBIX, OJYYCHHBIX HUCIIBITATeILHON JIabopaTopuen B Xo/e
MPOBEACHUS UCCIENOBaHUN. DBHeceHue W3MEHEHUHM B  CTAaHIAPTHBIE
OmepalMOHHbIE MPOUEAYPhl JTOJDKHO OBITh  OJOOPEHO PYKOBOJCTBOM
UCIIBITATEeNILHOU JTA00paTopuHu.

50. B KaxaoM OTIEIbHOM TMOAPA3ACICHUU U (WIM) HAa KaKIOU
TJIOIIIA/IKE HMCIIBITATeIbHOM JTabopaToOpuu JOJKHA OBITh KOMHS JEHCTBYIOIINX
COII, oTHOCAmMXCS K HX JAEATENbHOCTU. B KadecTBe MOMOJHUTEIbHBIX
marepuaioB K otuM COIl MOXHO HCHOJIB30BaTh  OMYOJMKOBAHHBIC
MoOHOTpaduu, aHATUTUIECKUE METO/Ibl, CTaTbU U PYKOBOJICTRBA.

I[Ipy opranuzanmuu HCCACAOBAHUM HA HECKOJbKHMX IUIOMIAJKaX
HEOOX0aMMO coOmomarh TpeOoBaHus mpuiaokeHuss Ne 3 K HACTOSAIIUM
[IpaBunam.

51. Otknonenust or COII, uMerOmuUX OTHOIICHHE K HCCICAOBAHMIO,
JOJDKHBI OBITh JOKYMEHTAIbHO O(OPMIIEHBI, YTBEPKJICHBI PYyKOBOIUTEIIEM

HCCICAO0BAHNA U BCAYIIUM HCCIICA0BATCIICM B YCTAHOBJIICHHOM ITIOPAIKE.
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52. COII nomxHbI OBITH pa3zpabOTaHbl, B YACTHOCTHU, JJISI CIEAYIOITUX
BUJIOB JICSTEILHOCTH HCIIBITAaTEIbHON Jaboparopuu, (MepedyeHb SBISIETCS
IPUMEPHBIM):

a) ucciaeayeMbie BellecTBa (JIGKAPCTBEHHBIC CPEACTBA) W 00OpasIbl
CpaBHEHHMS  (KOHTPOJIbHBIE  OOpasIlpl): TOJIydeHHE, HJICHTU(UKAIINS,
MapKHUpOBKa, 00paboTKa, 0TOOp Mpo0 U XpaHEHHUE;

0) 00opy0BaHUE, MAaTEPUAIIBI U PEAKTUBBI:

0o0OpyJIOBaHME:  HUCIOJb30BaHUE,  OOCITY)XKMBaHHUE, OYUCTKA U
KalTnOpPOBKa;

KOMITBIOTEPU3UPOBAHHBIE CHCTEMBI: Banuaanus (MpoBeACHHAs B
COOTBETCTBUM C TpeOOBaHMUSIMU, YyKa3aHHBIMU B TMpuiiokeHUu Ne 4
HACTOSIUM [IpaBunam), (YHKIHOHUPOBAHUE, o0ciy’)KUBaHUE,
0€30MacHOCTh, KOHTPOJIb 32 U3BMEHEHUSIMU U PE3EPBHAS CUCTEMA;

MaTepualibl, PEaKTUBBI U PACTBOPHI: IPUTOTOBICHUE U MAPKUPOBKA;

B) pErucTpauusi, NOATOTOBKAa OTYETOB, COXPAHEHHUE: KOAUPOBAHUE
UCCJIEIOBaHUM, COOP MaHHBIX, TOJTOTOBKA OTYETOB, CUCTEMBbI MHICKCAIIUH,
00pa0oOTKa JaHHBIX, BKJIIOYAs HCIOJb30BAaHUE KOMITBIOTEPU3HUPOBAHHBIX
CUCTEM;

I') TECT-CUCTEMBbI (B HEOOXOAMMBIX CITy4asx):

MOATOTOBKA IMOMEIICHUN U YCIIOBUU XPAHEHUS TECT-CUCTEM;

MpoLenyphl TMOMY4YEHUs, Tepeaadd, HaIJIeKaAIEro pa3MelleHus,
XpaHEHUs, ONUCaHUs, UICHTU(DUKAIIUU U OOPAOOTKU TECT-CUCTEM;

NOJIrOTOBKA TECT-CUCTEM, HAOIIONCHHUS WU aHAJIU3bl IMEpe] HayajaoM,
B TEUEHHUE U T10 3aBEPILICHUU UCCIEAOBAHNUS;

pa3MeIIeHUEe TECT-CUCTEM Ha UCIIBITYEMbIX IUIOMIAKAX;

1) Tpoueaypbl oOecleueHHs KadecTBa: padoTa mepcoHana CiIy>KObI

oOecnieuenusi kayectra (nasee — COK) mo miaHWpOBaHUIO, COCTABIICHUIO
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rpadguka, MPOBEICHUIO, JTOKYMEHTAaJIbHOMY O(OPMIICHUIO U TOJTOTOBKE

OTYETOB 00 MHCHEKIIUIX.
IV. IIpoBenenue uccnenoBaHus
1. I'l;tan uccinenoBaHus

53. Ilepen HayajaoM KaKJIOTO MCCIIEIOBAHHUS JOJDKEH OBITh HaIlMCaH
IJIaH, YTBEPXKICHHBIM PYKOBOAUTEIEM MCCICIOBAHUA U IPOBEPEHHBIN
npeactasuteneM COK uccnenoBarenbckoi gadoparopuu. [lnan cormacyercs
PYKOBOACTBOM VCTIBITATEIbHOU naboparopuu u CIIOHCOPOM
(pa3pabOTYHKOM), €CIIU ITO YCTAaHOBJICHO 3aKOHOJATEIHCTBOM TOCYIApPCTB-
YJIEHOB.

[lnan  wuccrnenoBaHusl  JOMKEH  OBITh  YTBEPXKACH  MOJIUCHIO
PYKOBOAMUTENSL UCCIECAOBAHUS C YKA3aHUEM JaThl.

Posb 1 00513aHHOCTH CITIOHCOPa B paMKax MPOBEACHUS JOKIMHUYECKUX
(HEKJIMHUYECKUX) HWCCIENOBAaHUN TMPUBEACHB B MNpuUiiokeHMH Ne 5 K
HactoammM [IpaButam.

54. TlonpaBku K TJIaHy HCCIEAOBAHUS JODKHBI OBITH 0OOCHOBAHBI,
OJI0OpEHBI  TATUPOBAHHOW TOJAMHUCHIO PYKOBOAUTENS HCCIEIOBaHUS U
NpUOOLIEHBI K TJIaHy UCCIIEIOBaHUSI.

55. OTkiIOHEHUsT OT IUIaHA HWCCJIENAOBAaHMS JOJDKHBI OBITH OIKCAHBI,
OOBSICHEHBI, OJOOPEHBI, CBOEBPEMEHHO JAaTUPOBAHBI PYKOBOIUTEIEM
UCCIIEAOBAHUSI WM BEIyUIUM UCCIEAOBATENEM M JIOJDKHBI XPAHUTHCS C
MIEPBUYHBIMU JTAaHHBIMU UCCIICIOBAHMUS.

56. IIpu KpaTKOCPOUHBIX MCCIIEIOBAHUIX MOXKHO HCIIOJIB30BaTh OOIUI

IUIaH UCCIICA0BAHKUA C COOTBCTCTBYIOINMMHU ITPHUIIOKCHUAMMN.
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TpebGoBaHMsT K TPOBEACHUIO KPATKOCPOUHBIX MCCIIEIOBAHUN B pamMKax
JOKJIIMHUYECKUX (HEKJIMHUYECKUX) HCCIIENOBAaHUN JIEKAPCTBEHHBIX CPEICTB

(BemecTB) mpuBeAEHbI B puiioxkeHun Ne 6 k HactosmuMm [IpaBunam.
2. CoxepxaHue IJIaHa UCCIEIOBAHUS

S7.1lnan  wWcciaemoBaHUS  JOJDKEH, B YaCTHOCTH,  COJIEPKaTh
CJIEYIONIYI0 UH(POPMAIIHIO:

a) uaeHTUPUKaIuUs HCCIICIOBaHUS, UCCIIETyEMOTO BEIIIECTBA
(JIekapCTBEHHOTO CpEJICTBa) U 00pasiia CpaBHEHUs (KOHTPOJIBHOTO 00pa3ia):

Ha3BaHHUE C KPATKWUM OMMCAaHUEM JHU3aiiHa UCCIICIOBAHMS;

uH(bOpMaITUs O HEeNAX U 33Jja4ax UCCIICAOBAHMUS;

UJEHTU(UKAIMS UCCIETyeMOro BelecTBa (JIEKapCTBEHHOTO CPE/ICTBA)
yepe3 KOJ WM Ha3BaHUE (3aMECTUTENIbHOW W paauKano-(pyHKIMOHAIBHOU
HOMEHKJIaType MEeXIyHapOAHOrO COK3a TEOPETUYECKOW W IPUKIIAJHOMU
xumun (IUPAC); uaeHTH(UKAIMOHHBIM HOMEpP MO peecTpy XUMHUYECKOU
pedeparuBHON CIyKObI AMepUKaHCKOTO Xumudeckoro obmecTtBa (CAS-
HOMED), OMOTOTUYECKUE CBOMCTBA U T.11.);

UCCIEAyeMOe BENIECTBO (JIEKAPCTBEHHOE CPEJCTBO) (€ro OInucaHue
IPUPOIA MPOUCXOKICHUS U XapaKTEPUCTUKHN);

0) undopmaius o0 cmoHcope (pa3paboTuMKe) W HUCHBITATeIbHOU
nabopaTopuu:

Ha3BaHUE U aipec CIoHcopa (pa3paboTunka);

Ha3BaHUS M aJpeca 3aelCTBOBAHHBIX MCIBITATEIbHBIX JJA00OPATOPHil U

UCTIBITATEeNIbHBIX TUIOIAI0K;

damunus, ums, ordyecTBO (TIPW HAIWYWK) M aapec PYKOBOAUTEIS

HCCJIENOBAaHUS;
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dbamminss uMs, OT4yecTBO (IIpU HAIWYUMK) U aAPEeC BEIYIIETro
uccienoBarens, (amMuiIuud HCCieloBareNield, NPUHUMABIIMX Y4YacTHE B
UCCJIEIOBaHUH;

B) JIaThI:

Jara yTBEPKICHUsI TJIaHA HCCIEAOBAHUS C TOIMUCHIO PYKOBOAUTEINS
UCCJIeI0BaHNUS;

JaTa YTBEPXKJICHUSl IUIaHA MCCIEAOBaHUSA C MOJIUCHIO PYKOBOJICTBA
UCIIBITATEeNIbHON JTa00opaTopuu U croHcopa (pa3padoTuunka);

npeArnojiaraéMble JaThl Hayaja M 3aBEPIICHUS AKCIEPHUMEHTAIBHBIX
paodoT;

') METO/bI MCCICOBAaHUM.

[IpuBoguTcsi  moapoOHOE  OMHMCAaHUE  METOJOB  HMCCIEIOBAHUM,
HAaUMEHOBAaHUM  TECT-CUCTEM, HCIOJIb3yeMbIX B  HCCJIEIOBaHUHU, C
000CHOBaHMEM HX BBIOOpaA, CMOCOOOB W MyTEHl BBEIACHUSA HCCIEAYEMOIO
BEIECTBA (JIEKAPCTBEHHOTO CPEJCTBA), METOJIOB CTATUCTUUECKON 00pabOTKH,
WHBIX CBEICHUM 110 MPOBEICHUIO UCCIICIOBAHUM;

1) COfiepKaHue IMIaHa UCCIIEN0BaHMS (MIYHKThI, KOTOPbIE PUMEHHUMBI):

000CHOBaHHE BHIOOPA TECT-CUCTEMBI;

OMHCaHWE TECT-CUCTeMbl (HampuMmep, BHJ, IITaMM, CyOITamm,
VCTOYHUK IOJYyYEHUS, KOJIMYECTBO, BUJI >KUBOTHBIX, UX Macca Tela, MO,
BO3pACT U ApyTasi BaxkHast HHGOpMAIIus;

crnoco0 MPUMEHEHHS U IPUYKMHA TAKOTO BBIOOPA;

YPOBHU 103 U (WJIM) KOHIIEHTpAIlMU, YacTOTa U MPOJOJDKUTEIHHOCTD
MPUMEHECHUS;

moapoOHas wWHGpOPMAIUI O CTPYKType (Au3aiiHe) }CCaeaoBaHus,

BKJIIO4asd OIIMCAHHUC XPOHOJIOIMH, BCCX MCTOHOB, MATCpHAJIOB U YCJ'IOBI/II\/’I,
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BUJa M 4YaCTOThl MPOBEIACHHBIX aHAJIM30B, H3MEPECHUH, HAOMIOACHUM U
HUCCIEI0BaHUM.

€) JOKYMEHTAaIIMs 110 UCCIIEA0BaHUIO:

CIIUCOK  JIOKYMEHTOB  MCCJICJIOBaHHUSA, KOTOpbIE JIOJDKHBI  OBITh

3aIlOJIHEHBI U COXPAHEHBI.
3. IIpoBenenue nccnenoBaHus

58. Kaxx/ioMy uCCIeIOBaHUIO JOKEH OBITh MPUCBOEH YHUKAIbHBIN
HOMep. Bce wucnosnblyeMble B HCCIIENOBaHUU 00pas3libl, 000OpPYJOBAaHUE WU
MaTepualibl JIOJDKHBI OBITh JOKYMEHTAJIbHO OTpPaXEHbl B Marepuaiax
UCCIIEOBAHUS C LEIbI0 UX MpociexuBaeMocTd. lMccnenoBaHue MOIKHO
MPOBOJUTHCS COMIACHO IUIaHY uccienoBanus. OO0pasibl HCCIETyeMbIX
BEILIECTB (JIEKAPCTBEHHBIX CPEJICTB) U 00pa3libl CpaBHEHUS (KOHTPOJIbHBIC
oOpa3ibl) JOJDKHBI OBITh MapKUPOBAaHbl COOTBETCTBYIOIIMMHU 00pas3oM,
00eCIeYnBaOIINM X UICHTUPUKALIUIO.

OO6mume TpeGoBaHUs K MOPSAKY MPOBEIACHUS UCCIEIOBAHUM YKa3aHbI B
npuitoxkeHnu Ne 7 k HactosiuM [IpaBunam.

59. Bce nanHbIe, MOydyaeMble B XOJAE HCCIEIOBAHUS, JTOKHBI OBITh
3apETUCTPUPOBAHBI MPU MX TMOJYYEHUU HE3aMEIJIUTENIbHO, TOYHO H
aKKypaTHO JIMIIOM, KOTOPOE€ MOJY4YWJIO 3TH JaHHBIE, C MPOCTABICHUEM
JTATUPOBAHHOW MOAUCH UCTIOTHUTEIIS.

Bce BHOCUMBIE U3MEHEHHsS] B TEPBUYHBIE [AHHBIE OJKHBI OBITH
CIeNaHbl Tak, YTOObl OCTaBajach BUJIHA TI€pBOHAYaIbHAs 3aMKCh, MPU ITOM
YKa3bIBAIOTCS PUYUHBI UCTIPABJICHUS C JATUPOBAHHOM MOAMKUCKHIO TOTO JIUIIA,
KOTOPOE BHECJIO UCIPABIICHUE.

60. Ecii  mepBUYHBIE JaHHBIE PETUCTPUPYIOTCS C  MTOMOIIBIO

KOMIIBIOTCPA, AOJIKHA OBITH I/IH(l)OpMaHI/IH O JIMIIEC, OTBECTCTBCHHOM 3a BBO/
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OTUX JAaHHBIX B KOMIIBIOTED B MOMEHT HX noiaydeHuda. JluzainH
KOMIIBIOTEPU3UPOBAHHOM  CHCTEMBI  JOJDKEH  OBITh ~ TAaKUM,  YTOOBI
IIPEAOCTABIAThL BO3MOXHOCTH IIPOBEACHUS IOJIHOTO ayJuTa 3JIEKTPOHHBIX
JAHHBIX Y ITIOKA3bIBAaTh BCE UCIIPABIICHUSA IIEPBUYHBIX JaHHBIX C COXPAHECHUEM
NEPBOHAYAJIbHBIX OpPUTMHANbHBIX JaHHbIX. JlOMKHAa OBITH MpelcTaBiIeHa
BO3MOXKHOCTh CBsI3aTh BHECEHHBIE HCIPABICHUS C JIMIIOM, UX CHEJIABIINM,
Halpumep, ¢ IOMOLIBK  JAaTUPOBAHHOM  3allUCU  MCIIOJIb30BaHUA
KOMIIBIOTEPU3UPOBAHHOW CHUCTEMBI WM  JaTUPOBAHHOM  DJIEKTPOHHOU
nognucu. JlomxHa OBITh yKa3aHa @PUYMHA BHECEHHUS W3MEHEHHH B
IIEPBUYHBIC NICKTPOHHBIC JaHHbIC. BeleHue 3anucei TOJIBKO B 3JIEKTPOHHOM
BUJIE JIOIYCKAETCA NPU HATUYUU BAIIUAUPOBAHHBIX KOMIIBIOTEPU3UPOBAHHBIX

CHCTEM.
V. OdopmieHne pe3yabTaToB UCCICIOBAHUS
1. OGmras undopmarusi.

61. Jlms KaXaoro MCCICHOBAHUS TOTOBUTCS 3aKIIOYUTEIIBHBIA OTYET.
[Ipr mpoBemeHUH KPATKOCPOUHBIX HCCICIOBAHUMN CIIEIYET TOATOTOBUTH
CTAaHIAAPTU30BAHHBIA  3aKIIOYUTEIBHBIA  OTYET  CO CIIeIMaJIbHBIM
npwiokeHueM 00 ocoOeHHOCTsX wuccienoBanud. Ilpu npoBeneHuun
JTOJITOCPOYHBIX ~ MCCICAOBAHUM  CIEAYEeT MPEAYCMOTPETh  IOATOTOBKY
MIPOMEKYTOUHBIX OTYETOB.

62. OTUeThl BEAYIIUX HcclieqoBareiieu n CHEIMAIMCTOB,
3aJICHCTBOBAHHBIX B HMCCJICIOBAHWUH, JIOJDKHBI OBITh MMH COOCTBEHHOPYYHO
TIOJITUCAHBI U JaTHPOBAHBI.

3aKITIOYUTEIIbHBIA  OTYET JOJDKEH OBITh TIOAMHCAH W JaTHPOBaH
PYKOBOJIWUTEIIEM  HCCIICIOBAaHMS CO  CBUJCTEIBCTBOM O  IPUHITHH

OTBCTCTBCHHOCTH 3a JOCTOBCPHOCTb JAaHHBIX. I[OJDKHa OBITH YKa3aHa
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CTEMEHb COOTBETCTBUSI MPUHIIMIAM HaJJIexkKalllel J1abopaTOpHON MPaKTUKHU.
3aKIIIOUYUTENbHBIA OTYET JOJIKEH OBITh CKPEIUICH NeYaThlo OpraHu3alluu.

63. I3MeHEeHNsT U NOTNOJIHEHUS, BHOCUMBIEC B 3aKJIFOYMTEIBHBIN OTYET,
JIOJDKHBI OBITH TpEJCTaBICHBI B (popMe mompaBok K oruery. Heobxommmo
TOYHO yKa3arb IPUYMHY HWCHPABJICHUN WK JONOJHEHWH. Bce mompaBku
JIOJDKHBI OBITh TOAMMCAHbl W JATUPOBAHBI PYKOBOAUTEIEM HCCIIEIOBAHMUS,
KaK ATO YKa3aHO B ab3aile BTOpOM IyHKTa 62 Hactosamux [Ipasun.

64. Usmenenne (GopmMara 3aKIIOUUTENIBHOTO  OTYETAa  COIVIACHO
TPeOOBAHUSM TOCYJAPCTBEHHON PETUCTPALMH WA YIIOJTHOMOYEHHOTO OpraHa
HE pACCMAaTpUBACTCS KaK JONOJHEHUE WM MONPABKA B 3aKIFOUYUTEIbHBIN

OTYeT.
2. ConeprkaHue 3aKJIFOYUTEITBHOTO OTYETA.

65. 3aKIIOUUTENbHBINA OTUET JOJIKEH BKIIIOUATh CIEAYIOLINE Pa3ebl:

a) UICHTU(UKALMS ~ HCCIIEIOBaHMS, UCCIIEAYEMOTO BELIECTBA
(JlekapCTBEHHOTO CpPEeACTBA) M 00pas3iia CpaBHEHHS (KOHTPOJIBHOTO 00pasIa):

Ha3BaHME MCCIIENOBAHUA C KPATKUM ONKMCAHUEM IN3aiHa;

uAeHTU(UKAIUS UCCIIEAYyEMOro BEIIeCcTBa (JEKAPCTBEHHOIO CPECTBA)
yepe3 KoJ WM Ha3BaHHE (MO 3aMECTUTENIbHOW U pauKano-(pyHKIIMOHAIBHON
HOMEHKJaType MexIyHapogHOro COr3a TEOPETUYECKOM W NPUKIIAJHOU
xumun (IUPAC); uaeHTudUKAIMOHHBIA HOMEpP MO PEecTpy XHUMHUYECKOU
pedeparuBHON CIyKOBI AMEpPUKAHCKOTO XuMmHu4eckoro obmectBa [CAS-
HOMEp |, OMOJIOTUYECKHE CBOUCTBA U T. 11.);

uaeHTuduKaus obpas3ia CpaBHEHHS (KOHTPOJIBLHOTO oO0pasia) Mo
HAaWMEHOBAHUIO;

XapaKTEPUCTUKA CBOMCTB HCCIEIYEMOT0 BEHIECTBA (JIEKAPCTBEHHOIO

cpez[(:TBa), BKJIO4Yasd 4YHUCTOTY, CTaOMIBHOCTD U T'OMOI'CHHOCTD,
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0) uadopmarust o cmnoHcope (pa3padOTYMKE) UM HUCHBITATEILHOU
1abopaTopuu:

Ha3BaHUE U aJIpec CIIOHCOpa (pa3paboTuuka);

Ha3BaHUS U aJpeca 3aJeHCTBOBAHHBIX MCTIBITATEIBHBIX JIA00PATOPUl U
UCIIBITATENIbHBIX TUIOMIA/I0K;

(damMunus, uMs, OTYECTBO (MpHU HAIMYM) W aApPEeC PYKOBOAUTEIS
UCCJIeI0BaHNUS;

(damMunus, uMs, OTYECTBO (IIPM HAIWYMK) M agPEeC BEAYLIETO
VICCJIEI0BATENS;

(amunuu, uMeHa, oOT4ecTBa (MPU  HAJMYMUMU)  CIECLUAIUCTOB,
IPEICTABUBILINX CBOM OTYETHI JIJISi COCTABJIEHUSI OKOHYATEIbHOTO OTYETA.

B) JaThl, YKa3aHHbIE KAaK JaThl HaYala W 3aBEpUICHUSI SKCIEPTUMEHTOB
B paMKax BCETO UCCIIECAOBAHUS U €r0 3TAroB;

I') LEJIU ¥ 33J1a4H UCCIICOBAHUS;

1) OIIMCAHKE UCIOIB3YEMBIX MaTEPUAIOB U METOAOB UCCIIEIOBAHUN:

ONMCAHUE HCCIEAYEMOIO BellecTBa (JIEKAPCTBEHHOIO CPENCTBA),
BKJIIOYas CBENCHHUS O €ro (U3MYECKUX, XUMHUYECKHX, OMOJIOTMYECKUX U
(dapmaleBTHYeCKIX CBOMCTBAX, COCTABE TOTOBOM JIEKAPCTBEHHON (POPMBI;

XapakTepucTHka U OOOCHOBaHUE TECT-CUCTEMBI, OTOOpPAaHHOU IS
JOKJIMHUYECKUX UCCIIEA0BAHUM;

BUJ, BO3pAacT, KOJIMYECTBO JKMBOTHBIX B KaXJOW TrpyIIe, Iod,
NOKa3arejab Macchl Tejla, UCTOYHUK M TUN KOpMa (B Clydyae UCIOJIb30BaHUS
OMOJIOrMYECKOM TeCT-CUCTEMBI (KUBOTHBIX));

pPEXUM JIO3UPOBAHHUS, KPAaTHOCTh M IMYTh BBEICHUS HCCIELYyEMOIO
BeIlleCTBa (JIEKAPCTBEHHOTO CPEJICTRA);

cX€Ma MPOBEACHUS JOKIMHUYECKOTO (HEKIMHUYECKOT0) UCCIIEI0BAHUS

HCCIICAYCMOI'0 BEUICCTBA (HeKapCTBCHHOFO CpeI[CTBa);
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ONMCAHUE METOJIOB CTaTUCTUYECKON 00OpaOOTKH pe3yNbTATOB;

€) CChUIKM  Ha  pykoBojacTBa  OpraHuzalud  SKOHOMHUYECKOTO
COTpYOAHUYECTBA W Pa3BUTHSA, UHBIC JOKYMEHTBHI TI0 TIPOBEICHUIO
HCCJIEIOBaHUM, TPU3HABAEMbBIE B TOCYJapCTBAX-UJICHAX.

) PE3yJIbTaThI:

KpaTKui 0030p pe3yJbTaToB;

BCs uHpOpMAnuMs W JaHHBIC, MPEAYCMOTPEHHBIE  IUTAHOM
UCCIIEIOBAHUS;

MPEIOCTABICHUE PE3YyJIbTaTOB, BKIIOUAs PAacyeThl, KOJUYECTBEHHOE
OTpENICICHHE  CTAaTUCTUYCCKOM 3HAYMMOCTH, 000O0Imaronme TaOIUIlbI
(rpadukr) C  COOTBETCTBYIOIICH  CTAaTUCTHYECKOM  00paboTKOM U
KOMMEHTApHUSIMU K HUM;

OIIEHKA U 00CYXJICHUE PE3YJILTAaTOB U BHIBOJIBL;

3) 3akiroueHne npeacrasurenss COK ¢ mpuiiokeHueM — crmckKa
MPOBEICHHBIX MHCTICKIIUN TI0 UCCIIEIOBAHUIO C YKa3aHUEM UX JaT, OTYETOB O
MIPOBEICHHBIX MPOBEPKAX C YBEIOMJICHHEM PYKOBOJACTBA MCCIEAOBATEIHCKOM
7a00paTOpUU U PYKOBOJUTEIIS MCCIeNOBaHus. B 3akitoueHU JOIKHO OBITh
yKa3aHO TOATBEPIKICHUE TIPOBEPKHM W COOTBETCTBUS WCXOIHBIX JaHHBIX
WCCJICIOBAHUSI TAaHHBIM, COJICPIKAIIIMMCS B 3aKITIOYUTEIILHOM OTYETE;

W) XpaHeHue (apxuBHpoBaHHME). MecTa XpaHeHUs IUlaHa, Mpood
HCCJIEMYEMOTO BeIlecTBa (JICKApCTBEHHOTO CPEACTBA) U 00pa3lioB CpaBHEHUS

(KOHTPOJIBHBIX 00Pa310B), NEPBUYHBIX JAHHBIX 3aKIIOYUTEIBHOTO OTYETA.
VI. XpaHeHue 10KyMEHTOB U MaTepUaJiOB

66. JIOKyMEHTBI, MMEIOIIAE OTHOIICHUE K HCCICIOBAHUIO, JTOJIKHBI

XPaHUTBCA B apXuBax B TCUCHHUC HC MCHCC 5 J5er 1moclie OKOHYaHUS
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oOpareHusi JIEKapCTBEHHOTO CPEICTBA, €CIW WHOM CPOK HE YCTaHOBJICH
3aKOHO/IaTeILCTBOM TOCYIapCTB-UWICHOB:

IJIaH WCCICAOBaHUSA, TICPBUYHBIC JaHHBIE, MPOOBI HCCIETyeMOTO
BEIIECTBA (JIEKAPCTBEHHOTO CPEJCTBA) U 00pa3lioB CpaBHEHUS (KOHTPOIbHBIX
00pa3IoB) U 3aKIIOYUTENbHBIA OTUYET O KaXKJIOM MCCIICOBAaHUY;

JTOKYMEHTHI O TIPOBEICHHBIX HMHCTICKIIUSX U ayJIUTaX;

JOKYMEHTBHl O KBaIH(PUKAUIX, OOyYCHHH, OIBITE M JOHKHOCTHBIC
WHCTPYKITUU TIEPCOHAIIA;

JOKyMEHThl W  OT4EeThl 00 HCMHOJIb30BaHMM H  KaJIHMOpPOBKE
000opyI0OBaHUS;

JOKYMEHTBI O BATHIAIIMH KOMITBIOTEPU3UPOBAHHBIX CHCTEM;

TOKyMeHThl 000 Bcex npenbiaymmx COIT;

JTOKYMEHTBI O KOHTPOJIC COCTOSIHUSI OKPYKAIOIIEH CPEIbl.

[Ipu OTCYTCTBHMM YCTAHOBJIEHHOTO IMEpPHUO/Ia XPAHEHUS JOKYMEHTOB
OKOHYATEJIbHOE PpEIICHHEe O BPEMEHUW XpaHEHHUSA JIOOBIX MaTepuajoB
WCCJIEIOBaHUs JOJKHO OBITh JOKyMEHTalbHO odopmiieHo. Eciu mpoOwi
UCITBITYEMOTO BeIecTBa (JIGKQPCTBEHHOTO CPEACTBA) M KOHTPOJIBHBIX
o0pasnoB Wi caMy 0Opasmbl YTHIIM3UPYIOTCS 10 HCTEUYCHHS TpeOyeMoro
nepuoja XpaHeHUs IO KaKOW-TMOO MpPUYMHE, OTO JOHKHO  OBITh
JTOKyMEHTaIbHO odopmiieHO (¢ ykazaHueMm mpuduH). [IpoObl ncciemyemoro
BelecTBa (JICKAPCTBEHHOTO CPEACTBA) U KOHTPOJIBHHBIX OOpPA3IOB WA CaMU
o0Opasmpl TOJDKHBI XPAaHUTHCS B TEUCHHUE TICPHOAA BPEMEHH, TTO3BOJISIOIIETO C
y4eTMO KadeCcTBa Mpernapara MpoBECTH X OICHKY.

67. lannsle, XpPaHUMbIE B apXuBax, JOJKHBI OBITH
UACHTU(OUIIMPOBAHBI, YTO OOJIeT4aeT yYIOPSAOYECHHOE XpaHEHHWE U

M3BJICUCHHE NH(OOPMAIIHH.
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68. Jloctyn K apxymBaM JOJ>KEH UMETh IMEPCOHAJ, YINOJIHOMOYECHHBIN
pykoBojicTBOM. [lepemernieHue MOaHHBIX W3 apXWBa W B apPXUB JIOJKHO
TIIATEIBLHO PETUCTPUPOBATHCA.

69. Eciiu ucnbiTarenpHas J1aboparopusi WIM apXWUB HUCIHBITATEIIbHON
nabopaTopuu, paboTaIIMI 0 KOHTPAKTY, IIPEKpallaeT ACSTEIbHOCTh U HE
MMEET MPABONPEEMHUKA, ApPXUB JOJKEH ObITh NIEpeiaH B apXUBbI CIOHCOPOB

uccieaoBanust (pa3padOTUUKOB).

VII. UucniektupoBanue. [Ipouenypbl KOHTPOIIs
COOTIONEHMS TIPABIIT HAJIJIEXKAIIeH 1a00paTOpPHON MTPAKTUKH

1. PykoBOACTBO MHCIIEKTUPOBAHUEM

70. T'ocymapctBa-usneHbl B pamkax HacTtosmux [IpaBuit:

a) o0ecrneuynBalOT HEMOCPEIACTBEHHYIO OTBETCTBEHHOCTh OpPraHOB
(opranuzanuii), KOHTPOJMPYIOIIMX BbINOJHEHHE HacTosmmx IIpaBum, 3a
nonoop  KBaTM(UIMPOBAHHBIX  KagpoB  (MHCIEKTOPOB),  UMEIOIIHUX
HEOOXOJIUMBIM TEXHUUECKUM (HAyUHBIN) OTIBIT;

0) myOJUKYIOT JOKYMEHTbHI, pa3paOOTaHHbIC B Pa3BUTHE HACTOSIIUX
[IpaBui B mpenenax CBOEU TEPPUTOPUH;

B) TyOJMKYIOT JTOKYMEHTHI O MPOBEAECHWU WHCIEKINI, WHCTPYKIIHH,
NEePUOJUIHOCTH UHCTIEKITNI U (MJIK) Tpa UKy MPOBEACHUS WHCIICKITUH;

r) oOMeHMBaKTCs WH(OOpPMAIMEl B OTHOIIEHWHU HAIIMOHAIBHBIX
nporpaMMm  KOHTpOJIE  coOmtofeHust  Hacrosimux — [lpaBun  coracHo
npuioxeHnto Ne 8 k HacrosmuMm [IpaBunam;

1) BEOyT Y4YeT WHCIEKIMHA WCIBITAaTeNbHBIX Jabopatopuii (M uX
cTaryca COOTBETCTBHSI HactosiuuM [IpaBunamM) u ayniuTOB UCCIEAOBaHUN U
nyonuKyroT HUHGOPMAIMI0 00 ATOM B OTKPBITHIX HMCTOYHHUKAX, COTJIACHO

IMPUITOKCHHTIO Ne 9 k HaCTOAIIINM HpaBI/IJIaM.
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2. KonduaeHmaabHOCTh

71. I'ocymapcTBa-4iieHbl B paMKax Hacrosmux [Ipasuir:

a) o0ecreyuBarOT COONIOIEHUE KOH(MUICHIIMATBLHOCTH HE TOJIBKO
WHCIIEKTOpaMH, HO U JPYTUMH JIMIAMH, HWMEIOIIMMHU JOCTyN K
KOHQUIEHIIMATFHOH  MHpOpMAallMKM B PE3yabTare  OCYIIECTBICHUS
JIESITEIbHOCTU TI0 MHCIIEKTUPOBAHUIO coOmoeHust HacTosux [Ipasun;

0) 00ecreynBarOT MPEICTABICHUE MOJHBIX OTYETOB OO0 HMHCHEKIUAX
UCTIBITATEIbHBIX JIA0OPATOPUN U ayauTaxX HCCIENOBAaHUM, 32 HCKIIOUYCHUEM
JOCTyNa K KOMMEPUYECKH BaKHONW W KOH(MUICHIHMAIbHOW HWH(OpMaIUU,
KOTOPBIN MPEIOCTABISAETCS TOJBKO YIOJIHOMOUYECHHBIM OpraHaMm roCyapCTB-

YJICHOB.
3. Ilepconan u 00y4eHrue NHCIIEKTOPOB

72. YIOTHOMOYEHHBIE  OpPraHbl  TOCYHAapCTB-4JIEHOB B  paMKax
Hactosmux IIpaBun:

a) o0ecreynBalOT HEOOXOAMMOE  KOJIMYECTBO  HMHCIEKTOPOB  JUIS
BBIMIOJHEHUST  (papMalleBTUYECKOTO  MHCIEKTHUPOBAHUS  UCIHBITATEIbHBIX
naboparopuil B paMkax coOitofeHus TpedoBanuii Hactosux [IpaBu;

0) obecneunBalOT  HEOOXOAMMYIO  KBadu(UKAIMIO W  o0yuyeHue
WHCIIEKTOPOB;

B) FapaHTHPYIOT OTCYTCTBHUE (PMHAHCOBOTO WM JPYroro HMHTEpeca y
MHCIEKIMOHHOTO TIepCOoHaNa, BKJOYAs SKCIEPTOB, padOTaloIMUX [0
KOHTPAKTY, IPU MPOBEICHUN MHCIEKIIMKU UCIBITATEIbHBIX JJA00paTOpuil Uiin
aynquTa HWCCIEAOBaHUM, a TakkKe Yy KOMIAHUW, CIIOHCHUPYIOIIMX TaKue
UCCJIeI0BaHNS;

r) o0ecreyrBaroT WHCTIIEKTOPOB HEOOXOIUMBIMHU cpeacTBamMu

uaeHTU(UKAIY (HapUMep, yA0CTOBEPEHUEM ).
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73. TpeOyemoe KOJIM4eCTBO MHCIIEKTOPOB 3aBUCHUT OT:

KOJIMYECTBA 3aJICICTBOBAHHBIX UCIIBITATEIBHBIX Jla0oparopuii B
HallMOHAJIBHOM IIpOorpaMMe KOHTPOJIsi COOtoIeHus HacTosiux [IpaBui;

NEPUOAUYHOCTH OLIEHKM CTaryca COOTBETCTBUS HCHBITATEIbHBIX
naboparopuit HactosuM [IpaBunam;

KOJIMYECTBA " CIOKHOCTH UCCIICIOBAHUM, MIPOBOAUMBIX
UCIIBITATEeIbHBIMU JIA0OPATOPUSIMU;

KOJIMYECTBA CIEIUAIBHBIX UHCIECKIIMN WA ayJUuTOB, MPOBOJUMBIX IO
3anpocaM YIOJHOMOYEHHBIX OPTraHOB.

74. ucniekropamMu MOTYT OBITh:

JYIA U3 YMUCIa MOCTOSHHOTO INTaTa YHOJHOMOYEHHOTO OpraHa WU
(dbapMaleBTU4ECKOr0 MHCTIEKTOPAara;

JIUIIAa U3 YKClia MOCTOSIHHOTO IITaTa opraHa, paboTaroero He3aBUuCUMO
OT YIIOJIJHOMOYEHHOTI'O OpraHa;

JIMLIA, HAHATHIE YIIOJTHOMOYEHHBIM OPraHOM IO KOHTPAKTY WU APYTUM
oOpa3oM Jyisi TIPOBEICHUS MHCIEKIMN HWCIBITATeNbHBIX JabopaTopuil uiau
ayJIUTOB UCCIIEOBAHUN.

B mocnemHux 2 ciy4dasxX ~— yHOOJHOMOYEHHBIM  OpraH  HECET
VCKJIIOUNTEIBHYHO ~ OTBETCTBEHHOCTh 3a  OIPEICICHUE  COOTBETCTBUSA
UCIIBITATENIbHBIX JIa0opaTtopuil TpeOoBaHUSIM HacTosmux [IpaBui, kadyecTBO
(MpueMIIeMOCTh) ayAuTa MCCIECIOBAHUS U 32 JIO0bIE ACHCTBUSA, OCHOBAHHBIE
Ha pe3yJbTaTax MHCHEKIMN MCHBITATEbHBIX J1a00OpaTOpuil WM ayJuTOB
VCCJIEOBAHUN.

75. UHCTIEKTOPBI JOJKHBI HMMETh HEOOXOAMMBIE KBalU(PUKAIUIO |
MPAKTUYECKHUI OMBIT B PANE HAYUYHBIX NUCUUIUIMH, UMEIOIIMX OTHOLICHUE K

HCCIICAOBaHUAM  XHUMHYCCKUX COGI[I/IHCHI/Iﬁ (BKJ'IIO‘-Ia}I JICKAPCTBCHHBIC
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cpenctBa). B pamkax  B3aMMOJEUCTBUS  YIOJHOMOYEHHBIE  OpraHbl
roCy1apCTB-4JICHOB:

JIOTOBApUBAIOTCSI O COOTBETCTBYIOIIEM OOYYEHHH HWHCIEKTOPOB C
Y4ETOM WHAUBUIYATbHBIX KBATU(MUKAIIUHA U OTIBITA;

MPOBOASAT KOHCYJIbTAllMM, BKJIIOYAash B COOTBETCTBYIOIIMX CIydasx
COBMECTHBIE OOyYarIIue MEPONPHUSTUS C TMEPCOHAIOM YMOJIHOMOUYEHHBIX
OPraHoOB JAPYTUX TOCYIAPCTB-WICHOB C ILIECJIbIO COACHUCTBUS MEXKIYHAPOIHOU
COITIACOBAHHOCTH B HCTOJIKOBAHMHA W MPUMEHEHHUM MPHUHIUIIOB HACTOSIIUX

[IpaBun, a Takke Ipu NPOLEAYPE UHCIIEKTUPOBAHUS KX COOMIOACHUSI.

4. HanmoHanbHbI€ MPOrpaMMbl KOHTPOJIS
coOroeHus HaaJIexKalei 1aboparopHOM MPaKTUKU

76. IlpuMeHeHre TPUHIMIIOB HacTtodAmMx I[IpaBun K JaHHBIM IO
0€30MacHOCTH JJIsl  37I0POBbS U OKpYXKaIOIIeH cpenbl, COOpaHHBIM B
PErYISTOPHBIX LEJIAX, JOJDKHO OBbITh 00s3aresibHbIM. JIOKeH OBITh
pa3paboTaH MeEXaHU3M, B COOTBETCTBHU C KOTOPBIM HCIIBITATEIbHBIC
nabopatopud MOTyT (DYHKIIMOHHPOBATH B COOTBETCTBUM C HACTOSIIUMU
[IpaBunamu, U KOTOPBIM NPOBEPAETCA COOTBETCTBYIOIIUM YIIOJTHOMOYECHHBIM
OpraHoM.

77. UHcniekTupoBanue coOtofeHus Hactosamux [IpaBun nmpoBoaurcs: B
paMKax (bapmarieBTHIeCKIX WHCIIEKIUM, MPEYCMOTPEHHBIX
MEKTyHApPOJIHBIMU JOTOBOPAMHU U aKTaMH, COCTABIISIIOIIMME 1paBo Coro3a, u
NpeAHa3HAuYeHO JIJIs JI0KA3aTesIbCTBA TOTO, UTO UCTIBITATENIbHBIC JJaOOpaTOpUU
MPUMEHAIOT Hactoduue [IpaBuna nmpu MpoBEICHUN UCCIEIOBAaHUM U MOTYT
rapaHTUPOBaTh, YTO MOJYYEHHbIE JAHHBIE UMEIOT COOTBETCTBYIOIIEEC HOpMaM
KAa4eCTBO.

78. TocynapcTBa-wieHbl MyOIUKYIOT WH(GOPMAIUI0O O HAIMOHAIBHBIX

nporpamMmax KOHTPOJIA CO6JHOI[CHI/I$I HaJlJICKaIen ﬂa6opaT0pH0ﬁ IMPAaKTUKH.



43

Takast uH(OpManus AOJKHA, B YAaCTHOCTH, OMPEACISATh 00beM U MacliTad
POrpaMMBI.

HanuonaneHasg mnporpaMma KOHTPOJISL COOJIOACHUS  HaJUIeKallen
7a00paTOpHOM  MPAKTHUKKA MOMKET BKIJIIOYaTh TOJBKO  OTPAaHUYEHHOE
KOJIMYECTBO HCCIEAYEMbIX BEHIECTB (JIEKApCTBEHHBIX cpenctB). OO0bem
UHCIIEKTUPOBAaHUS JOJDKEH OBITh ONPENENeH € YYETOM Kak KaTeropui
JIEKapCTBEHHBIX CpPEICTB, TaK W BHUJOB MCCIEI0BAaHUN, IMPOBOJUMBIX B
OTHOUIEHUU X, Hampumep, (puznyeckue, XUMHUUECKUE, TOKCUKOJIOTUYECKUE
U (MJI1) YKOTOKCHKOJIOTHYECKHE.

79. HanmonanpHasi mporpamMma KOHTPOJIS COONOACHUST HaJIexKalen
71a00paTOPHOM MPAKTUKU BKITFOYAET:

a) MOJOXEHUsT 00 MHCHEKIMSAX HCIBITATeNbHBIX JIaboparopuil. IOTu
WHCIIEKIIMM  BKJIIOYAIOT HMHCIEKIMU OOIero Xapakrepa U ayAuThl
UCCIIEAOBAHUM, TEKYIIUX WM 3aBEPIICHHBIX;

0) MOJIOXKEHUSI O  CHCHHMAIBbHBIX  HMHCIEKIUAX  HMCHBITATEIbHBIX
naboparopuid (ayniuTax HCCIEIOBAHMI) MO 3ampocy YIOJIHOMOYEHHOTO
opraHa (Hampumep, NPOBOAMMBIE IO 3alpocy IMOCIE MPEAOCTaBICHUS
JAHHBIX B YIIOJIHOMOYEHHBIA OPraH);

B) YKa3aHME€ HAa MEXaHU3MbI, B COOTBETCTBUUM C KOTOPBIMH
UCIIBITATeNIbHBIC JJa00PAaTOPUHU BKITIOUAIOTCS B IPOTPaMMYy;

) IOJIO)KEHUE O TMPEAOCTaBIEHUUM HWH(POPMALUU O KaTeropusx
MHCIIEKI[MI UCIIBITATENIbHBIX JIA0OpaTOpuil (ayaAuTax UcCIeqOBaHUN);

1) yKa3aHU€ Ha TIOJHOMOYHUS HWHCIEKTOPOB B OTHOIIEHUM MX
HaxXOXJECHHUS B HCIBITATENIbHOW Jadoparopum M JOCTyIla K JIaHHBIM,
SIBIISIFOIUMCSL  COOCTBEHHOCTBIO HCHBITATENbHON J1abopaTopuu  (BKIIOYAs

o6paziel, COIl, mTOKyMEHTalHIO U T. 11.);



44

€) ONHCAHWE MPOLEAYpP HHCIEKIWU HUCHBITAaTeIbHOW JIabOparopuu U
ayIUTOB WCCJENOBAHMS JUIA TOATBEPXKACHHUS COOIIOACHUS HACTOSIIHMX
IIpasui.

JIOJKHBI OBITH ONMHUCAHbl MPOLEAYPHI, KOTOpble OyIyT HCIOJIb30BaHbI
JUISL U3YYEHUSI OPTaHU3aLMOHHBIX IPOLIECCOB U YCIOBHUM, B COOTBETCTBUM C
KOTOPBIMH HCCJIEIOBAaHUS IUIAHUPYIOTCS, MPOBOMASTCS, KOHTPOJIUPYIOTCS M
peructpupytorca. TpeOoBaHMS K TaKUM HPOLEAypaM H3JI0KEHbI B paziernax
6-9 vactu VII Hacrosmux [IpaBu;

’K) OIUCaHUE ACHCTBUIM, KOTOpbIE MOTYT OBbIThb HPEIIPHHSITHI MOCIE
IOPOBEJACHUS WHCIEKIMM  HUCHBITATENbHBIX J1a0OpaTOpuil U ayAUTOB

UCCIIEIOBAaHUMN.

5. [locnenyromue AEUCTBUS TTOCIIE POBEACHUS
WHCHEKIINI UCTIBITaTEIbHBIX JJabopaTopuii
Y ayJIUTOB UCCJIEA0OBAHUMN

80. Ilocne 3aBepiieHUsT WHCIEKIIMU HCIBITATENbHBIX Jaboparopuii u
ayIMuTa UCCIENOBAHUN MHCIEKTOP JOJKEH NOJATOTOBUTH OTYET O PE3ysbTarax
B MMMCbMEHHOM (hopme.

81. T'ocynapcTBa-ujieHbl IPEANPUHUMAIOT JACHCTBUS NPU OOHAPYKEHUU
HEeCOOTBEeTCTBUM HacTosuM [IpaBunaM B Xoae WIM TOCTE MPOBEICHUS
WHCIIEKIIUU HCTBITATEIbHBIX JTa0oparopuil WM ayauTa HCCIEeI0BaHUM.
CoOTBETCTBYIOIINE IEUCTBUS TOJDKHBI OBITh OMKMCAHBI B JIOKYMEHTAX OpraHa
(opranu3zaiyu), OCyIlECTBIISIONIET0 HHCIIEKTUPOBAHUE.

82. Ecnu B X0/1e¢ MHCIIEKIIUU UCTIBITATEIbHOW JJa00paTOpuu WK ayauTa
UCCIIeIOBAaHUM OOHApyEHbI HECOOTBETCTBHS HactosimuMm [IpaBuiiam,
KIacCHULMPYEMble KK «CEPbE3HBIE» WM IIPOYHE»’, HCIBITATEIbHAS

nabopaTopus T0DKHA YCTPAHUTh TaKME HECOOTBETCTBUSA. MHCTIEKTOp BIpaBe
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B OFOBOPEHHOE BpEMsSI BEPHYTHCS B HCHBITATEIbHYIO JAa0OpaTOPUI0 H
MIPOBEPUTH BHECEHUE U3MEHCHUM.

83. IIpn OTCYTCTBMM HECOOTBETCTBUM WJIM TPU BBISBICHUU TOJIBKO
«IIPOYMX HECOOTBETCTBUI YIIOJHOMOUYECHHBIN OPTaH:

a) BBIJIACT 3aKJIIOYEHHME O TOM, YTO HCIbITaTeNbHas JadopaTopus
MPOMHCIIEKTUPOBAHA U €€ JIESITEIIbHOCTh COOTBETCTBYET HACTOSIIUM
[IpaBuwnam. JlomkHBI OBITH YKa3aHbl JaTa MPOBEACHUS HWHCHEKIIMU U B
COOTBETCTBYIOIIMX CIy4asX Kareropusi MNPOBEACHHOTO WCCICAOBAHUS B
UCIIBITATENIbHON JTA0OPAaTOpUH HA JaHHBIA MOMEHT. DTH 3aKJIIOUCHUS] MOTYT
OBITHh UCTIIOJIb30BAHBI JJIs TPEOCTaBICHNs HH(DOPMAIIMU B YIIOJIHOMOUEHHbIE
OpraHbl IPYrUX rOCYAapCTB-WICHOB;

0) IpenOCTaBIsAET B YINOJHOMOUYEHHBIM OpraH, IO 3alpocy KOTOPOIo
OBLIT IPOBEJICH ayAUT UCCIEAOBAHUS, MTOJPOOHBIN OTUET O pe3ysbTaTax.

84.1Ipy BBIABICHUM KPUTHYECKUX HECOOTBETCTBUW  JICMCTBUS,
IpEeANpPUHUMAEMble OpPraHOM IO KOHTPOJIIO COOJIOACHHS HACTOSIINX
[IpaBun, 3aBUCAT OT KOHKPETHBIX OOCTOSTENBCTB KaXKIOrO Cciydas u
MPABOBbIX WM AJMUHUCTPATUBHBIX TIOJIOKEHUH, B COOTBETCTBUH C
KOTOPBIMU OBbLT YTBEPXKJIEH KOHTPOJbL COONIoeHus: Hacrosuux [lpaBun B
rocyjapcrBe-wieHe. B 4acTHOCTH, MOTYT OBITh NMPEANPHUHSITHI CIETYIOIINE
JEUCTBUSL:

a) BbIJIaya 3aKJIFOUCHUS C OMMCAHUEeM OOHApY>KEHHBIX HECOOTBETCTBUU
WM TMOTPEIIHOCTEW, KOTOpbIE MOTYT TIOBJIMATH Ha JIOCTOBEPHOCTH
UCCIICIOBAaHUM, MPOBEICHHBIX B UCIIBITATEILHOM JTabOpaTopuu;

0)BbIIa4a  PEKOMEHJALMU B  YIIOJHOMOYEHHBIA  OpraH, 4TO
VCCIIEIOBAaHNE IPU3HAHO HEIEMCTBUTEIBHBIM;

B) BPEMEHHOE MPEKPAlICHUE NMPOBEACHUS MHCIEKIUN HCIBITATEIbHBIX

7a00paTopuil WK ayIuTOB UCCIAEAOBAHUM B UCIIBITATEILHON JIA0OpATOPUH H,
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HampUMep, U €CIU 3TO BO3MOXKHO C aJIMHUHUCTPATUBHOW TOYKU 3pEHUS,
yAaJIeHWE WCIBITATeNbHON J1a00paTopuu M3 HAIMOHAIBLHON MPOTPaMMBbI
KOHTpOJIA coOntonenust Hactosimux [IpaBun nmubOo0 w3 A1000r0 CHUCKa WIH
peecTpa  UCHBITATENIbHBIX  JIA0OpaTopuii, MOAJIEKAINIMX  HMHCICKIUAM
coOmtonenust Hactosiuux [Ipasun;

r) Tp€OOBaHHE BKIIIOUEHHSI B OTYET OO0 HCCIEAOBAHUM 3aKIIOYEHUS C
MOPOOHBIM ONTUCAHUEM HECOOTBETCTBUI;

1) ICUCTBUST B CyAe, €CIM BO3HUKAIOT Takue OOCTOSTENbCTBA U

paBOBbIC (aIMUHUCTPATUBHBIC) MIPOIIETYPHI ATO JOIMYCKAIOT.
6. OO01IMe TPUHITUIIE HHCTIEKTUPOBAHUS

85. MHciekuuu Ha COOTBETCTBME HactosmuM lIpaBuiiam  mMoryt
IPOBOJUTHCA B JTI000M HUCTIBITATENBHOM Taboparopuu, n3yvarouen JTaHHbIe O
0€30MacHOCTH ISl 3A0POBbS U OKPY>KAIOLIEH CPebl B PETYIATOPHBIX LIENSIX.
MoryT noTpeboBaTbCsi WHCIEKTOPHI [UIsl ay/luTa JaHHBIX B OTHOLIEHUU
$u3NYeCcKnX, XMMHUYECKHX, TOKCHKOJIOIMUECKHMX CBOMCTB BEUIECTBA WIH
npernapara. B HEKOTOpBIX Cily4asX HHCIEKTOpaM MOXET MOTpeOoBaThCs
MTOMOIIIb DKCIIEPTOB B ONPEAEIEHHBIX JUCUUTUINHAX.

86.B cCBA3M ¢ HMEIOWMMUCA  PA3TUYUSAMH  HCIBITATEIbHBIX
naboparopuid (Kak MO IUIAHUPOBKE, TaK W MO CTPYKType YIpaBieHHs), a
TAKXXE Pa3JIMYHBIMM BHJAMH BBIIOJHAEMBIX HCCICAOBAHUM, C KOTOPBIMH
CTQJIKUBAIOTCSI MHCIIEKTOPHI, UM HEOOXOIMMO HCIOJIb30BaTh CBOE CYXICHUE
JUIslL OLICHKHM CTENEeHHM M o0beMa COOTBETCTBUA HacTosamuM [IpaBuiiam.
WHCHeKTOpBl TOJKHBI CTPEMUTHCS K MPUMEHEHUIO OOBEKTUBHOTO TOIXO0a
P OLICHKE KOHKPETHOM HCIBITAaTeIbHON 1a00paToOpuu UM HUCCIEIOBAHUS,
JOCTUKEHHUSI COOTBETCTBYIOILIETO YPOBHSI COOJIOACHUS Ka)XAOro IMPUHLHMIIA

HaJJIexanen 1a00paropHOl MPaKTUKHU.
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87. UHcmiekTOppl HE  JODKHBI  M3y4aThb  HAy4YHYIO  CTPYKTYpYy
UCCIICJIOBAaHMSI WM OOBSCHEHUE PE3YyIbTaTOB B OTHOIIEHWU PHCKOB IS
30pOBbsl  YEJIOBEKAa WM  OKpYXKawllel  cpenbl. OTH  aCHEKThI
paccMaTpHUBaIOTCS YIOJHOMOYEHHBIMU opraHamu (9KCTIEpPTHBHIMU
OpraHu3alysIMu).

88. UHcmeky ~ WCOBITAaTeNbHBIX — Jaboparopuil W ayAHUThHI
UCCJIEIOBAaHUM  HEHU30€KHO  HapylaloT  MCCIEI0BATENbCKYyI0  paloTy.
MHCHEeKTOphl AOHKHBI OCYLIECTBIIATH CBOIO paldOTy MO CTPOTOMY ILUIAHY C
ydyetoM  (IIpM  HAJIWYUM  HEOOXOJUMBIX  PECYpPCOB)  MPEAJIOKEHUMN
YIOPABISIOIEr0 MEepCOHANa MCIBITATeNbHON J1aopaTOpuu B OTHOILIEHUU
BPEMEHH  TIOCEIICHHUS  OMNpENeJCHHBIX  IUIOMAJ0K  HCIBITATeIIbHON
Jaboparopuu.

89. B TeueHue npoBeAeHUS MHCHEKLUUM UCHBITATENIbHBIX JabopaTopuit
U ayAUTOB HCCIIEOBAaHUN Yy MHCHEKTOPOB JOJDKEH OBbITh JOCTYN K
KOHQUICHIIMATFHON  KOMMEpPYECKM  BaXHOM  umHpopManmu.  BaxHo
rapaHnTupoBaTh TOT (PakT, YTOOBI 3Ta WHPOpPMANHS OblIa JOCTYIIHA TOJBKO
YIOJHOMOYEHHOMY TepcoHany. O0s13aHHOCTH MepcoHaia 1Mo 3TOMY BOIPOCY
OTIPEASIFOTCS HAITMOHAILHOM MPOrpaMMOI KOHTPOJISI COOTIONCHUS HACTOSIIIIUX

[IpaBui.
7. IIpouieypsl HHCIIEKITUN UCTIBITATEIIBHBIX JJA00paTOPUit
[IpenBapuTenbHass MHCIICKLIUS

90. Llenb — MO3HAKOMUTH UHCIIEKTOPA C UCIIBITATEIbHON TabopaTopue,
KOTOpasi MOJUIKUT HWHCIEKIWA Ha TPEAMET CTPYKTYpbl YIpaBiIeHUs,
($u3MYECKOro pacoI0KEHHS 3AaHUIM U BUJIOB TPOBOIUMBIX UCCIIETOBAHUIA.

91. Ilepen mpoBeAcHHEM WHCIICKIIMM HCIIBITaTeILHOW J1abopaTopuun

WM ayaura HCCIACHOBAHMA  HMHCIICKTOPbBI  AOJIZKHBI O3HAKOMHUTBCA C
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HUCIIBITAaTeILHOU JabopaTopuei, moJijIeKaliem WHCIIEKTUPOBAHUIO.
HeoOxonmumMo  u3yuuTh  BCHO  CYIIECTBYIOLIYyIO  HHoOpMamuioo 00
UCIIBITATENIbHOW J1abopaTopuu, K KOTOPOM MOTYT OTHOCHUTHCS OTYETHI O
PEeabIAYIINX UHCTICKIUAX, IJIaH MOMEIEHUN UCTIBITaTeIbHON TabopaTopuu,
CTPYKTypHasi cxema OpraHM3allid, OTYEThl 00 HMCCIIETOBAHUAX, MPOTOKOJIbBI
WCCIENOBAHMM M pPE3IOME IMepcoHana. B TakuxX JOKyMEHTaxX [OJDKHA
coJiepkKaThCs clieaytoiast nHhopManusi:

a) BUJl, BEIMYMHA U PACIOJIOXKEHUE TOMEIICHUN UCIbITATeIbHON
nabopaTtopuu;

0)psin WCCIeNOBaHHM, KOTOphIE MOTYT OBITH TMPOBEPEHBI BO BpeMs
WHCIICKIINH;

B) CTPYKTypa yIIpaBJiI€HUs UCIIBITATEIbHON JJaO0OpaTOpUEH.

92. UHCIEKTOPhl ~ JOJKHBI ~ OTMETUTh  HEJOCTATKH, BBISIBJICHHBIE
IpEeabIAYIIMMHA WHCTICKIIUSIMH UCIIBITAaTeNIbHON Taboparopun. B cinydae ecnu
B HCIMBITATEIBHON J1abopaTopuu paHee He MPOBOAWIMCH HHCIEKIIMH, IS
MOJIYYCHHUS] COOTBETCTBYIOIIEH WHGPOPMAIIMKM JOMYCKAETCs TMPOBEICHUE
npeABapUTEILHON UHCTIEKIINH.

93. IlepcoHan ucneITaTeILHON J1a0OpaTOpUN HEOOXOAMMO MOCTABUTH B
U3BECTHOCTh O JaT€ W BPEMEHU TMpHeE3[la HHCIEKTOpPa, BPEMEHU €ro
MOCEIIEHUSI W TPOAOIKUTEIHHOCTH MPEOBIBAaHUS B 37JaHUU. DTO TMO3BOJIUT
MEPCOHANTY TOJTOTOBUTH HEOOXOAMMBIE NTOKYMEHTHI. B Tex ciydasx, Korma
WHCTICKIIMM  TIOJJIeKAT  OMNpENEJICHHbIE  JIOKYMEHThI M 3alllCH,
1eaecoo0pa3HbpiM OyIeT MOCTaBUThL 00 3TOM B U3BECTHOCTh UCIBITATEIbHYIO
7a00paToOpHI0 3apaHee J0 Hadaja IMPOBEPKH, YTOOBI 3TH JaHHBIE OBLIH
MPENOCTABICHBl 0€3 TMPOMEIJICHHs] B TEUCHUE TPOBEICHUS WHCIICKIIUN

HCTIBITATEILHOM JTA0OpATOPHH.
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KondepeHnus B Hauane HHCIEKITUN

94. llenb — npouH(POPMUPOBATH PYKOBOAUTENEH U  MEpPCOHAT
UCIIBITATENIbHOW  JTa0Oparopud O TPUYUHE MPEACTOSIICH HHCIEKIIUU
UCIIBITATeIbHOW  JabopaTopuu W ayguTe MCCIENOBAaHUSA, OMNPEICIUTh
IUIOIIAJIKA UCIBITATeNIbHOM JTA0OpaTOpUU M UCCIIEIOBAaHMS, BEIOpAHHBIC IS
ayJuTa, MepCoOHAN U JIOKYMEHTHI, 3aJIciCTBOBAaHHBIE B IPOBEPKE.

95.B Hauane moOCemIeHUs  MUCHBITaTeIbHOM  J1aboparopuu ¢
PYKOBOJUTENSIMU UCHBITATEIBHON Ja00paropuu  HEOOXOAUMO OOCYAUTh
aJIMUHUCTPATUBHBIC U MPAKTUYECKHUE MOMEHTHI MHCIEKIIMH JTa00OpaTopuu U
ayuTa ucciaenoBanus. B Hauane koHGepeHIIMU HHCTIEKTOPHI TOKHBI:

a) pacckazarb O 1IeJIM U MacliTadbe MpOBEPKU;

0) omucarh JIOKYMEHTAIlMIO, KoTOopasi Oyaer HeoOXxonuma s
WHCIICKIIMY UCIIBITATeNIbHON JIa0opaTopuu, HapuMep, MepeyeHb TeKYIIUX U
3aBEpIICHHBIX HCCcaeAoBaHUM, TutaHbl ucciaeaoBanuid, COII, oruersl 00
uccienoBaHusXx u T. A. Ha 3Toi cramuu HEOOXOOMMO COTIIacOBaTh BOIPOC
JOCTYyMIa ¥ TP  HEOOXOAMMOCTH  JOTOBOPUTHCS O  KOMHMPOBAHUU
COOTBETCTBYIOIIHNX IOKYMEHTOB;

B) BBISICHUTh WJIU 3alPOCUTh MUH(POPMAIUIO O CTPYKTYpE YIPaBICHUS
(opranu3zanun) ¥ epCoOHaNIC UCTIBITATEIHLHON J1abopaTopuu;

I) 3ampocuTh HUHPOPMALMIO O  TPOBEACHUH  HMCCIIECIOBAaHUMA,
HE TIOMYUHSIOMIUXCS MPHUHIIMNAM HacTosmux I[lpaBun, B MOMEIIEHUSX
UCIIBITATENIbHOW J1TA0Oparopuu, B KOTOPHIX TMPOBOJATCS JOKIMHUYECKUE
(HEKJIMHUYECKUE) UCCIIEA0OBAHNS,

1) OCYLIECTBUTH NEepBOHAYAILHOE  OMpENENICHHEe  OTACICHUM
UCIIBITATENIbHOU 1TA00PaTOpuu, MOAJICKAIINX MPOBEPKE B XO/I€ MHCIIEKIUU;

€) omucarh JOKYMEHTHI U 00pa3libl, KOTOphIe OymMyT HEOOXOAUMBI IS

TCKYIIUX U 3aBCPUICHHBIX I/ICCJICI[OBaHPlﬁ, BBI6paHHBIX IJIl ay/InTa,
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) M3BECTUTH O MPOBEACHUU 3aKIIOYUTEIBHON KOH(PEPEHIIMU B KOHIIE
WHCIIEKLINH.

96. Ilepen mpoaOIKEHUEM HHCIEKUUU HCIBITATENbHOW JTabopaTtopuun
UHCIEKTOPY CJEIyeT YCTaHOBUTh KOHTAaKT CO CIIy»k00il obOecrneueHus
KauecTBa UCIBITATEIbHON TaOOpaToOpuu.

97.1Ipu nOpoOBENEHWM HWHCIEKUMU HCIBITATENbHOW J1labopaTopuu
OOLIENPUHATBIM  NPaBUJIOM  SIBJISIETCS  CONPOBOXKIEHUE  HHCIEKTOPOB
paborHukom COK.

98. NucniekTopsl MOTYT NOTPEOOBAaTh OTAEIBHOE MOMEIEHUE s

IIPOBEPKU TOKYMEHTOB U OCYILECTBICHUS APYTUX ACHCTBUM.
NHcnekuus opraHu3anuu 1 nepcoHana

99.llens — onpeaenuTh: HAIWYME JOCTATOYHOTO  KOJIMYECTBA
KBUIM(PUIUPOBAHHOTO MIEPCOHANIA, KaJIPOBBIE PECYPCHI, HHPPACTPYKTYPY s
IOPOBEJCHUS  Pa3IMYHBIX MCCIENOBAHUM; COOTBETCTBUE TpPEOOBAHMSIM
OpPraHM3al[MOHHOM CTPYKTYphl;, MOJUTUKY B OTHOLUEHUU OOY4YEHHUS W
KOHTPOJSI 32 COCTOSHHEM 370pOBbsl IIEPCOHANA, COOTBETCTBYIOLIYIO
POBOJUMBIM MCCJIEIOBAHUSAM B UCIBITATENIbHON J1ab0paTopuu.

100. PykoBOACTBO HCHBITATENBHOM Ja00OPATOPUHU AOHKHO MPEACTABUTH
CJIEyIOIIUE JOKYMEHTHI:

a) TUJIaHbI 3JIaHHUS;

0) cxembl Hay4YHO-HCCIIE0BATEIIbCKON OpraHu3alHH u
aJIMUHUCTPATUBHOTO YIPABIEHUS UCTIBITATEIBHOM J1abopaTopuu;

B) pE3IOME COTPYJHUKOB, 3a/ICCTBOBAaHHBIX B  MCCJIEIOBAHUSIX
(BBIOpAHHBIX IJIS AyJINTA);

I) IEpPeYeHb TEKYIIUMX M 3aBEPIICHHBIX MCCIEJOBAaHUN C YKa3aHHUEM

I/IH(bOpMaI_[I/II/I O BHAC HCCIICHOBAHHUI, HdaTaX Ha4dadJla KW 3aBCPHICHUA, TCCT-
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CHUCTEME, CIOC00e TMPUMEHEHHUs HCCIEAyeMOro BellecTBa M (aMUIUH
PYKOBOJUTEIIS MCCIIEIOBAHUS;

1) JOKYMEHTBI, YCTAHABIIUBAIOIINE TOJUTUKY KOHTPOJS COCTOSHUSI
3/I0pOBbsI IEPCOHAIA;

€) omucaHue padOoThI MEPCOHANIA, MPOrpaMMbl O0yUYEHHUS TIepcoHata 1
BCE HEOOXOUMBIE TOKYMEHTHI;

k) nepedeHb COII ucnbiTarenbHO 1aboparopuu;

3) cnemupuueckue COII, uMeronue OTHOLIEHUE K UCCIEAOBAHUSIM U
poILIeTypaM, KOTOPBIE MPOXOAIT UHCTICKIIUIO U ayIuT;

M) CIMCOK PYKOBOAMTENECH HCCIEAOBAaHUS U CIOHCOPOB, WMEIOIINX
OTHOIIICHUE K ayJIUTy UCCIICIOBAHUSI.

101. MHCTIEKTOP NOMKEH TPOBEPUTH B YACTHOCTH:

a) TEepeueHb TEKYIIMX ¢ 3aBEPIICHHBIX  WCCICIOBAHUN  JUIA
omnpezeneHus: oobema paboThl, MPOICTaHHON UCTIBITATeNIbHOM TabopaTopueii;

0) damuiuio, UM, OTYECTBO (MpPU HAIWYMK) W KBaTU(UKAIUIO
pykoBoauTens uccinenoBanusi, pykosoaurenss COK u apyroro nepconana;

B) Hanmuuue COII nsist Bcex COOTBETCTBYIOMIMX 00JIACTE TPOBEPKH.
NHcneknus mporpamMmbl o0ecrieueHus: KauecTBa

102. llenp — ompeAcnuTbh COOTBETCTBHE METOJOB OOECTICUCHUS
Ka4eCcTBa MPOBOJUMBIX UCCIEAOBAHUN MPUHIMIIAM HacTosimux [IpaBuit.

103. PykoBoautens COK moka3piBaeT CUCTEMBI U CIIOCOOBI TTPOBEPKU
COK u KOHTpOJIS UCCIIEIOBAaHUH, a TAK)KE CIIOCO0 PErucTpalvi HaOIIOIeHUN
B TeueHue koHTpossi COK. MHCeKTOphI JOMKHBI TPOBEPUTH:

a) KBamM(puKanuio pykoBoautens u Bcero nepconana COK;

0) He3aBucuMocTh padoTrel COK oT mepconHana, 3aeHCTBOBAaHHOTO B

HCCJICIOBAHUSIX
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B) XapakTep IUIaHUpoBaHUA U npoBeneHuss wuHcneknud COK,
KOHTPOJIb KPUTHYECKUX 3TAllOB HCCIEI0BaHUS, HMEIIINECS B HaIUYUU
pecypcsl s nposenenus nacnekunii COK n MoHuTOpHHTA;

I) €CIM HCCIEN0BaHUS HENPOAODKUTEIbHBIE U KOHTPOJIb KaKJIOrOo
UCCJIEIOBAaHNsI HEBO3MOXEH, — HaJIMYUE€ JOTOBOPEHHOCTH O IIPOBEPKE Ha
BBIOOPOYHON OCHOBE;

) Macmtad #  IIyOMHY MOHMTOPMHIA MPAKTHUYECKUX H3TaloB
UCCJIeI0BaHNUS;

€) Macmtad M DIyOMHY MOHHMTOPHHIA CTaHAAPTHBIX ONEpalui
UCHBITATENbHON J1a00paTOpuu;

k) npouenypsl COK npu npoBepke 3aKIIIOUYUTEIBLHOTO OTUETA C LENBIO
oOecIeyeHus: €ero COOTBETCTBUS MEPBUYHBIM JaHHBIM;

3) MOJIydYeHUE PYKOBOJCTBOM MCHBITATENLHOM J1a0OPAaTOpUH OTYETOB
u3 COK B oTHOLIEHUH MPOOIEMHBIX BOIPOCOB, KOTOPHIE MOTYT MOBJIUATH Ha
Ka4eCTBO WJIH JOCTOBEPHOCTh UCCIIEIOBAaHHUS;

u) neuctBus, npennpuaumaemsie COK  mpu  oOHapykeHUU
OTKJIOHCHUH;

k) poas COK B Tex ciydasx, KOrma HMCCIENOBaHUA WIM UX 4YacTh
IPOBOASATCS B KOHTPAKTHBIX UCHBITATEIBbHBIX TA00OPATOPUSIX;

1) ponb COK B ompeneneHHbIX ciiyyasx (MpU NEPeCcMOTPE, U3YyUYEHUH

u BHeceHun uzmenenuit B COII).
WNHcnekius moMenieHuii UCIbITaTeIbHON Jaboparopuun

104. llens — omnpeaennuTb, COOTBETCTBUE IUIOMIAACH, IJIAaHUPOBKH
TTOMCIICHUH, MECTOPACIIOI0KECHUS HCTIBITAaTCILHOMN nabopaTopuu
TpeOOBaHMUAM ITPOBOIMMBIX HCCIICIOBAHUIA.

105. NHCIIEKTOP NOJKEH NPOBEPUTH:
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a) oOecrieyuBaeT JIU  APXUTEKTYpHBIM  TUJIaH  MCHBITATEIbLHOU
7abopaTopun aaeKBaTHYIO CTEMEHb pa3/lelieHus IOMEIICHU (Hampumep,
9TOOBI HWCKJIIOYHTh BO3MOXKHOCTH TEPEMEIINBAHUS HCIBITYEMBIX BEIICCTB,
’KUBOTHBIX, KOPMOB, MTaTOJIOTHYECKUX 00pa3IoB U T. 11.);

0) HaIMYME W HAAJISKAIIee BBITIOJTHEHUE KOHTPOJS OKPY)KAIOIICH
CpeIlbl B KpUTHYECKUX 30HAX, HAIPUMED, B BUBAPUHU U B JPYTUX MOMEIIEHUIX
JUIsl OMOJIOTHYECKUX TECT-CUCTEM, B 30HE XPAHEHHUS HCIIBITYEMBIX BEIIECTB
WIH B 30HE aHAJIUTUYECKOM TabopaTopuu;

B) COOTBETCTBHE OOIEH OpraHU3ali TIOMEIICHUM TpeOOBaHUSM,
NPENBABIIEMBbIM K HCHBITATeIbHBIM JIA0OpaTOpUsIM, W HalW4Yue TMpU

HEO0OXOJIMMOCTH TIPOLICAYPHI 3alUTHI U OOPHOBI C BPEIUTEIISIMHU.

WNHucneknus oOpallieHus, ConepxKaHus
U PACMOJIOKEHUS OMOIIOTMYECKUX TECT-CUCTEM

106. Llenb — onpenennTs, UMEET JIM UCHBITaTENbHAs JabopaTopus, ecliu
peub ujger o0 HCCIeIOBaHUSAX, MPOBOAUMBIX B OTHOUIEHHM >KMBOTHBIX U
OPYTUX OHOJOTMYECKUX TECT-CUCTEM, JOCTATOYHO CPEICTB M YCIOBHUM s
oOpalieHusi ¢ HHUMH, COACpPKAHUS U JIOKAJIW3aluu, MPeloTBpaIleHUs
CTPECCOBBIX BO3JACUCTBUI U JIPYrux mpoOieM, KOTOpble MOT'YT MOBIUATH Ha
TECT-CUCTEMY U, CJIEIOBATENIbHO, HA KAY€CTBO JAHHBIX.

107.B  wucoeiTarensHON ~ JTaboparopudi  MOTYT  IPOBOIUTHCS
UCClIeIOBaHMsI, TpeOylollue MPUBJICUCHUS Pa3HBIX BHUJIOB JKUBOTHBIX WIIU
pacTeHul, a TaKKe MUKPOOHBIX WM JIPYTUX KIETOYHBIX MM CYOKJIETOYHBIX
cucteM. Bua wucnonb3dyeMblXx TECT-CUCTEM ONpENEseT acleKThl B
OTHOUIEHUW OOpallleHus, pa3MEIIeHUs] M JIOKAJIM3aluu, KOTOpble OyaeT
IPOBEPSTh MHCIEKTOP. B 3aBUCMMOCTH OT TECT-CUCTEMBI U IO CBOEMY

MHEHHUIO HHCTIEKTOP MPOBEPSIET:
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a) COOTBETCTBUE HCHBITATENILHOUN J1a0OPATOPUM HUCIOJIB3YEMBbIM TECT-
CUCTEMaM U TPEOOBAHUSIM UCCIICIOBAHUS;

0) HalmuuuMe YCIOBUM [iIi KapaHTHUHA JKUBOTHBIX U PACTCHUMU,
MOCTYMAIOIIUX B HCIBITATENbHYIO J1a0OpaToOpuio, U YIOBICTBOPUTEIHLHOE
(GYHKIIMOHUPOBAHUE ITUX MMOMEIICHUH;

B) HAJIMYUE YCIIOBUH ISl U3OJSLMUU OOJIbHBIX KUBOTHBIX WJIM JIPYTUX
AJIEMEHTOB TECT-CUCTEMBbI, & TAKXKE MKUBOTHBIX, KOTOPBIX IOJ03PEBAIOT B
3a00J1€BaHUM WM TIEPEHOCE 3a00JICBaHUI;

I') COOTBETCTBYIOIIMI TpPEOOBAaHUSM KOHTPOJIb U  PErUCTPAIUIO
JAHHBIX O COCTOSIHMM 370POBbS, TOBEACHUH WM JIPYTUX ACIEKTaX, KOTOPhIE
MMEIOT OTHOIIIEHUE K TECT-CUCTEME;

1) HAJIMYME COOTBETCTBYIOIIEIO TPEOOBAaHUSAM HAJJIEKAIIETO U
3¢ pexkTUBHOTO 000pYIOBaHUS IS MOJJEPKAHUS HEOOXOAUMBIX YCIOBHIMA
OKpY KaroIe cpenl, TpeOyeMbIX I KaKIOU TECT-CHCTEMBI,

€) COAEp)KAHUE B UUCTOTE KJIETOK )KUBOTHBIX, KOPMYIIIEK, PE3EPBYAPOB
U APYTHX KOHTEHHEPOB, a TAKKE COMYTCTBYIOIIEro 000pyI0BaHNUS;

) MPOBEJICHUE NP HEOOXOAUMOCTH ITPOBEPOK YCIOBUM OKPYKAIOIIEH
Cpellbl U BCIOMOTATEIbHBIX CUCTEM;

3) Hanu4yue OOOpYHOBaHHS Uil yOAJICHUS W YTHJIM3AIMHA OTXO/IOB
KUBOTHBIX M TECT-CUCTEM, HaJIJIeXKAIIEEe COACPKAHUE ITOTO 00OPYIOBAHUS C
LUEIbI0 MUHHUMHU3AIMU 3apaXeHUs IMapa3uTaMH, 3alaxoB, OMNACHOCTH
BO3HUKHOBEHUS 3a00JICBAaHUI U 3arpsI3HEHUST OKPY>KAIOIIEH CPEeIbI;

M) HaJIUYMUE 30H XPaHEHUs] KOpMa ISl >KMBOTHBIX WJIM aHAJOTMYHBIX
MaTepuasoB Nl BCEX TECT-CUCTEM OTH 30HBI HE JOJKHBI MCIOJIb30BATHCA
JUISl XpaHEHUsl APYTruxX MarepuanoB(B TOM YHCIE€ HCHOBITYEMBIX BELIECTB,

XUMUKATOB WU A€3UH(PUITUPYIOMNUX BEIIECTB I O0OpHOBI C BPEAUTEIISAMHI ) U
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JIOJDKHBL OBITh OT/EJIEHBI OT 30H, B KOTOPBHIX HAXOASTCS KUBOTHBIC WU
COZEPIKATCS Ipyrue OMOJIOTMYECKUE TECT-CUCTEMBI;

K) 3al[uTy XpaHSAIIErocss KopMa M TOJACTWIA OT TOBPEXKICHUM
BCJIC/ICTBUE HEONArompUsITHBIX YCJIOBHHI OKPYXKAIOIIEW CpEebl, 3apakKeHHs

WU 3aTrPSA3HEHHUS.
WNHucnekuus 000pya0BaHus, MaTEpUaIOB U PEAKTUBOB

108. Llenu — omnpenennTh, MMEET JIM HUCIbITaTENbHAs JadopaTopus
NPaBUJIBHO pa3MEIICHHOE O0OpYAOBaHME B JIOCTATOUHOM KOJUYECTBE U
JOCTaTOYHOM MOIIHOCTH JJii COOTBETCTBUSI TPEOOBAaHUSM MPOBOJUMBIX
VCCIIEIOBAHNM, OCYIIECTBUTh IPOBEPKY  HAIJICKAIIEH  MAapKUPOBKH,
UCIIOJIb30BAaHUS M XPAHEHUS MaTepuaioB, PEAaKTUBOB M OMOJIOTMYECKHUX
00pasIoB.

109. HCTIEKTOP TOMKEH IPOBEPUT:

a) 4YHUCTOTY M HaJjiexariee PyHKIIMOHUPOBAHUE 000PYIOBAHUS;

0) BeeHHWE  perucTpaluud  JaHHBIX O  (yHKIMOHHUPOBAHUH,
COZIEP’)KaHHUH, KaJTUOPOBKE W BaJUJAIUA MU3MEPUTEIHLHOTO 000PYIOBaHUS U
puOOPOB (BKJIOUASI KOMITBIOTEPU3UPOBAHHBIC CUCTEMBI);

B) HAUISKAILYI0 MapKHPOBKY MAaTE€pUalIOB U XUMHUYECKUX PEAKTHUBOB
U UX XpaHEHHE MPU COOTBETCTBYIOUIMX TEMIIEpaTypax, COONIOEHUE CPOKOB
rogHOCTH. MapKUpoOBKa Ha peakTUBaxX JIOJDKHA COJIEP’KAThb MCTOYHUK
MOJYYEHHUs, BHUJ  PEAKTUBA, KOHUEHTpAMIO ©W  (WIH)  JPYTYIO
COOTBETCTBYIOILYIO HH(POPMAILIHIO;

I) HaIMYME Ha OHOJIOTMYECKUX oOpas3liax HHPOpMaIud O TeCT-
CUCTEME, UCCIIEIOBAaHUH, COCTABE U J1aTe B3SATUS;

1) HE OKa3bIBAIOT JIM MCHOJb3yeMOe OOOpYyAOBaHHE M MaTepuabl

SHAYUTCIIBHOI'O BJIIMAHUA HA TECT-CUCTEMBI.
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Hucnexuusa TecT-cucTeM

110. Lenp — omnpeaenutb HaJU4YUE€ COOTBETCTBYIOIIMX TPEOOBAHMIM
npoueayp Juisi oOpallleHHsi U KOHTPOJIA 3a TECT-CUCTEMaMH, KOTOpPBIC
HEOOXOAMMBI  JJIsI  TPOBOJUMBIX  HMCCIENOBAHUA B  UCIHBITATEIIbHOU
1abopaTopuu, HalpUMeEp, XUMUYECKUE U (PU3NUECKUE CUCTEMbI, KICTOYHBIC
U MUKPOOHBIE CUCTEMBI, PACTECHUS U JKUBOTHBIE.

111. Insg ¢u3uyecKkuXx W XUMHUYECKHE CHUCTEM WHCHEKTOp JOJIKEH
MPOBEPUTH:

a) HaJU4HMe MPOUEAYPHI OMPEICTICHHUS CTAOMIBHOCTH HCHBITYEMBIX U
KOHTPOJIBHBIX  BEIIECTB W  HUCIOJb30BaHUS KOHTPOJBHBIX  BEUIECTB,
yKa3aHHBIX B IUIaHAX  HUCCIeNoBaHUs  (ecim  TpeOyeTcs  IUIaHOM
HCCIICIOBAHUS);

0) Kak pErucTpUpyrOTCS B aBTOMATHMUYECKUX CHUCTEMax IEPBUYHBIC
JaHHbIE, TOJy4YeHHbIE B BHAEC TpadUKOB, KPHUBBIX CaMOIHKCIA WU
KOMITBIOTEPHBIX PACIIEYATOK;

B) KakK apXUBHUPYIOTCS JAHHBIE.

112. JInss OMOJIOTHYECKUX TECT-CUCTEM, YUUTHIBAs COOTBETCTBYIOIIUE
aCIeKThl, HMEIOIIUE OTHOIIEHWE K UX OOpalleHUI0, pPa3MEIICHUI0 U
JIOKaJIu3aluu, UHCIEKTOP AOJIKEH MTPOBEPHUTH:

a) COOTBETCTBUE TECT-CUCTEM, YKA3aHHBIM B IJIAHAX MCCIIEOBAHMUS;

0) COOTBETCTBHE TECT-CHCTEM TPEOOBAHUSAM U MPU HEOOXOTUMOCTU MX
OJTHO3HAYHYIO UJACHTU(DUITUKAIIUIO B UCCIICIOBAHUH;

B) HaJIMYUE JOKYMEHTOB O TOJYYEHUU TECT-CUCTEM: KOJIUYECTBO
MOJIYYEHHBIX, HCIOJIb30BAaHHBIX, 3aMEHEHHBIX W YTUJIW3UPOBAHHBIX TECT-
CUCTEM;

I) HaUIeKAlyl0  UIACHTU(HUKAIMIO CO  BCEM  HEOOXOAMMOM

PIH(bOpMaI_II/Ieﬁ IIOMECIICHUA NIIN KOHTeﬁHepOB C TCCT-CUCTCMaMU,;
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n) oOecriedeHHe  pa3/IeIbHOIO  MPOBEASHHUS  HCCICAOBAaHUM  Ha
OJMHAKOBBIX BHJAX JXUBOTHBIX (MJIHM OJWHAKOBBIX OHOJIOTMYCCKHUX TECT-
CHCTEMax), HO Ha pa3HbIX BEIIECTBAX;

€) COOTBETCTBHE TPEOOBAHUAM pa3JCiCHUS BHJIOB JKHBOTHBIX (H
JIPYTUX OHOJOTHUYECKUX TECT-CHCTEM) B TOMCIICHHSX MM 110 IepHOoJIaM
BpPEMEHU;

) COOTBETCTBHE YCIOBUU COJEPKaHUS OMOJIOTHYECKON TECT-CUCTEMBI
yCIIOBHSIM,yKa3aHHBIM B TuIaHe wuccienoBanus win B COIl B oTHomeHun
TaKWX MapaMeTPOB, KaK TeMIlepaTypa WK IHUKJIbI THS U HOYH,

3) COOTBETCTBUE JJOKYMEHTAJIbHBIX 3aIMCEN PErUCTPAINH, TTOTYYSHUS,
oOpareHusi, pa3MeIIeHUs WX JIOKaIW3allud, COACPKAHWSA W OICHKHU
COCTOSIHUSI TE€CT-CHCTEMBbI TPEOOBAHHUSAM, KOTOPBIC OMPEACICHBI IS 3THUX
MPOIIeTyp Ha TAaHHOW TE€CT-CHCTEME;

M) COOTBETCTBHEC JOKYMEHTAJIBHBIX 3allMCce 00 OCMOTpE, KapaHTHUHE,
3200J1€BaéMOCTH, CMEPTHOCTH, IMOBEICHUH, TUArHO3E W JICUCHUH KUBOTHBIX
U PACTUTEIBHBIX TECT-CUCTEM C 3aluCiIMU PedEPEHTHOW OHOIOTHUECKOM
TECT-CHCTEMBI, BRIOpaHHOM TSl IPOBEPKH;

K) HaJU4He JOKYMEHTAIIMH O HaJJISKAIICH YTUIU3AINH TECT-CUCTEM B

KOHIIE WCCJICTOBAaHUH.
HNHcnekiys nCnbITyeMbIX U KOHTPOJIBHBIX BEIIECTB

113. ens — ompenenuTh, MUMEET U HCHBITaTeNbHAS JabopaTopus
NpoIEAYphI, NpeAHa3HAYEHHbIC 11 OOCECIEeUeHUs] TapaHTUU COOTBETCTBUS
MOJAJIMHHOCTH, aKTUBHOCTHU U COCTaBa UCMBITYEMbIX M KOHTPOJIbHBIX BEIIECTB
cnenuuKanusaM, a TaKXKe MPOIEeAyphl IS HaIJISKAIIero TOMy4YCHHS U
XPaHECHUS UCIIBITYEMBIX U KOHTPOJIbHBIX BEIIECTB.

114. NucniekTop AOJKEH MTPOBEPHUTH:
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a) HaJIWMYMe JOKYMCHTAJIBHBIX 3alMCedl O TONy4YeHUH (BKIIFOUYAs
UJECHTU(UKAIIMIO OTBETCTBEHHOIO JIMIA), OOpalleHuu, oToope Mpoo,
WCITOJIb30BAaHUH Y XPaHCHUH MCTIBITYEMBIX U KOHTPOJIBHBIX BEIIECTB;

0) HamNeXKallyrd MapKHPOBKY KOHTCHHEPOB C HCCICAYEMBIMU U
KOHTPOJILHBIMH BEIIIECTBAMH;

B) COOTBETCTBHE  YCIOBUW  XpaHCHWS  JUIA  TOAJICPNKAHUS
KOHIICHTPAI[UU, YUCTOTHI U CTAOWIBLHOCTH HCIBITYEMBIX M KOHTPOJBHBIX
BEIIECTB;

I) Haau4yue  JOKYMEHTAJIbHBIX  3amuced 00  ompeneneHuu
MOJJTMHHOCTH, YHUCTOTHI, COCTaBa, CTAOWJIBHOCTH U MPEAOTBpAICHUU
3arpsA3HEHUS UCIBITYEMbIX U KOHTPOJIBHBIX BEIIECTB, €CIIU TPUMEHUMO;

1) ecnTd TPUMEHUMO, HalW4due TpOUeAyp IS  ONpeaeicHUs
TOMOTEHHOCTH W CTa0MJIBHOCTH CMECEH, COIepKalllMX HCIBITYyeMble |
KOHTPOJIbHBIC BEIIIECTBA,;

€) MapKUpPOBKY KOHTEHHEPOB, COIEPXKAIIMX CMECH HJIH PaCTBOPHI
UCIIBITYEMbIX W KOHTPOJIBHBIX BEIIECTB, U B COOTBETCTBYIOIIMX CIIydasx
PETHCTPAIHIO JAaHHBIX O TOMOTEHHOCTH M CTAOMIBHOCTH UX COACPIKAHNUS,

) B3sATHE O0pasloB M3 KaKJIOH CEPHHM HCIBITYEMBIX W KOHTPOJIBHBIX
BEIIECTB B AHAIUTUYECKUX IEIAX ¢ HX COXpPaHCHHE B TEUYCHUE
COOTBETCTBYIOIIIETO TIEPHOa BPEMEHH (B CITydae €CIu MCCIEAOBAHUE JJTUTCS
Oomee 4 Henenb);

3) HagW4Yue TPOUEAYPHl IS OJHOBPEMEHHOTO  HCIIONBH30BAHUS
HECKOJIBKMX  BEIIECTB,  MpeAHa3HaYeHHBbIC IS IPEIOTBPAICHUS
MOTPENTHOCTEH TIPH  OMPEACICHUH TMOMJIUHHOCTH WIH TEPEKPECTHOTO

3arpsi3HCHUS.
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I/IHCHGKHI/IH CTaHAAPTHBIX OIICPAIMOHHLIX IIPOLCAYP

115. Lenp — onpenennTs, UMEET JU ucnbiTaTenbHas gadoparopus COIL
B MHUCHBMEHHON (OopMEe B OTHOIIEHUM BCEX BaXXHBIX AaCHEKTOB CBOEHU
NEeSATEIbHOCTH, YUYHUTHIBAasl TO, YTO OJAHUM H3 HamOOJiee BAKHBIX METOJOB
YOpaBJICHUS TPU  HHCIEKTUPOBAHUU  JICATEIIBHOCTH  UCIBITATEIbHOU
naboparopun siBnsiercss ucnoib3oBanue COIl B mucebmeHHON ¢dopme. ITO
HalpsSIMyl0 OTHOCHUTCSL K PYTHHHBIM OMEpalusM, MIPOBOJAUMBIM B
UCIIBITATENILHOU JTA00paTopuu.

116. MHCIEKTOp JT0KEH MPOBEPUTH:

a) HaJMYMEe B KaXXJIOM IIOMEIICHUU HCIBITATeIbHON JabopaTtopuu
COOTBETCTBYIOIIMNX YTBEPKICHHBIX akTyalibHbIX Konuid COII,

0) mpoBeneHue Npoleayp no nepecMotpy u ooHosienuto COII;

B) YTBEpXKJICHHUE M JaTUPOBAHHUE JIFOOBIX IMOMPABOK W HU3MEHEHHUI B
COlII;

I') JIOKYMEHTBI C peructpanueii panee nepecmorpeHubix COIL;

n) nHanuuue COII, B yacTHOCTH, JJIS:

ONpeneneHusl MOMJIMHHOCTH, YHUCTOTHl, COCTaBa U CTAOWJIBHOCTH,
MapKUPOBKHU HCCIEAYEMBIX BEIIECTB (JIEKAPCTBEHHBIX CPEICTB) U 00pa3LOB
cpaBHEHUS (KOHTPOJIBHBIX 00pPa3IIOB);

oOpaleHus: ¥ UCIOJIb30BaHUS UCCIIEIYEMBIX BEIIECTB (JIEKAPCTBEHHBIX
CpEICTB) U 00pa3IoB CpaBHEHUS (KOHTPOIBHBIX 00PA3IOB);

otrbopa mpoo;

XpaHEHHUs] HUCCIEAYEeMbIX BelIEeCTB (JIGKAPCTBEHHBIX CPEACTB) U
00pa3moB cpaBHEHUS (KOHTPOIHHBIX 00Pa3IOB);

WCIIOJIb30BaHusA, OOCITYKUBaHUS, OUUCTKH, KaJTUOPOBKU U BaduAallud
U3MEPUTEIBHOTO  O0OpPY/IOBAHUS, KOMIIBIOTEPU3UPOBAHHBIX CHUCTEM H

00OpyAOBaHHUS 110 KOHTPOJIIO COCTOSIHUSL OKPY KaroLIe cpeabl;
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MIPUTOTOBJICHUSI PEAKTUBOB W JIO3UPOBAHUS HCCIETYyEMBIX BEIIECTB
(JIekapCTBEHHBIX CPEJCTB) U 00pa3IOB CpaBHEHUS (KOHTPOJIBHBIX 00pa3loB);

PETUCTpAIMK JTaHHBIX, MTOATOTOBKH OTYETOB, XPAHCHHS M WU3BJICUCHUS
JIOKyMEHTOB M OTYETOB U3 apXUBa;

MOJITOTOBKH TMOMEIIEHUN U KOHTPOJISI COCTOSIHUSI OKPY>Karoleh cpeibl B
MOMEIIEHUSIX C TECT-CUCTEMaMU;

MOJIYYEHHUs, TEPEMEUICHUs, Pa3MEUICHUS, OIMHUCAHUS, OINPEIACICHUS
MOJIMHHOCTHU U OOpAIlIEeHUs C TECT-CUCTEMAMU;

oOpamieHuss ¢ TeCT-CUCTeMaMH JO Hayaja, B TEUEHHE U TMpHU
3aBEPIIEHUU UCCIIEIOBAHMS;

YTUJIU3AIUU TECT-CUCTEM;

WCIIOJIb30BaHUS OUMINAOIIUX CPEJICTB M CPEACTB JUIsi OOphOBI C
BPEIUTEIISIMH;

€) MepHI 10 peaau3auy MPorpaMMbl 00ECTICUCHHS KauyeCTRa.
NHcnekus mpoBeIeHUs UCCIEI0BaHUS

117. Llenp — npOBEpUTh HAIMYME IUIAHA UCCIEAOBAHUS B NMHUCbMEHHOU
dbopMe U COOTBETCTBUE IUIAaHA U TPOBEACHUS HCCICIOBAHUS TMPUHITUTIAM
HacTosmux IIpasuir.

118. MHCTIEKTOp TOMKEH MPOBEPUTH:

a) MOANUCH PYKOBOJIUTEIS UCCIIEIOBAHUS Ha IUJIAHE UCCIIEI0BaHNUS,

0) moanmuch U JATUPOBAHHUE PYKOBOAUTEIEM HCCICIOBAHUS JTFOOBIX
VM3MEHECHUH TJIaHA UCCIIEI0OBAHUS;

B) PEruCTpalMi0 JaThl COMIACOBaHUS IUIaHA HCCIEIOBAaHUS CO
CIIOHCOPOM (B COOTBETCTBYIOIIUX CIy4dasix);

I') COOTBETCTBHC H3MEPEHUM, HAOMIONCHUH W OOCICIOBAaHHWM IUIAHY

ucciegopanus u COII;
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1) TIOJIHOTY, CBOEBPEMEHHOCTh, TOYHOCTh U  Pa30OPUMBOCTH
perucTpanuu pe3yiabTaroB HU3MEpPEHUM, HaOMIOACHUA U 00CieI0BaHUH,
nojAnucanue (Wi UHUIMAJIbI) U TaTUPOBAHUE;

€) U3MEHEHHS B MEPBUYHBIX JIaHHBIX, BKIIIOYasl JIaHHbIC, XPAHUMBIEC B
KOMIIBIOTE€paX, HE BHECEHA JIM HEACHOCTh B MPEIbIAYIIME 3allMCH, BKIIOYas
NPUYNHY W3MEHEHMS,JINIO, OTBETCTBEHHOE 3a W3MEHEHME, W JaTy, Korja
TaKo€ U3MEHEHHE ObLIIO0 BHECEHO;

K) UASHTU(DUKAIIMIO JTaHHBIX, CO3JaHHBIX WA COXPAaHCHHBIX B
KOMIIBIOTEpPE, HAJIMYKME COOTBETCTBYIOIIMX TMPOILEIYyp MO 3allUTe 3THUX
JAHHBIX OT HEYTIOJITHOMOUYECHHBIX U3MEHEHHUU WU YTEPH;

3) HaJEXKHOCTh, TOYHOCTh W BaJIWIAIMIO KOMITBIOTEPU3UPOBAHHBIX
CHCTEM, UCIIOJIb30BAaHHBIX B UCCIICIOBAHUHY;

M) W3y4eHHWE W  OIEHKY  HENPEABUICHHBIX  OOCTOSATEILCTB,
3apEruCTPUPOBAHHBIX B MEPBUYHBIX JIAHHBIX;

K) COIIACOBAHHOCTH U TOJIHOTY PE3yJbTaTOB B OTUETAX HCCIICIOBAHUS
(MpOMEXYTOUYHBIX W 3aKIIOYUTEIBHBIX) H TMPaBUIBHOE OTOOpaKCHHE

NCPBUYHLIX JAHHBIX.

NHcnekius npeacTaBieHus oT4yeTa
0 pe3yJibTaTax UCcCleI0BaHuUs

119. llens — onpeaennuTb COOTBETCTBUE COJCPKAHUS 3aKITFOUUTEIIbHBIX
OTYETOB MPUHIMIIAM HacTosIux [IpaBu.

120. IIpn wm3y4yeHHHM 3aKIIOYUTEIBHOTO OTYETA WHCHEKTOP JOJIKEH
MIPOBEPUTH:

a) MOANMKUCh W JaTUPOBAHUE PYKOBOAMUTEIIEM HCCICIOBAHUS IS
MOATBEPKJICHUS OTBETCTBEHHOCTH 3a BAJIMAHOCTh HCCICAOBAHHUS U €ro

COOTBCTCTBHUC IIPUMHIOUIIAM HACTOAIINX HpaBI/IH;
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0)oANKUCh W JAaTUPOBAHUE JAPYTUMU BEIYIIUMH YYEHBIMU B TOM
Clly4ae, €CIIA MPUIAratTCsa OTYETHI U3 COMMYTCTBYIOIIUX AUCLUIUINH;

B) BKuitoueHue oruera COK, moanuce u 1aTupoBaHUE;

') BHECEHHE N3MEHEHNM OTBETCTBEHHBIM MIEPCOHAIIOM;

1) apXUBHOE pa3MeIlleHHe BCeX 00pa3lioB, MPo0 1 MEPBUYHBIX JAHHBIX.
Nucnekuns xpaHeHUs TaHHbBIX

121. lenp — ompenenuTb, MUMEET JM HCHBITaTeNbHAs JadbopaTopus
COOTBETCTBYIOIIUE JOKYMEHTBI M OTYEThI, MEPbl MPEIOCTOPOKHOCTH IO
0€30MacHOMY XpaHEHHUIO TOKYMEHTOB U MaTepHaJioB.

122. HCTIEKTOp JTOMKEH TPOBEPUTH:

a) JOKYMEHT 00 YTBEp>KJIEHUU JIUIa, OTBETCTBEHHOT'O 32 apXMUB;

0) apXMBHBIE TOMEILIEHUS [JIi XPAaHEHUsS IUIAaHOB MCCIEI0BaHUM,
MEPBUYHBIX JTAHHBIX (BKJIFOUAsI IpepBaHHbIC JOKIMHUYECKHE
(HEeKJIMHUYECKHUE) HCCIENOBAaHMs), 3aKIIOUUTEIBHBIX OTYETOB, OOPa3IloB,
Onojoruyeckux mTpoO0 H JOKYMEHTOB 00 00pa3oBaHMM U OOy4YeHUU
NIEPCOHAIIA;

B) MPOLIETYpPbI sl U3BJICUCHUSI COXPAHEHHBIX JAHHBIX;

I) OrpaHWYEHUE JOCTyNa K aAPXUBY TOJIBKO MJis YIOJTHOMOYEHHOTO
NEPCOHAJIa, XPAaHEHHE JOKYMEHTOB Yy II€pCOHala, HMMEIOLIEr0 JTOCTYyH K
NEPBUYHBIM TAHHBIM, CJIaiilaM U T. 1.;

1) PETUCTPALMOHHBIM  KypHaJI  MaTepuajoB,  BbIJAHHBIX U
BO3BpAIIICHHBIX B aPXUB;

€) COXpaHEHHE JOKYMEHTOB M MaTepualioB B TEUYEHHE TpeOyeMoro
NepuoJa BpPEMEHM, 3alUTa OT YTEPU WM TOBPEKIACHUS IMOXKAPOM,

HEONIAronpusTHHIMU YCIIOBUSIMU OKPYKAIOIIEH CpeJibl U T. 1.
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8. AyIUT UCCIEeq0BAHUN

123. OnieHka  UCHBITaTeNIbHBIX  JTAOOpAaTOpUW  KaK  CTaHJApTHAas
npoueaypa BKJIOYAaeT B ce0sl  ayIuT HUCCIEAOBAaHMM  (TEKymMX U
3aBepileHHbIX). [IpoBeneHune crneuupuUUYEcKUX ayauTOB HCCIEIOBAHUMN
3a4acTyIO SIBJISIETCS TPEOOBAHMEM YMOJHOMOYEHHOTO OpraHa, U OHU MOTYT
MPOBOJIUTHCS HE3aBUCUMO OT WHCIEKIIMA HUCHBITATEIbHBIX JIabopartopuid. B
CUIy  MHOrooOpasus BHUJIOB TOKJIIMHUYECKHUX (HEKJIMHUYECKUX )
UCCJIEI0BaHNM, KOTOPBIE MOJIBEPTalOTCs ayJIuTy, YCTAHOBIIEHBI TOJBKO 00IINE
NPUHLMIBL  ayquTa HWCCIEIOBaHUN. AyauTopaM ¢ JAPYrUM JIULAM,
OPUHUMAIOIIUM  y4yacTHE€ B ayIuTe  HCCIeoBaHUM,  Tpedyercs
chopmynrpoBaTh U1 0OOCHOBaTh HEOOXOJUMYIO IIIYOMHY M MaciiTald ayauTa
UCCJIEIOBaHUM, UCXONs M3 COOCTBEHHOrO ombiTa. Llenbio ayaura siBisieTcs
IPOBEPKa BO3MOXHOCTH BOCCTAHOBJICHUSI MCCIIEIOBAHUSA MYTEM CpPaBHEHUS
3aKJIFOYUTENIBHOIO OTYETa € IUIAHOM HCCIIEAOBaHUS, COOTBETCTBYIOLIUMU
COII, nepBUYHBIMYU JAHHBIMU U JPYTUMHU COXPAHEHHBIMU MaTEpHUaIaMHU.

124. B HEKOTOPBIX CIIy4asx ayAuTOpaM MOXET MOTPeOOBaThCs MOMOIIhH
JOPYTUX 53KCHEPTOB B NpPOBeIeHUHM 3P(GEKTUBHOIO ayiuTa HCCIEI0BaHUS,
Hanpumep, Korjaa HeoOX0AUMO MTPOBECTU MUKPOCKOIUIO (PparMEeHTOB TKAHEH.

125. IIpu npoBeneHUM ayauTa UCCIACAOBAHUS aAyAUTOP JOJLKEH:

a) TpoBepUTHh (HaMHINM, [ODKHOCTHBIE OOS3aHHOCTH W KpPaTKoe
U3JIOKEHHEe O0OydYeHHsT W  TIpo(ecCHOHANBHOTO  OMbITa BBIOPAHHOTO
NepCcoHalla, BOBJICYEHHOTI'O B MPOBEACHUE HCCIENOBaHUS (MCCIEIOBAHUM),
HanpUMep, PyKOBOAUTEISI UCCIIEOBAHUS U BEIYIIUX YUCHBIX;

0) MpoBepUTh HaNUYME JOCTAaTOUYHOTO KOJMYECTBA IEpCOHaIa,
OOy4eHHOTO B OIpPENETCHHBIX O00JacTsIX sl MPOBEACHHUS HCCIECIOBAHMUS

(uccnenoBaHui);
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B) WM3YYUTh  OTJICJIbHbIE  NPUCIOCOOJNCHUS  WIM  CIElHUaIbHOE
0o00OpyOBaHUE, HCIOIb3YEMOE B HUCCIEIOBAHUM, MPOBEPUTH JOKYMEHTHI O
KaJIMOPOBKE, SKCILTyaTAIlMU U 00CITYKUBAHUU TaKOTO 000pY/I0BaHMUS;

I) W3YYUTh JOKYMEHTHl B OTHOIIEHUH CTAOMJIBHOCTH MCHBITYEMOTO
BEIIECTBA (JIEKAPCTBEHHOTO CPEACTBA), PE3YJIbTAThl aHAIN30B HUCCIEAYEMOI0
BellleCTBA (JIEKApCTBEHHOIO CPEJICTBA) U 00Pa3IOB CPaBHEHUS (KOHTPOIbHBIX
0o0pa3loB) U T.1.;

1) OMNpPENEIuTh, NPEANOYTUTEILHO — TMYyTEeM HHTEPBbIOMPOBAHUS,
pacmpeneneHue  OOS3aHHOCTEM  cpend  BBIOPAHHBIX  COTPYAHHKOB,
INPUHUMABIINX YYaCTHE B UCCIEAOBAHUU, C L€ MOATBEPKIACHHUS, YTO 3TH
JIUIIa UMEJTU JOCTATOYHO BPEMEHHU JIsl BHITIOTHEHHUS CBOUX 3aJ1a4, YKa3aHHBIX
B IJIAHE MCCJICIOBAHUS UJIA OTYETE;

€) MOJYy4YUTh KOMUU BCEX JOKYMEHTOB B OTHOUICHUH MPOLETYP
KOHTPOJIA WJIM SIBIIAIOIIMXCS. HEOTHEMJIIEMOM YacThIO HUCCIEHOBaHUS,
BKJIIOYAS:

TIJIaH UCCIIEIOBAHUS;

ucnoab3dyembie COIl Ha MOMEHT NPOBEAECHUS UCCIIEIOBAHUS;

KypHaJbl Yyuera, JIabopaTOpHbIC >KypHaJbl, JOKYMEHTHI, pabouue
TaOJHIIBI, PACTIEYaTKH COXPAHEHHBIX B KOMITBIOTEPE TAaHHBIX U T.1.; 4 TAKXKE B
COOTBETCTBYIOIIMX CIy4asiX TOBEPOUHbBIEC PACUETHI;

3aKJIFOUUTEIbHBIN OTYET;

) €CJIM B HCCIIEIOBAHUSX HCIOJIb30BATUCh TPBI3YHBI W JpYyrue
MJIEKOTIUTAIOIIME, ayJUTOPhl JOJKHBI HMETh BO3MOXXHOCTh YOEIUTHCS B
HaJIMYUU OMPEJICTICHHOTO KOJIMYECTBA JKMBOTHBIX B MEPHOJ] C MOMEHTA X
NpUOBITHS B HWCHBITATEIIbHYIO JIa0OpAaTOPHUIO W JO TPOBEICHHUS ayTOIICHHU.

AynuTOPBI TOJDKHBI OOPaTUTh BHUMAHHE HA CIEAYIOIIHNE 3aIUCH:
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perucTpanmsi Macchbl Tella JKUBOTHBIX, MNpHeMa NUIU (BOJIbI),
JIO3UPOBAHMUS Y BBEJICHUS MMPENapaToB U T.1.;

KJIIMHUYECKUE HAOIIONCHUS U PE3YNIbTaThl ayTOIICUH;

JTaHHbIE OMOXUMHUYECKUX TECTOB;

naToMopdoorus.
9. 3aBepiIeHNE UHCIIEKIMY WM ayIUuTa UCCIEN0BAHUS

126. Ilociie OkOHYaHMSI MHCIIEKIIMU UCIBITATENIbHON JTA0OpaTOpUn UIn
ayluTa WCCIICIOBAHUSI HWHCIEKTOp (ayAMTOp) JOJKEH TOJTOTOBUTHCS K
OOCYXJCHHIO  pe3yJabTaroB  C  NPEACTABUTEISIMH  HCIBITATEIbHOM
naboparopud Ha  3aKJIIOYUTENbHOW  KOH(EpPEeHIMH U  MOATOTOBUTH
3aKJIFOYUTEIBHBIN OTYET, T.€. OTYET O MPOBEIACHHOW UHCIICKLIUY.

127. Ilpu vHCIEKUMU KPYIHON MCHBITaTeNIbHOM Jaboparopuu (BUIbI U
Kareropuu jaboparopuii, KoTopble (papMaleBTUUECKU HHCIEKTOPAT
roCyl1apcTBa-ujieHa KJIAacCU(UUUPYET KaK «KPYIHbIE UCIBITATEIbHbIE
nabopartopumny, onpenenstorcs B COIl uin pykoBoJCTBE MO Kau€CTBY) MOTYT
ObITh OOHApPYXEHbl «IPOYHE HECOOTBETCTBUS» TPEOOBAHUSM HACTOSALIUX
[IpaBui, KOTOpBIE HE OKa3bIBaIOT CEPHE3HOIO BIMUSHUSA HA JTOCTOBEPHOCTH
UCCIIEI0OBAHUM, MTPOBOJAUMBIX B 9TOM UCIBITATEILHOU Jaboparopuu. B Takux
CIlydasiX MHCHEKTOPY (ayAUTOpYy) LIeTecO00pa3HO B OTUETE COOOLIUTH O TOM,
YTO WCIbITaTeNabHas jJaboparopus padOTaeT B COOTBETCTBUHU C HACTOSALIUMU
[IpaBmiiamMm M COITIACHO KPUTEPHSAM, YCTAHOBJIICHHBIM YIIOJTHOMOYEHHBIM
opranom. Tem He MeHee, HEKOTOpbIE JETald HECOOTBETCTBUS WU
NOTPEUTHOCTH JOJDKHBI OBITH MPEACTaBICHBl PYKOBOACTBY HUCIBITATEIbHOU
naboparopuu, a TakXe JOJDKHBI OBbITh IMOJY4YEHbl TapaHTHH CO CTOPOHBI
PYKOBOACTBA O NPUHATUUA COOTBETCTBYIOIIMX MeEp II0 HUX YCTPAHECHUIO.

HNHucnekTop (ayauTop) MOXKET MOCETUTh UCIIBITATEIbHYIO JIA0OPATOPUIO Yepe3
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OMpEJICJICHHBINA MEPHUOJ] BPEMEHU U MPOBEPUTH MPUHATHE COOTBETCTBYIOIINX
Mep.

128. Ecniu B TeueHWE WHCIEKIUU HUCHBITATEIbHON JIadopaTopuu WIv
ayquTa  UCCJEeNOBaHUS  OOHApYyKEHbl KPUTHUYECKHE WJIM  CEpbE3HbIE
HECOOTBETCTBUSI NpUHLUMNAM Hactosmux [IpaBui, KOTOphle, MO MHEHUIO
MHCIIEKTOpa (ayAuTOpa), MOTYT MOBIUATH HA JOCTOBEPHOCTH UCCIEAOBAHUS
WJIU Ha IPyTHE UCCIEN0BaHUSI, TPOBOJIUMbBIC B UCIIBITATEILHOM JJab0opaTopuu,
MHCIIEKTOP (ayAUTOP) JIOJKEH COOOUTUTh 00 3TOM B YIIOJIHOMOYEHHBIN OpraH.
JlelicTBUA, NpEeNNpPUHUMAEMbIE 3TUM OPraHOM H (WJIM) YNOJHOMOYEHHBIM
OpraHoOM B 3aBHCHUMOCTH OT CHUTyalluu, OyIyT 3aBHUCETh OT XapakTepa |
oO0beMa HECOOTBETCTBUSI, a TakXke OT HPUAUYECKUX U (WIH)
aIMUHUCTPATUBHBIX TIOJIOKEHUNA B MpPOrpamMMe COONIONCHUS HACTOSIIINX
IIpasui.

129. Ecniu  aynuT  WUCCEAOBaHMS  MPOBOAWIICA IO  3aMpocy
YIOJHOMOYEHHOTO OpraHa, HEOOXOIWMO TMOATOTOBUTH TMOJHBIA OTYET O
pe3ynbrarax M OTHPaBUTh €ro0 Ye€pe3 COOTBETCTBYIOLIMN YHMOJIHOMOYEHHBIN

OpraH B YIIOJTHOMOYEHHBIA OpPraH.

VIII. Ipouenypa yperyanupoBaHusi pa3HOIJIaCUA
MEXIy YIOJIHOMOUYEHHBIM OPTaHOM M UCIIBITaTeNIbHOM Taboparopueit
130. TIpo6iembl wiK pa3HOTIACHS BO MHEHHSX MEXy HHCIIEKTOpaMu U
PYKOBOACTBOM  HCIIBITATEIHLHOW Ja0OpaTopuy  pa3pemiaroTcs B XOHe
WHCIICKIIMM UCIIBITaTeIbHONW JTabopaTopuyd WIM ayJauTa HccienoBaHuil. B
COOTBETCTBUM C YCTAaHOBJICHHOM 3aKOHOJATEILCTBOM TOCYydapCTBa-4JIeHa
MIPOIEAYPOM HCTIBITATENIbHAS JIA0OPATOPUSI MOXKET 3asIBJIATh MPOTECT MPOTHUB
pe3yJIbTaTOB  WHCIEKIIMM HMCHBITATeIbHOW — JTaboparopuy WM aylIuTa

UCCICOBAaHUM Ha COOTBETCTBHE HacTosiuMm [lpaBuinam u  (wim) B
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OTHOIIEHUU JEUCTBUM, KOTOPBIC MPENIATAET MPEANPUHATH YITOJTHOMOYEHHBIN

opraH.

IX. O0GecrieueHne KayecTna

1. Cucrema ynpaBieHus 00€CIeYeHUEM KaueCcTBa

131. PyxoBoacTtBo HCTBITATEIbHON naboparopuu HECET
OKOHYATEeJIbHYI0 OTBETCTBEHHOCTh 3a O0ecCredueHre padOThl UCHBITATEIbHON
nabopaTopud B II€JIOM B COOTBETCTBMM ¢ HacTosmumu [IpaBuinamu.
PykoBOICTBO MOXET NIeNerupoBaTh 00O3HAUCHHBIE BHUBI JEATEIBHOCTU IO
KOHTPOJIIO CpPEJHEMY 3BEHY pPYKOBOACTBA, HO oOOHIasi OTBETCTBEHHOCTb
coxpansierca. HeoTbeMeMoil OTBETCTBEHHOCTBbIO PYKOBOJACTBA SIBIISIETCS
Ha3HAYEHUE U MoA00p HEOOXOJUMOIO KOJMYECTBAa KBaIU(UIMPOBAHHOTIO U
OMBITHOTO TEPCOHAJIa, BKJIIOYAas COTPYAHUKOB, HEOOXOAMMBIX  JJIS
BoimoniHeHust pyukiuit COK.

132. UckirounTenbHas OTBETCTBEHHOCTH PYKOBOJIUTEIA 3a
BBINIOJIHEHUE JOKJIMHUYECKUX (HEKIMHUYECKUX) HCCIAEAOBAaHUN TOJKHA
ObITh YeTKO 0003HaueHa. B 00sf3aHHOCTH PYKOBOAUTENS BXOJUT HAa3HAYEHUE
COOTBETCTBYIOIIETO KBATM(DHUIIMPOBAHHOTO TEpCOHANa [JIsi BBITOJIHEHUS
Hezasucumon ¢ynkuuu COK. Jlenerupoanue ¢ynkiuii COK, cBI3aHHBIX C
BBITIOJTHEHWEM HacToAmuX [IpaBuii, HE JOIDKHO HaApyIllaTh HE3aBHCUMOCTD
¢dbyukunonupoBanusi otaena COK u He MOMKHO TOBIEYL BOBIICUEHUE
nepconasia COK B nmpoBeieHre UCCIEN0BAHMS, KPOME UCTIONHEHUS! PYHKIIUU
KOHTpOJIsi. JIuio, HazHaueHHOE OTBEeTCTBEHHBIM 3a COK, MOMIKHO HMETh
OpsSIMOM  JOCTYNl K pa3HbIM YPOBHSIM pPYKOBOJACTBA, B YaCTHOCTH K

PYKOBOJICTBY MCIIBITATEIBHON JTAOOPATOPHH BBICIIIETO YPOBHHI.
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2. Kpanudukanus nepcoHaia otaena o0ecrneueHus: KauecTra

133. [lepconan otaena COK pomkeH 0OpOUTH COOTBETCTBYIONIEE
oOydeHHEe W WMETh ONBIT, HEOOXOAWMBIA [JIi WCIOJHEHUS CBOUX
oOsizanHOCTEN. COTPYAHUKH JODKHBI OBITH 3HAKOMBI C MpoOIeaypamu
UCCJIEIOBaHUM, CTaHAapTaMM W  CHUCTEMaMH,  HUCIIOJIb3yeMbIMU B
UCIIBITATENILHOU JTA00paTopuu.

134. JIuna, HazHaueHHble st ucnonHeHus QyHkuuit COK, moimkHbI
UMETh TIPEICTABICHHE 00 OCHOBHBIX NMPUHIMIAX KOHTPOIHPYEMBIX BHIOB
nesteabHOCTH. OHU TakkKe JIOJDKHBI HMETh YEeTKOE TIPENICTAaBICHUE O
Hactosmux [IpaBuiax.

135. B ciydae orcyrcrBus y corpyaHuka COK cnenuanbHbIX 3HAHUN
WM HEOOXOIMMOCTH TMOJYyYECHHsS 3aKJIIOUCHHS €II€ OJHOTO JIMIA CIEAYyeT
oOpaTuThCSA 3a IKCIEPTHOW IMOMOIIBIO. PyKOBOACTBO JOMKHO OOECIIEYUTH
HaJM4YMe  JOKYMEHTAJIbHO  HW3JIOKEHHOW  MpPOrpaMMbl  OOy4eHWUS,
oxBaThIBaroliell Bce acmekTthl pabotel otaena COK. Moxer ObITh
OpraHU30BaHO MOCEIICHUE BHYTPEHHUX W BHEIIHUX CEMHUHAPOB U KYPCOB.
JIOJDKHO OBITH MpEaycMOTPEeHO 0OydeHUEe MeToAaM OOIICHUS U YIaKUBaHUS
kOHQHUKTOB. (OOydeHHe [OJDKHO OBIThb TMOCTOSSHHBIM M TOJJI€XKATh
MIEPUOANYECKON MPOBEPKE.

136. O0yuenne mepcoHaja OTAENa KadecTBa  JOKHO  OBITh
JOKyMEHTaIbHO 3aUKCHpOBaHO, a TakKe JOJDKHA OBITh OIleHEHa
X KOMIICTCHTHOCTh. JTH JIOKYMEHTHI JO/DKHBI IMTOCTOSSHHO OOHOBIIATHCS U

COXPAHSIThCHI.
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3. Yuacrtue otaena o0ecrneyeHus KauecTBa
B pa3pabOTKe CTaHJAPTHBIX OMEPAIMOHHBIX
MPOIEAYP Y IJIAHOB MCCJICI0BAHUIN

137. PykOoBOACTBO HECET OTBETCTBEHHOCTh 3a pa3pabOTKy, BBINYCK,
pacnpoctpanenue u xpanenue COII. [Jonmyckaercss ydacTue nepcoHasna
ornena COK B moarotopke COII; HO mnOpenmoyTUTETBLHO, 4YTOOBI OHU
npoBepsin COIl mepen mpuMEHEHUEM C LIEJbK0 OIEHKHM WX SICHOCTH U
COOTBETCTBUS IpUHIIUNAM HacTosux [IpaBui.

138. PykoBOACTBO  JOMKHO  OOECHEUYUTh  JOCTYNHOCTh  IJIaHA
uccnenoBanus nepconany oraena COK mepen HavyanoMm uCCIENOBaHUS B
LTS

KOHTPOJISI COOTBETCTBHUSI IIJIaHA UCCJICIOBAHUS MPUHITUIIAM HACTOSIIINX
IIpasui;

OIICHKH COJICPKaHUsI COTJIACOBAaHHOCTH IJIaHa UCCJIE0BaHUS;

ONpPENEIICHHS] KPUTHYECKHUX 3TAOB UCCIEAOBAHNUS;

IJIAHUPOBAHUS TPOrPAMMbl MOHUTOPHUHTA HUCCIIEIOBAHUSI.

139. [locne BHEcEeHUsI MONPABOK B IUIAH MCCIIECIOBAHUSA KONWHU IJIaHA
JTOJDKHBL ObITh Tiepenanbl B otnen COK mnis ontumuzanuu NpoOBEICHUS

MOHUTOPHHTA UCCIICTOBAHMSI.
4. ucrieknum CIryK0bI 00ecIieueHns KadeCcTBa

140. ITporpammbl COK ocHOBaHBI Ha CJIEAYIOUIMX BUAAX MHCIECKIUN B
3aBUCHMOCTH OT TOTO, YTO yKa3aHO B MporpamMme oOecredeHus KayecTBa U
CTaHJIapTHBIX OMEPAIIMOHHBIX MPOLIETyPaxX:

a) MHCIICKIIUU UCCIECOBAHUM — WHCHEKIUMU, TrpaduK MpPOBEACHUS
KOTOPBIX COCTAaBJICH COITIACHO XPOHOJOTHMH KOHKPETHOTO HCCJCAOBAHUS U

BKJIKOYACT OIIPCACIICHUC BA’KHBIX CTaI[I/Iﬁ HCCIICIOBaHUA,
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0) MHCIIEKIIMKM UCHBITATEIbHBIX JTA0OPATOpPUl — MHCHEKIHUU (TPOBEPKA)
o011ero 00OpyI0BaHMs U BUJIOB JIEATEILHOCTH B UCTIBITATEILHON JTab0paropuu
(MOHTaX, BCHOMOTAaTENbHBIC CIIYkKObI, KOMIIBIOTEpHas cHUCTeMa, OOy4YEHHE,
MOHHUTOPHUHT OKPY>KAOIIEeN Cpeibl, SKCILUTyaralus, KaTuOpoBKa U T. 11.);

B) MHCIIEKIIMM TMPOLEAYp — HHCIEKIUH, KOTOpbIE MPOBOASTCA
HE3aBHUCUMO OT KOHKPETHBIX MCCIICIOBAHUMN. BBIMOIHSIIOTCS MJISI KOHTPOJIS
IpONEAYp WM TMPOLIECCOB MOBTOPSIOLIECTOCS XapakTepa U, Kak MNpaBuUIo,
OCYIIIECTBIISIFOTCS Ha BEIOOpOYHOU ocHOBE. [IpoBoAsITCS B TE€X Ciydasix, KOrja
OUH W TOT K€ MPOIECC B HCIBITATEIHHON JTA0OPATOPUH OCYILECTBIISIETCS
OYEHb YaCTO, BCIEJACTBUE YEro NPOBEAECHUE WHCIEKIUNA OTACIbHBIX
UCCIEOBAaHUM  cuuTaeTcss Hed(DPEKTUBHBIM WM  HELEIeCOO0pa3HbIM.
CnenyeT mnpu3HaTh, 4YTO HWHCIEKIMHU OTACIBHBIX MPOIECCOB B paMKax
KOHKPETHBIX 3TaloB, OCYLIECTBISIEMbIX OYEHb YacTO, MOTYT MPUBECTH K
MOSIBJICHUIO HEKOTOPBIX HE MPOBEPEHHBIX B HHAUBUYATBHOM MOPSJIKE
UCCIIEIOBAHUN B XO/I€ SKCIIEPUMEHTAIbHBIX TAIOB.

141. HeoOXomuMoO  COXpaHATH  BCIO  JOKYMEHTAIMIO O  TaKHUX

HHCIICKIUAX.

[TnanupoBanne COK u 000cHOBaHUE BUJIOB
nesrenbHoctd ¥ MeTonoB COK
142. Otnen COK nomkeH THIATEIBRHO IIIAHUPOBAThH CBOIO PadoOTy.
Pabora nepconana ornena COK u mponenypsl IIaHUPOBaHUS B OTHOIICHHUH
MPOBEJCHUS, JOKYMEHTHUPOBAHUS M TMOJTOTOBKHM OTYETOB OO0 HWHCIEKIIMSIX
JOJDKHBI ObITh oncanbl B cooTBeTcTBYOIIEM COII. HeobxoauMo BecTu ydet
3aIUTAaHUPOBAHHBIX M Tekynux uccienoBannii. Otaen COK nomkeH uMeTh
JOCTYI K TOCJICTHEMY OOHOBJICHHOMY BapHaHTy OCHOBHOTO rpaduka. Takoit
y4eT HeoOXOoJuM i IiaHupoBaHus BUAOB JesTenbHocTH COK u oneHkH

paboueii Harpy3ku Ha coTpynHukoB COK.
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143. IIporpamma COK ¢ wuHCOEKUMSIMM W ayaAuTaMd TOMJIEKUAT
MIPOBEPKE B OTHONIIEHWU OpraHuU3allu U yrpaiieHus. Kak nmepcoHan, Tak u
PYKOBOJACTBO JOJDKHBI OOOCHOBarb BBIOOpP METONOB, BBIOPAHHBIX IS

ucnonnenus paborsl COK.
5. Ot4ueTsl 00 MHCIIEKITUSIX CITYKOBI 00ECIIEUeHUs KaueCTBa

144. YNOTHOMOYEHHBI OpPraH MOXET 3alpoCUTh HWH(OpMALUIO O
BUJIAX HHCHEKIMHA W Jarax WX MPOBEACHUs, BKJIIOYas CTaAUI0 (CTaauu)
WHCIIEKTUPYEMOTO HcclieoBaHusl. TeM He MeHee, OOBIYHO COJIep)KaHUE
oruetoB 0 mnpoBeneHnn uHcnekiuid COK He AO0mKHO paccMaTpuBaThCs
OpraHOM IO KOHTPOJIO COONIOeHUs HacTosAux [IpaBui, MOCKOIBKY 3TO
MoxkeT mpenarctBoBatb COK B MNOATOTOBKE OTYETOB 00 WHCHEKIIUU.
YNOJHOMOYEHHBI OpraH MOXET NEePUOJUYECKH 3alpaliinBaTh AOCTYI K
COJICPKAHUIO OTYETOB OO0 MHCHEKIUSAX, YTOObI MPOBEPUTH HAJICKAIIICE
dyukumonupoBanue COK.  VYmoaHOMOYEHHBIM oOpraH HE  JOJDKEH
UCIIOJIb30BaTh TaKHE OTYEThl KaK CIOCOO YCTAaHOBJICHHUS HEIOCTAaTKOB B

IIPOBCACHHBIX UCCICIOBAHUAX.
6. AYI[I/ITBI JaHHBIX 1 3aKJIIFOYUTEIIbHBIC OTUYETHI

145. Aynut nepBUYHBIX AaHHBIX uccienoBanus otaeiaom COK moxker
ObITh mpoBefeH pasHbiMu crmocobamu. Otmen COK moxkeT mpoBepsiTh
JOKYMEHTBI B XO/I€ SKCIIEPUMEHTAIIbHBIX 3TAOB WCCIEI0BAHUS, UHCIICKIIHIA
mpolecca WIM B XOJ€ ayluTa 3aKIOYUTEIbHBIX OTYETOB. PYKOBOACTBO
JIOJDKHO 00€CIeduTh, YTOOBI BCE 3aKIIFOUUTENIbHBIE OTYETHI UCCIIEI0BAaHUM, B
OTHOIIIEHUH KOTOPBIX 3asBJICHO COOTBETCTBHE HacTosmuMm [IpaBunam, ObuIH
npoBepenbl otaenom COK. Takoit aynquT nomkeH OBbITh NPOBEAEH Ha
3aKJIFOYUTEILHON CTaJANU MOATOTOBKH MIPOEKTA OTYETA, KOIJIa BCE NMEPBUYHBIC

JaHHBIC C06paHBI M HC INIAHUPYCTCA BHOCUTHb HUKAKHUX N3MCHECHHH.
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146. Llenbro aynura 3aKIOUATENBHOTO OTYETA SIBISETCA OINPEICIICHUE
TOTO, YTO:

UCClieIOBaHUE ObLJIO TMPOBEACHO B  COOTBETCTBUUM C  IUIAHOM
uccienopanus u COII;

UCCJIeIOBaHNE ObLIO TOYHBIM M MOJHBIM 00pa30M OTPaXKEHO B OTYETE;

OTYET COAECPKUT BCE PIEMEHTHI, TpeOyeMbie HacTosiumu [IpaBunamu;

OTUET XapaKTepU3yeTcs TMOCIEAOBATEIBHOCTbIO W  BHYTPEHHEHU
HEMPOTUBOPEUYUBOCTHIO;

NEPBUYHBIC JaHHBIE COOpaHbl TOJHOCTEIO M B COOTBETCTBHH C
TpeboBaHusIMU HacTosux [IpaBui.

147. Corpyaaukam COK cregyeT cOCTaBIISITh 3aKIIOYUTEIbHBIA OTYET
o0 aymure Kak MOXHO TMoApoOHee, 4YTOObl OblJa BO3MOXKHOCTH
BOCIIPOU3BECTH JeTalu ayauTa. JIOmKHBI OBITh YCTAHOBJIEHBI MPOLEAYPHI, B
cooTBeTcTBUU ¢ KoTophiMu otnen COK Oymer y3HaBath 000 Bcex
JTOTIOJIHEHUSIX U W3MEHEHHSX B IJIAHE MCCIENOBAHUS U OTYETE B XOJIE€ dTana
ayauTa.

148. Ilepen MOANMCAaHUEM 3aKJIFOUCHUS COK TOJDKHA
MPOKOHTPOJUPOBATh, YUTOOBI BCE MPOOJIEMHBIE BOIPOCH, OTMEUCHHBIE B XOJIC
ayauTa, OBLIM COOTBETCTBYIOIIMM OOpa30M OTPaXEHbI B 3aKITIOYUTEIHHOM
OTYETEe, BCE COMIACOBAHHBIC NIEUCTBUS MO YCTPAHEHUIO 3aMEUaHU OBLIN
BBITIOJIHEHBI M YTOOBl HHUKAaKUX WM3MEHEHUM, TpeOyIomuX MpOBEACHUS
JOTIOJITHUTEILHOTO ay/IuTa, He ObLIO BHECEHO B OTYET.

149. JIroOble ~ ucnpaBieHUs WA  JOMOJHEHUS  3aBEpPILICHHOIO
3aKJIIOYUTEIIBHOTO OTYeTa JOKHBI CTarb OOBEKTOM JOMOJHUTEIHHOTO
aynuta co croponbl COK, mocime dyero HEOOXOAMMO IIPEIOCTaBUTh

MEPECMOTPEHHOE WK TonoJaHUTENbHOE 3aKkintoueHne COK.
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7. 3akiroueHue otaeiia ooecreueHus KauecTBa

150. Illonnucannoe 3aximouenne COK  OOMKHO — BKJIIOYAThCAd B
3aKJIFOYUTENIBHBIA OTYET, B KOTOPOM YKa3aHbl B COOTBETCTBHUHM C ITyHKTaMu 140
u 142 nactosmux I[IpaBun BUIBl MHCOEKIMH W JaThl UX MPOBEICHUS, AaThl
COOOIlIEHHS  PE3yAbTAaTOB  HMHCHEKIMHW  PYKOBOACTBY,  PYKOBOJUTEIIO
UCCJIENOBAaHUS UM, KOIJa MPUMEHUMO, BEAYIIEMY  HCCIEIOBATEIIO
(uccnenoBaresnsim). B 00513aHHOCTH PYKOBOJICTBA BXOJIUT OCYILECTBIICHUE MED,
rapaHTHPYIOIMX, 4To 3akiroueHue, BblgaHHoe COK  cormacyercs ¢
3asBJICHUEM PYKOBOJUTENS MCCIIEIOBAaHUS O coOmonennn Hactosmx [IpaBuin
Y COOTBETCTBYET BBIIAaHHOMY 3aKJTIOUUTEIHLHOMY OTYETY 00 UCCIICTOBAHUH.

151. ®opmar 3akmoueHuss COK COOTBETCTBYET CTPYKTypE OTYETA.
HeoOxoaumo, 4YTOOBI  3aK/IIOYEHHE  CONIEpXkajlo  TOJIHOE  Ha3BaHUE
UCCJICIOBAHMS, TIEPEUYCHbh BCEX MPOLEIYP MOHUTOPUPOBAHUS, MPOBEICHHBIX
COK B xome ucciefoBaHHsl C yKa3aHMEM JaThl W 3Tamna HccleqoBaHusA. B
ClIly4asix, KOrja UHCHEKIHUH OTJEIbHBIX HUCCICAOBAHUN HE SBIISIIOTCA YacThIO
3aIJIaHUPOBAHHOM MTPOTrpaMMbl OOECIICUCHHS Ka4eCTBa, 00s3aTeIbHO HAJTMYNE
3aKJIFOUCHMS, TIOJ[POOHO OIKCHIBAIOIIETO KOHTPOJIUPYIOIUE HWHCIEKIINH,
HampuMep, B Ciydae KpaTKOCPOUHBIX MCCIIEIOBAaHUM, KOTJa MPOBEACHUE
TIOBTOPSIFOIINXCS MHCTIEKIIUN Ka)KI0TO UCCIIeIOBAaHUS HEIleIeco00pasHo.

152. Cnenyer mnpemycMoTpeTh, 4to0bl 3akmtodenne COK  Obuto
3aBEpPIICHO TOJBKO TOrnma, Korjma OydaeT TMOATBEPXKIEHO 3asBICHUE
PYKOBOJUTENISI UCCIICIOBAHUS O TTPOBEACHUN UCCIIEIOBAHUSI B COOTBETCTBUHU C
Hacrosiumu [IpaBuiamu. 3akmouenne COK Takke moaTBepikiaer (akr,
YTO B 3aKJIIOYUTEILHOM OTYETE NMEPBUYHBIC JIAHHBIE OTPA’KEHBI JOCTOBEPHO.
PykoBomuTens wuccrnenoBaHus 00si3aH yKa3aTh B 3aKIIOYUTEIHHOM OTYETE
o0nacTy WCCIEIOBaHUS, HE COOTBETCTBYIOIMME HactosmmMm [IpaBuiam

HaJJIeXkKaIel Ja00paTropHOi MPAKTUKH, €CITU TAKOBBIE UMEITHUCH.
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8. Cityx0a obecrieueHus: KaueCcTBa U UCCIIEIOBAHMUS,
HE IpeIHa3HAuYCHHbIE JUIsl IPEICTaBICHUS
B YIOJTHOMOYEHHBIE OPTaHbl

153. CoorBercTBue HactosammM lIpaBunam sBisieTcs HOPMAaTUBHBIM
TpeOOBaHMEM i1 OMOOpECHMS  JOKIMHUYECKUX  (HEKIIMHUYECKUX)
uccienoBannii. Hekotopeie ncnbITaTeNbHbIEC 1A00PATOPUH MPOBOISIT HAa OJHOM
IUIOLIA/IKE UCCIIEOBaHMs, KOTOPbIE IPEIHA3HAYEHBI U HE MIPEeIHA3HAYEHBI JJIs
NpEICTaBICHUS] B YIOJIHOMOYEHHbIE opraHbl. Ecium wuccnenoBaHusi, He
OpeIHa3HAaYeHHbIE JUIsl TPEJACTABICHHS B  YIOJHOMOYEHHbBIE OpTraHbl,
MIPOBOMSTCS HE B COOTBETCTBUM CO CTaHJApTaMM HaJyIexKaIleil JaboparopHoi
MPaKTUKHU, 3TO, KAK MPABUJIO, HEraTMBHO BIMAET HAa KAY€CTBO MPOBEICHUS
UCCJIEIOBaHM, COOTBETCTBYIOUIMX HacTosuM [IpaBunam.

154. B cnucke uccnenoBanuid, koHtponupyeMbix COK, HA0mKHBI OBITH
yKa3aHbl KaK COOTBETCTBYIOIME, TaK M HE COOTBETCTBYIOIIME HACTOSIIUM
[IpaBunam uccienoBaHusl. ITO HEOOXOAMMO Il MPABWILHOTO IMPOBEICHUS
OLICHKH palouell Harpy3ku, MPUTOIHOCTH HCIBITATEIbHBIX Jaboparopuil u
BO3MO>KHOCTH B3aMMHOTO BIIUSIHUSI B IIPOLIECCE MPOBEICHUS UCTIbITaHUM. [[s1
BbINIONHEHUST  JaHHOoM 3amaun COK  nmomknHa uMeTh  JOCTynl K
aKTyaJM3MPOBAHHOMY 3K3EMIUISIPY OCHOBHOIO IUTaHa-rpaduka. SBisercs
HEMPUEMJIEMBIM  3asIBJISITh O COOTBETCTBHM MPHUHIMIAM  HaJIeKallleu
71a00paTOPHON MPAKTUKH y>KE€ HA4aTOro MCCIEIOBAHMS, KOTOPOE M3HAYAIHHO
HE COOTBETCTBOBaJIO TpeboBaHUsAM Hactosummx [IpaBmin. Ecnu mpoBenenue
UCCJIEIOBaHMs, 0003HAYEHHOTO B Kaue€CTBE COOTBETCTBYIOLIETO MPUHIHUIIAM
HaJJIexaIe 1aboparopHO MPAKTUKK, IPOAOKAETCS KaK MCCIIeI0BaHUE, HE
COOTBETCTBYIOIIEE TpeOoBaHUSAM HacTosmmx [IpaBwi, 3TO HOMKHO OBITH

YETKO JOKYMEHTHUPOBAHO.
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9. OGecrnieyueHue Ka4ecTBa B HEOOIBIIHNX
UCIIBITATENIbHBIX J1a00PaATOPUSIX

155.B HeOONBIIMX HWCHBITATENILHBIX JA00paTOPUSIX MOXKET OBITh
HEIleJIecO00pa3HbIM cofiep KaHue nepcoHaa, peaHa3HAYCHHOTO
uckiountesibHo 111 COK. PykoBoACTBO JOKHO HA3HAYUTh HE MEHEE OJIHOTO
COTPYIHHMKA C TMOJTHOM WM YaCTUYHOM 3aHATOCTHIO, OTBEYAIOIIETO 3a paboTy
COK. Perynspuas u nocrosiHHas padora nepcoHania COK nHeoOxoauma st
HAKOIUICHHS OIbITa U 00ECIIEYeHUsT KOPPEKTHOM MHTEPIPETALNN PE3yJIbTaTOB
pabotet COK. CoTpyniHUKH, NPUHUMAIOIIME YYacTHE€ B HCCICAOBAHMUSIX,
COOTBETCTBYIOIUX HactosiiuM [IpaBunam, moryTt BeInoiHaTh pyHkimu COK B
OTHOIIIEHUH JOKIMHUYECKUX (HEKIIMHUYECKHUX) HCCIEA0BAHMIA, IPOBOIUMBIX B
JPYyTUX OTHENaX HCIbITaTeNbHON Jlaboparopuu. JIMIOM, He SBISIOIIMMCS
IITaTHBIM COTPYAHUKOM HCIIBITAaTeILHON J1a0OpaTOpUH, MOTYT BBIOIHSITHCS
dbynkiuu COK, ecnu obecnieueHa HeoOxomuMmas 3(pPeKTUBHOCT, TpeOyemast
JUTsl COOTBETCTBHS HacTosimM [ IpaBusam.

156. TpeboBanust HacTosimux [IpaBui Takke MOTYT OBITh IPUMEHEHBI
K MHOTOIIEHTPOBBIM HCCJIEIOBAHUSIM IPU YCJIOBUM YETKOTO ONPEICICHUS

00111e¥1 OTBETCTBEHHOCTH 32 KOOPAMHAIIUIO TPOBOIUMBIX Pa0OT.

! OnpeneneHie «I0CTaTOYHBIN» MPUMEHSCTCS B 3HAYCHHH «OOECIICUMBAIONIMN BO3MOKHOCTD
MOJTHOTO BBITIOJIHEHUS MTPOIEAYPHI UCCIIEIOBAHHM U 00eCTIeYeHHsI €€ KaueCTBa B UCIIBITATEIbHON
1abopaTopuy B COOTBETCTBUU € TpeOOBaHUSIMH HacTOsIIKX [IpaBui U pyKoBOJICTBA IO KaUeCTBY
JaHHOW  Jabopartopum», ONpeAeNieHHEe  «IMOAXOASIIIMKA»  TMPUMEHSeTCS B  3HAYCHUU
«obecneynBaromit NIPUHLINIINAIBHYIO BO3MOXHOCTb OCYILIECTBJICHUS MpOLENYPHI
HCCJICIOBAaHUI B COOTBETCTBHM C METOJUKON (METOAOM), MPEAYCMOTPEHHOM PYKOBOACTBOM IIO
kadecTBy tabopatopuu u ee COI».

2 B macrosmmx IIpaBHIax HCIOIB3YIOTCS KIACCH(DHUKALMOHHBIC MOAXOXbI K BBISBICHHBIM
HECOOTBETCTBHUAM («KKPUTHYECKHE», «CEPHE3HBIC» W «IIPOYHE)»), YCTAHOBJICHHBIC MPABUJIAMHU
npoBeneHus (apMalleBTHUECKUX WHCIEKIUH, yTBepKIaeMbiMU EBpazuiickoll SKOHOMHYECKOM
KOMHCCHeﬁ, C Y4YCTOM HX IMPUMCHCHHA B OTHOIICHHU OLCHKH 0e30macHOCTH HN3y4acMoro
oOBeKTa.



[MTPUJIOKEHUE Ne 1

k [IpaBmitam Haasexarei JadboparopHoit
MPaKTUKU EBpa3zuiicKoro 3KOHOMHUYECKOTO
COro3a

TPEBOBAHUA
Kk npuMenennio IlpaBua Haasexamei JJadopaTropHou
npakTuku EBpasuiicKkoro 3KOHOMHYECKOI0 COK3a
IS ICCJIeIOBAHU in vitro

[. OGs3anHOCTH
1. PyKoBOACTBO UCTIBITATENBHOM JTa00paToOprun

bBonbimass  yactb  00A3aHHOCTEM  PYKOBOACTBA  HCIBITATEIBHOM
naboparopun SIBIAsieTCS OOIMIE W B paBHOW Mepe MpUMEHseTCs A
PYKOBOJICTBA MCIBITATEIbHOM J1A0OPATOPUU MPHU BBINOJIHEHUN HCCIEAOBAHUN
in vitro m in vivo (Hampumep, TpeOOBaHMs K PYKOBOJCTBY HCIIBITATEILHOMN
nabopatopud O HEOOXOAMMOCTHM OO0ECHEeYUTh HaJIMYue JIOCTAaTOYHOIO
KOJIMYECTBA  KBaJU(UUHMPOBAHHOTO IepcoHana, COOTBETCTBYIOLIETO
Oo0OpyIOBaHMSI W ammaparypbl JUIi CBOEBPEMEHHOIO M  HAJJIEKAILEro
NPOBEJAEHUST UccienoBaHus). PyKOBOJACTBO HCHBITATENIbHOM Jaboparopuu
JIOJPKHO OBITH OCBEOOMJIEHO O TOM, YTO WCCJIEIOBAaHHUE i1 Vitro MOXKET
COIPOBOXKIATbCSA BO3JIOKEHWEM HA HEro JOMOJIHUTEIbHBIX OO0S3aHHOCTEH.
Hanpumep,  pyKOBOICTBO  HCHBITATENbHOM  71a0OpaTOpuMl  JTOJHKHO
MPENOCTABISTh TAPAHTHHU, TOYHOTO OHUMAHUS MEPCOHAIOM HCIBITATENBHOM
1a0opaTopyu BHITIOIHAEMbIX (QYHKIMHI. J{71s uccienoBaHuil in vitro 3T0 MOXET
TpeOoBaTh HEOOXOJMMOCTH MPOBEACHHS CHELMATBLHOTO 00yUeHUs MepcoHaia

UCITBITATCIBHOM JTabOpaTOpuu aCeNTHYECCKUM IIPOIeIypaM U OOpaIieHHIO C
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OMOJOTUYECKU OMacHbIMU Marepuanamu. J[Jis uccienoBaHus in Vitro MOTYT
nOTpeOOBaThCS BBIJICIICHUE CIICHUAIIBHBIX 30H U BBINOJHEHUE MPOLEAYp AJIs
MPEAOTBPAICHUS 3arpsi3HEHUS TECT-CUCTEMBI. KpoMe TOro, pykOBOICTBO
UCIBITATEILHOW  JIAOOpAaTOpUU  JOKHO  OOECHEYUTh  COOTBETCTBUE
UCIBITATEIbHON JTAOopaTopuu TPeOOBAHUSAM MPUTOTHOCTH JJI UCCIIEAOBAHNUA.
JI1s1 HEKOTOPBIX MCCIIENOBAHUMN in Vitro TpeOyeTcs NMPUMEHEHHE B MPOolecce
WCCJICIOBAHMS UCKIIIOUUTEIBHO TMAaTCeHTOBAHHBIX MaTEpUaioB WA HaOOpPOB.
HecmoTps Ha TO 4YTO Marepuasnbl, HCIOJIb3YEMBIE B HCCICAOBAHUH,
cooTBeTcTBYtomeM [IpaBunmam  Haamexamiew gabOpaTOpHONW  MPaKTUKU
EBpa3uiickoro 3KOHOMHYECKOIO COI03a, YTBEpPXKIAaeMbIM EBpa3uiickon
PKOHOMHUYECKOM Kommuccuen (nanee — I[lpaBuia), JOMKHBI MPOU3BOIUTHCA U
TECTUPOBATbCA HA COOTBETCTBHUE C MCIIOJIB30BAHUEM HAJJIEHKAIIECH CHUCTEMBI
KayecTBa (TO €CThb OCHOBHYK) OTBETCTBEHHOCTh 32 MX COOTBETCTBHE
TpeboBanusM [IpaBui HeceT WM3rOTOBUTENb WM MOCTABINMK), OOS3aHHOCTH
PYKOBOJICTBA ~ WCIIBITATEILHOM  JTa0OpaTOpuUu  MOATBEPAWTH, UYTO  3TO
TECTUPOBAHME HA COOTBETCTBHME COOTBETCTBYIOIIMM OOpPa30M BBITIOJIHEHO
MyTEM OIICHKU JEATEIbHOCTH, METOJUK U TMOJUTHUK B 00JIACTH KayecTBa y

MOCTABUIMKOB MPOAYKIIHUH.
PykoBoauTens nccnenoBaHust

OO6mme 00S3aHHOCTH PYKOBOAWTENSI HCCIICAOBAHUSA, YKa3aHHBIC B
[IpaBuimax He 3aBUCAT OT THIIA HCCIACIOBAHUSA W IPUMEHSIIOTCS K
UCCIICIOBAHUAM in Vitro. PyKOBOIUTEIb MCCICIOBAHMS MPOJAODKACT SBISATHCS
IJIABHBIM U €IUHCTBCHHBIM JIMIIOM B 00€CIICUCHUH KOHTPOJIS UCCIICIOBAHUS U
HECET OTBETCTBEHHOCTh 3a OOINee TPOBEACHWE UCCIICAOBAaHUS |

dhopMHUpOBaHKE 3aKITIOYUTEIHLHOTO OTYeTa 00 NCCIICAOBAHUH.



B wuccrnenoBaHusIX in Vitro PyKOBOIUTENb HCCIEIOBAHUS JOJHKEH
YAENIATh 0CO000€ BHUMAaHHUE JAOKYMEHTAJIbHOMY O(QOpPMIICHHIO OOOCHOBaHUS
BbIOOpa U XAPAKTEPUCTUKU TECT-CHUCTEMBI, TO €CThb €ro OOS3aHHOCTU B
UCCJICIOBAHUAX In Vitro 00jiee CIOXKHBI IJisi HAJJICKAIIETO OCYIIECTBICHHUS.
Hcnonp30BaHrue  OMpEAENEHHBIX  BUIOB  OPraHU3MOB  HEOOXOAMMO
O00OCHOBBIBATH IYTEM JIOKYMEHTAJIBHOIO MOJATBEPKICHUS XapaKTEPUCTHK,
KOTOpBIE JI€JAl0T HMX MOAXOMALIEH MOAENIbI0 Il OLUEHKH HMHTEPECYIOIINX
uccinenonarenss 3(P(EKToB. XapaKTEpUCTUKA OINPENEIEHHOTO KUBOTHOTO
MOKET OBITH BBITIOJTHEHA MyTEM COCTABJICHHS TOKYMEHTA C YKa3aHHEM BUJA
YKUBOTHOTO, IITaMMa, CyOIlITaMMa, UCTOYHMKA MOCTaBKM, Beca Telna, moja U
BO3pacrTa.

Jis 000CHOBaHUsI BBIOOpA TECT-CHUCTEMBI, B YaCTHOCTH, Tpedyercs,
4YTOOBI PYKOBOAMUTEINb UCCIEAOBAHMS TOKYMEHTAIBHO MOATBEPANII, YTO METOJ
UCCIIEIOBaHUST ObUT O0OpEH YIMOJHOMOYEHHBIM OPraHoM (3KCIEPTHOMN
OpraHu3alueil) rocyiapcTsa — uieHa EBpa3nuiiCKOro 3KOHOMHUYECKOTO COK03a
(amee — roCymapCTBO-WICH) WJIM SIBISIETCS CTPYKTYPHO, (YHKIIMOHAILHO W
(WIM) MEXaHWYECKH AHAJIIOTMYHBIM O(PHUIIMAIBHO OJAOOPEHHOMY 3TAJIOHHOMY
MeTtony  ucciaenoBanui.  Ilepen  MCNONB30BaHMEM  HOBBIX — METOAOB
UCCJICIOBAHUM,  SBISIIONIUXCA ~ CTPYKTYpPHO, (PyHKIHMOHATBHO | (WJIH)
MEXaHUYECKH CXOMHBIMU C O(PHUIMAIBHO OJ0OPEHHBIM STAJOHHBIM METOIAOM
UCCIICNOBaHUM, pPYKOBOAMTENb HCCIENOBAaHUS JIOJDKEH  IPEIOCTAaBUTH
JOKYMEHTaJIbHOE MOJTBEPKICHUE O TOM, YTO HOBBI METOJl MCCIIEAOBAHUN
UMEET  CcomocTaBUMyr0 3((EKTUBHOCT, NIPU  OLIEHKE  IoKa3areyen
UCCIIEAYEMOIO  BEIIEeCTBA  (JIEKApCTBEHHOIO  CPEACTBA) C  MOMOUIBIO
HaJyIe)KaIero oopasiia cpaBHeHHs (KOHTPOJIBHOTO 00pasiia).

JlokymeHTanbHOE O(POpPMIIEHUE XAPAKTEPUCTUK CUCTEM N VIlro MOXET

OKa3arbCsa  3aTpyAHUTCIIBHBIM. HCCMOTpH Ha TO 4YTO PYKOBOAUTCIIb



UCCIICIOBAHUS, C TIOMOIIBIO MTOCTABIIUKA MPOAYKILUH, B PSAAE CIydaeB MOXKET
OBITh CTOCOOEH JOKYMEHTAIbHO MOATBEPIUTh HEKOTOPHIE XapaKTEPUCTHUKH
TECT-CUCTeMbl  (HampuMep, JIMHUIO  KIETOK, Bo3pacT  (maccaxu),
NPOUCXOXKIICHUE), OH TakXKe JODKEH OXapaKTepHU30BaTh TECT-CUCTEMY,
JTOKyMEHTaJIbHO 3a(UKCHUPOBaB, YTO OHA oO0ecleynBaeT HEOOXOAUMYHO
HAQJIEKHOCTh  TMPH  OLEHKE  TIOKa3areleld  HCCIeTyeMOro  BEIeCTBa
(JIeKapCTBEHHOIO CpEACTBA) C MOMOIIBIO HAJJIEXKAIIero oopasua CpaBHEHUS
(kOoHTpoOJIBHOTO ~ OOpasiia), BKJIOYasg, NPU HEOOXOAUMOCTH, OOBEKTHI
HOJIOKUTEIHHOT0, OTPULIATEILHOTO KOHTPOJISl, HEOOpaOOTaHHBIE KOHTPOJIbHbBIE
OOBEKThI W (WJIK) OOBEKTHl KOHTPOJS peakTHBOB. B 0coObIX chydasx
JIOITyCKAaeTCs MCIIOJIb30BaHUE MAaTEHTOBAHHBIX MaTepUajioB MM HAOOPOB s
NPOBE/ICHUS UCTIBITaHuH in vitro. HecMoTps Ha T0, 4TO 9(pPEKTUBHOCTH TaKUX
MaTepHalioB WU HCIBITAaTEeIbHBIX HA0OpPOB [IOMKHA OBITH TapaHTHPOBaHA
MOCTABIIMKOM, IPOU3BOAMTEIEM WM MNATeHTOO00NanaTesieM, PYKOBOACTBO
UCIIBITATEIHLHON JIA0OPAaTOPUU HECET OTBETCTBEHHOCTD 3a TO, YTO BHIOPAHHBIN
MOCTABIINK COOTBETCTBYET KPUTEPUSM Ka4deCTBA, KaK OTO YKa3aHO BBIIIEC
(HampuMep, MyTeM MPOBEPKH ACSITEIHLHOCTH, METOAUK U TIOJUTUKH B OOJIACTH
KauecTBa MOCTABIIMKA MPOAYKIMH). PykoBoauTenb UcCaeI0OBaHUS OTBEYAET 3a
MOJTBEPKICHUE TOTO, YTO XapaKTEPUCTUKH TAHHBIX MAaTEPHAIIOB UJIN HA0OPOB
JCHCTBUTENILHO OTBEYAIOT TPeOOBaHMAM K Ka4eCTBY M HAISKHOCTU
pE3yABTaTOB TPOBEICHUS HWCCICNOBAHUS W YTO HAOOPHI IS MPOBEACHHUS
UCCIIC/IOBAaHUST  JIOJDKHBIM ~ O0pa3oM BaJUIUPOBAHBl W TOAXOMAT  JIJIsSt
npeaHa3HAYCHHON e NMpUMeHeHHs. [10CKOIbKY KayecTBO W HaJIeKHOCTh
TUX MAarepuajoB WM HWCIBITATEIFHBIX HAOOPOB HAIMPSMYIO BIMSIIOT Ha
KaueCTBO M HAJCKHOCTb PE3YJIbTaTOB HCCIEAOBaHUS, HEOOXOAMMO, YTOOBI
PYKOBOAMTENb HCCIEAOBAHUS TIIATEIBHO HU3YyYWJI W KPUTUYECKU OLEHUII

NOJIHOTY MW HIPHUCMIICMOCTb JOKYMCHTAIMUMW 110 KOHTPOJJKO  KadCCTBA,



MPEICTABICHHYIO MOCTABIIMKOM. PyKOBOIUTENb UCCIIEAOBAHUS JIOJKEH OBIThH
COCOOEH OIIEHUTh COOTBETCTBUE CHUCTEMbl Kadye€CTBa, HCIIOJIb3yEeMOM
U3TOTOBUTENIEM, U UMETh B HAJIUYHUK JOKYMEHTBI, HEOOXOJUMBIE ISl OIICHKU
MPUTOJHOCTH TECT-CUCTEMBI JJI UCIOJB30BaHUSI B pabOTe€ HCHBITATEIHHOU
naboparopur (Hampumep, pe3yibTaThl HCCICAOBAHUNA XapaKTEPUCTUK TeECT-

CUCTEMBI).
[Tepconas, y4acTBYIOLINM B UCCIEAOBAHUU

Ilepconasn, y4acTByrOLIMI B MCCIEIOBAHUUA JIOJDKEH TILATEIILHO
coOmonarb, TpeOOBaHMSI K AaCENTHUYECKUM YCIOBUSIM (€CIM 3TH YCIOBHS
IIPUMEHSFOTCS B UCIIBITATEIILHOU naboparopun), BBITIOJIHSATH
COOTBETCTBYIOIME MPOLEAYPHl NPU NPOBEIACHUU HWCCIENOBAHUN In Vilro,
4TOOBI U30€KaTh MATOTEHHOT'O 3arPsI3HEHUS TECT-CUCTEMBI.

Ilepconasn, y4yacTByrOlIMKA B MCCIEAOBAHUU JOJKEH ITPUMEHATH
HEOOXOMMMBbIE METOIUKH M TEXHHKH, YTOOBI H30€XaTh IEPEKPECTHOTO
3arpsiI3HEHUST MEXIY TECT-CUCTEMaMH U 00€CTIEYUTh YNCTOTY UCCIIEIOBaHNUA.

Ilepconan wccnenoBaHus NOMKEH 3HATh W CTPOTO NPUACPKUBATHCS
TpeOOBaHUHN K U30JIMPOBAHUIO TECT-CUCTEM U TPEOOBAHMM K UCCIICIOBAHUSM C
MPUMEHEHHEM OHOJIOTUYECKH OIMAaCHBIX MarepuayiioB. Bo Bpemsi mpoBeneHus
VCCIICNOBAaHUM in  Vifro  CIAEAyeT TPHUMEHATh  HAJJIekKAlIue  MEpbI
MPETOCTOPOKHOCTH, YTOOBI CBECTH K MUHUMYMY PHUCKHU MPHU UCIOJIb30BaHUN

OIMACHKIX XMMUYECKNX BEIIECTB.
II. O0GecrieueHue KauecTna

JlesiTeNnbHOCTD, CBsI3aHHAs C CIIyk00H oOecrieueHus: kayecTBa (anee —
COK), He3HaUUTENIbHO pa3auvaceTcs JJIg UCCIEAOBaHUMN in Vitro W in vivo.
WccnenoBanus in vitro B OTACIBHBIX CITydasx MOTYT KJIACCU(DHUIIMPOBATHCS KaK

KParKOCPOYHLBIC HCCICAOBAHHA, B TAKHUX CJIy4dasaX IIPHUMCHAIOTCA Tpe6OBaHI/I}I



6

npuwioxkeHuss Ne 6 k [lpaBwiam Hajexaiieil 1abopaTOpHONl TPaKTUKHU
EBpa3uiickoro 3KOHOMHUYECKOTO COro3a. TakuM o0pa3oMm, MOHOOHbBIE
UCCJIEI0BaHUS MOTYT ObITh pouHcIiekTupoBanbl COK, eclii 3TO yCTaHOBJIEHO
U JIOMyCKaeTCsd 3aKOHOAATEIbCTBOM TOCYJApCTB-UJICHOB, Ha OCHOBE
porpaMMbl MHCIIEKTUpOBaHUs TporieccoB. [IpaBuia Tpelyror, utoObsr COK
WHCIIEKTUPOBAJia, IJIABHBIM 00pa3oM, KpuTudeckue (a3bl HUCCIECIOBAHMUS,
MOATOMY HEOoOXoauMo, 4ToObl B wuccienoBanusix in vitro COK Obuia
MOJIHOCTBIO OCBEIOMJIEHA O TOM, YTO U3 CE€Osl MPEACTABISIOT KPUTHUYECKUE
dba3pl M KPUTUYECKHE AacCMleKThl TaKUX MCCIENOBaHUM. PykoBomuTesto
WCCJIEIOBAHMS], BEAYLIUM HCCIEAOBATENSIM U TMEPCOHATY, YYaCTBYIOIIEMY B
UCCJICIOBAaHUM, HEOOXOJMMO COBMECTHO pa3paboTaTh PYKOBOJICTBO IIO
npoBenennto uHcnekuii COK B coorBercTByronux ooOnactsx. [Tockonbky
nporpaMmma o0eCIie4eHHs] Ka4yeCTBa JI0HKHA 0053aTeNIbHO PACIIPOCTPAHATHCS U
Ha CIeLMaJIbHBIE ACMEeKThl UCCIENOBAaHUM in Vitro, 00pa3oBaHUe U OOydeHUE
nepconata COK momxHO OBITH HAINpaBICHO Ha CIOCOOHOCTh YCTaHOBUTH
MOTCHITHAIBHBIC TPOOJIEMBbI B CHENU(PUIECKHX O0O0NacTIX HCCICIOBAHUS in
VILro.

Crneunduueckue 007aCTHM UCCHENOBAaHUS in  Vitro, TIOAJEXKaIlNe
WHCIIEKTUPOBAHUIO, MOTYT BKJIIOYATh B C€Os CIETYIOIINE MPOIETYyPhl U MEPHI
(HO HE OTPaHUYUBAIOTCS UMH):

MOHUTOPHUHI BIUSHUS NapTUA KOMIIOHEHTOB KJIETOYHBIX M TKaHEBBIX
KYJbTYpadbHbIX  Cpel,  SIBJISIOIIUXCS  KPUTUYECKHM  BAXHBIMU  JJIS
3(p(EKTUBHOCTU TECT-CUCTEMbI (HampuMep, (eTanbHasi TeIsUbs ChIBOPOTKA),
U IPYyTUX MaTeprayioB Ha Y3PPEKTUBHOCTD TECT-CUCTEMBI;

OIleHKa U obecreueHue QyHKIIMOHATBHOTO U (Wir) MOPGOIOTHUIECKOTO
craryca (M UEIOCTHOCTH) KIIETOK, TKaHEH U JAPYTHMX WHAUKATOPHBIX

Marepuaos;



MOHHUTOPUHT TOTEHIIMAIILHOTO 3arps3HEHUs YY>KEPOAHBIMHU KIIETKaMH,
MUKOIUIa3MaMH1 U IPYTUMH MMaTOT€HaMU WK APYTUMH CITy4allHbIMU areHTamu;

OYHUCTKa U 00e33apakuBaHrue 00OPYJOBaHUS U allllaparypbl U CBEICHUE
K MHUHMMYMY HCTOYHUKOB 3arpsi3HEHHUS MCCIEIYEMbIX 3JEMEHTOB U TECT-
CHCTEM;

o0OecrieueHNE  HAIJICKAIIETO  HWCIONB30BaHUS U OOCITYKMBaHUS
CTEUATN3UPOBAHHOTO 000PY/I0BaHMUS;

o0ecrieueHNe HaJJIekKalled KPUOKOHCEPBAIlMM W BOCCTAHOBJICHUS
KJIETOK M TKaHEH;

oOecrieueHre HAAJIEKAIMX YCIOBUHA JJIsl HW3BJICUEHUH MaTepuasoB
MOCJIE XPAaHEHHUS B 3aMOPO’KEHHOM COCTOSIHUU;

o0ecrieueHre CTEPUIIBHOCTU MAaTEpUajoB M TMOCTABOK, MCIOIb3yeMbIX
JUTS KJIETOYHBIX ¥ TKAHEBBIX KYJBTYD;

HOJJIEP’)KaHUE COOTBETCTBYIOIIETO pAa3ACiICHUs] MEXIY pa3iIMuHbIMU

HCCJICTOBAHUSIMU U TECT-CUCTEMAaMH.
II1. TTomemenus
1. O6mume TpeboBaHus

[IpaBusia ycTaHABIMBAIOT, YTO HUCIBITATENIbHBIC JIAOOPATOPUM JOJAKHBI
COOTBETCTBOBATh TPEOOBAHUSAM, MPEABABIIEMBIM K Kauy€CTBY M HAJAC)KHOCTH
pe3y/lbTaToB BBHIMIOJHSAEMBIX B HHUX HCCIEIOBAaHMN, a TakXke 4YTO B
UCIBITATCIIBHOW JTa00OpaTOpUM  CIeAyeT IOAJICPKUBAaTh COOTBETCTBYIOIIEE
pasneneHue OoO0sS3aHHOCTEH TEepPCOHAla MEXIY Pa3IMYHBIMA  BHUJAAMHU
JEeSATEeILHOCTH, YTOOBI OOCCIEeUUTh HaJIekKallee W OCCHPEensITCTBEHHOE
BBITIOJTHEHHUE KAXKJIOTO UCCIIEIOBAHMS in Vitro. JIiia mpoBeaeHUs UCCIeI0BaHUM
in Vitro XaK IpaBUIIO HEOOXOAMMO OTpaHUYECHHOE padoyee MPOCTPAHCTBO U HE

Tpe6yeTcs1 BBIACJICHUA CIICHIHMAJIbHBIX HOMGHICHHfI, B KOTOPLBIX HC AOITYCKACTCA



MPOBOIUTh  JIPYTHE JOKJIMHUYECKHE (HEKJIMHUYECKHE) HCCIEeIOBaHUs,
II09TOMY NP IIPOBEACHUN UCCIENOBAHUN in Vitro CIeAyeT HPEANPUHAT MEPBI
B LEJSIX OOECIEUEeHUs HAJUJIEKAIIEro pas3leieHUs] pa3IMYHbIX HCCIEAOBAHUN

in vitro, MpOBOJUMBIX OJHOBPEMEHHO B OJHOM M TOH k€ 30HE (ITOMEIICHUN ).
2. Ilomemienns qjisl TECT-CUCTEM

Jnst  obecriedeHus: W3OJSIUKM  TECT-CUCTEM HEOOXOJUMO UMETh B
HaJUYUKU JIOCTAaTOYHOE KOJIMYECTBO 30H (IMIOMEIIEHHUI), YTOOBI CBECTU K
MUHUMYMY  BO3MOXHOCTh  3arpsi3HEHUSI  TECT-CUCTEM. B03MOXHOCTH
NOTEHIIMAIBHOTO  3arpsi3HEHHs,  MEPEKPECTHOTO  3arpsi3HEHUS,  WIH
NepenyThBaHUsI OOBEKTOB HE JOKHA YIPOXKATh IEJIOCTHOCTU KaXKIOM U3
TECT-CUCTEM U OT/ICJIbHBIX MCCIICIOBAHUIM.

JlommyckaeTcsi WHKYOMpOBaTh KJIETKM WM TKaHW, Y4YacTBYIOIIHUE B
Pa3IUYHBIX UCCIIECIOBAHUSX, B OJTHOM U TOM K€ UHKYOaTope MpH yCJIOBHUH, UYTO
UX pasJeNieHne 00eCreueHO B JOCTATOYHOW CTENeHW (HampuMep, HaHECEHBI
COOTBETCTBYIOIINE UJECHTU(HUKATOPHI, METKH HIIA HCIIOJIB3YETCS pa3iesibHOe
pasMerieHue OOBEKTOB ISl OTJIMYHUS HWCCIEIOBAaHUM W T.1.), U HU OAUH
UCCJICNYEMbIi KOMIIOHEHT HE€ SBJSETCS JOCTATOYHO JIETYYHMM, YTOOBI
3arpsi3HUTH ~ JIpyTHMe€  OOBEKThl  HCCIEAOBaHUST  IPU  COBMECTHOM
WHKYOUpPOBaHUH.

Paznenenne kputnyeckux ¢as UCCIETOBAHUN MOXKET OBITH BO3MOXKHBIM
HE TOJIBKO B MPOCTPAHCTBE, HO U BPEMEHHU. MaHUNy sIUsl ¢ KIETOYHBIMHA WU
TKAHEBBIMU  KyJAbTypaMu (Hampumep, Mpoleayphl CYOKYJIBTUBUPOBAHUS,
n00aBJIeHUE HUCCIIEAYEMOTO 3JE€MEHTa U T. /I.) Kak MpaBuiO, BBHITIOJIHSETCS B
30HaX C BEPTUKAIBHBIM JJAMUHAPHBIM BO3AYXOMOTOKOM B IIEJISIX 0OCCIICUEHUs
CTEpWJIBHOCTH W 3alllUThl TECT-CUCTEM, IME€pPCOHANa, YYacTBYIOIIETO B

UCCJIEIOBAHUM U OKpYXarollel cpenbl. B TakoMm ciaydae COOTBETCTBYIOIIEE



pasfeneHue g MPEeAOTBpAIEHUS MEPEKPECTHOTO 3arps3HEHUss MEXITy
OOBEKTaMH  PA3JIMYHBIX  MCCICOBAHUM MOXKHO  OOECHEUYUTh MYTEM
MOCJIEIOBATEIbHBIX MAHUMYJISIMA C MCHBITAaTeIbHBIMU TECT-CUCTEMaMH,
UCIONB3YEMBbIMU B KaXKJIOM M3 HCCIENOBAHUM, C IMOMOIIBIO TIIATEIbHOU
OYHUCTKM U o00e33apakuBaHUs (CTEpWIM3aIuu) pabouux TOBEPXHOCTEH
KaOMHeTa W COOTBETCTBYIONIETO  JlabopaTtopHOro  0OOpyIOBaHUS,
UCIOJIb3yEMOI0 Ha Pa3IMYHBIX ATanax UCCie0BaHus (IIpu HEOOXOAUMOCTH).
BaxxHpIlM acrnexkroM NOpPOBEACHUS WCCICAOBAHUN In  VIifro SABISAETCA
HAJIMYME OTBEICHHBIX 30H (MMOMEIEHUI) CO CIENUATBLHBIM O0OpPYIOBaHHUEM,
00€CIeunBarOINX JIOJITOCPOYHOE XpaHeHUe TecT-cucteM. ObopymoBaHue (B
TOM YHCJIE KOHTEUHEPHI U1 XpPaHEHUs) JTODKHO 00ecreunBarh HEOOX0IUMBbIE
YCJIOBHS JIJI1 COXPAHEHUSI 1IEJIOCTHOCTU TECT-CUCTEM B TEUEHHE JIJTUTEIHHOTO

BpPEMEHH.

3. Ilomemenus aAyia 00pabOTKH UCCIEAYEMBIX BEIIECTB
(JIekapCTBEHHBIX CPEICTB) M 00Pa3IOB CPAaBHEHUS
(KOHTPOJIBHBIX OOPA3IIOB)

TpeboBanus IlpaBunm k  o0paboTke  HCCIEIyeMBIX  BEIIECTB
(JiekapCTBEHHBIX CPEJICTB) U 00pa3IoB CpaBHEHUsI (KOHTPOJIBHBIX 00Pa3IloB) B
OTHOUIIECHUY MPEJOTBPAILICHUS UX MEPEKPECTHOTO 3apa)KEHUs B PABHOU Mepe
OTHOCSITCS K OOBIYHBIM HCCJICMOBAHUSIM W HCCIeAOBaHUsIM in vitro. Ilpu
IIPOBEACHUN WCCJICIOBAaHUN in Vitro HEO00XO0IMMO YYUTBIBATh
JOTIOJTHUTETBHBIN aCMEeKT: TMOCKOJIbKY COOMIONECHUE CTEPUILHOCTH SIBIISCTCS
KpUTUUYECKUM (PaKTOpPOM ISl HAJJISKAIero MPOBENCHUS HCCIEAOBaHUMN in
Vitro, caenyeT 00eCrednThb, YTOObI TOMEIIECHUS WJIH 30HbI, UCIIOIh3yEeMbIC IS
MOJITOTOBKM W CMEIIMBAHUSI MCCIEIYEMBIX M ATAJOHHBIX BEIIECTB C
HOCHUTEISIMU (CBS3YIOIIMMH BEIIECTBAMH), OBIJIM OCHAIICHBI TAKUM 00pa3oM,

9yTOOBI MOKHO OBLIO pa60TaT1> B aCCIITHUYCCKHUX YCJIOBUAX H TCM CaMbIM
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3alIUTUTD TECT-CUCTCMY U XO/ BCCTO UCCIICAOBAHMA B LICJIOM ITYTCM CBCACHUA
K MHHHMYMY BO3MOXHOCTHU 3arpsa3HCHHUA B IPOHCCCC  IOATOTOBKHU

TECTUPYEMBIX U CTaHAAPTHBIX OOBEKTOB (00pa3LOB).
IV. O6opynoBanue, Marepuaibl U PEareHThI

CrangaptHeie TpeOOBaHHS, KOTOpbIE MPEAbSIBISIIOTCS K armaparype,
UCIIOJIb3YEMOU B UCCIIEI0OBAHUSX, IPOBOJUMBIX B COOTBETCTBUU ¢ [IpaBumamu,
B PABHOM CTEIEHMU IPUMEHUMBI U K alaparype i UCCIENOBaHUU in Vitro.
OpHako, MMEITCS CHelHalbHble TPEOOBaHUS M OCOOCHHOCTH, KOTOPBIC
HEOOXOIMMO YUYMTHIBATh B paMKax UCCIIEAOBaHUM in vitro. JIns 10CTOBEPHOCTH
U HAJECKHOCTH PE3yJIbTaTOB Ka)XJIOT0 HCCIEAOBaHUS in Vitro HEoOXOAHUMO
o0ecreunTh HaJJIeXkKallue YCIOBUS I MCHOJIb3yeMOro OO0OpyAOBaHUS, T.C.
HY>KHO TMPOBOAUTH €r0 PETYISIPHOE TEXHUYECKOE OOCTyKMBaHUE (HAIpUMED,
mKapoB C BEPTUKAIBHBIM JIAMUHAPHBIM BO3yXOIOTOKOM WJIM UHKYOaTOPOB),
KOHTPOJIb U KaTUOpPOBKY (HampuMep, MHUKPOBECOB M MHUKPOIMIIETOK) (Tpu
HeoOxXoauMocTH). st criennanu3upoBaHHOTO 000PYIOBaHUS CIIEAYET 3apaHee
YCTaHOBUTH KPUTUYECKHE MapaMmeTphl, TPeOYIOIIMe MOCTOSIHHOIO KOHTPOJIS
WIM KOHTPOJISI TMPEAETbHBIX OTKIOHEHUH BEJIMYUHBI, a TaKXe MPUMEHSThH
YCTAaHOBKY CHEIUAJbHBIX YCTPOWCTB, CUTHAJIU3UPYIOIIUX OT OTKJIOHEHUU
apaMeTpOB.

TpeboBanus IlpaBun k peareHTaM B OTHOIICHUW HMX MApPKUPOBKH H
CPOKOB TOJHOCTH B pAaBHOM CTENEHH NPHUMEHSIIOTCS M K pearcHTam,

VCIIOJIB3YEMBIM JIJIsI UCCIIEIOBAHUM N Vitro.
V. Tecr-cucremnl

TecT-cuctemsl in vitro — 3TO, KaK MPaBWJIO, OMOJIOTHYECKUE CHCTEMBI,
XOTS B YaCTHBIX CiydasX B KadeCTBE aJIbTEPHATHBBLI CTAaHJAAPTHHIM

WCCJICIOBAHUAM i1 VivVo, MOTYT HCHOJB30BaThCs (PU3UKO-XUMUYECKHE TECT-
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CUCTEMBI (HampuMep, KOMIUIEKT T€HOB JIJIi TOKCUKOT€HOMHUKH), JTU00 ApyTHe
aHAIUTUYECKHE METOJI0JIOT U (Hampumep, npu U3y4YCHUU
TOKCUKOMETAOOHOMUKH). VcnibITarenbHble HAOOPHI, BKIIFOYAsl MAaTEHTOBAHHbIE

UCHIBITaTEIbHbIE HAOOPHI, JOHKHBI TAKXKE CUUTATHCS TECT-CUCTEMaMHU.
1. YcnoBus A conepkanusi (XpaHEHUs ) TECT-CUCTEM

Crnenyer 3apaHee yCTaHOBUTH TPEOOBaHUS K COACPKAHUIO (XPAHEHUIO)
TE€CT-CUCTEMbI, MOAJACPKUBATb M BECTU MOHUTOPUHI BHEIIHUX (HaKTOPOB
HEOOXOAUMBIX JJIsI 0OCCIIEUCHUS] KaueCTBA U LIEIOCTHOCTU TECT-CUCTEMbI BO
BpEMs XPaHEHUS U B XOJI€ CAaMOT'0 HCCIIEIOBAHUS.

JI7iss KOHTpOJsI oOecreueHus: yCJIOBUW CoMepKaHus (XpaHEHHUs) TEeCT-
CUCTEM MIPUMEHSIOT MPOLEAYPhl JOKYMEHTAIBHOTO y4eTa:

BbIOOpA TPEOOBAHMI K COJIEPKAHUIO (XPAHEHUIO) TECT-CUCTEM;

MOJIJIep KaHusl 3a/IaHHBIX TTAPAMETPOB JIJIs1 BHEIIHUX (DAKTOPOB;

MOHHUTOPHUHI KU3HECIMOCOOHOCTH M PEAKTUBHOCTH TECT-CUCTEMBI,
BKJIFOUYAs] PETUCTPALIMIO KOJTMYECTBA MEPECEBOB KIIETOK M MOKA3aTeI BPEMEHH
YABOEHUS MOMYJISIIUH.

Crnemyer perucTpupoBaTh YCJIOBHUS OKPYXAIOIIEH cpeabl (Hampumep,
YPOBEHb JKHJKOTO a30Ta B CHUCTEME KPHOKOHCEpBAIMU [IJIsi XPaHECHWUS,
TEeMIIEPaTypy, BIAKHOCTh U KOHIIEHTPAIMIO YIJIEKUCIOTO ra3a B MHKybaTopax
U T. 1.), a TaKKe JTI00bIe MAaHUMYJSIIIUKA C TECT-CHCTEMOM, HEOOXOMUMBIE IS
NOJJICpKAaHUSI €€ KayecTBa U IIEIOCTHOCTH (Hampumep, oOpaboTka
aHTUOMOTUKAMU W MPOTUBOTPUOKOBBIMU CpellICTBaMH,
CYOKyJIbTUBUPOBAHUE, W30MpaTEIbHOE KYJIBTUBUPOBAHUE JUISI COKpAIICHUS
YacTOThl CIOHTaHHBIX ciy4daeB). I[locKombKy coXpaHeHHE HaIJIeKaIIIX
YCJIOBUI OKPY>KaIOIIEH Cpenbl BO BpEMSI XpaHEHUs TECT-CUCTEMbI MOXET B

3HAYUTEIILHO OOJIbIIEN CTEIEHU ITOBIMATHL HAa KauyeCTBO JaHHBbIX, 4Y€M JId
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JIpPYruX OMOJIOTUYECKUX CUCTEM, 3TH PETUCTPALMOHHBIE JAHHBIE MOTYT OBITh

O0COOEHHO BaXKHBI JIJIs MOIJIEPKAHUSI KAYECTBA U HAJIEKHOCTHU JaHHBIX.
2. HenaBHO MONYy4EHHBIE TECT-CUCTEMBI

B PETUCTPAIIMOHHBIX TaHHBIX UCCIIeTIOBAHUS clenyer
NpOAHAIM3UPOBATh W  COXPAHUTh  JIOKYMEHTALUIO, TOMYyYEHHYIO  OT
MOCTABIIMKA TECT-CUCTEM in Vitro (HampuMmep, MPOUCXOXKICHHE, BO3PACT
(uncno maccaxkei), BpeMsi YABOEHHUS KIETOK U MPOYME COOTBETCTBYIOILLUE
XapaKTePUCTHKH, TIOMOTAIONINe WACHTU(UIIUPOBATh TecT-cucTemy). Jlis
OILICHKH KU3HECIIOCOOHOCTH, MPUTOAHOCTU (Hampumep, (PyHKIHOHATHHOTO
U (n11) MopQOJOTHYECKOTO CTaryca KIETOK W TKaHEW, WCIbITaHus Ha
HAJIMYME W3BECTHOTO WJIM MPEANojaraéMoro MUKPOOHOTO WIIM BUPYCHOTO
3arpsA3HEHUS) U YYBCTBUTEILHOCTH TECT-CUCTEMBI CIIEAYeT HCIOJIb30BATh
NPEABAPUTEIILHO OMpEIC/IEHHbIE KpUTepuu. Pe3ynprarhl TakuX OILEHOK
JOJKHBI OOPMIIATECS TOKYMEHTAJIBHO U CONEPIKAaThCsl B PErMCTPALIMOHHBIX
3amucsX uccinenaoBanus. Ecinu Takast oneHKka HEBO3MOXKHA, KaK, HalpUMep, pu
UCMOJNb30BAHUU KYJBTYp TIEPBUYHBIX KJIETOK WJIH «BOCCTAHOBJIEHHBIX
OpPTraHOB», MEXIY MOCTABIIMKOM U IOJIb30BaTeleM JOJDKEH CYIIECTBOBAThH
MEXaHU3M OIIEHKH M JIOKyMEHTAJIbHOTO O(OPMIICHHS TPUTOAHOCTH TECT-
cucreMbl. JlaHHbIE MOHUTOPMHIA W pErucTpauuu SPPEKTUBHOCTH TECT-
CHUCTEMbl OTHOCHUTEJIBHO OOBEKTOB OTPHUILATEIILHOTO M  MOJOXKUTEIBHOIO
KOHTPOJISI MOJKET CITY>KUTh IOCTAaTOYHBIM JI0Ka3aTEIbCTBOM YyBCTBUTEIBHOCTH
KOHKpPETHOM TecT-cucTteMbl. Kakue-nubo mnpoOnemMbl € TeCT-CUCTEMOM,
KOTOpPhIE MOTYT TMOBJIHSTh Ha Ka4e€CTBO, JOCTOBEPHOCTh M HAJICKHOCTh
UCCIICIOBAHUS, JOKHBI OBITH O(OPMIICHBI TOKYMEHTAIbHO M OOCY>KICHBI B

3aKJIIOYUTCIIBHOM OTYCTC. Cnez[yeT 06pamaTL BHMMAaHHC IIOCTaBIIMKa Ha
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HpO6J'I€MBI C TCCT-CUCTCMaMH, IMPCAOCTABICHHbBIMU IIOCTABIIMKOM, H

JIOOUBATHCSI KOPPEKTUPYIOIITUX MEP.
3. 3anucH 0 TeCT-CUCTEMAX

[IpaBuna TpeOyroT XpaHeHHs 3anuceil 00 UCTOUHUKE, JaTe MOCTYIUICHHUS
U COCTOSTHUM TECT-CUCTEM IpPU MOCTYIUIEHWUU; JJIS KIETOK M TKAaHEW TakKHe
3aUCH  JIOJDKHBI BKJIFOUATh HE TOJBKO HEMOCPEJCTBEHHBIA HCTOYHUK
(Hampumep, KOMMEPUYECKOTO MOCTABIIHMKA), HO U UCTOYHUK MPOUCXOXKJICHHUS,
r7ie ObLIU BBIJICIICHBI KJICTKA UM TKAaHU (HApUMeEp, MEePBUYHbBIC KJIETKU WM
TKAaHU C JOHOPCKUMHU XapaKTEPUCTUKAMH; aJalTUPOBAHHBIE KIIETOYHBIE
JUHUM W3 W3BECTHBIX HCTOYHUKOB M T.J.). [pyrue cBeneHHs, MOMHUMO
MPOYEro, TOJKHBI BKIHOYATh:

METO/I, MOCPEACTBOM KOTOPOTO HM3HAYAJIbHO OBUIM TOJYYEHBI KICTKU
WIM TKaHW (Hampumep, TOJy4YeHbl U3 DJKCIUIAHTOB TKaHEW, Ouorncuu
HOPMAJIbHBIX WJIA PAKOBBIX TKaHEW, MEPEHOC TIE€HOB MYTEM IUIa3MUAHOM
TpaHCHEKINH WU BUPYCHOW TPAHCAYKIIUH U T. 11.),

XPOHOJIOTHIO XpaHEHUS,

KOJIMYECTBO IaCCaXXEH KJICTOUYHBIX JTUHUMH,

yCJIOBUSI KYJIBTUBUPOBAHUS U UHTEPBAJIbI CYOKYILTUBUPOBAHUS,

YCJIOBUS 3aMOpaXXUBaHUs (pa3MOpPaXUBaHUSI) U T.1.

JIJis TpAaHCTEHHBIX TECT-CUCTEM HEO0OXOIMMO, K TOMY K€, YCTaHOBHTH
OpUPOAY TPAHCT€HA U BECTU COOTBETCTBYIOIEE YMPABICHHE SKCIPECCHEU
TPAHCT€HOB.

Crnenyer ynensth oco00€ BHUMaHHE HaJJIeKalled MapKUPOBKE TECT-
CUCTEM BO BpEMsl XpPaHEHUS M HCIOJIB30BAHMS, UTO BKIIIOYAET MEPHI IO
00€eCIEeYEeHNI0 U3HOCOCTOMKOCTH MapkupoBku. CrenyeT Bcerna NpUHUMATh

MepBI 10 00eCTICYCHUIO MPABUIILHON UACHTU(DHUKAIINN TECT-CUCTEM, OCOOCHHO
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€CJIM pa3Mep KOHTEHHEPOB M YCIOBHUS XpAaHEHUS (HApUMEp, KPUOCOCYIbl B
KUJIKOM a30T€, HECKOJIBKO TECT-CUCTEM, XpaHSIIUECs B OJHOM KOHTEWUHEpE)
MOTYT OBITh KPUTHYECKUMU (paKTOpaMu JJisi MAPKUPOBKHU.

TpeboBanus IlpaBun A TECT-CUCTEM M PEAreéHTOB B OTHOIICHUU
MapKUPOBKU M CPOKOB XPAaHEHHUSI B PABHON Mepe MPUMEHSIOTCA U K Habopam
IS IPOBEICHUS UCIIBITAHUM, UCIIOIb3YEMbIM B KQUE€CTBE TECT-CUCTEM In VIIFO.
Bce Habopbl 71 UCTIBITAHMM, UCIOJIb3yeMble B Kauy€CTBE TECT-CUCTEM WM
WHBIM 00pa3oM, HallpuMep, C aHAJTUTUYECKUMU LEJISIMU, JTOJDKHBI UMETh CPOK
rogHoctH. [IpoasieHne AaHHOrO Cpoka TOTHOCTH MOMKET OCYIIECTBISATHCS
TOJLKO HAa OCHOBE JOKYMEHTAJIHLHO O(QOPMIICHHOW OICHKU (MM aHaIn3a).
HaGopbl a1 mpoBeNEeHMs] UCTBITAHUM, HCIIOJNB3YEMBIX B KaueCTBE TECT-
CUCTEM, MOTYT TIOJIBEPraThCs OIIEHKE, KOTOpasi 0popMIIEeTCS JJOKYyMEHTAIbHO,
U OBbITh JIOKA3aTeJIbCTBOM TOTO, YTO Ja)e IMOCJE MCTEUEHHUs CPOKa TOAHOCTH
peakiusi HE OTKJOHSETCS OT HCTOPUYECKHUX [OKa3aTeiel KOHTPOJIS.
Hanpumep, wu3 paHee 3aperuCTPUPOBAHHBIX HAOIIOMAEMBIX peaKluin
COOTBETCTBYIOIIEH MApTUU HAOOPOB ISl TIPOBEIACHUS HCIBITAHUN TIO
OTHOUIIECHUIO K OOBEKTaM TOJIOKUTEIHHOTO, OTPHUIATEIIBHOTO KOHTPOJIS
U (WIM) KOHTpoOJis peakTuBa (HOcuTens, pazbaButens). JloKyMeHTaIbHO
oopMIICHHOE pEIIeHHE PYKOBOIUTENSI HCCICAOBAHUSI O TMPOJICHUH CPOKa
TOAHOCTH JIOJDKHO MPEIACTABIATh JI0KA3aTeIbCTBO I JAHHOTO Mpolecca
OLICHKH.

UtoObl u30€XaThb BO3MOXKHOW TMyTaHUIIBI, JIOJDKHA OBITh TOYHO
olpeziesieHa HOMEHKJIATypa TEeCT-CUCTEM M MapKHUPOBKA TECT-CHUCTEM, a BCE
3alUCH, TOJYYEHHbIC MPU OTAEJIbHBIX HCCIEIOBAHUIX, JOJDKHBI HMETh

ouIraIbHO MPUHATOE 0003HAUYCHNE TECT-CUCTEM.

VI. Tectupyemsbie u cTaHAapTHBIE OOBEKTHI (B TOM YHUCIIE OOBEKTHI
OTPHUIIATEIILHOTO U MOJ0KUTEILHOTO KOHTPOJIS)
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B menoM, He cCylecTByeT CHENHAIbHBIX TPEOOBAaHUM K IMOIYYEHUIO,
o0paboTke, OTOOpPYy MNpoO, XPAHEHUIO U OINPEACICHUI0 XapaKTEPUCTHUK
TECTUPYEMBIX U CTaHJAPTHBIX 00pa3IOB, UCHOJIB3YEMBIX B UCCIIECIOBAHUSIX iN
Vitro, TAE TPUMEHSIOTCS TECT-CUCTEMBI, KpOME MepeunciaeHHbix B [IpaBuiax.
OnHako MOTYT MOTPeOOBAaThCS ACENTUYECKHE YCJIOBHS MPU MX 00paboTKe,
4TOOBI N30€KaTh MUKPOOHOTO 3apaXKEHUsI TECT-CUCTEM.

OnpenenieHre  KOHLEHTPALIMM W OJHOPOAHOCTH, MOXET ObITh
HEOOXOAMMBIM I TOJOXUTEIBLHOTO, OTPHUIIATEIBLHOTO KOHTPOJIS | (UJIN)
KOHTPOJII PEAKTHUBOB (HOCHUTENS, Pa30aBUTENsI), TMOCKOIbKY HaJUYHUE ITHX
nokazareyied MOXXeT OBIThb JIOCTAaTOYHBIM JI0Ka3aTeIbCTBOM KOPPEKTHOM,
O’)KMJAEMOU OTBETHOU PEAKIIMU TECT-CUCTEMbI HA HUX.

Cpok roJIHOCTU KOHTPOJIBHBIX OOBEKTOB (0OPA3IIOB) TAKKE MOXKET ObITh
MPOJIJICH HA OCHOBAHUHU JJOKYMEHTAJILHOM OIICHKH WM aHaiu3a. Takas oleHka
MOXKET COCTOSITh M3 JOKYMEHTAJIBHOTO IMOATBEPKICHUSI TOTO, YTO PEaKLIUS
COOTBETCTBYIOIIIUX  TECT-CUCTEM  Ha  OOBEKTHl  IMOJIOKUTEIHHOTO,
OTPHULIATEIBLHOTO KOHTPOJISL U (WJIM) KOHTPOJI PEaKTUBA HE OTKIIOHSETCS OT
XPAHSIIMXCS B HCIBITATEIHLHON J1abOpaTOpuu HUCTOPUUECKUX TOKa3aTesei
KOHTPOJIS, KOTOpbhIE, B CBOI OuY€peib, IOJDKHBI OBITh COMOCTaBUMBI C

OITyOJTMKOBAHHBIMU ATAJIOHHBIMH ITOKA3aTeIISIMHU.
VII. CrangaptHbie onepaiioHHbIE MPOLEAY DI

B ponomHenne k mpuMepaMm, NpuBEACHHBIM B nyHKTe 52 Ilpasun,
UMEIOTCSL  BHUJBI  JACATEIBHOCTH U  TPOIECChl, crnenuduueckue ajis
UCCIICIOBAHUs in  Vitro, KOTOpbIE cieayer omnucarth B (CraHgapTHBIX
onepauroHHbIX nporeaypax. Takue COIIl OKHBI JOMOTHUTEIBHO BKIIFOYATh
B ce0s ciemyrone MPUMEPHl JCATEIBHOCTA HCIBITATEILHOTO IIEHTPA,

CBA3AHHLIC C IIPOBCACHUCM WCIIBITAHUM in Vitr 0, HO HC OI'PaHNYMUBATLCA UMU:
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nabopaTropHble TPOLEAYPHl: MOHHTOPHHT OKPYXAIOMIEH Cpeabl Ha
HAJIMYME TATOTCHHBIX MHKPOOPTaHW3MOB B BO3AyXe M Ha IOBEPXHOCTSX,
OYHMCTKA W Je3UH(EKINs, TeHCTBUSA, IPEAIPUHUMAEMBIC B clTydae WH(EKITUu
WIA 3arps3HCHUS B HWCHBITATSILHOW Ja00paToOpvy WM 30HE TPOBEICHUS
UCTIBITAHMS,;

00Opy/OBaHKE: HCIIOIb30BAHUE, TEXHUUECKOE 00CITyKUBaHUE, KOHTPOJIb
MPOU3BOIUTEIILHOCTH, YOOpka U o00e33apakMBaHUE OOOpYHOBaHUS U
WHCTPYMEHTOB, HCIIOJIB3YEMbIX B paboTe C KyJAbTypamMH KJICTOK M TKAaHEH,
HampUMep JIaMUHAPHBIX IMKAapOB M HHKYOArOpoB; MOHUTOPUHI YpPOBHS
KUJKOTO a30Ta B KOHTEHHEpax Il XpPaHEHUsI TE€CT-CUCTEM; KaIUOpOBKa U
MOHHUTOPHHT TEMIIEPATyphl, BIaXxHOCTH U ypoBHel CO, B mHKybaTopax;

MaTepuajbl, pEareHThl M PacTBOPHI: OIlEHKA MPHUTOTHOCTH, MPOJJICHHUE
CPOKOB TOMHOCTH, OIIEHKAa H TOJJACp)KAHUE CTEPWIBHOCTH, CKPHHHHT
pacipoCTpaHEHHBIX MATOTCHHBIX KOHTAMHWHAHTOB; OIHMCAHUE TMPOIECTYP
BbIOOpa ¥ HCIOJB30BaHUS pacTBopuTenst (pa3OaBUTENs, HOCHUTEI);
npoueaypsl BepruuKaluid COBMECTUMOCTH PACTBOPUTENS (HOCUTENS) U TECT-
CUCTEMBI;

TECT-CUCTEMBI:  YCJOBHS JUIsl XpaHEHWS W TPOLEAYPHl IS
3aMOPKUBAHUSI U PA3MOPAKUBAHUS KIETOK M TKaHEW, HUCCIEIOBaHHE Ha
pacnpocTpaHEHHBbIE  TATOTE€HbI;  BHU3yalbHBI  OCMOTPp Ha  HaJU4ue
3arpsI3HSIONIMX ~ BEIIECTB;  MPOIEAYphl  NpoOBEepKH  (Hampumep, ¢
WCIIOJIb30BaHUEM KPUTEPHUEB TPHEMIIEMOCTH) I 0OECICUeHUs] CBOKMCTB U
qyBCTBUTEILHOCTH  TECT-CUCTEMBI IOCJAE TPHOBITHS W BO  BpeMs
WCTIONB30BaHMUs, KaK HEMOCPEACTBEHHO IOCTE MPHUOBITHS, TaK W B XOJHE
WCTIONB30BaHUs; MOpPQOJIOTUYECKass OIeHKa, KOHTPOJIb (DEHOTHNA WU
CTaOMJILHOCTH KApUOTHIA, KOHTPOJb CTAOWMIBHOCTH TPAHCTEHA; PEXUM

HHUIUUPOBAHUA  KYJIBTYPbI, VYCIOBUA KYJIBTUBHUPOBAHUA C  YKA3dHHCM
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WHTEPBAJIOB CYOKYJIBTHUBUPOBaHUS; OOpabOTKa OMOJOTMYECKH OIACHBIX
MaTepUaJIOB U TECT-CUCTEM, MPOIEAYPhl YTUIU3AIMHU TECT-CUCTEM;
MPOBEICHUE  KCCIICIOBAHUSA: ACENTUYECKUE TEXHUKH, KPUTEPUU
MPUEMIIEMOCTH JTOCTOBEPHOCTH HCCJIEIOBAaHUS, KPUTEPUHU ISl TOBTOPHOIO
MIPOBEJICHUS aHAJIN3A,;
o0OecIieueHHEe KauyecTBa: ONpeIeiIeHHEe KpUTUYECKUX (a3, vacTora

UHCIIEKIINH.

VIII. IIpoBenenue uccienoBaHus
U OTYETHI O Pe3yibTaTax UCCIeI0BaHUS

TpeboBanus IlpaBun kK d>PQPEeKTUBHOCTH WCCIEAOBAHUNU in  Vitro
UJICHTUYHbI TpeOOBaHUAM, PEIbABISIEMBIM K TPaJAUIIMOHHBIM
UCCIJIEIOBaHUSIM 0€3011aCHOCTH.

Cy1ecTByeT HECKOIBKO BOMPOCOB, XapaKTEPHBIX ISl UCCIEIOBAHHUS inl
Vitro, KOTOpbIE CIEAyeT OTpaxaTb B IUIAHE MCCICAOBAHMS, a TaKXke B
3aKJIIOYUTEIBHOM OT4eTe 00 HccienoBaHuu. OIHAKO 3TH BOIPOCHI HOCHT, B
OCHOBHOM, Hay4HbI, TEXHUYECKUN XapakTep, Kak (HayyHoe) TpeOOBaHHE O
TOM, YTO Jt000N BHYTPEHHUH KOHTPOJb (COOTBETCTBYIOUIETO OOBEKTA
MOJIOKHUTEIILHOTO,  OTPHIIATEILHOTO  KOHTPOJI, KOHTPOJsl peakThBa U
HEOOpabOTaHHOTO  00BEKTAa), OCYIIECTBISIEMbII B  LEJIAX  KOHTPOJIS
MOTPEUIHOCTEN U OLIEHKH 3(D(PEKTUBHOCTH TECT-CUCTEMBI, CIIEAYET BBITOIHATh
OAHOBPEMEHHO C UCCIIEAYEMbIM BEIECTBOM (JIEKAPCTBEHHBIM CPEIICTBOM) BO
BCEX UCCIEOBaHUSX in vitro. boiee nogpoOHyI0 MHCTPYKIIHMIO B CPABHEHUH C
TEMH, KOTOpbIE, KOTOpbIE CJEIyeT OTpakaTh B IUIAHE WCCIIEIOBAHUS U
3aKITFOYUTEIIPHOM OTYETE, MOXKHO HAWTH B COOTBETCTBYIOIIMX PYKOBOACTBAX

10 UCCIICAOBAHWAM HMJIM JPYIHX COOTBCTCTBYIOIIHUX CIIPABOYHHKAX.

[X. XpaHeHue 3anucei 1 MaTepruaioB
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O6mme TpeboBanus IIpaBun K XpaHEHUIO MPUMEHSIOTCS U K
UCCIIeIOBaHUSAM in vitro. Kpome TOro, ciemyer COXpaHsTb OOpaslibl TECT-
CHCTEM, KOTOpPhIE MOXKHO XpaHUTh B TEUEHHE JIMTEIILHOTO BpEMEHH,
OCOOEGHHO TECT-CHCTEM, HaJIMUMe KOTOPhIX OrPaHWYEeHO (Hampumep,
CHelMaIbHbIE CYOKJIOHBI KIJIETOYHBIX JMHHM, TPAHCT€HHbIE KJIETKU U T.JI.),
YTOObl MOXHO OBUIO TOATBEPAUTH HACHTUYHOCTH TECT-CUCTEMBI U (WJIN)
UMETh BO3MOKHOCThH BOCTIPOM3BECTH HCCIICIOBAHNE.

1.1. HeoOxoammo mMpUHUMATh BO BHUMaHUE BO3MOXKHOCTh COXPaHEHUS
po0 MCCIIEeTyeMOro BellecTBa (JIEKapCTBEHHOTO CPENICTBA) TE€X MCCIIEIOBAHUN
in Vitro, KOTOpbIE MOTYT OBITb OTHECEHbl K KAaTE€rOpHUH KPaTKOCPOUHBIX,
OCOOEHHO B Clly4asiX, KOIJIa MCCIEAOBAaHUA In Vitro COCTaBJISIOT OCHOBY
UCCJIEIOBaHUI 0€30MaCHOCTH.

1.2. Takxke ciuegyer  XpaHUThb  3alUChd 00  HCTOPUYECKHUX
MOJIOKUTENBHBIX, OTPHUIIATEIBHBIX, HEUCIOIb3yEMbIX pe3yibTarax u (Win)
pe3yabrarax CpeACTB  KOHTPOJS  PacTBOPUTENS, HCIOJNB3YEeMBIX A

YCTAHOBJICHUSA JOIIYCTHUMOI'O JUAIla30Ha pCaKIIMU TCCT-CUCTCMBI.




IMTPUJIOKEHUE Ne 2

K [IpaBunam Hagexamen
nabopartopHoil nmpakTuku EBpasuiickoro
HPKOHOMHYECKOTO COH03a

TPEBOBAHUA
K POJIM 1 J0JIKHOCTHBIM 00SI3AHHOCTH PYKOBOIMTEJIS
HCCJICIOBAHMS NPU MPOBEICHUM UCCJIeI0BAHNI
comtacHo IIpaBmwiam HaauIeKalei JJa00PaTOPHON NPAKTHKH
EBpa3uiickoro 3JKOHOMU4€eCKOro cox3a

1. Posib pyKOBOJIUTENS MCCIIEN0OBAHUS

1. Bo BpeMs mpoBeneHHsI UCCIECAOBAHMS PYKOBOAUTENb HUCCIIEIOBAaHUSA
IPEICTaBISET COOOM eTMHCTBEHHOE KOHTPOJIUPYIOLIEE JIULIO C OKOHYATEIbHOM
OTBETCTBEHHOCTBIO 3a TOJHOE HAyYHOE PYKOBOJCTBO HCCleqoBaHHEM. Bce
ClIy>keOHbIE 00SI3aHHOCTH U 0053aTeIbCTBA PYKOBOAMUTENS UCCIIEIOBAHUS, KaK
5T0 ykazaHo B [IlpaBumax Hajyexaimel Jga00OpaTOPHONM  NPAKTUKH
EBpa3suiicKOro 3KOHOMHYECKOIO COKO3a, YTBEpXKIAaeMbIX EBpasuiickon
HPKOHOMHYECKOM Komuccueln (nanee — IlpaBuna), hopmupyroTcs MCXOAs M3
JaHHOTO moyiokeHusa. [lpu mpoBeaeHUM HCCIeAOBaHUS B JIFOOOH MOMEHT
BPEMEHU MOXKET JCHCTBOBATH TOJBKO OJUH PYKOBOAUTEIb, YTO HMCKIIIOYAET
BCSIKYI0 BO3MO)KHOCTbH TOSIBIICHUSI KOH(MIMKTYIOUIMX PacHoOpsKeHUH, Kak,
HarpuMep, B ClIy4ae Ha3HAYEHHS] HECKOJIBKUX PYKOBOIWUTEIEH HCCIICAOBAHMUS.
HecMoTpst Ha TO, YTO HEKOTOPBIE TOJKHOCTHBIE OOSA3aHHOCTH PYKOBOAMTEIS
UCCJIEIOBAaHUS MOTYT JEJIETUPOBATHCS B ClIydae MPUBJICUEHUS! CYOMOAPSTHBIX
OpraHu3aluii, OCHOBHAsl €ro OTBETCTBEHHOCTb KaK €IMHOTO LIEHTPAJIbHOIO

KOHTPOJJHUPYIOLICTIO JIMIIa HC MOXKCT IICPCaAaBaAThCA.
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2. Haimune pyKOBOIMTEINSI UCCIIENOBAHUS CIIYKUT TAPAHTUEU KOHTPOJIA
Hay4HOHU, aAMUHUCTPATUBHOU 151 peryiasaTopHOn COCTaBIIAIOLINX
UCCIIEOBaHUs. PyKOBOIUTENb HCCIETOBAHUS OCYIIECTBISIET 3Ty (PYHKIIHIO
IIyTEM COIVIAaCOBAaHMS JIEVCTBUM  YIIPABILAIOLIECTO  allllapara, Hay4YyHOIo
nepcoHaia ucneitTarenbHoi nadoparopuu u COK.

3. IIpx MHOTOLIEHTPOBBIX MCCIEIOBAHUAX, KOIIa padOThI MPOBOJATCS Ha
Oosiee YeM OJHOW HCHBITATEIbHON IUIOIIAKE U PYKOBOAUTENb UCCIIEIOBAHUS
HE MOJKET OCYILIECTBIISATh HENOCPEICTBEHHBIM HA30p, HCCIEN0BATEIBCKHE
OIepalyyd MOTYT KOHTPOJIMPOBAThCS MOATOTOBICHHBIM JIOJDKHBIM 00pa3oM,
KBAIM(UIIMPOBAHHBIM M OMNBITHBIM INTAaTHBIM COTPYAHUKOM  (TJIaBHBIN
uccienoBaresb). JIeicTBysl OT IMEHU PYKOBOJIUTENS UCCIEA0BaHUsA, OH HECET
OTBETCTBEHHOCTh 3a IPOBEJEHUE KOHKPETHBIX YCTAHOBJIEHHBIX JTaloOB
DKCIIEPUMEHTA B COOTBETCTBUM C [IpaBunamu.

4. JIOWKHOCTh ~ PYKOBOAWTENS  HMCCIENOBaHUS  OOBIYHO  3aHUMAET
pabOTHUK, KypUPYIOIINA HAy4YHBIE aCHEKThl MCCIEIOBAaHUM, OTBEYAIOIIMM 3a
JU3aiiH U yTBEPXKACHUE TIJIaHa UCCIIE0BaHUs, a TAKXKE 32 OpraHu3aluio coopa
JAHHBIX, aHAJIU3 M OTYETHOCTb. Ha Hero Bo3maraercss OO0sI3aHHOCTh Jenarhb
UTOTOBbIE OOIIME BBIBOABI IO pe3yjbTaraM »KCIepuMeHTa. PykoBoguTelnb
VICCJIENOBAHMS KaK BEAYIIMM HAyYHBIA COTPYAHUK COTPYIAHUYAET C APYTMMH
UCCIIENOBATENsIMU M (WIM) BEIyIIMMM HCCIEIOBATEIsAMU, 3HAKOMUTCS CO
BCEMM IIOJYYEHHBIMHU B XOJI€ SKCIIEPUMEHTA JAHHBIMU, & TAK)KE NPUHUMAET U
U3y4aeT COOTBETCTBYIOIINE MHAUBUAYAIbHbIE OTYETHI, YTOOBI BKIIOUUTH UX B
3aKJIFOYUTENIBHBIA OTYET UCCIIEAOBAHUS.

5.B memix aaIMHHMCTPUPOBAaHMS JUIA IPABWIBHOTO IPOBEIACHUS
IKCIIEPUMEHTA  PYKOBOAMTEIb  HCCIEOBAHUSA  BIpaBe TpeboBarb U
YCTAHABIMBAaTh  COOTHOLIEHWE  TaKUX  PECypCOB,  NPENOCTABISEMBIX

PYKOBOACTBOM J'Ia60paTOpI/II/I, KaK II€pCOoHaAJI, 060py210BaHI/Ie U MarcpuajibHasA



0a3a, 4TOOBI OOECIEYUTh UX HAJMYHE B COOTBETCTBYIOILEM KaueCTBE M
JOCTYITHOCTH COINIACHO IpaUKy MCCIeT0BaHUS.

6. KonTponb 3a cobmonenueM IlpaBun Takxke BXOJUT B 00S3aHHOCTHU
pykoBoauTens uccienoBaHus. OH HECET OTBETCTBEHHOCTh 3a OOECleYeHHe
TOTO, YTO MCCJIEJOBAaHUE OCYIIECTBISIETCS B COOTBETCTBHHU C [IpaBunamu, mis
MOATBEPKICHUS Yyero TpeOyeTcsi HaJuuue ero MOAMKUCH C yKa3aHUEM JaThl Ha

3aKJIIOYUTEIIBHOM OTYETE UCCIIENOBAHMSL.
II. O6g3aHHOCTH PYKOBOJICTBA UCIIBITATENBHOM JJabopaTopuun

7. PyKOBOICTBO UCHBITATEIBHONW JTAOOPATOPUM HECET OTBETCTBEHHOCTH
3a obecrneueHne (YHKIIMOHUPOBAHUS JIA0OpAaTOPUU B COOTBETCTBUU C
Hactosiiumu [IpaBuiamu, 4To BKIIOUaeT B ce0st 7(h(EKTUBHYIO OpraHU3aIrio
JESATENIbHOCTH BO BCEX O00JacTSIX M Ha3HaYeHWE JOCTarOuHOIO 4YHCIia
KBTU(UIIUPOBAHHBIX U OMNBITHBIX COTPYIHUKOB, B TOM YHUCJIE PYKOBOAUTEIICH
UCCJICIOBaHMUS, a TMpPU HEOOXOIWMOCTH TIPOBEJCHUSI HWCCICNOBAaHUS Ha

HECKOJIbKMX TUIOIIAJIKaX — BEAYIUX UCCIICIOBATENEH.
1. HazHaueHre pyKOBOJIUTEIIEH UCCIICIOBAHUS

8. PyKOBOJICTBO UCHBITaTENbHOW JIA0OPATOPUM AOKHO  YTBEPIUTH
JIOKYMEHT, OTPEEISIONIUNA MPOIEAYPhl BEIOOpA M Ha3HAUYCHUS PYKOBOJUTEIICH
VCCIICNOBAaHNs, WX 3aMECTUTENICH M BENYIIUX WCCIEAOBATEIIEN, €CIIA 3TO
PEIyCMOTPEHO HAlMOHATBHBIMU TPOTpaMMaMH  KOHTPOJSL  COOMIONEHUs
MIPUHIIMIIOB HAJUIeKaIEH JIa0opaTOPHOM MPAKTUKH.

O.1lpy Ha3HAUYEHUU PYKOBOIMTENSI HCCICIOBAHUSI, PYKOBOJICTBY
UCIIBITATeIBHOM J1Ta0OpaTopuu CJAEAYeT O3HAKOMUTHCA C TEKyIIeH WK
IJIAHUPYEMON paboueil Harpy3KoMl JaHHOTO COTpydHHKAa. UTOOBI OILICHUTH
00beM pPalbOTHI, BBITOJHACMBI KaKIBIM HYEJIOBEKOM B HCIBITATEIILHON

naboparopuu, CIEAyeT WCIOIb30BaTh OCHOBHOW Tpaduk paboT, Kyma
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BKJIIOUEHA HMHGpOpMAIMS O BUJAX M CPOKaxX MPOBEJAEHUS SKCIEPUMEHTOB,
3aKPEIUICHHBIX 3a KaXXJbIM PYKOBOAMUTENIEM HCCIECIOBAHUSA. DTOT MPUHIIMI
YIPaBJICHUS JOKEH NPUMEHSITHCA MPU pacipeieNIEHUU UCCIEIOBaHU.

10. 3amena  pykoBoguTENs ~ MCCIeAOBaHMA U (WIM)  BEOYIIMX
UCClIeIoBaTeNel  JIOJDKHA  MPOU3BOAMTHCS — COMIACHO  YCTAHOBJICHHBIM

polLielypam U JIOJKHA IOKYMEHTAIIbHO 0(OPMIISTHCS.

2. O0yueHue u npodeccuoHaIbHAS MOATOTOBKA
PYKOBOAUTEIIEU UCCIIEIOBAHUSA

11. PykoBOACTBO  HCHBITATEIBHOM  JIaboparopuu  0OOecreYyruBaeT
JOKYMEHTaJbHOE  MOATBEpPkKACHHE 0OydeHus U  mOpodecCHuOHATbHOU
MOJTOTOBKM  PYKOBOAMTENS  HWCCIENOBAaHUS IO BCEM  HampaBlIeHUSM
nesrenpHocTd.  OOydaromias — mporpaMma  JIOJDKHA — MPEJOCTaBIISATh
PYKOBOJUTEIISIM HCCJICIOBAHUS TOJMHOE W YeTkoe MoHuManue IIpaBunm wu
MOpSZIKA JESITeILHOCTH HCIBITATeNIbHON Jaboparopun, a TakkKe 3HAHUE U
YMEHHE TIPUMEHSITh Ha TMpaKTUKe TPeOOBaHMUS IPYIMX WHCTPYKIUN U
pacmopspDKEHU, WMEIOIIUX OTHOIICHHWE K HMCHBITATeIbHOU J1a00paTopuu |
KOHKPETHOMY THUITy HccienoBanus. IIpodeccroHambHas moaroTroBka MOXKET
BKJIIOYaTh B ceOsg OmBIT pabOThI TIOJ HEMOCPEICTBEHHBIM HaJ30pOM
KOMITETEHTHBIX JOKHOCTHBIX JIUIL. [leproasl HaOMOACHHS WIIH CTAKUPOBKA B
pamMKax KakKIOro HampaBlICHHUS IKCIEPUMEHTAIBHBIX HCCIENOBAaHUMN, MOTYT
0o0eCreuYnTh TMOHWMAaHWE TEPCOHATIOM COOTBETCTBYIOIIMX MPAKTUYCCKUX
aCTICKTOB M HAyYHBIX NPHUHIIMIIOB PAaOOTHI, a TAKXKE TTOMOYh B yCTAaHOBJICHUHU
nyTed KOMMYyHHKaIuu. IlocereHre BHYTPHOTPACIICBBIX W HE3aBHUCHUMBIX
CEMHUHAPOB U KypCOB, y9acTHe B PO(ECCHOHATBHBIX OOIIECTBAX U JOCTYH K
CICIMAIIBHON  JIUTEpaType TO3BOJISIET  PYKOBOAWUTEISM  HCCIICIOBAHUS
MOJJICPKUBATh TEKYIIYI0 OCBEIOMJIEHHOCTh O pa3padOTKax B WX HAyIHOU

obnactu. IIpodeccroHaibHOE pa3BUTHE JIOJDKHO OBITH HEMPEPHIBHBIM, a €T0



YPOBEHb U aKTyaJIbHOCTh TIOABEPraThCsl NEPUOANYECKOMY IIepecMoTpy. JIroboe
oOyyeHHMEe W TMOATOTOBKY HEOOXOJUMO JOKYMEHTaJbHO NOATBEPKIATh M
COXpaHATh 3allUCM HE MEHee S5 JIeT TIocle OKOHYAHMSA OOpalieHHs
JEKapCTBEHHOIO  CpPEACTBa, €CIM  MHOM  CPOK  HE  YCTaHOBIICH
3aKOHOJATEJIbCTBOM TOCYJAapCTB — WICHOB EBpa3smiiCKOro 3KOHOMHUYECKOTO
COr03a (Jajiee — roCy1lapCcTBa-4eHbl).

12. OpunmanbHbie OTYETHI O MpOrpaMMax OOy4EHHUs! JOJHKHBI OTPaKaTh
IIOCJIEIOBATEIBHOCTD MIPAKTUUECKOIO OOyUYEHHs M J1aBaTh SICHOE yKa3aHUE Ha
TUIl WCCIICAOBAaHUsA, B YIPABICHUU KOTOPBIM COTPYOHUK CUHATAETCS
KoMIeTeHTHbIM. [lepronnuecku TpeOGyeTcsl JOMONMHUTENbHAS OJrOTOBKA WU
NEPENOArOTOBKA, HAIIPUMED, MOCIIE BHEAPEHUS HOBOW TEXHOJIOTHUH, ONEPALIAA

WM TpeOOBaHUM HOPMATUBHBIX MTPABOBBIX aKTOB.
II1. O6s13aHHOCTH PYKOBOAUTEISI UCCIICOBAHUS

13. PykoBoguTeaeM HCCIEIOBAaHUS SBISETCS JIMIIO, KOTOPOE HECET
OKOHYATEIIbHYI0 OTBETCTBEHHOCTh 3a OOCCIEYCHHE JOHKHOTO HAyYHOTO
YPOBHSI MNPOBEIACHUS HCCICAOBAHUS M MOXET MOJATBEPAUTH COOTBETCTBHUE

uccienoanus [Ipasuiam.
1. Hauano uccnenoBanus

14. PykoBoauTE b UCCIIECIOBAHMS JOJKEH CBOCH MOJMKUCHIO C YKa3aHUEM
JaThl ONOOPUTH IIJIaH UCCIICAOBAHUS, KOTOPBIM MOATOTAaBIMBACTCS 10 MOMEHTA
Hayaja WCCIEeNOBaHUS. B muaHe HMCCIeqoBaHUS CIEIYET YETKO YCTAHOBUTH
eI, 3a/la4M, CIOCO0 WX JOCTHXKEHHUS M BECh XOJ AKCIepuMeHTa. JIroObie
JOTIOJIHEHUS K IUJIaHy MCCIEAOBAaHUS JOJIKHBI YTBEPKIATHCS, COMIACHO
npoueaype npeaycmorpeHHon IlpaBumamu. B miane MHOroOneHTpOBOTrO
WCCIICIOBAHUS  CIEAYET  ONPEICIUTh W ONMCAaTh  POJb  BEAYIIUX

UCCJIeIoBaTeNel, yKa3aTh KaK/10€ OMEIICHUE UCIIBITaTeNIbHOW J1abopaTopuu,



a TaKkKe KaKIYI0 U3 MHCHOBITATENbHBIX IUIONIAI0OK, YYacTBYIOIIUX B
OCYUIECTBJICHUH SKCIIEPUMEHTA.

15. PykoBoguTenb ucciaenoBaHus Oeper Ha ceds OTBETCTBEHHOCTh 3a
UCCJIeIOBaHKe, MOAMUCHIBAS TJIaH UCCIEAOBAHUS C YKa3aHUEM JIaThl MOATKCH,
MOCJI€ YET0 TUIAaH UCCIEIOBAaHUSI CTAHOBUTCS O(UIIMATBHBIM JOKYMEHTOM IS
JAHHOTO MCCJEeNOBaHus (ara Havyajla UCCeoBaHus). B oTnenbHbIX cirydasx
(ecii IPUMEHMMO) PYKOBOAMTENIb HCCIECAOBAHUS 00s3aH TAaKXKe 00ECHEUUTh
NOJIMCAaHUE TJIaHA UCCIIEAOBAHUS CIIOHCOPOM UCCIIEOBAHUS U PYKOBOACTBOM
UCTIBITATENIbHON JIabOpaTopuu, €CiIM TOTO TPEOYIOT YIOJTHOMOYEHHbIE OpraHbl
rOCYIapCTB-YICHOB.

16. Ilepen HauaaoM MCCIIEAOBAHUS PYKOBOAUTENb HUCCIEA0BaHUS 00s3aH
PEeIOCTaBUTh NEPCOHANY CIykObl oOecreueHus: kadectBa (manee — COK)
JOCTYIl K IUIaHy HWCCJEIOBaHUS JUIsl MPOBEPKM HAlU4Usl B HEM MOJIHOU
uHdopmaruu, HeooxoauMon st codmonerus [1pasui.

17. Jo daxtuueckod naThl Hadajda OJKCIEPUMEHTA PYKOBOIUTEIb
UCCIIEIOBAHUS JIOJDKEH 00€CTIeunTh BECh IEPCOHAN, 3aHATHIM B SKCIIEPUMEHTE
(B Tom uncie corpyaaukoB COK) konusimu miiaHa uccieoBaHus, .

18. Ilepen TeMm, HayajaoM KaKux-MOO pabOT MO HCCIEAOBAHUIO
PYKOBOAUTENb UCCIEOBAHUS 00513aH yI0CTOBEPUTHCS B TOM, UTO PYKOBOJICTBO
UCTIBITATEIbHOW  JTAOOpAaTOpUU MPUBIEKIO HEOOXOIUMBIE pecypechl st
pealv3allid  UCCIENOBaHUS, a Takke YOeAUTbCd B HaJUYUU  BCEX

HEOOXOMMBIX MaTEPHAJIOB I TECTUPOBAHUS U TECT-CUCTEM.
2. [IpoBeaeHue uccieoBaHUs

19. Ha pykoBoguTensi MCCIEAOBaHUS BO3JIOKEHA OTBETCTBEHHOCTH 34
KOMIUIEKCHOE ymOpaBieHue wuccieqoBanrneM. OH JOIDKEH MPENOCTaBUTH

rapadiTHM TOro, 4TO BBIIOJHAKOTCA BCC YCTAHOBJICHHLIC B INIAHC UCCIICAOBAaHMA



OpOLENyphl, BKJIIOYash MOMpPaBKM K IUIaHY WCCIAENOBaHMS, M YTO BCE
NOJyYeHHbIE B~ TEUEHWE  KCCICNOBaHHMS  JIaHHBIE  IOJHOCTBHIO
3aJIOKyMEHTUPOBaHbl.  JlenmerupoBanue  CHEHU(PUUECKUX  TEXHUUYECKUX
00si3aHHOCTEH,  KBAIM(PUIMPOBAHHOMY  TEPCOHATY  HCHBITATEIbHON
nabopatopuy (CHeruaInucTaM HUCIBITaTeIbHOW J1a00paToprn) AOHKHO OBITH
0 OpMIIEHO B TUCBMEHHOM BHJIE.

20. Yuactue pyKOBOJUTENS UCCIIEOBAHUS B PealM3allii UCCIICIOBAHUS
JOJDKHO BKJIIOYaTh B ce0sl MEPEeCMOTpP HCCIIEAOBATENILCKUX OINEpaluid u
uHbopMalUud JUIsi OOECIIEUEHUs] BBINOJHEHUS YCTAHOBJICHHBIX B IUIAHE
UCCJICIOBAaHUS TPOLEAYp M MX CONIACOBAHHOCTU CO CTaHAAPTHBIMU
OIepalMOHHBIMU TIpouieAypamMu. K TakuM wHccienoBaTeabCKUM OIepalysiM
OTHOCSIT TaKXe JaHHbIC, TOJYYEHHBIE C TOMOIIBI KOMIbIOTEpA. YTOOBI
YAOCTOBEPUTH  PETYISIPHOCTh TEPECMOTpPa, B OTYETAX HCCIEAOBAHUS
JOKYMEHTAJILHO (PUKCUPYIOTCSA BUJIBI U PETYISIPHOCTh MPOBEACHUS 0030PHBIX
IPOBEPOK.

21. IlockonbKy BCE pELICHHS], KOTOPBIE MOTYT IOBIIUSTH HA LIEJIOCTHOCTD
UCCJIENIOBaHUM, TpeOyloT  Of00peHUss  pPYKOBOJAUTENS  HCCIEAOBaHUS,
HE00X0aUMO YTOOBI OH ObUT MH(OPMHUPOBAH O XOJ€ 3KCIEPUMEHTAJIBHBIX
pabotr. OcoOeHHO BakHO 00OecTeunTh WHGOOPMUPOBAHHUE TOCIIE BPEMEHHOTO
nepepbiBa y4yacTusi PyKOBOJUTENS HCCICIOBAaHUS B HCCIEIOBAHUU. ITO
cieqyer  obOecreymBarh — MOCPEACTBOM  COXpaHEeHHS  3(PQPEKTUBHON
KOMMYHHUKAIIMA CO BCEMHM HAyYHBIMH, TEXHHYECKUMH W PYKOBOISITUMHU
COTPYOHHKAMH, a IpPH MHOTOIICHTPOBOM HCCIICIOBAHUM — C BEIYLIUMHU
uccnenoBarensiMu. [Ipy  HEOOXOOMUMOCTH YETKO ONpeesieHHbIe KaHabl
KOMMYHHKAIIUU o0ecreynBaroT BO3MOXHOCTh OTIEPaTUBHOTO

uH(GOOPMHUPOBAHUS PYKOBOJIUTENSI MCCIEAOBAaHUS OO0 OTKIOHEHHSIX OT ITUTaHa



WCCIICIOBAaHMS, a TaKkKe TapaHTHPYIOT TOKYMEHTAJIBLHOE ITOATBEPKICHUE
BO3ZHMKAIOIIUX MTPOOIIEM.

22.Ecnm  naHHBIE  WCCJEIOBAaHUSI  3allMCHIBAIOTCST Ha  Oymare,
PYKOBOJIUTENIO HCCIENOBAaHUSL CIEAYeT OO0ECHeunuTh, YTOOBI TOMy4YEHHBIE
CBEICHUSI TIOJHOCTHIO U TOYHO JOKYMEHTHPOBAIMCH M 00padaThIBaIMCh B
cooTBeTCTBUU C [IpaBuiamMu. B oTHOIEHUU pe3ynbTaToB, MPEACTABICHHBIX B
ANIEKTPOHHOUW (opMe B KOMITBIOTEPU3UPOBAHHOW CHCTEME, OOS3aHHOCTU
PYKOBOIUTENST HWCCJICNOBAHUS OCTAIOTCA TEMH JK€, KaKk W B OTHOIICHHUU
OymaxxHbIX HocuTene uHdopmamuu. Kpome TOro, pykoBOAMUTEH
WCCJICIOBAHUS JIOJKEH YOEIUTHCS B COOTBETCTBUM KOMITHIOTEPHU3HPOBAHHBIX
CHUCTEM TMpeArnojaraeMold o0nacT TNpPUMEHEHHWs, UX BaIWJAlldd |

MPUTOTHOCTH JIJIs1 UCTIOJIb30BAHUS B SKCIIEPUMEHTE.
3. 3aKIrOUUTEILHBIA OTYET

23. 3aKIIOYNATEIbHBIN OTYET HCCIIEIOBAaHUS HEOOXOOUMO COCTaBIISITH B
dbopme JNETAIN3UPOBAHHOTO JTOKyMEHTa (Hay4HOTO oTYeTa),
YCTAHABIMBAIOMIEr0 1EIb W 3aJa4d  HCCIEIOBAaHUS, OINHUCHIBAIOIIETO
WCITIOJIb30BAaHHBIE METO/Ibl U MaTepHalibl, 000OIIAOIIETO TOJyYEeHHBIE JaHHBIC
Y TIPEJICTABJISIFOIIETO UX aHAJIN3, a TAKXKE C/ICIIAHHBIC BHIBOJIBI.

24. PykoBOOUTENb HUCCIEIOBAHUS MOJIMUCHIBAET OTYET W IMPOCTABISET
Jary, YyAOCTOBEpsisi TPHUHATHE Ha ce0s OTBETCTBEHHOCTH 3a BEPHOCTH
CBEICHMI, TOJBKO TIOCIIE TOTO, KaK YOEOUTCS B TOM, YTO 3aKIIFOUUTEIIbHBIN
OTYET JIaeT MOJHOE, JOCTOBEPHOE U TOUHOE MPECTaBICHUE 00 UCCIEI0BAaHUM
u ero pesyisrarax. CienyeT yka3aTh CTENEHb COOTBETCTBUS HCCIICIOBAHMS
[IpaBunamM. PykoBoguTento UcCieoBaHUs CIAEAYET CaMOMY YIOCTOBEPUTHCS,
gyto wumeercs 3akmoueane COK, u Obun  3aduKCHpOBaHBI  JTHOOBIC

PACXOXKACHUA C IJIaHOM HCCICAOBAHUA.
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4. ApxuBbl

25.1lo0  OKOHYaHWM  HWCCIENOBaHUS  (BKJIIOYAs  MpEKpalleHHe
UCCJIEIOBaHMs) HA PYKOBOJUTEIISI MCCIIEOBAHMS BO3JIAraeTcs 00s3aHHOCTD 110
CBOCBPEMEHHOW apXMBAalMU IUUIaHA WCCIIEIOBAHUS, 3aKIIFOUUTEIBHOTO OTYETA,
IIEPBUYHBIX JAHHBIX U MAaTE€pUaJIOB UCCIECA0BaHNs. B 3aKIIOYUTEIbHBINA OTUET
CIIETyET BKJIFOUYHTH 3as1BJICHUE PYKOBOZICTBA naboparopuu,
CBUETENIbCTBYIOIIEE O TOM, YTO BCE 00pa3Lbl UCCIEAYEMOrO U CTAHIAPTHOIO
BELIECTB, OMOJIOTMYECKUE MPOObI, IEPBUYHBIE JAHHbBIC, IJIAH HCCIEAOBAHUS,
3aKJIIOYUTEIbHBI OTUET W JIpyras COOTBETCTBYIOIIAsl AOKyMEHTauus OymyT
XpaHUTbCA B HUCIBITarenbHOM saboparopuu. [locne mepenmauu cBeneHuil B
apXWBbl, OTBETCTBEHHOCTb 3a HHUX HECET PYKOBOACTBO HCIBITATENbHOM

nabopaTopuu.
5. IlpuBrneuenue cyonoapsAHON OpraHu3auu

26. Ecnu  yacTh  UWCCIENOBaHHWS  BBINONHSETCA  CyONOAPSTHOM
opraHu3aiueit, pykoBogutTenab wuccienoBanus (u mnepconan COK) pomxen
OBITH OCBEIOMJICH O CTEMIEHH COOTBETCTBUS [IpaBuiam manHoM cyOmoapsiiHOM
opranuzanueii. Korma cyOmoapsigHass opraHu3aiusi HE COOTBETCTBYET
[IpaBunam, pyKOBOIMUTENIO WCCIEAOBAHUA HAJICKUT B 3aKIHOYUTEILHOM

OTYETE yKa3arhb 3TOT (PakKT.
IV. U3MeHeHns K TiaHy UCCIEN0BAaHUS U OTKJIOHEHHUS OT HETO

27. IlonpaBKH K IJIaHy UCCIIEOBAHUSA CIEAYET 0OPMIIATH:
I TIOATBEPKACHUS  MOPEIHAMEPEHHOTO  M3MEHEHUs  JAu3aiiHa
VCCJIENIOBAHMS TIOCIIE JIaThl HAa4Yala MCCIEAOBAHUS M 1O BCTYIUIEHUS IUIaHA

HCCIICIOBAHUA B CUILY,
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B pe3yibTare HEOXUIAHHOTO IPOWCIIIECTBUS B XOAE HCCIEIOBaHUSA,
KOTOpO€ TpeOyeT 3HAUNTEIHHBIX KOPPEKTUPYIOIITIX Mep.

28. IlompaBku, CBHUIETENHCTBYIOMINE O TPUUMHE H3MEHEHUS, TOJDKHBI
MOCJICIOBAaTEILHO HYMEPOBAThCS, TOIIMCHIBATBCA C YKa3aHWEM JaThl H
HaIPaBIATLCA PYKOBOAUTENIEM HCCIEAOBAHHUS BCEM IOIYYaTeNIsIM HCXOIHOTO
TTaHA UCCIICIOBAHUS.

29.B omiMume OT TOMpaBKHM K TUIAHY HCCIICIOBAHUS, KOTOpas
IpeCTaBIsseT co00i 3alIaHMPOBAaHHOE M3MEHEHWE B IUTAHE MCCIIEIOBaHUSA,
OTKJIOHCHHMsSI OT IUIaHa MCCIASAOBAHUS SBJISIOTCS HEMPETyCMOTPCHHBIMH
W3MEHEHHUSAMH, TTPOUCXOMAIIMMU BO BPEMS OCYIIIECTBICHHS dKCIIepUMeHTa. B
JOKYMEHTAIlUA TI0 HCCJENOBAaHUIO CleayeT (PUKCUpOBaTh CBEACHHUS 00
WCCIICIOBAaHUM, B TOM WYHCIIE pPAcXOXJACHWE €ro ¢ IuiaHoM. JlaHHBIE
OTKJIOHEHHSI MOTYT HHHIIMHPOBATHCS JIPYTHMH COTPYIHHKAMH, 3aHATHIMA B
OKCIEPUMEHTE, HO JOJIKHBI CBOCBPEMEHHO OOOCHOBBIBATHCS, OJOOPSATHCSA U
OMHCHIBATBCS C YKa3aHWEM JIaThl PYKOBOAMUTEIIEM HMCCIECIOBAaHUS M (WJIH)
BEAYIIUMH HCCJICIOBATEISIMHA, a TAK)K€ XPAHUTHCS BMECTE C TCPBUYHBIMH
JAaHHBIMHA HCCIIeOBaHMs. PykoBoawTens WcclenoBaHus oOs3aH yTBEPKIAaTh
Tr00BIC  MpEANpPUHUMAEMbIE TIEPCOHAJIOM HCIBITATeIbHON — Jaboparopun
KOPPEKTUpYIOLIME AeHCTBUSA. EMy cleayeT paccMOTpeTh 11e€51€CO00pa3HOCTh
KOHCYJIFTallMK C JPYTUMH HAyYHBIMH COTPYOHHUKAMH [IJI1 TOTO, YTOOBI
OTIPECTUTh BIMSIHUE JF000M MOm00HOM MH(OPMAIIMKM HA XOI U PE3yJIbTaThl
UCCJIEIOBaHMS, COOOIIUTh 00 ATUX OTKJIOHEHUSX B 3aKJIIOUUTEIHLHOM OTYETE

(¥ MpOaHATM3UPOBATh UX MPU HEOOXOTUMOCTH).

V. KBanu¢ukanuoHnHeie TpeOOBaHUS K
PYKOBOJUTEIIO UCCIEA0BAHUSA

30. Kamudukannonusie TpeOOBaHUS K PYKOBOAMTEIIO HCCIEIOBAHUS

3aBUCAT oT 00s13aTeILHBIX YCJ'IOBI/Iﬁ KaXa01o KOHKPCTHOI'O BHJIa
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uccienoBanus. B 00s3aHHOCTH PYKOBOJACTBA HMCHBITATENBHOW Jaboparopuu
BXOIUT YCTAaHOBJIICHHE 3THUX TpeOOBaHUW. PyKOBOACTBO UCHBITATENBHOU
1a00paToprr OTBEYAET 3a BHIOOP PYKOBOAMUTENS UCCIIEAOBAHMS, KOHTPOJIb €T0
JESITETbHOCTU M OIOOPEHHE €ro PElIeHUl, a TAKKe JOJDKHO IapaHTHPOBATh
IIPOBEJEHUE 3KCIIEPUMEHTOB B COOTBETCTBUM C [IpaBmiiaMn. MunumanbHbie
TpeOOoBaHUsA K KBaJIM(pHUKAIIH, YCTaHOBJICHHbBIE PYKOBOJICTBOM
UCHBITATENbHOW JTA0OpATOpPUM [JIsi PYKOBOIOUTENS MCCIENOBAHUSA, JOJKHBI
ObITh yKa3aHbl B JOKyMEHTax KaapoBoro yuera. [lomumo Haiexaien
TEXHUYECKOM  TOAroTOBKM  (0Opa3oBaHMsl)  KOOPAMHHUPYIOIIAS  POJIb
PYKOBOAMTEISI HCCIEAOBaHUS TpeOyeT, 4YToObl JaHHOE JMIO o0Iaaaio
HaBbIKaMHU B 00JaCTH MEXJIMYHOCTHOM KOMMYHUKAIIMHU, PELIEHUsI TPOOJIeM U

YIIPaBIICHHUSL.
V1. B3aumozencTBue B paMKax UCCIEN0BaHUS

31. PykoBomuTenb HMCCIEIOBAaHUS HECET OOIMYyI0 OTBETCTBEHHOCTH 3a
VOPABJICHUE HCCICAOBAHUEM U 3aKIIOYUTENbHBIN oTuer. OmnpeneneHue
«OTBETCTBEHHOCTH 3a 00111ee yIpaBIEHNE UCCIICTIOBAHNUEM U 3aKITFOUUTEIbHBIN
OTYET» MOXKET TOJKOBAaThCS B IIMPOKOM CMBbICIE ISl HMCCIIEIOBaHUM, B
KOTOPBIX PYKOBOJUTEIbh HCCIEIOBAHUS MOXET ObITh Teorpaduiecku
(TeppuTOopHManbHO)  yhaajdeH OT  (aKTUYECKOrOo  MeCTa  MPOBEICHHUS
OKCIEPUMEHTAIbHON ~ pa0oThl. [lpy HamMumm  HECKONBKHX  yYpOBHEU
yIpaBleHus1, UCCIIEA0BATEIHCKOTO TiepcoHana u nepconana COK neobxommumo,
4TOOBI ~CYIIECTBOBAJIM UETKUE PA3rPAaHUYCHUs] TMOJTHOMOYMM, KaHaJOB
KOMMYHHKAIIMW, a TaK)K€ BO3JIOKCHHBIX Ha HUX OOS3aHHOCTEH C TEM, YTOOBI
PYKOBOIUTENh HCclenoBanuss Mor 3¢hGeKTuBHO (B TOJHOM O0bEME KakK B
OTHOIIIEHUU KOJMYECTBA, TaK U B OTHOLICHHUM IMOJYyYaeMbIX PE3YyJIbTATOB

BBITIOJIHEHHUST  (DYHKIIMOHATBHBIX  OOS3aHHOCTEH)  BBINIOJNHATH  CBOU
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00s13aHHOCTH ycTaHOBiIEeHHbIE [IpaBunmamu. PasrpanuyeHuss MOJOHOMOYHH,
BO3JIO)KCHHBIC OOSI3aHHOCTM M KaHallbl KOMMYHHKAIIMUA JIOJDKHBI  OBITh
3aKpeIJIEHbl JOKYMEHTaJIbHO (IPHUHSATHI B (JOpPME MUCHbMEHHOIO JOKYMEHTA).
[Ipy HaAIMYKMK UCCIIEIOBAHMM, TPOBOAIIMXCA HA HECKOJIBKUX HCIBITATEIbHBIX
IJIOIIAKAaX,  PYKOBOJACTBO  MCHBITATCNIbBHOW  JIaOOpaTopwl  JOJIKHO
o0OecreunBaTh YE€TKUE KOMMYHUKAIIMOHHBIE CBSI3M MEXKIY PYKOBOAMTEIIEM
uccienoBanus, Beaymmmu ucciaenoBarensimu, COK u uccrnenoBarenbCKum
MIEPCOHAIIOM.

32. B wuccnenoBaHusix, B KOTOPbIX OTBETCTBEHHOCTbH JEJIETMPOBAHA
BEAYIIEMY  MCCJIEHOBATENI0, PYKOBOAUTEIM  MCCIENOBAHUA  JOJIKHBI
0o0eCreunTh TMOAJACPKKY U KOHTPOJIb JaHHBIX COTPYAHUKOB, YTOOBI
rapaHTUPOBATh, YTO COOTBETCTBYIOIIUE 3Talbl MUCCICAOBAHUS MPOBOASTCS B
COOTBETCTBUM C IUIAHOM HccaeaoBanus, coorBercrByronmmMu COII u
[IpaBuiiamu. Benyumii uccnenoBaresb JOJDKEH HE3aMEIMTEIIBHO CBA3AThCS C
PYKOBOJIUTEJIEM HMCCIENOBAHUA, €CIIA MPOU3OLLIO MHPOUCIIECTBUE, KOTOPOE
MOXKET OKa3aTb OTPULATEIBHOE BO3JACHCTBME HA XOA MW PE3YJIbTarhl
uccienoBanus. Becb o0o0OMeH wuHdoOpMmainuend JOKEH JOKYMEHTAJIbHO
MOATBEPKAATHCA.

33. Ha Bcex »3Tamax »KCIEpPUMEHTA OO0SA3aTeIbHO OCYIIECTBIISETCS
B3aMMOJICUCTBUE MEXIY pykoBoauTenem uccienoBanus u COK.

34. Takoe B3aUMOJEHCTBUE MOYKET BKITIOUATh:

aktnBHOE npuBiedeHue COK Kk CBOEBpEMEHHOMY pPacCMOTPEHUIO TIJIaHA
UCCJIENOBAHMS, PACCMOTPEHHIO HOBBIX UM mnepecMmorpeHHbix  COIl,
npusiedeHuo nepcoHaa COK k coBemanusM B Hayajae MOPOBEIACHUS
WCCJICIOBAHUS U PEIICHUIO BO3MOXKHBIX TMPOOJIEM, KaCatoIMUXCsl COOMIOECHNUS

HpaBI/IJ'I IIPpHU BBIITIOJIHCHHUHA UCCIICAO0BAHUA,;
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OBICTpBI OTBET HA OTYEThl 00 HWHCHEKIUU (ayauTe) C YyKa3aHUEM
KOPPEKTUPYIOIUX JIEUCTBUN U TIPU HEOOXOJUMOCTH MOJJEPKAHUE CBSI3U C
nepcoHasioM COK, HayyHbIM M TEXHHYECKUM [EPCOHAJIOM C LEJBIO
COJICUCTBHUSI B MPEIOCTABICHUHM OTBETOB HA IMOJYyYEHHBIE B XO/€ WHCHEKIUU

(aynuTa) 3amedaHusi (BOIIPOCHI).
VII. 3ameHa pyKOBOIUTEISI UCCIEA0BAHUS

35. PykoBoguTeNnb HUCCIAENOBAHUS HECET OTBETCTBEHHOCTh 3a XOJI
UCCJIEIOBaHMUST B COOTBETCTBUM ¢ HacTosimumu [IpaBuwiamu B nemom. OH
JIOJDKEH ~ YIOCTOBEPUTHCSI B IOJHOM  COOTBETCTBUM  KaXJOTO  dTara
WCCJICIOBAHMS TIPUHITMIIAM HaJJIeXkKaIel JadopaTopHO MPaKTUKH, B TOUHOM
CJICIOBAaHUU IUJIaHy HCCJIENOBAaHMS, a TakXKe B TOM, UYTO BCE PE3YJIBTAThI
UCCJICIOBAHUM TOJHOCTBIO JIOKYMEHTUPYIOTCS. JlaHHAsi OTBETCTBEHHOCTH
MOXET OBITh TMOJHOCTHIO pEaJu30BaHa B Cllydae, €CIU PYKOBOAUTEINb
WCCJICIOBAaHMS MOCTOSHHO IPHUCYTCTBYET B MCHBITATEIbHON J1abopaTopuu BO
BpeMsl ITPOBEJICHUS UCCIIE0OBAHUs. DTO HE BCEIJIa OCYILIECTBUMO Ha MPAKTHKE,
MTOCKOJIEKY HEM30eKHO OyIyT BO3HUKATh MEPHUOABI KOTJIa OH HE HAXOAUTCS B
UCIIBITATeIbHOM ~ JJabopaTopud W BO  BpeMs  KOTOPBIX  HEOOXOAUMO
OCYIIECTBUThL €ro 3aMeHy. YCIOBUS, TPU KOTOPBIX PYKOBOIAUTEIb
WCCJICIOBaHUS MOXKET OBITh 3aMEHEH, He ompenencHsl B IlpaBuiax, oHH
JIOJDKHBI  PacCMaTpUBaThCs HA YPOBHE YTBEP)KICHHBIX HCIBITATEIBHOM
naboparopueri  COIIl.  Jlanasie COIl  momkHBI TakXke  ONPEACISITH
HEOOXOAMMBIC JJIsi 3aMEHbl PYKOBOJUTENS MCCICIOBAHUS MPOLEAYPHl H
JIOKyMEHTAITUIO.

36. PemmieHne 0 3amMeHE PYyKOBOAUTEIS HUCCIEAOBAHUS WM BPEMEHHOM
JIEJISTUPOBAHUU  €r0  TMOJHOMOYMH  JPYyroMy COTPYAHMKY TPUHUMAET

PYKOBOJICTBO HCIIBITaTeIbHOM s1aboparopuu. Bce Takue pemeHws ciemyer
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JOKYMEHTUPOBAaTh B MHUCbMEHHOM (opme. CylIecTBYIOT 2 YCIOBUS IS
JOJTOCPOYHBIX HCCJIEIOBAaHUM, IMPU KOTOPBIX MOXET paccMaTpUBATHCS
BapHaHT 3aMEHBIL:

OKOHYaHHE CpPOKa pabOThl PYKOBOJIUTENS UccienoBaHus. B atom ciydae
00513aHHOCTBIO, MPUIIEIIIET0 Ha 3aMEHY PYKOBOIUTENS HCCIeAoBaHUs (IIpU
cogeiictBun nepcoHania COK), sBisieTcss HEOOXOAMMOCTh B KpaTdaullue
CpOKH YyOeIuTbCsl B COOTBETCTBUM MCCIEJOBAHMM, MPOBEACHHBIX K Jare
3aMEHbI, IPUHIUIIAM HaJJIeXkKalle 1ad0opaTopHON PAKTHUKY;

OTITyCK, HAy4YHbIE COBEIIaHNUs, O0JIE3Hb UM HECYACTHBIN cyyail.

37. KpaTtkocpoyHOe OTCYTCTBHE MOXET HE MOTpeOoBaTh (hopmalibHOMN
3aMEHbl PYKOBOAMTENSL HCCIIEIOBaHUs, €CIIM MPU BO3HUKHOBEHUH MpoOieM
WIM HENpPeABUACHHBIX CUTyallud C HUM MOXHO CBsi3arbcd. Eciau B mepuon
OTCYTCTBHSI PYKOBOJUTEIS MCCIECAOBAHUS OXKUAACTCS MPOBEACHUE 3HAYMMBIX
ATANoOB MCCIEIOBAHUS, 9TH ITAlbl JIOJDKHBI ObITh TUOO TIEpeHeceHbl Ha Oolee
ynoOHoe BpeMs (C BHECEHHEM, B CIydae HEOOXOAUMOCTH, M3MEHEHHUH B TUTaH
UCCIIEIOBAaHUs), JMOO JOMKHA OBITh PAcCMOTpEHa 3aMEHa PYKOBOAMUTENS
UCCIIEIOBaHUs MyTeM (OPMaIbHOTO HA3HAYEHHs] OJHOTO M3 COTPYIHUKOB B
KaueCcTBE PYKOBOAMUTENS uccienoBaHus. [Ipu kKpaTkoBpeMEHHOM OTCYTCTBUU
PYKOBOIUTENSI HCCIEAOBAaHUSA JOMYCKAETCS BpPEMEHHAs Iepeaada €ero
MOJTHOMOYMM KBaIM(DPULIMPOBAHHOMY COTPYAHHKY JJIS BBIMOJIHEHUS JAHHOTO
KOHKPETHOIO 3Tama HCClaenoBaHus. Eciaum  OTCYyTCTBHE  pyKOBOAMTEIIS
UCCJIEIOBAHUSI MOXKET OBITh MPOAOKUTENBHBIM, TO MPEANOYTEHHE AOIKHO
OTAaBaThCs 3aMEHE, a He Tepeaye 00sI3aHHOCTEN.

[Ipouenypa u NpUYHUHBI 3aMEHBI PYKOBOIAUTEIS UCCIENOBAHUS JOJIKHBI
OBITh JIOKYMEHTHPOBAaHbl W YTBEPXKJCHBl PYKOBOICTBOM HCIBITATEILHON
naboparopun. CreayeT TPOBOAUTH JOKYMEHTHPOBAHUE  PE3YNIBTaTOB

HpOMC)KYTOLIHOI\/'I IMPOBEPKU  COOTBCTCTBUA I/ICCJ'IC)IOBaHI/Iﬁ IMpUHOUITaM
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HaJyIeKaIle 1adopaTOpHO MPAKTUKU B Ciiyyae OOHApY>KEHUSI HEJOCTATKOB
WJIA OTKJIOHEHUH.

38. [Ipr BO3BpalllcHMW PYKOBOAMUTENS MCCICAOBAHUS HE3ABUCHMO OT
TOrO, ObLJIa JIU MPOBEACHA €r0 3aMEHa WIM Iepe/iadya MOJTHOMOYHUM Tpyromy
COTPYAHUKY, OH JIOJDKEH B KpaTyaillllie CPOKU yCTAHOBUTbH, UMEIIU JIU MECTO
OTKJIOHEHHSI OT YTBEPXKJICHHOIO IUlaHa wucciaeaoBanuil unu  [lpaBu.
OOHapyxeHHbIe OTKJIOHEHUs OT [IpaBui, BO3HMKIIME B MEPHUOJ] OTCYCTBHUS
PYKOBOJMTEIIS WCCIEAOBAHUS, MOTYT OBITh 33JJOKYMEHTHUPOBAHBI IMOCIE €ro

BO3BPALICHUS.
VIII. IIpaBoBo#i cTaryc pyKOBOJAUTEIA UCCIIEIOBAHUS

39. [loanuck pyKOBOIUTEIISI UCCIEAOBAHUS HA 3aKIIOUUTEIIBHOM OTYETE
MMEET IOPUINYECKYIO CHIIY U MOATBEPKIAECT OTBETCTBEHHOCTh PYKOBOIAUTES
UCCJICIOBAHMS B OTHOIIICHUM BBIMOJHEHUS UCCIEIOBAHUS B COOTBETCTBHUM C
[IpaBumaMu ¥ B OTHOUIEHWUU JIOCTOBEPHOTO MPEICTABICHUS TEPBUYHBIX
JAHHBIX B 3aKJIFOYUTEITLHOM OTYETE.

40. FOpunnueckass OTBETCTBEHHOCTh PYKOBOJWTENS  HMCCIIEIOBAHUS

YCTaHaBJINBACTCA 3aKOHOAATCIILCTBOM IroCy1apCTB-4JICHOB.




IMTPUJIOXKEHUE Ne 3

K [IpaBunam Hagexamen
nabopartopHoil nmpakTuku EBpasuiickoro
HPKOHOMHYECKOTO COH03a

HOPAJOK
npumenenus [paBua Hapiexamen JJadopaTopHou
NpakTUKH EBpa3uiicKoro dKOHOMMYECKOIro coxo3a
JJIS1 OPTaHU3ALUMY U NIPOBEICHUA UCCJIe0BAHUI
HA HECKOJIBbKHX IIOIIAIKAX

. OO011me monoXKeHust

1. Ilon wuccinenoBaHueM, NPOBOAMMBIM Ha HECKOJIBKHX IUIOMIAJKAX,
MMOHUMAETCS JII000€ MCCIIEIOBAHNUE, ATAIlbl KOTOPOTO MPOBOMATCS Oosee uem
Ha oJiHOM 1IoMaaKke. Heo0X0MuMOoCTh B TaKMX UCCIEAOBAHUSX BO3HUKAET MPU
WCIIOJIb30BAaHUU  IUIONIAJIOK, KOTOpbIE yJajJeHbl 10 reorpaduyeckoMy
MPU3HAKY, OPraHU3allMOHHO OT/EJICHbl WM pa3/iesieHbl WHbIM oOpa3zom. B
TaKOM CJIy4a€ OJIMH OTAEJ OpraHu3aluyd JIEMCTBYET B  KA4ECTBE
WCTIBITATEIbHOM TJIOIIAKH, APYTOM — B KAUE€CTBE UCIIBITATEILHOIO LIEHTPA.

2. Pemienre 0 mMpoOBEACHUM MCCIENOBAaHUS HA HECKOJIBKHUX IUIOMIAIKaX
MPUHUMAETCSI  CIIOHCOPOM  TIOCJIE€  OOCYXIEHUSI C  PYKOBOJACTBOM
UCIIBITATEIbBHOM J1Ta00OpaToOpuM, BBHIOPAHHON CIOHCOPOM TMEpe] HadajioM
uccienoBanusa. Mcmoabp30BaHME HECKOJBKMX MCHBITATEIbHBIX —IIJIOIIAI0K
YBEJIIMYMBACT  CIOKHOCTh  3ad4ad  MOPOEKTUPOBAHMS W YIPABJICHUS
WCCIICIOBAHUEM, YTO MPUBOAUT K  JIONIOJHUTEIBHBIM  PUCKAM  JJIs
JIOCTOBEPHOCTH M HAJICKHOCTH PE3YJBTATOB HcclienoBaHus. [103ToMy OueHb
BaYKHO, YTOOBI BCE TMOTECHIIMAIBHBIC YIpO3bl IEJIOCTHOCTH HMCCIEIOBAHUS Ha
OCHOBaHWM TNPEACTABICHHON CTPYKTYpbl HCCICIOBAaHUS Ha HECKOJIBKUX

Iomragxax ObLIH OLICHCHBI, 0053aHHOCTH Y4aCTHHUKOB 4YCTKO pacClpCACICHbI, a
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pUCKM CBel€Hbl K MUHUMYyMY. JloJKHa OBITh IpPOBEIEHA TEXHUYECKas
(Hay4yHasl) SKCIEPTH3a U BCECTOPOHHE PACCMOTPEHBI CTAaTyC COOTBETCTBUS
uccnenoBanuss  IlpaBunam  Hagnexameld — 7a0OparopHOM — MPaKTUKU
EBpa3uiickoro 3>KOHOMHYECKOIO COI03a, YTBEpPXKIAaeMbIM EBpa3uiickon
PKOHOMHUYECKON Komuccuen (nanee — IlpaBumna), pecypchl U peHTAOCIBHOCTh
BCEX IUIAHUPYEMBIX K UCIIOJIb30BAHUIO UCIIBITATENBHBIX IIJIOMIAIOK.

3.B cBA3M ¢ TeM, YTO pa3IAYHBIE BHJBI HCCIECAOBATEIBCKON
NEATEIbHOCTH MPOBOAATCS HA Pa3HbIX IUIOIMIA/IKAX, IUIAHUPOBAHUE, CBS3b U
YOPABJICHUE HCCICAOBAHUEM HMEIOT B JAHHOM CIy4ae HCKIFOUYATEIIBHO
BOXHOE 3HayeHue. XOTsA HCCICHOBAHME HA HECKOJIBKMX MCIBITATEIIBHBIX
IJION[AIKaX COCTOMT U3 paldOT, KOTOpblE OCYILIECTBISIOTCA Kak B
UCITIBITATEIBHOM LEHTPE, TaK M HAa BCEX HCMBITATEIBHBIX IUIOIMIAJKaX, OHO
IpeICTaBIsIeT COO0M eIMHOE UCCIEN0BaHNE, KOTOPOE JOHKHO MPOBOIUTHCS B
cooTBeTCTBUM C [IpaBunamu. JT0 03Ha4YaeT HAIMYMUE JUJIS BCEX BBINOIHIEMBIX
paboT OAHOrO IJIaHA MCCIIEIOBAHUS, OTHOTO PYKOBOIUTENS UCCIEIOBAHUS U B
UTOTE OJJTHOTO 3aKJIFOYUTEIIBHOIO OTUYETA.

Kpaiine BaxkHO, 4TOOBI 00BEM pabOT, BBHINOJHSEMBI Ha pa3HbIX
ionaaKax, ObUl YETKO OINpeAeNieH Ha PaHHEeW CTaauu IUIAHUPOBAHUS, YTOObI
JaTh BO3MOKHOCTh 3aMHTEPECOBAHHBIM CTOPOHAM COIIACOBaTh HEOOXOIUMbIE

MepBI KOHTPOJIS TIepe/1 3aBEepIICHUEM pa3padO0TKH TUTaHA UCCIICIOBAHKA.
II. KommyHukarms

4. O0s3aTeIbHBIM yCIIOBUEM YCIICIITHOTO MPOBEICHMSI UCCIICIOBaHNS Ha
HECKOJIbKHMX TUIOIIAIKAaX SIBIISICTCSI OCBEIOMIICHHOCTh BCEX CTOPOH O CBOMX
o0s3aHHOCTAX. UTOOBI paclpencnuTh 3TH OOS3aHHOCTH W CIPaBUTHCS C
KaKUMHU-THOO CHTyaIlUsIMH BO BpEMs MPOBCACHUS HCCIICIOBAHUSA, KpalHE

BAXHO  HAJIaOuTh MOTOK  wWHpopMaruu ©  d(PPexTuBHYIO  CBSI3b



(obecrieunBaroIIyl0 HAJIEKHOE M YCTOMYMBOE MOJICp>KaHHEe KOMMYHUKAIINUH,
HE TPUBOJAIICE K MCKAKCHUIO (HEBEPHOMY BOCHIPHUSITHIO), HTHOPUPOBAHHIO
WIA OTCYTCTBHIO OOparHOTO CHWTHaja B OTHOIICHWH IepelIaBacMon
uHpOpPMAIIMH) MKy CIIOHCOPOM, PYKOBOJCTBOM ILIOMIAI0K, PYKOBOTUTEIIEM
WCCIIC/IOBAaHUS, BEIyIIMMHU  HCCIICAOBATENIsIMU, CIy>)KOOW  oOecrieueHust
kadecTBa (nasiee — COK) u nmepcoHasioMm uccie10BaHusl.

5. Mexanu3m oOMeHa HH(pOpMalUeH, CBSI3aHHOM C HCCIIEOBAHUEM,
JOJDKEH OBITh TMPEABAPUTEIHLHO COIIacoBaH W OGOpPMIIEH JOKYMEHTaJIbHO
MEXIy CTOPOHAMHU, YKa3aHHBIMH B MTYHKTE 4 HACTOSIIIIETO MPUIIOKEHHUS.

6. PykoBomuTens HcClIenoOBaHUs JIOJDKEH CBOEBPEMEHHO IOJTydYarb

UH(OPMALIKIO O XOJI€ UCCIIEOBAHMS HA BCEX MIIOMIAJIKAX.
III. Ynpagienue ucciuen0BaHuEM

7. CnoHCOp TOpyYaeT TPOBEICHHE  MCCIICIOBaHUS  BbIOpAHHOMU
UCTIBITaTEbHON Jaboparopun. PyKOBOACTBO uCHBITaTENbHOU Jaboparopuu
HA3HAYaeT PYKOBOAUTEINSI UCCIEIOBAHMS, KOTOPHIM MOXET SIBISTHCA JIUILIO HE
00s13aTEIbHO HAXOJSIIEeCs] HAa TOW TUIOMIAJKE, TJ€ MPOBOAUTHCS OOIbIIas
4acTh JKCIIEPUMEHTAIBHOW paboThl. PelieHue o mpoBeAeHUM pPabOTHI 1O
MCCJICIOBAHUIO HA JIPYTUX IUIONIAJAKaX OOBIYHO MPUHUMAETCS PYKOBOJCTBOM
UCTIBITATEIbHOW J1a00paropuy TIOCNIE€ KOHCYJABTAlMM C PYKOBOIAUTEIIEM
WCCJICIOBAHMS M CIIOHCOPOM, €CITH 3TO HEOOXOAMMO.

8. Ecnii pyKOBOIMTENb MCCIEIOBAHUSI HE MOXET BBINOJIHATH CBOU
00sI3aHHOCTH Ha HUCIIBITATEIbHOW TUIONIAJKE U3-3a €€ Teorpauuyeckoro Wiu
OpPraHU3AIlMOHHOTO  pa3/eNIeHUusl, BO3HUKACT HEOOXOAMMOCTh HAa3HAYUTh
BE/yIlle-UX MCCIIEIOBATeNIed Ha MCHOBITAaTeNbHBIX IUIOMIAKaxX. Mcnonnenue
00s13aHHOCTEH BCJICJICTBME OPraHU3allMOHHOTO pa3/CiCHUsT MOXKET OBbITh

HCBBIIIOJIHUMbBIM, B YdCTHOCTH, 110 IIPUYHMHC BPCMCHHLIX 3aTpar Ha IIPOC3/,
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pa3HbIX YaCOBBIX IMOSICOB WM CIOKHOCTEMN, CBA3aHHBIX C IIEPEBOJIOM C OJJHOTO
A3blKa Ha Jpyrod. Pasnenenue mo reorpauueckoMy MPU3HAKY MOXKET OBITh
CBSI3aHO C YHAQJECHHBIM pAaCIOJIOKEHUEM IUIOUIAJIKU WM HEOOXOAUMOCTBIO
YAEATh MOCTOSSHHOE BHUMAaHUE OJHOBPEMEHHO HECKOJIBKUM HCTIBITATEIbHBIM
IUIOIIAIKaM, PACOJI0KEHHBIM B Pa3HbIX MECTaXx.

9. PyKOBOACTBO  MUCHBITATENbHONW  Ja0OpaTopuM W yHAJIEHHBIX
UCHBITATENbHBIX IUIOHIAIOK JIOJKHBI TOAAEPKUBaTh MNpo(dhecCHOHaIbHbIE
B3aMMOOTHOILIEHUSI € LEJIbI0 O0ECHeUeHUs: LEJOCTHOCTH HCCIEI0BaHNU.
[TpuopureTsl pa3inMUYHBIX YYaCTBYIOLIMX TIpymnn JUOO KOMMEpYECKue
JOTOBOPbl M COMNAIIEHHUS O  KOHQUACHUUAIBHOCTH  HE  JIOJKHBI
MPENsTCTBOBaTh OOMEHYy HH(oOpMale, HEOOXOIUMON [JIsi HaJJIeXKAaIlero

IMPOBCACHUA UCCIICAOBAHMA.

IV. Pacnipenenenue o0si3aHHOCTEM
YYaCTHUKOB MCCJICOBAHUS U IIEPCOHAIA
1. Crioncop

10. Pemenre 0 mpoBEAECHUM HCCIECAOBAHUS HA HECKOJBKUX IUIOMIAJKAX
JOJDKHO ~ OBITH  TIHIATEJIbBHO PACCMOTPEHO CIOHCOPOM  COBMECTHO C
aAMUHHCTpAlMECd WCIBITATEIBHOTO [EHTpa [0 Hayajga HWCCICIOBAHUS.
[IpenBapuTEIbHO CIIOHCOP JOJDKEH OMNpEeNeiInTh, KakuM o0pa3om Oyier
o0ecIeunBaThCs COOTBETCTBHE HCCIIeoOBaHN [IpaBriaaM u 3aKOHOIATEILCTBY
rocygapctsa — uieHa EBpa3uiicKOro SKOHOMHYECKOIO Coro3a (lanee —
rocynapcTBo-uieH). CHoHcop JOMKEH TIOHMMaTh, 4YTO B  PE3yJbTare
UCCJICNIOBAaHMSI HAa HECKOJbKUX IUIOMIaJKaX OyldeT COCTaBJICH OJIWH
3aKJIIOYUTEIbHBIN OTYET.

11. CnoHCOp J0/KEH OBITh OCBEIOMJIEH O TOM, YTO €CJU ILIOIIaaKa
HCIIOIB3YETCSl B KaQUe€CTBE HCIIBITATENIbHOM J1a00paTtopuu, OOBEAWHSS ATallbl

HUCCIICOIOBAHUA, TIPOBOAMMOTIO HA HCCKOJIBKUX INIOHIaJIKax, €€ OIICpaluu U



MepcoHall, 3aJelCTBOBAHHBIM B HCCIEIOBAHUM, IOMJIEKAT KOHTPOIK CO
CTOPOHBI PYKOBOJIUTENSI UCCIIEIOBAHUS. B 3aBUCMMOCTH OT CHUTyallud, TaKou
KOHTPOJIb MOXET BKJIIOYaTh B C€0sl MOCEIICHMS IUIOMIAJKU PYKOBOJCTBOM,
PYKOBOAMTEIIEM HCCIICAOBAHUS U (WJIM) WHCIICKITUIO TJIABHBIM CITCIIMAIICTOM
COK. PyxkoBoauTenb ucCCIEAOBaHHUS JODKEH yKazaTb, B KakOM OObeMe

UCCIIe0BaHue coOoTBeTCTBYET [IpaBunam.
2. PykoBOACTBO UCHBITaTENbHOU JabOpaTopun

12. BeiOOp HCHBITATEIBHBIX —IUIOMIAJAOK JOJKEH OBITh 0J00peH
PYKOBOJICTBOM HCHBITaTENbHON Jaboparopun. PaccmarpuBaeMbie BOMPOCHI
JOJKHBI KacaTbCsd B TOM 4ucie (GYHKIIMOHAIBHOCTH U 3(PGEKTUBHOCTU
KOMMYHHMKAllMHA, HaJIW4YUs NOpaBwibHO opranuzoBanHoM COK, namnums
MOJIXOAAIIET0 00OpydOBaHUST M OmbiTa. PyKOBOACTBO  HCIBITATEIHHOM
nabopaTtopuu HazHadaeT maBHoro crnenuanicra COK, KOoTopseIii HeceT 001Iy1o
OTBETCTBEHHOCTh 3a OOECIIEUYEeHHE KaueCcTBa BCETO HMCCIECIOBAHHS B IIEJIOM.
PykoBoacTBO ucmbITarenbHOU Jaboparopuu JomkHO uHGopmupoBarh COK
BCEX UCIIBITATENbHBIX IJIONIAJIOK O MECTE HAXOXKICHHS TJIABHOTO CIEHAINCTA
COK. Ecnu Bo3HUKaeT HEOOXOAUMOCTH HCIOJB30BAHUSA HUCIBITATEILHOMN
IJIOIIAJKK, HE BKJIIOYEHHOW B HAIIMOHAJIBHYIO MPOrpaMMy MOHHMTOPHHTA
cooTBeTcTBUs [IpaBmiam, 000CHOBaHHME BBHIOOpA AHHOM IJIOMIATKUA JAOHKHO
OBITh TOKyMEHTUPOBAHO. PYKOBOJICTBO MCHIBITATEIHHON TAO0OPATOPUH JOTHKHO
YBEAOMHTH PYKOBOACTBO HMCHBITATEILHOM IUIOLIAIKH O TOM, YTO OHA MOXET
MOJIBEPTHYTHCSI MHCTIEKIIMK YTIOJIHOMOUYEHHOT'O OpraHa rocyapcTBa-4jieHa, Ha
TEPPUTOPUU KOTOPOTO HAXOIUTCS UCTIbITATEIbHAS TUIOMAaKa. Eciu B JaHHOM
roCyJJapCTBE-WICHE HET COOTBETCTBYIOIIETO YIOJIHOMOYEHHOTO OpraHa,

HUCIIbITAaTCJIbHAasA IJIomajaka MOXECT IOABCPIHYTHCA HHCIICKIIUHN
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YHOJHOMOYCHHOI'O OpraHa rocyaapCrBa-4jicHa, B KOTOpBIﬁ 6YI[CT IpcaACTaBIICH

OT4EeT 00 UCCIIEIOBAHNM.
3. PykoBOACTBO UCTIBITATEIHPHON TIIOMIAKA

13. PykoBOICTBO MCTIIBITATEILHON TUIOMIAKA HECET OTBETCTBEHHOCTh 32
NPEOCTAaBICHHE  COOTBETCTBYIOIIMX  PECYpCOB IS TIPOBENCHUS
UCCIIC/IOBAaHUI Ha IUIOMIQJKE U BBIOOP BEAYIIMX HCCIEAOBaTenel ¢
HaJyIexkamen kpanudukanuet. Ecin Bo3HMKaeT HEOOXOIUMOCTh 3aMEHUTh
BEAYIIUX  MCCIECIOBATEICH, PYKOBOACTBO  HCIBITATCIIBHON  IJIOMIAIKU
HA3HA4YaeT 3aMECTUTENsT BEAYIIEr0 MCCIENOBaTeNs IMOCie KOHCYJIbTAIlUU CO
CIIOHCOPOM, PYKOBOAHUTENIEM HCCIIEIOBAHUS U PYKOBOJICTBOM HCIBITATEIbHON
nabopaTopuu, eciid 3T0 HeoOoxoauMo. [lonpoOHbIe CBeAEHUSI TOJDKHBI OBITh
MIPECTaBICHBI PYKOBOIUTEIIO MCCIICIOBAHMS CBOCBPEMEHHO, YTOOBI MOXKHO
OBUI0O TPUHATHP W JOKYMEHTAIBHO O(OPMHTH TIOMPAaBKy K IUTaHY
UCCJICIOBaHMUS. 3aMECTHUTENb BEIYIErO HCCIeNOBaTels OJKEH OLICHUTH
craryc coorBeTcTBUs [IpaBuiaMm paloT, BHIOJHEHHBIX 10 MOMEHTA 3aMEHBI

BEIYILIETO UCCIICIOBATENS.
4. PyKoBOJIUTEIIb UCCIIEIOBAHUS

14. PykoBOIUTENb HMCCIEAOBAHUS JOJIKEH OOCCIEUNTh MPHUEMIIEMOCTh
BBIOPAHHBIX MCTBITATCIBHBIX TIONIAIO0K JIS MPOBEACHUS UccienoBanus. s
ATOTO MOTYT MOTPEOOBATHCS BU3UTHI HA UCIIBITATEIILHBIC TIIOIIAIKH U BCTPEUH
C MIEPCOHAJIOM MCIBITATEIIbHBIX TUIOMIAOK.

15. Ecnmu pyKoBOIWTENh HWCCIICIOBAHUS CUYUTACT, YTO OH CaM MOXKET
HaTpSMYI0 KOHTPOJIMPOBATh padOTy HA OAHOW M3 MCIBITATEIILHBIX TUIOIIAIOK,
0e3 HEOOXOAMMOCTH Ha3HAUYCHMS BEAYIIUX MCCIEAOBaTeNe, OH JOJKEH
M3BECTUTH PYKOBOJCTBO HCITBITATEIHHOM JTa0OpaTOPHH O TaKOH BO3MOXKHOCTH.

PykoBoaCcTBO  WCHBITATENBbHOM — jaboparopuyd  JOMDKHO — OOECIEYUTh
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OpraHu3anuio cooTBeTcTByIomEero MouutopuHra COK Ha 3TOM IUIomanke.
9t10 MoxkeT BeITONHATE COK camol McIBITaTeIbHON IIJIONIAAKHU WIIH TJIaBHBIN
cnenpamuct COK.

16. PykoBoguTenbr  HCCIEIOBAaHUS  HECET  OTBETCTBEHHOCTh  3a
YTBEP)K/ICHHUE TJIaHAa MCCIEAOBaHMS, BKIItOYas OObEAMHEHUE YacTe padoTHI,
32 KOTOPBIE OTBEYAKOT BEIYIIHE UCCIEAOBATENN. PYKOBOAUTEND UCCIEN0OBAHUSA
TaK)K€ YTBEPXKIACT TMOMPABKM M BHOCUT HUX B IUIAH HCCICAOBaHUS U
MOJTBEPXKIAET  OTKJIOHEHHMS  OT  IUlaHa  MCCJIEIOBAHUS,  YUYUThIBAs
COOTBETCTBYIOIIME PaOOTHI, BHITTOJHICMBIC Ha HCIBITATCIBHBIX TUIOMIAKAX.
PykoBoguTenb  MCCIIEIOBAaHMSI  HECET  OTBETCTBEHHOCTh 3a  TOYHOE
nH(pOpMUpOBaHUE BCErO IMEpPCOHANa O TPEOOBAHMSIX K MCCICIOBAHUIO H
JOJKEH O00EeCIeYuTh JOCTYIHOCTh IUJIaHa HUCCIEAOBAHHUS M IOMPABOK JJIs
BCETO NEPCOHAJA, YYACTBYIOIIETO B UCCIEAOBAHUH.

17. PykoBoauTeh HCCJICTOBAHHUS JIOJDKEH yCTaHaBJIMBATb,
MO/JIEP’KUBATh COOTBETCTBYIOIIME CHUCTEMBI CBSI3U MEXKIY HMM CaMUM U
KKJIBIM BEIYIIIUM HCCIIEI0OBATEIEM, a TaKKE MPOBOAUTh UX TeCTUpoBaHue. B
YaCTHOCTH, Ba)XHO IMPOBEPUTh MPABWIBHOCTh TeICHOHHBIX HOMEPOB H
aJIpeCOB DJIEKTPOHHOMN MOYTHI C TTOMOIIBIO TPAHCIISIIIUI TECTOBBIX MPOrPaMM,
YTOOBI M3yUYNUTh YPOBCHb CUTHAJIA B CEIIBCKUX OTACICHHUSAX M T. A. Bo3MoOXHO,
noTpeOyeTcsl Y4YUThIBaTh pa3HUIy B YaCOBBIX I0sCaX. PyKOBOAUTENb
HCCIICIOBAHMS JIOJDKEH MOJJICPKUBATh MPSMOM KOHTAKT C KaKJIbIM BEIYIIUM
UCCIIEIOBATEIIEM W HE HCIOJIB30BaTh JUIsl 3TOM I1E€IUM TOCPEAHUKOB, 3a
UCKIIFOUCHHUEM CITy4aeB, Korjga u30exaTh 3TOr0 HEBO3MOXKHO (Hampumep,
HEO0OXOJIUMOCTH B IMEPEBOTUMKE).

18. Ha mpoTs>keHMH BCEro MCCIIEIOBAaHUSI PYKOBOAUTEb MCCIICIOBAHUS
JTOJDKEH OBITh JOCTYNEH JJIsS BEIyIIUX HccieAaoBareneld. PykoBomuTennb

HCCICOAOBAHUA OOJIKCH CIIOCOOCTBOBATH KOOpAHMHAINMN MW CHHXPOHHU3AIIUU



COOBITUM W TepeMenieHuid mpoOd, O0O0pa3loB WM JaHHBIX  MEXIY
UCIIBITATCIbHBIMUA  IJIONIAJIKAMU, a Takke 00ecHeunTh, 4YTOOBl BEIYyIIHE
MCCIIEI0BATENN TOHUMAJIH MOCJEN0BATEIbHOCTD BBIMOJIHAEMBIX MPOLIETY].

19. PykoBoauTenb MCCIAEAOBAHUS JOJDKEH MOAACPKUBATh KOHTAKT C
BEIYIIUMH HCCIEA0BATEISIMU OTHOCUTEIIBHO PE3YyJIbTaTOB MHCHEKTHUPOBAHUS
COK wucnbITaTeNbHbIX IUIOMIA0K, €CIIM HEOOX0IUMO. Bce KOHTaKThl MEXTy
PYKOBOJUTENIEM MCCIEAOBaHUS M BeaymuMu ucciepoBarensmu win COK
WCIIBITATEIIBHON TUIOIIAJKH, KACAIOIIMECS PE3YJBTAaTOB HWHCIEKTUPOBAHUS
JOTHKHBI OBITH O(POPMIICHBI JOKYMEHTAIBHO.

20. PykoBoguTeh MCCIEIOBAHUS JIOJDKEH OOECTICUUTh IOATOTOBKY
3aKJIFOYMTENIBHOTO OTYETA C YYETOM MaTepHUajoB, MIOATOTOBICHHBIX BEAYIIIMMU
HCCJICIOBATCIISIMU.

21. PykoBomuTenb  UCCHEAOBaHUS  JIOJDKEH  O00ECHEeYHTh, UYTOOBI
3aKJIFOYMTENIBHBIA OTYET ObLT mpescTaBiieH maBHoMy crennanucty COK mis
MPOBEPKU. PyKOBOIUTENb HCCIEAOBAHUS MOJMMUCHIBAET 3aKIIOYUTEIIBHBIN
OTYET W YKa3blBaCT HA HEM JaTy IOMAINUCAHMS, YTOOBI MOATBEPAHWTH, YTO
NPUHUMAET Ha ce0si OTBETCTBEHHOCTh 3a JOCTOBEPHOCTh JIAHHBIX, a TaKXKe
yKa3bIBae€T, B KakOM 0OBbeME HcCcieoBaHue cooTBeTcTBYeT IIpaBumiiam. D10
MOXET  YaCTUYHO OCHOBBIBATHCS Ha  ITMCHBMCHHBIX rapaHTHUsIX,
MPEICTABICHHBIX BEYIIMMH UCCIICIOBATEISIMH.

22. Ecnu Ha WCIBITATENBHBIX IUIOMIAJAKaX HE ObLT HAa3HAUCH BEMYIIUN
UCCIIEI0BATENb, PYKOBOAMUTENb MCCIEAOBAaHUA JOJDKEH KOHTAaKTUPOBATH
HanpsIMyIO0 C MEPCOHAJIOM, MPOBOISAIIUM PabOTy Ha ATUX IUIOMIAIKAX. DTOT

ICPpCOHAI JOJIDKCH OBITH YKa3aH B INIaHC UCCIICTOBAHMAL.



5. Benyuuii uccienoBarelib

23. Begymmii uccienoBarellb JIEUCTBYET OT HUMEHH PYKOBOJIUTEIIS
UCCJICIOBAHUS B paMKax IMOPYYEHHOTO €My dTala HCCIEIOBAaHUS U HECET
OTBETCTBEHHOCTh 3a oOecreueHue coOmtoneHus [IpaBun st TOoro 3Tama.
BaxHoe 3HaueHHE UMEIOT COTJIACOBAHHOCTh JCHCTBUN M OTKPBITOCTh PAOOUNX
B3aMMOOTHOIIEHUN MEXIy BEIyIIUM MCCIEIOBATEIEM U PYKOBOAUTEIEM
HCCIICIOBAHMUS.

24. JIoOn&KHO CyIIECTBOBATh JOKYMEHTAILHO O(POPMIIEHHOE COTJIAIICHUE
O TOM, YTO BEIYyIIMI HCCIEeNOBaTeIb OyJeT BECTH IOPYYCHHBIM €My 3Tar
B COOTBETCTBUH C IUIAaHOM HccienoBanusa u IIpaBuwiamu. Iloanuce Begymmx
uccienoBareeil  Ha  IUJIaHE  UCCJIENOBAHMS  SIBISICTCS  MPUEMIIEMbIM
JIOKyMEHTAJIbHOM MOJATBEPKACHUEM ITOMY 0053aTEIIbCTRY.

25. Orknonenus ot miaaHa uccienoBaHust wiau COII, oTHoOcsSmUXCS K
UCCJICIOBAHMIO, JOKHBI ~ OBITh  JOKYMEHTAJIbHO  O(QOpMJICHBI  Ha
HCIIBITATCJIbHOW IUIOMIAJKE M TOATBEPKIACHBI BEAYIIMM HCCIEA0BATEIEM, O
HUX CJIETyEeT TaK)Ke COOOINUTh PyKOBOIUTEIIO UCCICAOBAHUS U CBOCBPEMEHHO
MOJIYYUTh €0 MOATBEPKICHHUE.

26. Beqymuii uccienoBarelib JOJDKEH MPEICTABUTh PYKOBOJUTEIIO
HCCIICIOBAHUST MaTrepualibl, MO3BOJIAIONIME IMOATOTOBUTH 3aKIHOYMTEIbHBIN
OTYeT. DTU MaTepHuabl JOJKHBI BKIIOYaTh B C€0sl MICbMEHHOE 3asBJICHUE OT
BEYIIEro MCCIIeIoBaTess, MoATBepkKaatomiee coorsercreue [lpaBunam yactu
paboThI, 32 KOTOPYIO OH HECET OTBETCTBEHHOCT.

27. Benymuii ucciaenoBareib JOJKEH 00€CIeunTh, YTOOBI BCE JIaHHbBIC U
oOpasmpl, 3a KOTOpPbIE OH HECET OTBETCTBEHHOCTh, OBUIM IIepeaaHbI
PYKOBOJIUTEIIIO MCCJICAOBaHUS WM B apXuB, KaK OINKMCAaHO B IUIAHE
uccienoBanus. Eciu oHM HE TmepelaHbl PYKOBOAMTEIIO HCCIEHOBAHUS,

BGI[YHII/Iﬁ HCCJICOOBATCIIb JOJDKCH YBCAOMHUTHL PYKOBOAUTCIIA UCCIICAOBAHUA O
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TOM, KOTJIa W TJ€ OHU OyayT mepefaHbl B apxuB. Bo Bpemsi uccienoBaHUs
BEAYLIUI HCCIENOBaTellb HE HUMEET IMpaBa YTWIM3UPOBAaTh KaKUE-IMOO
oOpa3upl 0e3 MpeIBapUTEIbHOIO MUCBMEHHOIO Pa3pellieHUs PYKOBOAMUTENS

VCCJIEIOBAHMUSL.
6. [lepcoHas1, y4acTBYIOIIUI B UCCIICIOBAHUH

28. Bce cnenuanucThl M TEXHUYECKUU IEPCOHAN, YYacCTBYIOLIUMM B
WCCJICIOBAaHUY, JTOJDKHBI UMETh JODKHOCTHBIE WHCTPYKIIMM W JIOKYMEHT 00
oOyueHuH, KBadu(UKAIMU U CTaxe padOThl, MOATBEPXKIAOIIMN UX
CIIOCOOHOCTH BBIMOJNHITh Ha3HAUYEHHBIC UM 3adanus. Eciau TpeOyercs, 9ToObl
nepcoHai, y4JacTByromuid B uccienoBanuu cienosan COIl, yTBepkaeHHbIM
JUISL  IPYroMl  MCHOBITAaTeNIbHOM  TUIOIIAJKH, JOJDKHO ObITh  0GOPMIIEHO
JTIOKYMEHTAIBHO JIF000€ HEOOX0IMMOE JOTOTHUTEIBLHOE O0yUEHHE.

29. MOXeT UMEThCA HECKOJIBKO TIUIOIIAJIOK, TJ€ BPEMEHHO HAHSTHIN
NIepPCOHAJ BBHITIONHAET OIpeneNeHHbIC 3aaun uccieaoBanus. Eciu 3ty nuia
MOJTy4YaroT WM BBOJST MIEPBUYHbBIC JJAHHBIC, CIIEAYET COXPAHUTDH 3aITUCH 00 MX
KBanM(UKaIy, oOy4eHUH W cTake paboTel. Eciam Takue nuiia BBITOTHSIOT
OObIYHBIC oOmepalu (HanmpuMep, YXOi 3a JIa0OpaTOPHBIMU KUBOTHBIMHU),
noJiIekKaIIMe HaA30py CO CTOPOHBI 00Jiee BBICOKOKBATU(PUIIMPOBAHHOTO

MepPCOHAJIA, TO TAKWE 3aMMKMCH 00 ITUX JIUIIAaX HE TPEOYIOTCH.
V. ObGecrieueHue KauecTra

30. HeoOxomnMo TIATENbHO CIUIAHUPOBAaTh M OPraHU30BaTh padoTy
COK MHOTOIEHTPOBBIX HCCJEAOBaHMUM, YTOOBI OOECIEYUTh COONIOIEHNE
OOIMX TIPUHIUIIOB HAJUIeKAIIEH J1Ta00paTOPHOM MPAKTUKUA IS JAHHOTO
ucciaenoBanus. IIOCKONBKY HCCIACAOBaHHE IIPOBOAUTCS HA HECKOJIBKHX

HUCIIBITATCJIbHBIX  IIOHIaAKax, TO MOI'yT BO3HHUKHYTb HpO6J'IeMI)I C
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YHPaBJICHUEM HCCKOJILKUMH HCIIBITATCIIBHBIMU INIOHMIAAKAMHA U IIPpOI'paMMaMHn

o0ecIrieueHus KaueCcTna.
1. O6s13annOCcTH raBHorO crermanucra COK

31. I'maBubiii cnenupamuct COK  nomkeH mNOAJEpKUBaTh KOHTAKT C
oraeniom  COK  ucmeITarensHOM — IUIOMIAAKH,  4YTOOBI  0OECHEYUTH
uHcrnekrupoanre COK Ha npOTsSKEHUU BCETO UCCIIENOBAHUS.

32. Ocoboe BHUMaHHUE CIEAYET VYACHATh (PYHKLIHMOHHPOBAHHIO U
BEJCHUIO JOKYMEHTAIlMM, OTHOCSIIEHCS K B3aUMOACUCTBUIO (KOHTAKTaM)
MEX]y WCIBITATeNIbHBIMU IUIoL[akaMu. OTBETCTBEHHOCTh 3a 0O0OecIleueHne
KaueCcTBa Ha Pa3IMYHbIX IUJIOMIAJKaX TOJKHA ObITh YCTAaHOBJIEHA 10 Hadasa
HKCHEPUMEHTAILHON pabOThI HA ATUX IJIOMIAKAX.

33. I'maBusiii cneuuanuct COK obecneurBaeTr mpoBeaeHUE MPOBEPKU
IUIAHA UCCJEOBAaHUS M 3aKJIIOUMTEIBHOTO OTYETa HAa COOTBETCTBUE
[IpaBunam. Wucnekrupoanne COK 3akaro4MTENBHOTO OTYETA JOJIKHO
BKJIIOYaTh B C€0sl MPOBEPKY HAIMWYUS BCEX HEOOXOIWMBIX MarepuajioB OT
BEIYIIUX HCCclenoBareneii (B TOM 4YHCIE JO0Ka3arelbCcTBa 0OOecreueHus
KauecTBa Ha UCHBITATEIbLHON TUIOMIA/IKE) B COCTaBE 3aKIIOUUTEIHLHOTO OTYETA.
['mapnbiii cnermanuct COK obecneunBaeT noarotoBky 3akitroueHuss COK B
OTHOIIICHUU Pa0OTHI, BHITIOJHEHHOW HA MCIBITATELHOMN TJIOMIAIKE, BKIIFOUYAs

zakimroueHus COK co Bcex ucnbITarelIbHbBIX IUIOMIA0K WIN CChUIKHA Ha HUX.
2. O0s3arnocti COK ucnpITareIpHOM MITOMAIKH

34. Kak mpaBWIO, PYKOBOJACTBO K&XKIOW MCHBITATEILHON TUIONIAAKA
HECET OTBETCTBEHHOCTh 3a COOTBETCTBYIOIIEE OOCCIEYCHHE KauyecTBa B
OTHOIIIEHWM 4YaCcTH MCCIenoBaHus, mnpoBeacHHoW Ha mwiomaake. COK nHa
KKJIOW HCIBITAaTeIbHOW IIONIAJKEe JOJDKHA TMPOBEPSTh pas3jeibl IJIaHa

HUCCIICAOBAHMA, OTHOCAIIMUCCA K OIICpaluAM, BBIIIOJIHACMBIM Ha ILIOIIAIAKE.
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COK pomxHaé XpaHWTh KOIHIO YTBEPXKACHHOTO IUIaHA MCCIEAOBAaHUA U
MOMNPABOK K IJIAHY UCCJIEIOBAHUS.

35.COK Ha wcHbpITaTeNbHOM IUIOMIANKE JOMKHA WHCIEKTUPOBATH
OTHOCSIIIYIOCS] K MCCIIEIOBaHUIO paboOTy Ha CBOEH IIOIIAIKE COITIACHO CBOMM
cooctBenubiM COII, ecnmu wHOe He TpelOyeTcs MO YKa3aHUIO TJIABHOTO
cnenpanmucta COK, mnpu »srom COK wucobiTarenbHOM — TUIOMIAJIKA
CBOEBPEMEHHO COCTAaBJSIET OTYEThl O JIIOOBIX pe3yJibTaTax MHCHEKIHUA B
NUCbMEHHOM (dopMe B ajapec BEAyIIEro MCCIEeNoBaTeNs, PYKOBOJICTBA
UCIIBITATEIbHOW  IUIOIIAJKH, PYKOBOIMUTENS MCCIEIOBAaHMS, PYKOBOJICTBA
ucHIbITaTeIbHOU Jaboparopuu u maBHoro cneruancra COK.

36. COK Ha wWcnbpITaTeNbHOM TIUIOMIANKE JOMKHA WHCIEKTUPOBATH
y4JacThe BeAyIIero uccienopareniss B uccienoBanuu cornacHo COII coeit
UCIIBITATSIbHOW TUIOMIAJIKU M MPEACTABIIATh 3aKIIOUYEHHE, OTHOCSIIEeCs K

negareabHoct COK Ha ucnbITaTeIbHOM IUIOIIAIKE.
VI. OcHoBHbIe rpaduku paboT

3’7. MHOTOLICHTPOBOE HCCIENOBAHUE, I KOTOPOTO HA3HAYEHBI OIWH
a100 HECKOJIBKO BEAYIIUX HCCIIEAOBATENEH, TOJKHO UMETh OCHOBHOM rpaduk
paboT Bcex 3aJelCTBOBAHHBIX HCIBITATENIBHBIX IUIOMAM0K. (ObecrieueHue
BBITIOJTHEHUSI JTOTO TPEeOOBaHUS BXOAUT B OOS3aHHOCTH PYKOBOJCTBA
UCTIBITATEIHbHON J1a00PaTOPUX U PyKOBOJICTBA UCIIBITATEILHOM ITOMIA K.

38. B ocHoBHOM Tpaduke pabOT AODKHO HMETHCS YHHKAIbHOE
UJCHTU(DUKAITMOHHOE HA3BaHUE UCCIIEIOBAHMS, a TAaKXKe, TP HEOOXOAUMOCTH,
MIEPEKPECTHHIC CCHUIKM Ha HACHTHU(UKAIIMOHHBIC HA3BaHUSI MCHBITATEIbHBIX
wiomanok. Ha ocHOBHBIX Tpadukax paboOT momKeH OBITh yKa3aH
PYKOBOIUTENh HUCCIENOBAHUSA, a Ha TpaduKke padoT KaXAOW HCIBITATeIHLHOU

TJTOIIAJIKH — COOTBETCTBYIOIIMIA BEAYIIIAA UCCIEA0BATEb.
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39. Ha ocHoBHOM rpaduke paboT, HaXOAAIIEMCS Ha BCEX IUIONIAIKAX,
JOJDKHBI OBITh YKa3aHbl J1aThl Hayana U 3aBepiieHus (a3 padoT, 3a KOTOpbIE

OHHU OTBEYAIOT.
VII. Imag ucciaenoBanus

40. Inss  KaXII0r0 MHOTOIIEHTPOBOTO HCCJEIOBAaHUSL JIOJDKEH OBITh
COCTaBJICH E€IWHBIN IUJIaH UccienoBaHusl. B 1uiaHe ucciaenoBaHus JOJKHBI
OBITh YKa3aHbI MOJTHBIC HA3BAHUSI U aJIPECa BCEX 3a/ICCTBOBAHHBIX ILIOIIA/IOK.

41. B mnnaHe wuCcleOBaHUsI JOJDKHBI OBITh YKa3aHbl UMS M aJipec
BEAYLIUX HCCIEAOBaTeNe u mopydeHHas uM (¢asa uccienoBanus. Cremgyer
BKJIIOYaTh MHGOPMAIIKIO, IOCTATOUYHYIO /JIsi YCTAHOBJICHUS MPSIMOTO KOHTaKTa
C PYKOBOJUTEJIEM UCCIIeIOBaHUsl (HarpuMep, HoMmep TenedoHa).

42.B mnnaHe HCCIENOBaHUA JOKHO OBITh yKa3aHO, KakKUM 00pa3oM
coOpaHHbIE Ha MeECTax JaHHbIE OyAyT TPEACTABISITHCS PYKOBOIUTEIIO
VCCJIEIOBAHMS I BKJIIOUEHUS UX B 3aKJIFOUUTEIIbHBINA OTYET.

43.Ecnim  3T0 3apaHee HM3BECTHO, CJENYyeT YKa3aTb B IUIAHE
UCCJIEIOBAHMST MECTa, TAE JODKHBI XPAHUThCA JAHHBIE, HCCIEIyEMbIE
BEIIECTBA (JIEKAPCTBEHHBIE CPENICTBA), OOpa3lbl CpaBHEHUS (KOHTPOJbHBIC
oOpas3iibl) U 00pa3iibl, COOpaHHbIE JJISI XpPAaHEHUS Ha Pa3JIMYHBIX ILJIOIIA IKaX.

44. CnenyeT 00ecieunTh MPEACTABICHUE MTPOCKTA IJIaHA MCCIICIOBAHMUS
BEAYIIUM HCCIEIOBATENSIM IS WU3YYEHUS M OIPEACIICHHS BO3MOXKHOCTH
BBITIOJTHUTh OTBEJEHHYI0O WM 4YacTh OOIIMX HCCIIEAOBATEIbCKUX PAdOT (a
TaKXe CHEIUATBbHBIX TEXHUYECKUX PadoOT, €CJIM 3TO MPEAYCMOTPEHO IJIAHOM
HCCJICTIOBAHMUS ).

45. Kak npaBuio, IJIaH MCCIEAOBAHUS COCTABISACTCS HA OJHOM SI3BIKE,
OOBIYHO Ha A3BIKE PYKOBOAMTENS UCcienoBanus. JlJisi MHOTOLEHTPOBBIX

I/ICCJ'IGI[OBaHI/Iﬁ MOKCT HOTpe6OBaTBC$I, yTOOBI IIIAH HCCIICA0BaHUA ObLI
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COCTaBJIEH Ha 0ojiee 4eM OJHOM S3BIKE. DTO JOMNOJHEHHE IOKHO OBITH
yKa3aHO B HUCXOJHOM IUIaHE HCCIEAOBaHUs, IIEPEBEJCHHOM IUJIaHE
UCCJICIOBAHMS, @ UCXOIHBINA SI3bIK JIOKYMEHTA JOJIKEH OBbITh YKa3aH BO BCEX
ero Bepcusx. JlomkeH OBITh NMPUMEHEH MEXaHWU3M ITPOBEPKH TOYHOCTH H
MOJIHOTHl TIEPEBEICHHOTO IUIaHAa HuccienoBaHusi. (OTBETCTBEHHOCTh 3a
TOYHOCTbH IEPEBOAA MOXET OBITh BO3JIOKEHA PYKOBOIUTEIEM HUCCIEIOBAHUS

Ha CHELMAJIMCTa IO MEPEBOJIaM U JIOJKHA OBbITh 0(pOpMIIEHA IOKYMEHTAIIBHO.
VIII. IIpoBenenue uccienoBaHus
1. UcnpiTarensHbie Jab0paropun

46. Eciiv nmepcoHas He NMPUCYTCTBYET HA HUCIBITATENbHBIX IJIOMIAAKAX B
TEUYEHHE BCEro padouero BpEeMEHH, MOTYT MOTPeOOBaThCsl JOIMOIHUTEIbHBIC
Mepbl ISl TOoAAEpKaHUsl (PU3NYECKOW COXPAaHHOCTH HMCCIEyeMbIX BEIECTB
(JIekapCTBEHHBIX CPEJICTB), 00OPA3I0B U JaHHBIX.

47.1lpu HEOOXONMMOCTH TEpeMElIeHUs] JaHHbIX WM MarepualoB
MEXy IUIOIIAKaMU CJIEIYEeT YCTAHOBUTh MEXAHU3MBI JIJISl MTOLJEPKAHUS UX
coxpanHoctu. Ocoboe BHUMaHHE CIEAYeT YIACNATh JIEKTPOHHOW meperaye
JAHHBIX (3NEKTPOHHAS MOYTA, UHPOPMAIIMOHHO-TEIEKOMMYHHUKAIIMOHHAS CETh

«HTEpHET U T. 11.).
2. O6opynoBaHue

48. Ucnonp3yemMoe B HCCIEAOBAaHUM  OOOPYIOBaHUE  JTOJIKHO
COOTBETCTBOBATh CBOEMY HA3HAYCHHWIO. OJTO OTHOCUTCS W K KPYIIHBIM
MEXaHWIECKAM Cpe/ICTBaM, U K BBICOKOCTICITUATTU3UPOBAHHOMY
000PYI0BaHUIO, KOTOPOE MOXKET MCIIOIh30BaThCS Ha HEKOTOPBIX ILJIOIIA IKAX.

49. Ins oOopynoBaHUsI, HCIOJIB3YEMOTO B HCCIECIOBAHUH, JIOJDKHBI

HUMCTBCA PETUCTPALTUOHHEIC 3allnCHu 0) IIPOBCACHNHA TCEXHHUYCCKOI'O
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OOCIyXMBaHUSI U KaJIUMOpPOBKM, KOTOpPbIE BO BpeMs HCIOIb30BaHUS
00OpyIOBaHMS TOATBEPAKAAIOT €ro MPUTOJHOCTH K HCIOJb30BaHUIO 10
Ha3zHaueHH1o. Hekotopast annaparypa (Harpumep, Takoe B3SITOE B apeHAy WIN
JU3UHT 000pYAOBaHUE, KaK BEChI JUIsl KPYIHBIX KUBOTHBIX U QHAJIUTUYECKOE
o0OpylOBaHHE) MOXKET HE HUMETb PETUCTPALMOHHBIX  3amuceil o
NEPUOANYECKON MHCIEKIMM, OYUCTKE, TEXHUYECKOM OOCIYyKMBaHUU U
KanuOpoBke. B Takux ciydasax wuH(popMmauus [OJDKHA OBITh BHECEHA B
NEPBUYHBIE JAHHBIE IO HMCCIEAOBAHUIO, YTOOBI MPOJEMOHCTPUPOBATH

MIPUTOTHOCTH 0OOPYAOBaHHUSA K UCTIONH30BAHUIO TI0 HA3HAYCHHUIO.
3. KoHTpomb ¥ yueT MaTepHralioB UCCIIEAOBAHUS

50. JlomkHbl  OBITh B HAJIMYMM  TPOLEAYpPHI, 0OECIECUUBAIOIINE
CBOEBPEMEHHYIO JIOCTaBKy B UCIIBITATC/IbHYIO IUIOMIAJAKY MaTepHasoB,
OTHOCSIIUXCS K uccaenaoBanuio. HeoOxonumo moajaep>KuBarh IEIOCTHOCTD
(cTaOMIBHOCTD) TAaHHBIX M MaTepuajoB BO BPeMsi TPAHCIOPTHUPOBKH, IIOSTOMY
KpallHE Ba)XHO MCIIOJIb30BaTh HAJIEKHBIE CPEICTBA TPAHCIOPTUPOBKU H
OoOEeCreYeHnsT COXPAaHHOCTU JOKyMeHTOB. HeoOxomuMo WMeTh YeTKO
OMpEJEICHHbIE  MPOLEAYpPbl  TPAHCIOPTUPOBKH, a  TaKXKE  YETKOE
pacnpenesieHie 00s3aHHOCTEN MCIOJHUTENEH B MPOIECCE TPAHCIIOPTUPOBKHU
JAHHBIX U MaTE€pPUAJIOB.

S51.Kaxnmass ornpaBka Marepuaiga Ui HUCCICIOBAHUA  JIOJDKHA
COIMPOBOXAATHCA TMPUIOKEHUEM COOTBETCTBYIOUIEH JTOKYMEHTAIIUU, YTOObI
MOJITBEPAUTL COOTBETCTBUE NPUMEHSEMbIM HOpMaM IIpaBa, HaIlpuMmep,
TaMOXCHHOMY 3aKOHOJIaTeJIbCTBY, 3aKOHOJATEIILCTBY B cdepe oOpalieHus
JICKApPCTBEHHBIX CPENCTB, 3aKOHOMATENCTBY B cdepe OHOIOrHIecKon
oe3onacHocTu. Takasi HOKyMEHTalMsi JOJDKHA COAEp)KaTh HH(OpMaIuio,

AOCTAaTOYHYIO AJIs1 YCTAHOBJICHUSA IIPUI'OJHOCTH MATCpHalia K MCIIOJIb30BAHHIO
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M0 HA3HAYEHUI0O MO TMpUOBITUM Ha MecTo. Bompockl odopmiieHus
COOTBETCTBYIOIIEH JOKYMEHTAIMU JIOJDKHBI OBITh PEIICHBI 0 OTTPY3KH
MaTepuaa.

52.Ecam  Marepualibl  MCCIIEIOBAHUSI TPAHCHOPTUPYIOTCS  MEXKIY
IJIOIIAIKAaMH B OJTHOM M TOW K€ TPY30BOM MapTUM, HEOOXOIUMO, YTOOBI OHU
ObLTM COOTBETCTBYIOIIMM OOpa3oM pasieieHbl U HJICHTU(PUIIUPOBAHBI, BO
n30eKaHue MYTAHWIBI WM TMEPEKPECTHOIO 3arps3HEHUs. JTO TpeOOBaHME
0COOEHHO BaXKHO COOJIONIAaTh, €CJIM BMECTE TPAHCHIOPTUPYIOTCSI MaTepUabl OT
OoJiee UeM OJJHOTO MCCIIeIOBAHMUS.

53. Eciiu BO BpeMsi TPAaHCIOPTHUPOBKU YCIOBHS OKPYKAIOIIEH Cpebl
MOTYT OKa3bIBaTh HETAaTUBHOE BIIMSIHUE HA TPAHCIOPTUPYEMbIC Marepuallbl,
CJIETyeT YCTAaHOBUTH MPOLETYPHI ISl COXpPAHEHUS! UX IEJIOCTHOCTH. MOXeT
noTpeOOBaThCsl BEJCHUE MOHUTOPWHIA JJIs TOJITBEPXKIACHHUS, YTO BO BpEeMs
TPAaHCHIOPTUPOBKH TOAJEPKUBAIOTCS HEOOXOAMMBIC YCIOBHUSL OKpPYKAIOIICH
Cpelbl.

54. Cnenyer yaensiTh BHUMAHWE XPAHEHHWIO, BO3BpaTy W YTHIM3ALUU
OCTaTKOB HCCIEAYEMbIX WM CTaHJAPTHBIX BEIIECTB, HCIOJb3YyEeMbIX B

WCCIIEIOBATEIILCKUX JTA00PATOPHSIX.
IX. OdopmiteHre pe3yIbTaToOB UCCIIETIOBAHUS

55. JIma ka)a0ro MHOTOLIEHTPOBOIO UCCIICNOBAHUS CIEAYET COCTABISATH
SIMHBIA 3aKIFOYUTEIBHBIA OTYET. 3aKIIIOUYNTEIIFHBIM OTYET JIOJDKEH BKIIFOYATH
JaHHbIE 1O BceM (azaM uccienoBanus. Bexyiuii uccienosareinb COCTaBIsIET
OTYET O MPOBEACHUU MOPYUYCHHOTO €MY 3Tana UCCICAOBAHUS JJIsI BKIIFOUCHUS
€ro B 3aKJIOUUTEJIBHBIM OTYET, 3aBEpsieT IOAINMCHIO M YKa3bIBaeT nary. B
rOTOBOM BHJI€ OTYETHI JIOKHBI BKJIIOUaTh B Ce0s CBEJICHMS O MPOBEACHUU

cootBeTcTBYIOMEro MounTopuara COK Ha 3ToM ucnbITaTEIbHON IUIOMIAIKE U
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uH(OpMAIUIO JOCTATOYHYIO JJIsi TOTO, YTOOBI PYKOBOAMTENb HCCIEIOBAHUS
MOT' COCTAaBUTh MOJHBIN 3aKIIFOUUTEIBHBIA OTYET MO BCEMY UccleqoBaHui0. B
Ka4eCTBE aJIbTEPHATHBLI HEOOpPAaOOTAHHBIC JIAHHBICE MOTYT MEPEIaBaATHCS
BEIYIIUMH HCCJICIOBATENIIMU  PYKOBOAMUTEIIO  HCCIEAOBAHMS, KOTOPBINA
JOJDKEH YOEIUTHCS, YTO 3TH JaHHBIC IIPEACTABICHBI B 3aKIIOYUTEIHLHOM
oryeTe. B 3aKIIOYMTENIBHOM OTYETE, COCTABICHHOM TaKUM 00pa3oM, JAOJKHBI
ObITh YKa3aHbl BEAYIIUME HCCIENOoBaTeN M W (pas3bl, 32 KOTOPhIE OHU HECYT
OTBETCTBEHHOCTD.

56. Benymue uccienoBarenu T0JKHBI yKa3aTh, B KAKOM 00beMe padora,
32 KOTOPYIO OHU OTBEYalOT, COOTBETCTBYET IIpaBuiam, U MpUBECTU CBEIAEHUS O
npoBeaeHnn uHcnekuuii COK Ha cBO€M UCHBITATENIbHOW IUIOMIAJKE. JTa
uHpopmaIus MOXKET ObITh BKIIFOUEHA HEMOCPEJCTBEHHO B 3aKIIOYUTEIIbHBIN
oryeT JMOO0 TpeOyeMble [aHHBIE MOTYT OBbITh BKJIIOUEHBI B 3asBIICHHUE
PYKOBOAMTEIS HccaenoBanus o coomonennu [Ipasun u B 3akmouenue COK B
3aKJIIOYMTENIbHOM oTuere. [Ipu 3TOM clieayeT aarh CChUIKY HAa MCTOYHHUK M3
KOTOPOTO ObLTa B3sTa JaHHAs HMH(POPMAIIHSI M MECTO €T0 XpaHEHHS.

577. PykoBOAUTENL UCCIIEIOBAHUS JOJKEH MOMAINKUCATh 3AKIFOUUTEIbHBIN
OTYET W TMPOCTaBUTh Jary TOJMUCH, YTOObI YIOCTOBEPUTH CBOIO
OTBETCTBEHHOCTh 3a MPaBWJIBHOCTh BCEX H3JIOKEHHBIX B HEM JIaHHBIX.
Coomonenue IlpaBui T0DKHO yKa3bIBaThCS C MIOMOIIBIO CChUIKK Ha [IpaBuna
1 HOPMAaTHBHBIC TIPABOBBIC aKThI, COOIOACHUE KOTOPBIX 3asBisieTcs. JlaHHOe
3asBiIeHUE O COOTBETCTBUHU JIOJDKHO PACIPOCTPAHATHCS Ha Bce (Hasbl
MCCJIEIOBAHMS U JIOJDKHO COIVIACOBBIBATHCS ¢ MHGOPMAIIUEH, TPEICTaBICHHOM
B 3asBJICHUSX BEAYIIMX HCCienoBareie. B 3akiiouuTeIbHOM OTYETE TakKkKe
YKa3bIBAIOTCS MCTIBITATENIbHBIC TUIOIIA/IKH, HE COOTBETCTRYIOITHME [IpaBuiam.

58. B 3aKkitouuTeNbHOM OTYETE AOKHO OBITh YKa3aHO MECTO (MecTa)

XPaHCHUA IJIaHa UCCIICAOBAHWS, Hp06 HUCCIICAYEMBIX U CTAHAAPTHBIX BCUICCTB,
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OMOJIOTHYECKUX O0pa3loB, MEPBUYHBIX JAHHBIX M 3aKJIFOUUTEIHHOTO OTYETA.
OTueThl, COCTABJICHHBIE BEIYIIMMH HCCICHOBATEISIMU, JIOJHKHBI COJIEPIKAThH
nH(OpMaIUIO, KacalollyloCcsl XpaHEHUsS MaTepUajioB, 32 KOTOPbIE OHU HECYT
OTBETCTBECHHOCTb.

59.IlonpaBKu B 3aKJIIOUUTENIBHBIM OTYET MOXKET BHOCHUTH TOJIBKO
pykoBoauTeNb ucciaenoBanus. Ecaum HeoOxonumas monpaBka kKacaetrcst (asbl,
MPOBEICHHOW Ha KakKOW-JIMOO WCHBITATEILHON IUIONIAAKE, PYKOBOIUTEND
UCCJICIOBAHMS JIOJKEH CBSI3aThCs C BEAYIMM MCCIEIOBATENEeM, YTOOBI
comacoBaTh  COOTBETCTBYIOIIME  KOPPEKTUPYIOIIME  JCUCTBHA.  OJTH
KOPPEKTUPYIOIIHNE JICUCTBUSA JIOJKHBI OBITH 3apEruCTPUPOBAHBI
JIOKYMEHTAJIBHO B TIOJIHOM OOBEME.

60. Eciu oT4eT moAroTaBIMBAET BEAYILIUM HCCIENOBATENb, TO JAHHBIN
OTYET JIOJDKEH COOTBETCTBOBaTh TEM K€ TpeOOBaHMUSIM, UYTO U

3aKJIFOYUTEIILHBIN OTUET.
X. CrangapTHbIE OniepalliOHHbIC MPOLIETYPhI

61. [IpaBuna ycraHaBiIMBarOT HEOOXOJUMOCTb BBEJICHUS U COOJIONCHUS
cooTBeTCTBYOmMX  yrBepKIeHHbIx  COIl.  [Ing  MHOTOIICHTPOBBIX
UCCIICIOBAaHUI MPUMEHSIOT CIEAYIONINE MPOLEAYPhl (HO HE OTPaHMYUBAIOTCS
UMM ):

BBIOOP ¥ MOHUTOPHHT MCTIBITATEIbHBIX IJIOLIA/I0K;

Ha3HauYEHHUE U 3aMEHa BEIYILEro UCCIe10BaTers;

nepenaya JaHHBIX, OWOJIOTMYECKMX O00pa3loB MU Mpod MEXKIY
TUTOIIIATKaMHU;

MpOBEpKa TNPAaBUIBHOCTH WM YTBEPXKIECHUE TMEPEBOAOB  ILIaHA

nccienoBannil uinym COIl Ha HHOCTpaHHBIN S3bIK; U
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XpaHeHWe, BO3BpaT W YTWIM3aldsi WCCIEAYEeMBbIX W CTaHIAPTHBIX
BEIIECTB, UCTIOIh3yEMbIX Ha OT/IaJICHHBIX UCTIBITATEIBHBIX IIOMIAIKAX.

62. [lpaBuna  ycraHaBiauBaroT  HeoOxomumocth  Hamuuust  COII
HEMOCPEJCTBEHHO B  PACIOPSDKEHUM TIEpCOHAla  WCCIENOBAaHUS  MpU
OCYIIECTBICHUH HCCIIEAOBATEIbCKON JEATEIbHOCTH, HE3aBUCUMO OT TOrO,
BBITIOJTHSIOT JIM OHU pa0OTy B IAHHBIN MOMEHT.

63. Cnenyer oOecneuuTh COOJIOACHUE TMEPCOHATIOM HCIBITaTeIbHON
wiomaaku ee COIL. Eciu TpeOyercs, 4yTOoOBl OHM COONIONAIM JPYTUE
POLIETYPbl, YKa3aHHbIE pyKoBoAUTeneM wuccienoBanus (Hampumep, COIL,
NPECTaBICHHBIC PYKOBOACTBOM HCIBITATENIbHON Jaboparopuu), TO 3TO
TpeOOBaHUE JIOJDKHO OBITh yKa3aHO B IUIaHE HCCienoBaHus. Bemymuit
UCCJIEIOBAaTEIh HECET OTBETCTBEHHOCTh 3a OOECIEYEeHHWE TOro, YTOOBI
nepcoHan wucneitarenbHord 1oiomaaku  3Han  COII, kotopele crnemyer
COOIIIONAaTh, ¥ UMEN TOCTYI K COOTBETCTBYIOIIECH TOKyMEHTAITUH.

64. Ecmu TpeOyercs, 4YTOOBI TEpPCOHAN MCHBITATEIbHONW IJIOIIAIKA
coomoman  COII, mpexacraBieHHBIE  PYKOBOJICTBOM  HCIIBITATEIHHOM
1abopaTopuu, PYKOBOACTBO HCIIBITATEILHOM TUIOMIAIKA JAOJKHO JaTh Ha 3TO
MMCbMEHHOE COIJIacue.

65. Ecrm COIl wucneiTarensHOl aboparopuu  OBUIM  CO3MIaHBI IS
WCIONIb30BaHMUsI HA UCIIBITATEILHOM TUIOMIA/IKE, PYKOBOJCTBO MCIBITATEIHHON
naboparopuy JOJDKHO O00€CHeYuTh, YTOOBI KaKHe-THOO TOCIEAYIOIINe
penaknum  COII, BbIMyckaemble BO BpeMs HCCIICAOBAHMS, HAIPaBISUIACH
TaKkK€ W Ha HCIBITATSIbHYIO TUIOMAAKY, a CTapble BEPCHHM H3BIMAIIMCh W3
WCTIONB30BaHus. Bemymmii nccnenoBarenb JOHKEH 00eCednTh, YTOOBI BECh
MEpCOHAN HWCHOBITAaTEIbHON IWIoOmanku 3Han o mepecMorpe COIl m unmen

JOCTYT TOJIBKO K TEKYIIEH aKTyaJIbHOW BEPCHUMU.
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66. Eciin Ha ucnbITaTeNbHBIX IUIONMIA/IKaxX Tpedyercs BoIMOAHATE COIl
UCIBITATENbHONU Jlaboparopuu, MoxeT mnorpedoBarbesa mnepeBon COIl Ha
JpyTHe sI3bIKU. B 3TOM cuTyalmm BasKHO, 4TOOBI JTHOOBIE MEPEBO/IbI TIIATENBHO
POBEPSUINCH, WHCTPYKIMM U 3HAYEHUE PAa3JIUYHBIX S3BIKOBBIX BEpCUU
OCTAaBAIUCh UACHTUYHBIMU. VICXOMHBIN S3bIK (SI3bIK OPUTHUHANA) JOHKEH OBITh

yka3aH B nepeBeaeHHbIx COIL
XI. XpaHeHue perucTpalOHHbIX 3alIUCEH U MATEPUAIIOB

67. Bo BpeMsi mpoBeNeHUS MHOTOIIEHTPOBBIX HMCCJIEIOBAHUN CIEAYET
YIEIATh BHUMAHUE BPEMEHHOMY XPAHEHUIO MAaTepUAOB. Takue MOMENICHUS
JUIS XpPaHEHUS JTOJDKHBI HAJECKHO 3alIUINATh LEJOCTHOCTh UX COIEPKUMOTO.
Ecnu nanHbie XpaHATCs 3a MpeeiaMu UCTIbITaTeIbHOM TabopaTopuu, CienyeT
YIOCTOBEPUTHCS, YTO MCIBITATEIbHAS IUIONIAJKa HMMEET BO3MOXKHOCTH
OeCnpensTCTBEHHOIO JI0CTYIA K IAaHHBIM, KOTOPbIE MOTYT MOTPEOOBATHCS IS
aHaJv3a U IPOBEPKH.

68. Cnoco0 XpaHEHUs PErucCTPAllMOHHBIX 3amUcell W MaTepuasoB
JIOJDKEH cooTBeTCTBOBarh IIpaBunam. Ecim nmomemeHust uisi XpaHEHHs] Ha
IUIOIIAIKE HE YAOBIETBOpstOT [IpaBunamM, perucTpaliMOHHBIE 3alUCU U
MaTepualibl CIIEyeT TepenaBarh B apXWUB, COOTBETCTBYIOIIMI TpeOOBaHUSIM
[IpaBun.

69. PYKOBOACTBO HCIIBITATEIbHOM IUIOMIAQJIKH JOJDKHO OOECIeUUTh,
9TOOBl KMETHUCh BCE€ COOTBETCTBYIOIIME JOKYMEHTHI, YIOCTOBEPSIOIINE

y4aCTHE€ UCTBITATEIbHOM TUIOIIA/IKY B UCCIIEIOBAHUM.




IMTPUJIOXKEHUE Ne 4

k [IpaBmitam Haasexarei JadboparopHoit
MPaKTUKU EBpa3zuiicKoro 3KOHOMHUYECKOTO
COro3a

HOPAJOK
npumMeHenus [lpaBua HapIekaieit 1adopaTopHoOl
NnpakTuKku EBpasuiicKkoro 3KOHOMHYECKOI0 CO3a
K KOMIIbIOTEPU3MPOBAHHBIM CHCTEMaM

I. O01me moMoXKEHUS

KomnploTepu3upoBaHHbIE  CHCTEMBI, CBSI3aHHBIE C  IIPOBEIACHUEM
VCCJIENOBAHNM, MPEAHA3HAYEHHBIX ISl NPEICTABICHUS B YINOJIHOMOYEHHBIE
OpraHbl, JOJKHBI MMETh COOTBETCTBYIOIIYHO KOHCTPYKIMIO, JIOCTATOYHYIO
MOIITHOCTh W TOAXOIWTH JUIsl pealin3auuy uX MpeaHazHadyeHus. CHCTeMbl
JOJDKHBI  pa3pabarhIBaThCsl, BAJIMIUPOBATHCA W OKCIUIyaTUPOBAThCS B
COOTBETCTBUU C MPHUHIMIIAMU HaJJIeKaIEH JIaDOpATOPHOU MPAKTUKH, KPOME
TOTO, TOJIKHBI ObITh YCTAHOBJIEHBI COOTBETCTBYIOLLIKE MPOLIETYPbl KOHTPOJIS U
TEXHUYECKOTO OOCTYyXUBaHUSI JaHHBIX cucteM. [loaTBepikieHue TOro, 4yTo
KOMIIBIOTEPU3UPOBAHHASI CUCTEMA COOTBETCTBYET CBOEMY HA3HAUYECHHIO, UMEET
dbyHIaMeHTaIbHOE 3HAYCHUE U Ha3bIBACTCS «KOMITHIOTEPHAS BaTUAAIIH.

[Ipouecc Banmuaanuu o0OeCieYMBAET BHICOKYIO CTEIEHb YBEPEHHOCTH B
COOTBETCTBUM  KOMIIBIOTEPU3MPOBAHHOW CHUCTEMBl 3apaHee  3aJaHHBIM
TEXHUYECKUM TpeOoBaHusIM. Banuganus A0mKHA OCYHIECTBIATHCS 10 Havdaia
OKCIUTyaTallud CHUCTEMbl U TPOBOAMTHCS HAJUICKALUUM 00pa3oM TOJBKO C

OMOUIBIO Pa3pabOTaHHOTO IUIAHA BAJTMALNH.
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II. [TpuHUUIIBI HAJUIeKAIIIEH TA0OPATOPHON TPAKTUKU
Y KOMITBIOTEPU3UPOBAHHBIE CUCTEMBI
[Ipn npumenennn npuHuunoB [IpaBun Haayexame JadopaTopHOM
IPAaKTUKA  EBpa3uiiCKOr0  SKOHOMHYECKOTO  COK03d,  YTBEPKIAEMbIX
EBpa3zuiickoii SKOHOMHUYECKOW komuccued (manee — IlpaBuna) k
BBILLICOITMCAHHBIM KOMIIBFOTEPU3UPOBAHHBIM CHUCTEMAM CJEAYET NPUHUMATH

BO BHUMaHME TpeOoBaHus MyHKTOB 52, 60, 66, 109, 116, 118.
1. O0s13aHHOCTH U OTBETCTBEHHOCThH

PykoBO/ICTBO ~ MCHBITATEIBHOM  Ja0OpaTOpuM  HECET  MOJIHYIO
OTBETCTBEHHOCTh 3a COONIOICHUE TMPUHIUIIOB HaJJIeXkKaIleH J1adbopaTopHOit
MPaKTUKH, BKJIOYas Ha3HaYe€HHWe Ha JOKHOCTh H 3 EKTUBHYIO
OpPraHM3aIMIO0 JIOCTaTOYHOTO 4YHCIa KBATH(PDHUIIMPOBAHHBIX ¥ OMBITHBIX
COTPpYAHUKOB, a Takxke o00s3aHO oOecreynBaTb, 4YTOOBI TOMEIICHHUS,
o0OpyZiIoBaHHUE U MPOLEAYpbl 00paOOTKU JTaHHBIX HAXOAWIMCh Ha JOKHOM
YpOBHE.

PykoBOACTBO MCHBITATENBEHOM 1a00PAaTOPUN HECET OTBETCTBEHHOCTH 3a
oOecrieueHne COOTBETCTBUS KOMITHIOTEPHU3UPOBAHHBIX CUCTEM
npeanosaracMoMy HasHadeHHi0. OHO JIOJDKHO YCTaHABIIMBATH TPUHITUTIEI
OpraHM3allii W TPOIEAypbl B OO0JACTH aBTOMAaTH3alldH, TapaHTUPYIOIINE
pa3paboTKy, BalWJAIMIO, SKCIUTyaTalldi0 HW OOCTy)KHBAaHHE CHCTEM B
COOTBETCTBUU C MPUHIIAIIAMHU HAJICKAIIEH 1a00paTOPHOU MPAKTUKH.

PykoBOACTBO HCIBITATENILHON J1a00paTOpUy JOKHO OOCCIICUNBaTh,
SICHOCTh M COOJIIOZICHUE JTaHHBIX IMPHUHIIUIIOB OpPraHW3alMk W TPOLEIyp, a
Takke 3QEeKTUBHBIA KOHTPOJIb BBITIOJTHEHUS JTAHHBIX TPEOOBAHUH.

PykoBOACTBO  WCHBITATENFHON  JTa0OpaTOpUU  JOHKHO  Ha3HA4YaTh

COTPYOHUKOB, HECYIIMX KOHKPETHYIO OTBETCTBEHHOCTh 3a pa3paboTKYy,



BaJUJAIMI0, OJKCIUTyaTallul0 MW OOCIYKMBAaHHUE KOMIIBIOTEPU3HUPOBAHHBIX
cucreM. JlaHHBIM  IIEPCOHAN  JIOJDKEH  UMETh  COOTBETCTBYIOLIYIO
KBIM(PUKALINIO, OTBIT M JIOCTATOUYHYIO MOATOTOBKY JUIsl BBIMOJIHEHUS CBOUX
00s13aHHOCTEH B COOTBETCTBUM C NMPUHIMIIAMHU HaJJIeXkaIei jgabopaTopHoit
IIPAKTHKHU.

PykoBomurenu wucciienoBaHusl CONIACHO IIPUHIMIIAM — HAJUJICKAIEH
7a00paTOpHON MPAKTUKA HECYT OTBETCTBEHHOCTh 3a OOIee MpPOBEICHUE
HCCJICIOBAHUM.

[TockonbKy aJis MPOBEACHUS MHOTHX IOJOOHBIX HCCIAEAOBAHHMN OyIyT
WCITOJIB30BaThCSl  KOMITBIOTEPU3UPOBAHHBIE  CHCTEMbI, BaXHO,  YTOOBI
PYKOBOAUTENIM HCCIEHOBAaHUS B TMOJHOM MEpe HUX HCHOJIb30BaIM B
VCCIIEIOBAHUU JJIS1 JOCTUKEHUS ONIPEAECIICHHOMN LEIIN.

OTBETCTBEHHOCTh PYKOBOAUTENS UCCIICIOBAHUS OTHOCUTENBHO JAHHBIX,
MOJIYYCHHBIX B 3JICKTPOHHOM BUJIE, UJICHTHYHA OTBETCTBEHHOCTH IIPU padoTe
C JaHHBIMH, XpaHIIMMMHUCA Ha OymakHoM HocuTene. Kpome Toro, B
WCCJICIOBAaHMAX HaIIeXkKAIEH 1ab0paTopHON MPaKTUKH CIEAYET UCIIONh30BaTh

TOJIBKO CHCTEMBI, TPOLIE/IIINE MPOLEYPY BAIUIAIUU.
2. Ilepconan

Becp mepconan, HMCHONB3YIOMNNA KOMIIBIOTEPU3UPOBAHHBIE CUCTEMBI,
HECET OTBETCTBEHHOCTH 3a HKCILTyaTAlUIO JAHHBIX CUCTEM B COOTBETCTBUHM C
NPUHIMIIAME HaJyIeKalel maboparopHoit npakTuku. COTPYIHUKH, KOTOPHIE
pa3palaThIBalOT,  BaNUAUPYIOT,  OKCIUIyaTUPYIOT M OOCIY>KHUBArOT
KOMIIBIOTEPU3HPOBAHHBIE CUCTEMBI, HECYT OTBETCTBEHHOCTbH 32 BBIIIOJIHEHUE
BBILICTIEPEYMCICHHBIX MEpPONPUATHM B COOTBETCTBUM C IIPUHLHUIIAMMU
HaJJIeXkKAaIIel JJadOpaTOPHOW MPAKTUKU U YCTAHOBJIEHHBIMU TEXHUYECKHMHU

HOPMAaMHU.
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OO0s3aTenbCcTBA U OTBETCTBEHHOCTh CITY:KOBI 0OECIIEUEHUsS] KauyecTBa
(manee — COK) B OTHOIIEHHH KOMIIbIOTEPU3UPOBAHHBIX CHUCTEM JOJIKHBI
OIPENEIATHCA PYKOBOACTBOM HCIIBITATEIbHOM JIA0OpAaTOPUU U ONUCHIBATHCS
CIIy’)KEOHBIMM HHCTPYKUMSIMU M mpoueaypamu. Ilporpamma oOecneueHus
KauecTBa JOJKHA BKIIOYATh B ceOsl MPOLEAYPHl U METOAbI, FApAaHTUPYIOIINE
COOTBETCTBME BCEX OJTAlOB BaJWAALMH, 3KCIUIyaTallud W TEXHUYECKOIO
0OCITyKMBaHUS KOMITbIOTEPU3HPOBAHHBIX CUCTEM YCTaHOBJIEHHBIM
crangaptam. Kpome Toro, mporpaMmma JI0J>KHA BKIFOYATh B ¢€0sl MPOIIEAYPHI U
METO/Ibl YCTAaHOBKM MPHUOOPETEHHBIX CHUCTEM U Ipolecc pa3paboTKu
KOMITBIOTEPU3UPOBAHHBIX CUCTEM BHYTPEHHUMU CUJIAMU OpPTraHU3aLHH.

[lepconan  COK  mpu3BaH  KOHTPOJIMPOBAThH COOTBETCTBHUE
KOMITbIOTEpU3UPOBAHHBIX CHCTEM NPHUHIIMIIAM HaJuiexamiel iaaboparopHoi
NPAKTUKA U JOJKEH IOJYy4YUTh OOy4YeHHE HEOOXOAMMBIM CIEHHATbHBIM
(mpodunbHbIM) TexHHYeckuM HaBbikaM. Corpymaauku COK nomxHBI OBITH
3HAKOMbI C TaKUMHU CHCTEMaMH B JOCTATOYHOM CTENEHH, YTOObl /1aBaTh B
OTHOILIEHUH HHUX OOBEKTUBHBIC 3aMEUaHMs; B HEKOTOPBIX CIydyasX MOXKET
noTpedOBaThCs HA3HAYEHHUE MPOPUIBHOTO ayAUTOpa.

st 0630pa nanubix nepcoHan COK nomkeH uMeTh MpsMOM JocTymn
«TOJIKO JUISI YT€HHsD» K JAHHBIM, XPaHALIMMCS B KOMIIBIOTEPU3HPOBAHHOU

crcTeMe.
3. OGyuenue

[TpuHIMnbel HajuIekKae 1adopaTOpHOW MPaKTUKUA TPEOYIOT, YTOOBI
UCHIbITaTeNbHAs J1abopaTopusi uMesna KBaJU(UUMPOBAHHBIA W OMBITHBIM
NEpPCOHAJ HAJIEKAILEr0 YPOBHS, JOKYMEHTUPOBAHHbBIE YUEOHBIE POTPaAMMBI

Kak il oOydeHuWs: Ha pabodyeM MecTe, Tak W, MpU HEOOXOIWMOCTH, Ha



BHEIIIHUX YYEOHBIX Kypcax. 3amucu O MOJ0OHOM OOY4YEHUHU JIOJKHBI OBITh
COXPaHEHBI.
BrllieykazaHHble  MOJOXKEHUS JIOJDKEH TakKe MPUMEHSTh BECH

TIEPCOHAJI, HCITOJIb3YIOIINN KOMITBIOTCPU3HUPOBAHHBIC CHCTEMBL.
I11. TTomemenust u 060pynOBaHKE

Jlist TIpoBeNleHUsI HUCCIEOBAaHUII B COOTBETCTBUM C TPEeOOBaHUSIMU
NPUHLIMIOB HAJUIeXamend 1a0doparopHON NPAKTHKU TpeOyeTcs Haludue
COOTBETCTBYIOIIUX  MOMEIIeHHd U oOopynoBanus.  PaccmarpuBas
KOMIIBIOTEPU3UPOBAHHBIC CHUCTEMBI, CIEIYET NPHUHATH BO BHUMAHHME PN

KOHKPETHBIX TTOJI0KEHUM.
1. Ilomernenust

HeoOxogumo ~ yhensith  JODKHOE ~ BHUMaHue  (U3UYECKOMY
PaCIoOJIOKEHUIO KOMIIBIOTEPHOTO arnmnaparHoro ooecrneueHusi, nepudepuitHpix
KOMIIOHEHTOB, KOMMYHHMKAI[MOHHOTO  OOOpYNOBaHUS H  DJIEKTPOHHBIX
HocuTenen uHpopmanuu. CremyeT u3derarb SKCTPEMATBHBIX TEMIepaTyp |
BIQKHOCTH, TBUIH, 3JIEKTPOMATHUTHBIX TMOMEX U OJMM30CTH K Kalemsm
BBICOKOTO HAIPSDKEHUS, KpOME CIIy4yaeB, KOrja OO0OpyJOBaHUE CIEIHUAIbHO
MPEIHA3HAYEHO ISl pa0OThI B MOOOHBIX YCIOBUSIX.

Taxxke  HEOOXOOMUMO  YACNSITH ~ BHUMAHHME  DJIEKTPONHUTAHHUIO
KOMITBIOTEPHOTO  OOOpYIOBaHMSI M, TPH HEOOXOAUMOCTH, PE3EPBHOMY
KOTMMPOBAHUIO WM OecrepeOOiHOMY MHTAHUIO KOMIBIOTEPU3UPOBAHHBIX
CUCTEM, HEHUCIPABHOCTh KOTOPBIX MOXET TOBIMITH Ha PE3yIbTarhbl
UCCIJIeIOBaHUSI.

Heo0xomuMo uMETh COOTBETCTBYIOIIUE MOMEIIEHHUS ISl O€30MacHOTO

XPaHEHUS JIEKTPOHHBIX HOCHUTENEH NHPOPMAITUH;
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2. ObopynoBaHue
AmmapaTtHoe ¥ MporpaMMHOE 00eCTIIeueHHE

KoMmmbroTepusnpoBaHHass ~ cUCTeMa  OMNpENeNseTcs Kak  rpymnmna
anmapaTHblX ~ KOMIIOHEHTOB M COOTBETCTBYIOIIETO  MPOTPaMMHOIO
obecrieueHus, pa3paboTaHHas U COOpaHHAs JJIsI BHITIOJHEHHS OTPEIeICHHON
(GYHKIMM WK Tpynnbl GyHKIUH.

K anmaparHoMy oOecriedeHut0 OTHOCSTCA (PU3UYECKHE KOMITOHEHTHI
KOMITBIOTEPU3UPOBAHHON CHUCTEMBI, COCTOSIIIIME M3 CaMOT0 KOMIIBIOTEpa H
nepudepuitHbIX KOMIIOHEHTOB.

[IporpammHOe  oOecriedeHre TPEACTaBIsIET COOOW  MPOrpaMMBI,
ynpasisiionye GyHKIIMOHUPOBAHHUEM KOMITbIOTEPU3UPOBAHHON CUCTEMBI.

Bce npuHLuMIBI Hajuiexkaniei 1adopatopHOil PAKTUKHU, TPUMEHSIEMbIE
K 000OpyHOBaHUIO, B PaBHOH CTEMEHW NPUMEHUMBI U K allapaTHOMY, U

IPOrPaMMHOMY 00€CTICYEHHUIO.
KomMmyHukanmn

KommyHuMKanmm, oTHOCAIIMECS K KOMITBIOTEPU3UPOBAHHBIM CHCTEMaM,
JENSATCS Ha JBE OCHOBHBIC KATETOPUHU: KOMMYHHUKAIIMHA MEXTYy KOMITBIOTEpaMU
WA MEKy KOMITBIOTEPAMH U TIEPUPEPHUIHHBIMA KOMITOHEHTAMHU.

Bce  KOMMyHUKAamMOHHBIC JMHUW  SBJISIOTCS  MMOTCHIMAIBHBIMH
UCTOYHUKAMH  OIIMOOK, KOTOpPhIE MOTYT TPHUBECTH K TIIOTEpPE WU
MOBPSXKACHUIO HaHHBIX. g obOecrnieueHnsi O€30MMaCHOCTH W IEJIOCTHOCTH
CUCTEMBI JIOJDKEH OBITh YCTAHOBJICH COOTBETCTBYIOIIMN KOHTPOJb MTPOIIECCOB
pa3paboOTKH, BadWAAWK, SKCIUTyaTalldd M TEXHUYECKOTO OOCITYKHMBaHUS

KOMIIBIOTCPHU3UPOBAHHBIX CHUCTCM.
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IV. Texunyeckoe 00CITy>)KMBaHHE U aBAPUITHOE BOCCTAHOBJICHHE

Bce KOMITIBIOTCPU3HUPOBAHHBIC CUCTCMBI CIICAYCT YCTAaHABJIMBATL H

00CTyXKUBaTh TAKUM 00pa3oM, YTOObI 00ECIIEUNBAaTh HEMIPEPHIBHOCTH PAOOTHI.
1. Texuuueckoe 00CITy)KMBaHUE

OO0s3arensHO HaJIA4He JTOKYMEHTHUPOBAHHBIX porenyp,
OXBaThIBAIOIIUX KaK IUIAHOBOE MPOPUIAKTUYECKOE OOCIIyKMBaHUE, TaK U
yCTpaHEHUE HEUCIpPaBHOCTEH. B 3TuUX mpolenypax MTOJKHBI OBITh YETKO
OMpeJeieHbl POJIb UM  OTBETCTBEHHOCTh  BOBJIEYEHHOTO B  IIPOIIECC
TEXHUYECKOTO OOCITY)KHBaHMS MepcoHaja. B ciydasx, Korjga Takue oneparun
0  COMPOBOXACHUIO  TPeOYyIOT W3MEHEHMM  ammapaTHOro | (WJIM)
MIPOrpaMMHOI0 OOECIIEYEHUS, MOKET BOSHUKHYTh HEOOXOIUMOCTh TTOBTOPHOM
BaJUJallMi CHUCTEMbl. B  TeueHHe TOBCEIHEBHOW pPabOThI  JOJAKHA
3aMUChIBaThCSl MHGOpMAIUs O JIIOOBIX MPOOJeMax W HECOOTBETCTBUSAX B

CUCTEME U JII00BIC IPEANPUHATHIC EHCTBUS MO UCTIPABICHHUIO TIOJIOKEHUSI.
2. ABapuitHO€ BOCCTaHOBJICHUE

JIOJKHBIL IMETHP MECTO MHPOLEAYPHI, ONMUCHIBAIOIIME MEPBI, KOTOPHIC
HEOOXOUMO TPEANPUHATh B CIydae YaCTUYHOIO WJIM IMIOJIHOTO OTKa3a
KOMIIBIOTEPU3UPOBAHHOW CUCTEMBI. Mepsl MOTYT BapbUpOBATHCS  OT
3aIJIAHUPOBAHHOTO COKPAIEHHUS almapaTHOro 00OpyIdOBaHUS 10 TIEpexoaa B
CUCTeMY C OyMaXHbIMU HOCHTENssMU MHbopMaiuy. Bce miansl ASCTBUS B
aBAPUIHBIX CHUTYyallUsIX JOJDKHBI OBbITh TIIATEIBHO JOKYMEHTHUPOBAHBI,
BaJIMJAUPOBAHbI, KPOME TOT0, OHM JOJDKHBI 00€CIeurMBaThb HENPEPHIBHYIO
LEJIOCTHOCTh JAHHBIX W HE JIOJDKHBI KakUM-JIMOO O0pa3oM yrpokarhb
uccaenoBannio. llepconan, BOBIEUEHHBIM B NIPOBENCHHME WCCIIEAOBAaHUSA B

COOTBETCTBUU C TPHUHIMIIAMHA HAJJIeXKAIIeH JadopaTopHON MPAKTHKH,



JNOJDKEH OBITh OCBEIOMJIEH O HAJIMYMM JAHHBIX IUIAHOB JIEWCTBUS B
aBapUMHBIX CUTyalUsIX.

[Ipouenypsl BOCCTAaHOBIEHUSI KOMIIBIOTEPU3UPOBAHHONW CUCTEMBI OyIyT
3aBHCETh OT KPUTUYHOCTU CHCTEMBI, IO3TOMY TaK BA)XKHO MMETh B HAJIUYHU
pE3EpBHBIE KOIUU BCEX Mporpamm. Ecin nmporerypbl BOCCTaHOBIIEHHS BIEKYT
3a cOOOM M3MEHEHHMsI almnapaTHOrO WM MPOrPaMMHOIO 00€CIIEYEHUS, MOXKET

noTpeOOBaTHCS MOBTOPHAS BAJIUJIAIIMS CUCTEMBI.
V. JlanHbie

[MpuHnunel  HajuIekamel  J1adopaTOpHOM MPAKTUKU — OMPEACIISIOT
NEPBUYHbIC JaHHBIC KaK OPUTHMHAJIBI 3alMUCed W JOKYMEHTAIMH, BKJIIOYas
JTAaHHBIE, HANpPSMYIO BBEJCHHBIE B KOMIIBIOTEP uepe3 uHTepdeiic mnpudopa,
KOTOPBIE SBIISIOTCS PEe3y/IbTaTaMU OPUTHHAILHBIX HAOMIOMEHNN W JCHCTBUI B
XOJIe UCCIIENOBAaHUS M HEOOXOMUMBI s (POPMUPOBAHKS W OIEHKH OTYeTa O
JTAHHOM HCCJICIOBAaHUH.

KoMmbroTepr3upoOBaHHBIE CUCTEMBI, Pa0OTAIONIME B COOTBETCTBUU C
NPUHIUIIAME HaJJIeKaIlel J1abopaTOpHON MPAKTUKHU, MOTYT OBITh CBSI3aHBI C
MIEPBUYHBIMU JaHHBIMA C HCIIOJIb30BAHMEM Pa3IMIHBIX (OpPM, TaKMX Kak,
HamlpuMep, OJEKTPOHHBIX  HOCHTENeH  WH(pOpMaIMM, pacriedarok C
KOMIThIOTEpA WJIM MPUOOPOB, a TaKXKe KOMUNA MUKPODUIBLMOB (MHUKPOQHUIII).
HeoOxoammo, 9ToOBI TIEpBUYHBIC JaHHBIC OBLIM OMPEASICHBI I KaKIou
KOMITHIOTEPU3UPOBAHHON CHCTEMBI.

Ecimu KOMIBIOTEpH3UPOBAHHBIE CHCTEMBI HCIIONB3YIOT I cOopa,
o0pabOTKH, TIPEACTABICHUS WM XpaHEHUS TCPBHUYHBIX JaHHBIX B
DIIEKTPOHHOM  BHJE, TO KOH(UTyparus CHUCTEMBI BCerma JOJDKHA
oOecreunBaTh COXPAHEHHUE AyIMTOPCKHUX JAHHBIX B MOJHOM OOBEME, YTOOBI

OblJTa BO3MOJKHOCTH IIOKa3aTh BCE W3MCHEHMSA JaHHbIX, HC CKpPbIBasi
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NEPBUYHBIX JaHHBIX. J[okHA OBITH BO3MOXKHOCTH CBSI3aTh BCE W3MEHEHUS
JAHHBIX C JIMI[AMHU, KOTOpPbIE€ BHECIM HATH WM3MEHEHHUS TP IOMOIIHU
CBOEBPEMEHHOW U JaTUPOBAHHOM (2IEKTpOHHOM) mnoanucu. I[IpuunHbI
BHECEHMSI U3MEHEHUH JTOJKHBI ObITh YKa3aHbl.

Eciu mnepBuuHbIE JaHHBIE XPaAHATCA HA DIIEKTPOHHBIX HOCHUTENSIX
uHpopMaIuu, TO HEOOXOAMMO OOECIICYUTh BBIMOJHEHUE TPEOOBAaHUM MO UX
JOJITOCPOYHOMY XPAHEHUIO B 3aBUCUMOCTH OT THUIA XPAHUMBIX JaHHBIX U
OXKUJIAEMOT'0 CpOKa CIIYXObl KOMIIBIOTEPU3UPOBAHHBIX cucTeM. [lpu
W3MEHEHHUU CHCTEM alMapaTHOTO M MPOTrPAMMHOTO OOECIEUEHUs JTOJKHBI
OBITh MPEAOCTABICHBI TMOCTOSHHBIA MTOCTYN K TEPBUYHBIM JIaHHBIM U HX
Oe30omacHOE XpaHEHWE ISl TapaHTUPOBAHUSA IICJIOCTHOCTH  JIAHHBIX.
BcnomorarenbHast uH(oOpMmanusa, Takas Kak O KypHajdbl OOCTY>KMBaHUS
o0Opy/IOBaHUSI U TIPOTOKOJBI KAIMOPOBKHM, KOTOpass HeoOXxomuma Jyist
MOJITBEPKIAEHUS I0CTOBEPHOCTHU MEPBUYHBIX JAHHBIX WJIH KOTOPas MO3BOJISET
PEKOHCTPYHUPOBATh MPOIIECC WIIM UCCIEIOBAaHHUE, JODKHA OBITh COXpaHEHA B
apXuBax.

[Tporienypsl jyisi pabOThl KOMIBIOTEPU3UPOBAHHOW CHCTEMbBl TaKXKe
JIOJKHBI OMKCHIBATh AJITEPHATUBHBIE MPOLETYypbl cOOpa JTaHHBIX, KOTOPHIM
HEO0OXOIMMO CIIeIOBaTh B cIydae c0ost cucTteMbl. [Ipu Takux 0OCTOATEIbCTBAX
Jr00BIC BPYUHYIO 3alMCaHHBIC IEPBUYHBIC JAHHBIC, B TallbHEHIIIEM BBOIUMBIE
B KOMITBIOTEP, JOKHBI OBITh YETKO OOO3HAUYEHbI B KAa4e€CTBE TAKOBBIX H
COXpaHEHbl B  KauecTBE IMepBUYHBIX 3amuced. IIpouenyper  mo
PE3EPBUPOBAHUIO JIAHHBIX, TPOBOJMMbBIE BPYUYHYIO, JOJDKHBI CBECTU K
MUHUMYMY PHUCK TOTE€pPU JAHHBIX W TapaHTUPOBATh COXPAHEHHE OSTUX
aNbTEPHATUBHBIX 3AUCEN.

Ecim B ciyuwae ycrapeBaHHMs CHCTEMBI HEOOXOAMMO TIEPEBECTH

QJICKTPOHHBLIC IICPBUYHLIC JAHHBLIC U3 OI[HOﬁ CUCTCMbI B JAPYI'yro, TO II&HHBIﬁ
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MpOIIECC JIOJDKEH OBITh JIOKYMEHTUPOBAaH HaJJIeKallluM 00pa3oM, a
LEJIOCTHOCTh JJAHHBIX TOJATBEpPAkKACHA. B cilydasix, Korna nogoOHble MUTpaIlud
JTAHHBIX HE OCYILECTBUMBI MPAKTUUECKHU, IEPBUYHBIC JaHHBIC JOJKHBI ObITh
NEpEeNaHbl HA APYTOM HOCUTENb U YTBEPKACHBI B KAUECTBE TOUHOW KOMHUH 10

HayaJia ylnajJeHusl OPUTHHAIBHBIX 3JICKTPOHHBIX 3aITUCEH.
V1. KomnbrorepHasi 6€301acHOCTb

JIJIs 31U ThI anmapaTHOro 000pyA0BaHus, IPOTPAMMHOTO 00SCIICUCHUS
Y JIAHHBIX OT MOBPEXKJICHUS, HECAaHKIIMOHUPOBAHHOTO M3MCHEHHUS HJIH TIOTEPH
JAHHBIX JIOJDKHBI OBITh YCTAHOBJCHBI JIOKYMCHTHPOBAHHBIC ITPOIICTYPHI
0e30I1aCHOCTH.

B 1aHHOM KOHTEKCTE «OC30MaCHOCTBY» O3HA4YaeT MPEIOTBPAICHHE
HECAaHKIIMOHUPOBAHHOTO J0CTyIa WIIN W3MEHEHUN Kak
KOMITBIOTEPU3MPOBAHHON CHCTEMBI, TaK M JAHHBIX, XPaHAIIUXCS B HEH.
CrnenmyeT Takke MPUHATH BO BHUMAHUE BEPOSTHOCTH IMOBPEXKICHHS JTaHHBIX
BHPYCaMH WJIH JAPYTAMH IIpOorpaMMaMH-areHTaMH. Takke JOJDKHBI OBITh
IPHHATEL MEpPhl 0E€30MacCHOCTH, OOCCIICUMBAIOIINE IICIOCTHOCTh JaHHBIX B

Clly4ae KaK KpaTKOCPOYHBIX, TaK M JOJITOCPOUHBIX COOEB CHCTEMBI.
1. ®usznueckas 0€300aCHOCTD

Y1oObl OrpaHUYUTH JOCTYI K KOMIIBIOTEPHOMY U KOMMYHHUKAIITHOHHOMY
000pyI0BaHUIO, TTEpU(DEPUHHBIM KOMIIOHEHTAM M 3JIEKTPOHHBIM HOCHTEISIM
uHGOpPMAllUA  TOJNBKO  YIMOJHOMOYEHHBIM  TMEPCOHAIOM,  HE0OXOauMO
PUMEHSTH PU3NICCKHE MEPBI OE30TIaCHOCTH.

K oOopymoBanwio, KOTOpO€ HE XpaHUTCI B  CIEHHAIbHBIX
«KOMTIBIOTEPHBIX MMOMEIICHUSIX)» (HapUMep, MePCOHATBHBIM KOMITBIOTEpaM H
TEpPMHUHAJIaM), TIOJDKHBI IPUMEHSITHCS, KAK MUHUMYM, CTaHIapTHBIC JIIEMEHTHI

KOHTPOJI JOCTYyIIa, MMCIOIIUCCA B HCIIbITATEILHOMN na6opaTopHH.
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OnmHako TaM, Tae Takoe OOOpYJOBaHHE pacIojlaraeTcs YmaajJeHHO
(HarpuMep, MOPTATHBHBIC KOMIIOHEHTHI M JIMHUM MOJIEMHOM CBSI3H), JTOJIKHBI

OBITH IPUHSITHI JTOTIOJIHUTEIHHBIC MEPHI.
2. Jlornueckas 0€30I1aCHOCTD

YT1o0ObI MIPEIOTBPATUTh HECAHKIIMOHUPOBAHHBIIN TOCTYTI K
KOMIIBIOTEPU3UPOBAHHON CHUCTEME, NMPWIOKEHUSIM U JIaHHBIM, HEOOXOJIUMO
HAJINYUE Mep JIOTUYECKON 0e30macHOCTH INI: KXKI01
KOMITBIOTEPU3UPOBAHHONW CUCTEMbl WM TMpUJIoKeHUs. BaxHo oOecrieunBath
WCIIOJIB30BAaHUE TOJBKO YTBEPXKJICHHBIX BEPCHM W  BaJlMIUPOBAHHOTO
nporpaMMHOro ooecrnedeHus. Jlormaeckas 06e30MacHOCTh MOXKET BKJIIOYATh B
ce0st HeOOXOAMMOCTh BBEACHUSI YHUKAIBLHOTO WIEHTU(HUKATOpA MOIb30BaTENS
C COOTBETCTBYIOIIMM TaposeM. JIro0oe BBEIECHUE JTaHHBIX WM YCTAHOBKY
NpOrpaMMHOIO  OOecCIiedeHusT M3  BHEUIHUX  HUCTOYHUKOB  CJEAYET
KOHTPOJIUPOBAaTh. ITH 3JEMEHThI KOHTPOJS MOTYT 00ECIeUnBaThCcs C
MOMOINBI0  TPOTPAMMHOTO  OOCCIIEYCHUSI  OMNEPAIIMOHHOM  CHCTEMBI
KOMIIBIOTEpA, CHEIUAIbHBIX TMPOrpaMM O€30MacHOCTH, BCTPOCHHBIX B

MPUWIOKEHUS TTPOLIETYP, UM KOMOMHAIIMI BCETO BHIIENEPEUUCICHHOTO.
3. L1eIOCTHOCTh JaHHBIX

Tak kak nogaep:kaHue UEITOCTHOCTH JAHHBIX SIBJISETCS TTIABHOW LIEJIBIO
NPUHIMIIOB HAJJIeKaIe 1adoparopHON TPAKTHKH, Ba)KHO, YTOOBI BECh
IIEPCOHAJ, CBA3AHHBIM C KOMIIBIOTEPU3UPOBAHHOW CHCTEMOM, OCO3HABAJ
HEOOXOAMMOCTh  BBIIIEUBJIOKEHHBIX Mep Oe3omacHOCTH. PykoBomcTBO
UCIIBITATEIbHOM J1a00paTOpru JOHKHO TapaHTUPOBATh, YTOOBI TIEPCOHAN OBLI
OCBEIOMJICH O Ba)KHOCTH oOOecredeHHs] Oe30MacHOCTH TaHHBIX, TOCTYITHBIX

mnpoocaypax u 0COOCHHOCTSIX CUCTCMbI, KOTOPLBIC IIO3BOJIAIOT IIPCAOCTABUTDH
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HaJJIeXKANTyl0 O€30MacHOCTh, a TaKXKe O TOCICACTBUAX HApyIICHHUS
0C30IacCHOCTH.

Takue QyHKIMM CHCTEMBI MOTYT BKJIIOYATh ITUTAHOBOE HAOIIONEHWE 3a
JOCTYIIOM K CHCTEME, BHEAPEHUE MTPOrpaMM BeprpHUKauy (PaijioB 1 OTIYETOB

00 MCKITFOUCHUSIX U (WJIM) TPEHaxX.
4. Pe3epBHOE KOMMPOBAHKE

Pe3epBHOE KONMUpOBaHHWE MPOrPAMMHOIO OOECIEYEHUS! U JIAHHBIX
SBIISIETCA CTAaHAAPTHOM MPAKTUKON mpu padoTe ¢ KOMIbIOTEPU3UPOBAHHOM
CHCTEMOM, KOTOpPO€ TIO3BOJSET BOCCTAHOBUTH CHCTEMY IIOCIE JIHOOBIX
HENOJAJA0K (HAalpuMeEp, IMOBPEXICHUS [UCKA), CTaBAIUMX IO YIpo3y
L[EJIOCTHOCTb CUCTEMBI. B HaHHOM cilydae IMOAPa3yMeBACTCA BO3MOXKHOCTHb
IIPEBPAILICHUSI PE3EPBHOM KONUU B IEPBUYHBIE JAHHBIC, IIOCIE 4YETO OHHU

JIOJKHBI PACCMAaTPUBATHCA B KAUECTBE TAKOBBIX.
VII. Bannpanus KOMIIbIOTEPU3UPOBAHHBIX CUCTEM

KOMHBIOTGpI/ISI/IpOBaHHI)IG CHUCTCMbI JOJIDKHBI OBITH IIpUroadbl OJIA

MPEAYCMOTPEHHOTO Ha3HAYCHUSI.
1. ITpreMoYHbBIE UCTIHITAHUS

KomnbroTepu3nupoBaHHbIe CUCTEMBI JOKHBI OBITh CIPOCKTUPOBAHBI
TaKk, 4YTOOBI YJOBICTBOPSATH TMPUHIIAIIAM HAJJIeXkaIehd J1aboparopHOM
npakTuku. OHHM JIOJDKHBI OBITH YCTAaHOBJICHBI COTIIACHO IIPEIBAPUTEIIHHO
paspaboranHOoMy I1aHy. [Ipy 3TOM HEOOXOAMMO HAJIMYHE COOTBETCTBYIOIICH
JTOKyMEHTAIIMU, MOATBEPKIAIOIIEH, YTO Kaxas cucrema Obuia pazpaboTaHa
MOJT COOTBETCTBYIOIIUM KOHTPOJIEM U (MPEANOUYTUTEIHLHO) B COOTBETCTBUH C
oOIIIeNpPU3HAHHBIMU CTaHJIApPTaMH KaueCTBAa W TEXHUYECKHMH CTaHJapTaMU

(manpumep, HMCO 9001). Kpome TOro, AOMKHBI OBITh MPEIOCTABICHbI
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JI0OKa3aTeNbCTBA TOTO, YTO CHCTEMa OblUla HaJIeXKalluM  00pa3om
MIPOTECTUPOBAHA UCTIBITATENILHOM Tab0opaTopreli Ha COOTBETCTBUE KPUTEPUSIM
MIPUEMKH JI0 BBEJCHUS B TIOBCETHEBHOE HUCIOIB30BaHNE.

[Iponienypa oduIMaaIbHOrO MPUEMOYHOTO  HCIBITaHUS  TpeOyer
MIPOBE/ICHHS MCIIBITAHUI B COOTBETCTBUH C 3apaHee YCTAaHOBJICHHBIM IIJIAHOM
U COXpaHEHUA JOKYMECHTHPOBAHHOTO  CBHUJCTEIIbCTBA,  COICPIKAIIETO
CIICAYOIIYI0 MHGOPMAITHIO: TIPOLEAYPHl UCTIIBITAHUS, TaHHBIC TTPOBEICHHOTO
WCTIBITAHUSI, PE3yJIbTaThl UCIIBITAaHUM, O(PHUIIMATIEHYIO CBOAKY OO0 HCITBITAaHUH,
3anrcu 00 OPUITUATHHON MTPUEMKE PE3yJIbTATOB UCIIBITAHMUSI.

Bnionne BeposTHO, uTO OOJIBINAS YacTh JOKYMEHTAIIMH, OTHOCSIIEHCS K
YCTAHOBJICHHBIM TMPOU3ZBOJIUTEIIEM CHUCTEMaM M CO3JlaHHOW B IIpoIlecce
pa3pabOTKU CUCTEM, XPAaHHUTCS Ha caite mnpousBoauTess. B aTtoMm ciyudae,
JaHHbIe 0(UIIMAIBHON OLICHKU U (UJIK) ayIuTa MIPOU3BOAUTENIS JOKHBI ObITh

B HAJIMYUU B UCITBITATCIIBHOM JTAO0OpaTOPHUH.
2. PerpocrniekTuBHAs OIIEHKA

NMmeroTcst cucTeMbl, IS  KOTOPBIX HEOOXOIWMOCTHh COOIFOICHUS
MIPUHIMIIOB HaJIIeXkAaIei 1abopaTropHO MpakTUKKU HE ObLIa MPEeayCMOTpEHa
WM yKazaHa. B Takux ciydasx HEOOXOIMMO HaJIMYHME JOKYMEHTaJIbHOTO
000CHOBaHMSI MICTIOJIb30BAHUS JAHHBIX CHCTEM, KOTOPOE JOHKHO BKJIIOYATH B
ceOsl PETPOCHEKTUBHYIO OIICHKY, HCIIOJIb3YeMYI0 Il  ONPEACIICHHS
MIPUTOTHOCTH CUCTEMBI.

PerpocrniekTrBHas OIleHKa HAYMHAETCA CO cOOpa BCEX HCTOPUUYECKHUX
3aMCcen, CBSI3AHHBIX C KOMIBIOTEPU3UPOBAHHOM CUCTEMOW. 3aTreM [aHHBbIE
3alMCH PacCMaTpPUBAIOTCS, MOCJE YEro COCTABISACTCA MUChbMEHHAsA CBOAKA. B
JTAHHOM CBOJIKE PETPOCIEKTUBHON OIEHKH HEOOXOAMMO YKa3biBaTh, YTO

A0Ka3arc/ibCTBa BallMAdllMKM OOCTYIIHBI, a TaKiKC, KAKHC IIaru CJICAYyCT
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MpeINPUHUMATh B Oymy1iiem TS oOecrieueHus BaJIN AN

KOMITBIOTEPU3UPOBAHHOM CHUCTEM.
3. KoHTpOnbs u3mMeHeHui

KonTponb wu3MeHeHM oO3Ha4aeT OQUIMAIBHOE YTBEPKIACHHE U
JIOKYMEHTHPOBAHUE JHOOOTO U3MEHEHHUS KOMITbIOTEPU3UPOBAHHOM CHCTEMBI B
TEUEHHE CpOKa ee HKciulyarauud. KOHTpoiap H3MEHEHHl HeoOXoauM B
ClIy4asix, KOIJa M3MEHEHMS MOIyT TOBIMATH Ha CTaryC BaJduAalluu
KOMITBIOTEPU3UPOBAHHOM cUCTEMBI. lIponeaypbl KOHTpOJIsI U3MEHEHUMU
JOJDKHBI BCTYIIATh B CHJIy Cpasy IIOCIE TNOATBEPXKACHUSA TOTOBHOCTH K
OKCIUTyaTallud KOMITBIOTEPU3UPOBAHHON CUCTEMBI.

B mpouenype nomkeH OBbITh OMUCAH METOA OLCHKH, MNpPU3BAHHBIN
onpenensATh  00bEM  MOBTOPHOTO  MCIBITAHUS, HEOOXOAUMOTO  JUIs
MOJIEP>KAHUST CUCTEMBI B BAJIMAMPOBAHHOM COCTOSIHUU. B pamkax mpouenyp
KOHTPOJISI U3MEHEHUN JOJKHBI OBITh ONpEAeNeHbl JIMIA, OTBETCTBEHHBIE 3a
OIpeJIeIeHne HEOOXOIUMOCTH U 0J00PEHNE KOHTPOJISI U3MEHEHU.

He3aBucumo OT MCTOYHMKA ITPOUCXOKICHUS H3MEHEHMS (TIOCTABIICHHAS
BEHJIOPOM  CHUCTEMa  WJIM  CHCTeMa  COOCTBEHHOM  pa3paboTKu)
COOTBETCTBYIOIIAss HWH(MOpMaLMs JOKHA OBbITh MPENCTaBl€HA KaK 4YacTb
rpouecca KOHTPOJIsl u3MeHeHn!. [Iponeaypsl KOHTPOIS U3MEHEHUM JTOJKHBI

rapaHTUPOBATh 1IEJIOCTHOCTh JaHHBIX.
4. MexaHu3M MOoACPKKU

B nensx obecrieueHus: COOTBETCTBUSI KOMITBIOTEPU3UPOBAHHON CHCTEMBI
MPENyCMOTPEHHOMY Ha3HAYEHWIO JOHKHBI OBITH CO3JaHbl  MEXaHU3MBbI
MOJJCPKKHA,  00ECTeUMBAIONIME  KOPPEKTHOE  (YHKIIMOHHPOBAHHE |
UCTONb30BaHue cucTeMbl. OHM MOTYT BKJIIOYATh B ce0sl CHCTEMY yIpaBJICHHUS,

oOyueHue, oOCITyKUBAHUE, TEXHUYECKYIO TOJIEPKKY, ayaIuT U (UJK) OLEHKY
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DKCIUTyaTallMOHHBIX ITOKa3arenen. OIEeHKa 3KCIUTyaTallMOHHBIX IOKa3areiaen
O3HAYaeT HOMHUHAIBHBIM MPOCMOTP CHUCTEMBbI 4Y€pe3  ONPEECICHHbBIC
MPOMEXKYTKH  BPEMEHM C  LEIbI0  MOATBEPKICHUS  COOTBETCTBUS
YCTaHOBJIEHHBIM KPUTEPHUSIM (PYHKIMOHUPOBAHUSA, HAIpHUMeEp, HAJACKHOCTH,

4yBCTBUTEIBHOCTH, IIPOU3BOICTBEHHON MOIIHOCTH.
VIII. JlokymeHTHpOBaHUE

[lepeuncneHHble HUKE IMyHKTHI MPEICTaBISAIOT CO00M PyKOBOACTBO IO
nog00py MHUHUMAJIBHOM JIOKyMEHTAllMM [UIsl pa3padOTKH, BaluJalluH,
IKCIUTyaTalli M TEXHUYECKOMY OOCITY>KUBAHUIO KOMITbIOTEPU3UPOBAHHBIX

CHCTEM.
1. Tlopsimok aencTBuit

HeoOxogumo HanMuMe NUCBMEHHO 3a(PMKCUPOBAHHBIX MPUHIIUIIOB
aAMUHHUCTPATUBHOTO YIPABIICHUS, OMUCHIBAIOIIAX TOMUMO MPOYETO MPOLECC
npuoOpeTeHus, TpeOOBaHUS, MPOEKTUPOBAHME, BAIMIAIUIO, HCIIBITAaHUE,
YCTaHOBKY, 9KCILTyaTallli0, TEXHUYECKOEe 00CTyKUBaHKE, TIOJOOP MEepPCOHAa,
KOHTpPOJIb,  ayUT, = MOHUTOPUHT W  U3BATUE U3  OOpaIlIeHUS

KOMIIBIOTCPU3HUPOBAHHBIX CUCTCM.

2. Onucanue NpUIoKEHUS
(MPUKIIAHOTO TPOTPAMMHOTO 00ECTICYECHHMSI)
Kaxnoe mnpuinoxkeHue ITO0KHO COIMPOBOXKIATHCSA JTOKYMEHTAIMEH, B
KOTOPOW MOTHOCTBIO OMUCHIBAETCS:
HAUMCHOBAaHME TMPWIOKEHUS WIM HIACHTU(PUKAIIMOHHOTO Kola U
MoJIpOOHOE 1 YETKOE OMMCAHKE 1IeJICH MPUIIOKEHUS,
anmaparHoe obOecrnedeHue (C HOMEpaMHM MOJENeH), Ha KOTOpOe

YCTaHOBIICHO MPUIIOKEHUE,
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MporpaMMHOe oOecredeHrne OMNEepallMOHHOM W APYroM CHCTEMBI
(HarpuMep, UHCTPYMEHTOB), UCIIOJIb3YEMOE B COUETAHUU C TIPUIIOKEHUEM,

UCIIOJIb3YEMBIE  IIPOTrPAMMHPYEMbBIEC  SI3bIKA  NPWIOKEHUA U (WIN)
WHCTPYMEHTOB 0a3bl TAHHBIX,

OCHOBHbIE (DYHKIUH, BHITIOJHSIEMbIE TTPUIIOKEHUEM,

0030p THUMOB W MOTOKOB JaHHBIX (IM3aiiHa 0a3 JaHHBIX), CBSI3AHHBIX C
PUIOKEHUEM,

CTPYKTYpbl (ailsioB, cooOuieHrns 00 omMOKax W aBapusiX, a TaKXKe
JITOPUTMBI, CBS3aHHBIE C IPUIIOKEHUEM,

KOMITOHEHTBI MPHUKJIAJHOTO MPOrPaMMHOIO OOECIEUEHHUsl ¢ yKazaHHEM
HOMEPOB BEPCHUIA,

KOHQUTypalusi M KOMMYHHUKAIMOHHBIE CBS3M MEXIYy MOIYJISIMU

MPUWIOKECHUS, a TaK)Ke 000PYIOBAHUEM U IPYTUMU CUCTEMaMHU.
3. CranaapTHbIE ONEPAMOHHBIE TPOLIETYPbI

bonbimiass 4YacTh JOKYMEHTAllMM, OXBaThIBAIOLIEH HCIIOJIb30BAHUE
KOMITBIOTEPU3UPOBAHHBIX CHCTEM, JOJDKHA OBITh MpeacTaBieHa B (opme
COII. Hanneie COIl nomkHbI OXBaTbIBATh CIEAYIOIIME MPOLEAYPHI, HO HE
OTrPaHUYMBATHCS UMU:

npouenypbl Mo padore ¢ KOMITBIOTEPU3HPOBAHHBIMU CHUCTEMAaMHU
(ammaparHpie  cpencTBa (mporpamMMHOE oOecriedeHre)) W 00sS3aHHOCTH
(OTBETCTBEHHOCTH) BOBJICUEHHOIO NIEPCOHAA;

MPOLIEYpPhl TI0 00ECIIEUCHUI0 MEp O€30MaCHOCTH, UCHOIb3YEMbIX JJIs
OOHapyXeHHMsI W TMPEIOTBPALECHUS HECAHKIMOHUPOBAHHOTO JOCTyNa K
IPOrpaMMe U BHECEHMSI B HEE N3MEHEHHI;

MPOLIEAYPHI IO BHECEHUIO U3MEHEHUH B MPOrpamMmy, UX aBTOPU3aLUU U

3alMCH U3MCHCHMI;
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MPOLIEAYPHl TI0 BHECEHUIO W3MEHEHWH B 00OpyIoBaHWE (ammapaTHbIC
cpencTBa (mporpaMMHOE OOECIEUEHUE)) U UX aBTOPHU3ALMHU, B TOM YHUCIE, B
cllydae HEOOXOIMMOCTH, TPOBEJACHUE WCIBITAHWN TEpel HCIOJIb30BaHUEM
o0opy/I0BaHuUs;

Opolenypbl 1O  TPOBENCHUIO  TMEPHOAWYCCKOTO  HMCIIBITAHHSI
Ha/JIeXKaIero (pyHKIIMOHUPOBAHUS BCEH CHCTEMBI WJIM €€ COCTaBHBIX YacTeu
Y 3aITUCH TAHHBIX UCTIBITAaHUM;

MIPOLIEAYPHI OOCTYKUBAHUS KOMITBIOTEPU3UPOBAHHBIX CUCTEM U JIIOOOTO
COIYTCTBYIOIIIET0 000PY/I0BAHMS;

pOLEAYPhl Pa3pabOTKU MPOTPAMMHOTO 00ECTICYCHHS] W TPUEMOYHBIX
WCIIBITAHWN, a TAKXKE 3aITMCH BCEX MTPUEMOYHBIX MCTIBITAHUI;

MPOLIEAYPHI TIO PE3EPBHOMY KOTIMPOBAHUIO BCEX XPAaHUMBIX JaHHBIX, a
TaKKe TUTAHBI JICUCTBUS B CITyJae MOJIOMKH;

OpOLEAYphl APXMBUPOBAHUS M  W3BJICYCHHS BCEX JOKYMEHTOB,
IPOrPAMMHOTO OOECIICYECHUS U KOMITbIOTEPHBIX JaHHBIX;

IIPOLeyPbl MOHUTOPHHIA U AyJIUTA KOMIIBIOTEPU3UPOBAHHBIX CUCTEM.
[X. ApxuBsl

[TpunHiMnel Haaexkae 1a00paTtopHO MPAKTUKU M0 apPXUBUPOBAHUIO
JAHHBIX CIIEAYEeT NPUMEHATH IIOCIEAOBATEIBHO KO BCEM THUIAM JaHHBIX.
[ToaToMy O4YeHb BaXKHO, YTOOBI 3JEKTPOHHbBIE TAHHBIE XPAHWIMCHh HAa TOM K€
YPOBHE KOHTPOJISI JOCTyIla, MHACKCUPOBAaHUSA W  COOTBETCTBYIOLIEIO
W3BJICYEHUS, KaK U IPYyTHUE TUIIBI JaHHBIX.

Ecnu 351eKTpOHHBIE TAHHBIE O HECKOJIIBKUX UCCIECAOBAHUAX XPAHITCS Ha
OAHOM HocHTene MHpOopMaIK (HampuMep, TUCKE WIM MAarHUTHOW JIGHTE),
TpeOyeTcs co3IaHue MmoApoOHOro ykaszareis. OH MOXET ObITh HEOOXOIUM IS

OOECreYeHnsT  UCTIBITATENbHBIX  Jaboparopuii  CpeACTBAMH  KOHTPOJIS
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OKpYXalolllel cpepl, YTOObl TapaHTUPOBATh IIEJIOCTHOCTh XPAHUMBIX
DNIEKTPOHHBIX JaHHBIX. Eciam cymiecTByeT HEOOXOMUMOCTh B CO3JTaHHUH
JIOTIOTHATEILHBIX apXWUBHBIX TIOMEIICHUI, TO PYKOBOACTBO HCIIBITATEIILHOMN
nabopaTopun JOHKHO OOecIevrBarh, YTOOBI MEPCOHAJ, OTBETCTBEHHBIN 3a
yIpaBJICHUE apXuBaMH, ObLT MACHTHU(UIIUPOBAH, U YTOOBI JOCTYN K apXHUBY
ObUT BO3MOXKEH TOJBKO YHOJIHOMOYEHHOMY IepcoHaity. Taxke HeoOXoaumo
OyleT BHEIPUTH MPOIIETYPHI, TAPAaHTHUPYIOITUE, YTO 1EJTOCTHOCTD XPAHSIIAXCS
B JJICKTPOHHOM BHJI€ B TCUEHHUE IJIMTEIILHOTO BPEMEHU MAHHBIX HE Oyaer
HapyIIeHA.

HeoOxomuMo co3manue mponenyp, OOSCHEUMBAIOIIMX HEMPEPHIBHYIO
CUNTHIBAEMOCTh JIAHHBIX B CIy4asx, KOTJa IMPEAINOIaracTcsi BOSHUKHOBEHUE
npoOieM ¢ JIONTOCPOYHBIM JIOCTYIIOM K JaHHBIM WJIM  BO3HHUKAET
HEOOXOTUMOCTh U3BATHS KOMITBIOTEPU3UPOBAHHBIX CUCTEM M3 yIOTPEOICHMS.
Takumu TporieAypamMu MOTYT OBITh, HampUMEp, MPOU3BOACTBO TBEPABIX
Kot B opMe pacrnedaTkd ¢ TMPUHTEpa WU MEPEHOC JAaHHBIX B JPYTYIO
CHCTEMY.

Xpansmpecs: B 3JICKTPOHHOM BHUJIC TaHHBIE HE CIIEIyeT YHUITOXKATh 0e3
pa3perieHus PYKOBOJICTBA UCTIBITATEIbHOU naboparopun U
COOTBETCTBYIOIIIETO JIOKyMEHTHpOBaHUsS. [lpyrue mnaHHBIC, XpaHSIIAECS B
naboparopuu TUISt MOJIIEP KaHUS (GYHKITMOHUPOBAHUS
KOMITHIOTEPU3UPOBAHHBIX CHCTEM, TaKHE€ KaK HCXOAHBIA KOJ M 3allhCHU O
pa3paboTKe, BadWAAWK, JKCIUTyaTalliH, OOCITYXMBAaHUW W MOHHUTOPHUHTE,
ClIeyeT XpaHUTh, IO KpaifHel Mepe, B TeUEHUE TOTO e CPOKa, KaK M 3aliCH

00 HCCIICOOBAaHNH, CBA3aHHBIC C JaHHBIMH CUCTCMAaMU.




IMTPUJIOKEHUE Ne 5

k [IpaBmitam Haamexarei JadboparopHoit
MPaKTUKU EBpa3zuiicKoro 3KOHOMHUYECKOTO
COro3a

TPEBOBAHUA
K POJIM U 00S1I3aHHOCTSIM CIIOHCOPA B COOTBETCTBUM
¢ IlpaBuiamMu HaaJIexkaiei J1a0OpaTOPHOM MPAKTUKH
EBpa3uiicKoro 3k0HOMHY€ECKOro c0r3a

1. OO01WMe MONOKEHUS

B  pamMkax  mpoBeaeHMST ~— JOKIMHUYECKUX  (HEKJIMHUYECKUX)
WCCJIENOBAHUM CIIOHCOpPA MCCIENOBAHUS HMEET TMPsAMBIE KU KOCBEHHBIC
oOsi3aHHOCTU. CHOHCOpP SIBISIETCSl CTOPOHOM, HAUMHAKOIIEW OJHO WJIU
HECKOJIBKO  MCCJIENOBAHMM, W HaOpsMYyI0 IIPENOCTABISIET  PE3YJIBTAThI
VCCIICNOBAaHUM B  YNOJHOMOYEHHBIE OpraHbl TOCYIapCTB — YJICHOB
EBpa3uiickoro SKOHOMHYECKOTO COr03a (Jajlee — TroCyJapCTBa-WIEHBHI).
CHoHCOp TMPUHUMAET AKTUBHOE YYacTHE B MOJATBEPKICHUU COOTBETCTBUS
BCEX JIOKJIMHMYECKUX (HEKJIMHUYECKUX) UCCIIENOBaHUM  O€301acHOCTH
3JI0POBBIO YEJOBEKA U OKPYKAIOLIEH cpeabl npuHuunaM [IpaBun Hamexamen
naboparopHoii ~ mpakTUKA  EBpasWiickoro  HSKOHOMHYECKOTO  COI03a,
yTBepkaaemMbix EBpasuiickoil sJkoHOMHUECKOW kKoMuccuei (nanee — [IpaBuina).
CrnoHCOp HE MOXET TMOoJIaraThCsi TOJBKO Ha 3aBEPEHUS] HCHBITATEIbHBIX
naboparopuid, HAHATBIX JUIsl TPOBEACHUS TaKUX HCCIENOBAaHUM, O
COOTBETCTBUU MPOBEACHHBIX paboT TpedoBanusm [IpaBu.

CHoHCOPOM MOXKET OBITh:



2

muio  (dbuzmyeckoe WM OpUAMYECKOe (KOMIAHUS, KOpIopaius,
accolmarys, HayqdHOe WM aKaJeMHUYECKOe YUPESKICHHE, TOCYIapCTBEHHBIN
OpraH WIH €ro CTPYKTYpPHOE MOoJpa3zesieHue, a TaKkxkKe Jr00i Apyroil opra,
oOpa30BaHHBIM HAa 3aKOHHOM OCHOBaHMH)), KOTOPOE€ HAYMHAET W
oOecrieunBaeT (UHAHCUPOBAHWE U JAPYTYI0 TOMOIIbL MpPU MPOBEACHUU
JOKJIMHUYECKUX (HEKJIMHUYECKUX) MCCIICOBAHUN O€30MaCHOCTH 3/10POBbs
YeJIOBEeKa U OKPY’KaIoIel cpeibl;

muo  (¢puznueckoe WIM  IOPUAMYECKOE), KOTOPOE MPEACTaBISAET
pe3yabTaThl JOKIMHUYECKUX (HEKIMHUYECKUX) UCCIEeNOBAaHUN O€30MacHOCTH
37I0POBBSI UEJIOBEKA U OKPY>KAIOIIEH Ccpebl B YIOJTHOMOUYCHHBIE OpraHbl s
pPETUCTpALMM MPOIYKTA WU B JPYTUX IENSIX, KOrma TpeOyeTcsi COOM0NeHHE

Hactosux [Ipasui.
2. O0s13aHHOCTHU CIIOHCOpA

CrnioHcop A0mKeH 3HaTh TpeboBanusax [IpaBuil, B 4aCTHOCTHU T€, KOTOPHIE
UMEIOT OTHOIIIEHWE K PYKOBOJCTBY UCHBITATEIbHONW JIabOpaTopuu U
PYKOBOAMTEIIO UCCIIEIOBaHUS (BEIYILIEMY HCCIIEIOBATEIIO).

Ecnu kakue-To 4YacTM HCCIENOBaHUS TEPEAAIOTCS CIIOHCOPOM Ha
BBITIOJIHEHHE CYONOApsIIYMKaM, CIIOHCOP JOJIKEH 3HAaTh, YTO OTBETCTBEHHOCTD
3a TMPOBEICHUE MCCICAOBAaHUS B LEJIOM JIGKAT HAa PYKOBOJUTEIIEC
VCCIICOBAaHNs], BKJIFOYasi OTBETCTBEHHOCTh 3a JOCTOBEPHOCTH IEPBUYHBIX
JTAHHBIX U OTYET.

[Tpy UHUITMUPOBAHUU JOKIUHUYECKUX (HEKJIMHUYECKUX) UCCIICI0BAaHUM
0€30MacHOCTH 3JI0POBBIO YEJIOBEKAa M OKPYKAIOIIEH Cpeibl CIIOHCOP JIOKEH
YIOCTOBEPUTHCS, YTO  UCHBITaTelibHas  JabdopaTtopus  MOAXOAUT  JUIst

INPOBCACHHUA OIPCACICHHOIO BHAA HCCICAOBAHHUA COITIACHO HpaBI/IJ'IaM.



CrnioHcop 00s13aH COOOIIUTh UCTIBITATENILHON JTA0OPATOPUH, UTO UCCIIEIOBAHKE
JIOJIKHO MPOBOAUTHCS coritacHo [IpaBusam.

CrnoHcop BIpaBe MPUMEHSTh PA3JIMUHbIE CITIOCOOBI OLEHKU CIIOCOOHOCTH
UCIBITATEIHHON JIa0OpaTOPUU MPOBECTH UCCienoBaHue cornacHo [IpaBuiam.
[Ipy o>TOM OH JODKEH TNPOAHAIU3UPOBATH PabOTy HCHBITATEILHOMN
1aboparopur 10 MPOBENCHUS UCCIEIOBaHUS, & TAKXKE B XOJE€ HUCCIEIOBaHUS
(Hampumep, C YYETOM CTPYKTYpbl, MNPOAODKUTEIBHOCTH M CIOXKHOCTH
UCCJIENIOBAaHMs), UYTOOBl  yOETUTHCS, UYTO  TEXHUYECKHUE  CPE/CTBa,
0o0OpyJIOBaHME, CTaHAAPTHBIE OMNEPAIMOHHBIE TMPOLEAYPHl M TEPCOHAI
naboparopur oTBedaroT TpeOoBaHusiM [IpaBun. Eciu wucnbiTatenbHas
nabopaTopusi y4acTBYET B HAI[MOHAJIBHOW MpOrpamMme KOHTPOJISI COONMONCHUS
[IpaBun, k paboTe MAOMyCKAaeTcss NPUBJICKaTh YIOJIHOMOYEHHBIM Opras
rocyiapcTsa — 4wieHa EBpa3uiickoro SKOHOMHYECKOTO CcOo3a (Janee —
rOCyJapCTBO-YIEH) JUIsl OMPENIEIEHUs CTaTyCca COOTBETCTBUSI UCIBITATEIbHOMN
naboparopun TpeboBanusM [IpaBuin (MOCKONBbKY, HECMOTpPSI Ha JOTOBOPHBIC
TpeboBaHUST O  KOH(QUICHIMUAIBLHOCTH,  YIMOJHOMOYEHHBIA  OpraH
rocyJlapCcTBa-ujieHa HMMEeT JOCTyln KO BCEM JIaHHBIM HCIBITATeIbHOU
1abopaTopuu 0 COOJIIOJICHUU HACTOSIIIUX MPaBUIL.).

Ecnu B ynmolIHOMOUEHHBIN OpraH rocyliapcTBa-ujieHa MPeaoCTaBIsIIOTCS
pe3yJIbTaThl HECKOJIBKUX HCCIEAOBAHUI B OAHOM PErHMCTPAIMOHHOM JOCKE,
OTBETCTBEHHOCTbH 3a JOCTOBEPHOCTh BCEr0 PErHCTPALMOHHOIO JOCHE JIEKUT
Ha cnoHcope. HeoOGxoammo, 4yToObl CIIOHCOpP YCTAHOBHJI COOTBETCTBYIOLLYIO
CBSI3b MEXKIY €ro IMOJHOMOYHBIMHM TPEJACTABUTEIIIMU U BCEMHU CTOPOHAMH,
YYACTBYIOIIIMMU B TMPOBEJICHUU HUCCIEAOBAHUS, HAMPUMEP, PYKOBOIUTEIEM
UCCIICIOBaHMS, CIYy>KOOW  0OecredeHus] KadyecTBa W PYKOBOACTBOM

HCIIBITATEJIbHOM JTA0OpaTOpUH.
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VYIOTHOMOYEHHBIE OpraHbl TOCYAapCTB-YIEHOB MOTYT TpeOOBaTh OT
CIIOHCOPOB YTBEP)KJICHUS IIJJaHAa MCCIIEAOBAHMSI €CJIM 3TO YCTAaHOBIICHO B
3aKOHOAATEJIbCTBE  TOCYIApCTBA-WiIEHA W CBA3aHO €  IIPaBOBBIMHU
OCOOCHHOCTAMHM  YIOCTOBEPEHHS  OTBETCTBEHHOCTHM 32  PE3yJIbTarhl
HUCCIIEJOBAaHUM.

Ecnu apxuB ucnbITaTenbHOM 1a00paTopuu, B CBSI3U C IMIPEKPAIICHUEM €€
JEATENbHOCTH, NIEPEIaH B apXHUB CIIOHCOPA, TO CIOHCOP JOJIKEH O00ECHEeYUTh
BO3MOKHOCTh HAJJIEKAIIEr0 XpaHEHWs M W3BJICUCHUS W3 apXuBa IUIAHOB
UCCIICIOBAaHUH, TEPBUYHBIX JAHHBIX, OO0pa3lOB, MNpPO0 UCHBITYEMBIX |
CTaHJAPTHBIX 00Pa3LOB U 3aKIIOYUTENILHBIX OTYETOB COIIACHO TPEOOBaHUIM
ITpaBui.

CroHcop AOMKEH cOOOIIaTh MCHBITATEIbHOW Jaboparopuu O JIOOBIX
U3BECTHBIX  MOTEHUUAIbHBIX  OMNACHOCTSAX  HCCIEAYEMOro  BEIeCTBa
(JIeKapCTBEHHOIO CpEACTBA) JUIA 370POBbS YEJIOBEKA WM OKPYXKaroLEeh
Cpenbl, a TaKKe O 3alIUTHBIX Mepax, KOTOPbIE JOJKHBI ObITh MPEIIPUHSATHI

MIEPCOHAJTIOM UCIIBITaTEIHHOM JabopaTopuu.

3. OnucaHue CBOMCTB UCCIEAYEMOIO BELIECTBA
(JiekapCTBEHHOTO CPEICTRA).

TpeboBanus IlpaBun BkiIO4ArOT TpeOOBaHUS K OINHUCAHUIO CBOMCTB
HCCJIEMYEMOI0 BEIIECTBA (JIEKAPCTBEHHOTO CPEACTBA) (HarpuMep, MyHKTHI 44,
45 W TONMYyHKT «a» IMyHKTa 65), COmIacHO KOTOPHIM HEOOXOJUMO TOYHO
yKa3bIBaTh HAa3BaHUE MCCIIEyEMOTO BEIIECTBA (JIEKAPCTBEHHOIO CPEJICTBA) U
ero  cBoiictBa.  OmpezesneHne  CBOWCTB  MCCIEAYEMOI0  BelIeCTBa
(JIeKapCTBEHHOTO  CPEJCTBA) MOXKET BBINOJHATH KaK  HMCHbITaTelIbHAS
nabopatopus, paboTarorias 1o KOHTPAKTY, TaK U caM crioHcop. Ecim cBoiicTBa
UCCJIENYEMOI0 BEIIECTBA (JIEKAPCTBEHHOTO CPEACTBA) OMPEAEIIsT CIOHCOP,

3TOT (aKT JOJIKEH ObITh YKa3aH B 3aKIIOYUTENIbHOM oT4yeTe. CIIOHCOP AOKEH



YUUTBIBATh, YTO TMPHU OMNPEACIICHUH CBONCTB MCCIEIYEMOI0 BEIlECTBA
(JiekapCTBEHHOTO CpPEJICTBAa) HE B cOOTBeTCTBUM C [IpaBuiiamu uccienoBaHue
MOKET OBITh OTKJIOHEHO YIIOJTHOMOYEHHBIMU OpraHaMu TOCY/IapCTB-YICHOB.
Ecim  wHbOpManmss o0  CBOMCTBaX  HMCCIEAYEeMOIO  BEIIECTBA
(JlekapCTBEHHOTO CpEACTBA) HE MPEICTaBIICHA CIIOHCOPOM HCIBITATEIIHLHOM
nabopaTopuu, paboTaroIIel M0 KOHTPAKTY, 3TOT (PAKT TaKkKe JOJKEH OBITh

YKa3aH B 3aKJIIOUUTCIIbHOM OTUCTC.
4. HpeI[CTaBJ'IeHI/IC JaHHBIX B YIIOJITHOMOYCHHLIC OpPI'aHbI

OxoHuarenpHass OTBETCTBEHHOCTh 3a HAy4YHYIO JIOCTOBEPHOCTH
UCCJICOBAHMS JIC)KUT HA PYKOBOJIWTEJE HCCIEIOBAaHUS, a HE Ha CIIOHCOPE,
OOSI3aHHOCTBIO KOTOPOTO SIBJISIETCS TMPUHATUE PEHIeHHs M0 pe3yjbraraM
UCCJIENOBAHUM O IPENOCTABICHUU WIM HE IPEAOCTABICHUU HCCIELYEMOIO
BELIECTBA (JIEKAPCTBEHHOIO CPEACTBA) HA PETHCTPALMIO B YIIOJIHOMOYEHHBIN

opraH (PKCIEPTHYIO OpPraHU3alIMI0) TOCYIapCTB-YWICHOB.




IMTPUJIOKEHUE Ne 6

K [IpaBunam Hagexamen
nabopartopHoil nmpakTuku EBpasuiickoro
HPKOHOMHYECKOTO COH03a

HOPALOK
npumenenus [IpaBui Hajekamen J1adopaTopHou
NpakTUKH EBpa3uiicKoro dKOHOMM4YeCKOIro coxo3a
K KPAaTKOCPOYHbIM MCCJICI0BAHUAM

[. O6uMe nonoxeHus

1. [lpaBuna Haamexame mga00OpaTopHON TpakTUKKM EBpaszuiickoro
DKOHOMHUYECKOTO CO03a, YTBEpKAacMble EBpasuiCKOM HSKOHOMUYECKOU
xomuccuel (ganee — [lpaBuna) comepkar oOmme TpeOOBaHUS U MPUMEHUMBbI
KO BCEM BHJIAM MCCIEAO0BaHUU. B ycimoBusax aerctBus Hacroswux [IpasBuin
KOHTPOJIb YIMOJHOMOYEHHBIX OPraHOB TOCYIapCTB-UJICHOB 3a COOIOICHHEM
YCTAaHOBJIEHHBIX HOPM, O0a3uMPYIOIMXCS Ha CYIIECTBOBAHWU KOHKPETHBIX
METOJIOB M TEXHUYECKUX MPHUEMOB B PaMKaX KpPaTKOCPOUYHBIX MCCIIEIOBAHMI
3aTPYJIHEH.

2.K KparkoCpOYHbIM  OWOJIOTUYECKUM  HCCIEAOBAHUSIM  OTHOCST
HCCIIEOBAHNSI C KOPOTKUM MEPUOJOM MPOBEACHUSA W IIMPOKUM JHANa30HOM
MIPUMEHSEMBIX PYTUHHBIX MPOLEAYP: U3YYEHUE OCTPOM TOKCHYHOCTH, PN
VICCIIEOBAHUM MYTAar€HHOCTH U MCCJIENOBAHUS OCTPOU SKOTOKCUYHOCTH H JIP.

3. OU3NYECKUMU W XHAMHUYECKUMH HCCIICTOBAHUSIMHA CUYUTAKOTCS TE
UCCIICIOBAHMS, AaHaIu3bl M  HU3MEPEHMS, KOTOPhIE MMEIT  Majylo
MPOJOJDKUTEILHOCT (KaK TMpaBwio, He Oosee 1 paboueld Hemenn),

3aﬂeﬁCTBYIOT IIUPOKO HCIIOJIb3YCMBbIC MCTOIUKH u JaroT



JIETKOBOCITPOU3BOJIUMBIE PE3YJIBTATHI, 3a4acTyl0 IIPEACTABICHHBIE B BHJIC
MPOCTHIX YHCICHHBIX BEJIMYUH UJIU CJIOBECHBIX BHIPAKCHHUI.

4. TpanuiiMOHHBIE (PUBUKO-XUMUYECKUE HCCIEAOBAHUSI BKJIIOYAIOT B
cebs ompenesieHne XUMUYECKHX CBOWCTB, TeMIepaTyphl IUIaBIICHUS,
yOpyrocTH mapa, koddduimenta pacnpeesieHus, B3pbIBUAThIX CBOMCTB U
Jpyrue nojo0HbIe UCCIENOBAHMUS, ISl KOTOPHIX CYHIECTBYIOT MHCTPYKIIUU TIO
MPOBEACHUIO TeCTOB. OIHAKO YMOJHOMOYEHHBIE OPraHbl B TOCYIAapCTBaX-
yieHax Coro3a JOJDKHBI YTOYHUTH, KAKAE€ W3 O3TUX AHAIW30B JOJIKHBI
NPEICTABIATBCS MM Ha PACCMOTPEHHE M KaKhue HEOOXOIWMO BBHITIOIHSTH

comIacHo HacrosmmMm [Ipasunam.
II. ITporpamMma obecrieyeHus: KauecTBa

5. UcnbiTarenbHasl IUIOMIAJKA JOJKHA HUMETh JOKYMEHTHPOBAHHYIO
nporpaMMy  oOeCri€UeHHUs] KauecTBa, YTOObl MPOBOJAMMBbIE Ha  HeEH
MCCJIEIOBAHMS COOTBETCTBOBANIM MpuHLUINaM [IpaBu.

6. MHCrieKMKM  KWCCIEIOBAaHUN I[UIAHUPYIOTCSI B COOTBETCTBUM €
XPOHOJIOTUEH ATUX HCCIEAOBAHUM, OOBIYHO C MPUBSA3KOW K TMEPBOMY ITaIly,
OTIPEEISAIONIEMY OCHOBHBIE (ha3bl SKCIEPUMEHTA.

7. NHCTIEKIIMM UCTBITATENLHBIX TUIOMIAQJOK OCHOBBIBAIOTCS HE Ha
KOHKPETHBIX MCCIIEIOBAHUSAX, & OXBATHIBAIOT 00I1Iee 000pynoBaHue (MIpruoOpHI
W anmaparbl) ©W  BUABI  JIEATEILHOCTH B  paMKax Jjaboparopuu
(BcioMoTraTeNnbHble  CIYXObI, KOMIBIOTEpHAas CHCTEMa, CIeluaibHas
MOJITOTOBKA, OSKOJIOTUYECKUM MOHUTOPUHI, TEXHUUYECKOE OOCTYy>KUBaHUE,
KaJIMOpOBKa U T.11.).

8. IHCIIeKIIMM MpPOLIECCOB TAKXKE MPOBOJATCS BHE 3aBUCHUMOCTH OT
KOHKPETHBIX HccleAoBaHui. X BBINOMHSIOT € UEIbI0 MOHHUTOPUHTA

onepalmﬁ N TCXHOJIOTHYCCKHUX IIPOLCCCOB HHUKIMYCCKOI'O XapaKTICpad, KakK



MpaBUJIO0, Ha BHIOOPOUYHOM OCHOBE. JlaHHBIE WHCHEKIIMM HMEIT MECTO, B
clly4yae, €CJiM Kakas-nubo orepaius O4eHb YacTO IOBTOPSIETCS B paMKax
UCIIBITATEeJIbHON JIA0OPATOpPUH, B CBSI3U C YEM MPOBEIACHUE OPUECHTUPOBAHHOTO
HA HUCCIIEIOBAHNE KOHTPOJSI cuuTaeTCsi HeA(D(PEKTUBHBIM MU HETIPAKTUYHBIM.
[Ipn opranu3anuu OpPUEHTUPOBAHHBIX HA TEXHOJIOTHMIO ITPOBEPOK, KOTOPHIC
OXBaThIBAlOT (Da3bl C OYEHb BBHICOKOW YACTOTOW MOBTOPEHUS, IMIUPUUYECCKUE

3Tarbl HEKOTOPBIX UCCIIEAOBAHUI MOTYT OT/IEBHO HE MTPOBEPSATHCSL.
1. O0s13aHHOCTH NIEpCOHAa Mo 00ECIEYEHHNIO KaueCTBa

9. Ilepconan mo obOecrmeueHHIO KadecTBa 00s3aH BBHITIOJNHITH, B TOM
quCIIe cleAyronue QyHKINN:

a) oOecrieunBaTh HAJMYME 3K3EMIUISIPOB BCEX YTBEPKIACHHBIX IUIAHOB
UCCJICIOBAaHMUS U CTaHJAPTHBIX oOmeparmoHHbIX mnpoueayp (maiee — COII),
HCIIOJIb3YEMBIX B HMCHBITATEIBHOM IICHTPE, M JIOCTYIT K TEKyIIeMy BapHaHTY
OCHOBHOTO TUTaHa-Tpaduka UCCIeA0BaHUIT;

0) mpoBepsATh, YTOOBI  TMIAH-Tpa@UK  HCCICMOBAHUS  CONIEpKall
uHpopMalro, HeoOxomuMyto misi coOmronenust [lpaBwn. JlanHas mpoBepka
JOJDKHA OBITH IOKYMEHTUPOBAHA,

B) OCYIIECTBJIATh CHCTEMAaTHYECKHUH KOHTPOJb 3a TPOBEIACHHEM BCEX
UCCJICIOBAaHUM B COOTBETCTBUMU ¢ I[lpaBuiamu, AOCTYMHOCTBIO TLIAHOB
uccinenoBanuss u COIl  mepconanmy, BOBICYEHHOMY B  IPOBEICHHUE
UCCJICTIOBAHUS;

I') BHOCHUTH B 3aKJIFOUYUTEIIBHBIN OTUET MOATOTOBJICHHOE M TIOAIMUCAHHOE
3aKJIFOYEHUE O BUAAX MHCICKIIMOHHBIX MPOBEPOK M JaTaX HMX IMPOBEACHUS C
uHpopManeld o0 JTamax MPOBEPSIEMOTO HWCCIECIOBAaHHUS W Jare Tepeaadn
pE3yABTaTOB WMHCICKTHPOBAHUS aJMUHHUCTPAIIMU HCIBITATEILHOTO IIEHTPA,

PYKOBOAUTCIO HCCICAOBAHNA MW OTBCTCTBCHHOMY HMCCIICIOBATCIILO. 210
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3aKJII0YEHHUE TaKXKe JOJDKHO CO/epKaTh MH(POPMAIIMIO O TOM, YTO MEPBUYHBIC
JTAHHBIE UCCJICIOBAHUS OTPAXKEHBI B 3aKJIFOUYUTEIILHOM OTYETE JIOCTOBEPHO.

10. B cBsi3uM ¢ BBICOKOM MOBTOPSIEMOCTHIO W THUIOBBIM XapaKTEpOM
OMPEIEICHHBIX CTAaHJAAPTHBIX KPATKOCPOYHBIX HCCIEAOBAaHUNH B  XOJE
smnupudeckort  Ga3el  uccaenoBanuss COK  Her  HeoOXomuMOCTH
WHCIIEKTUPOBATh 10 OTJAEIBHOCTUM KaxJaoe wuccienoBanue. Ilpu stom
JOTYCKaeTCs, YTOObI OPUEHTUPOBAHHASL HA TEXHOJIOTHIO MPOrpaMma KOHTPOJIsS
oxBaThiBasia Bce BU bl uccnenoBanuii. B COII obecrieuenust kauecTBa clieyeT
OTOBOPUTH  NEPUOJWYHOCTH  HMHCHEKIMH, TPUHHAMAs BO  BHHUMAaHHE
YUCJIEHHOCTh, IOBTOPSEMOCTh M (WJIM) CIOXKHOCTh AKCIEPUMEHTOB,
NpPOBOAUMBIX B  Jjaboparopuu. Yactora MHCHEKIMH  YTOYHSAETCS B
coorBercTBytommx COIl  obGecrieuenust kadectBa, u uMeHHOo COII
rapaHTUPYIOT PETYISIPHOCTb KOHTPOJISL BCEX MPOIIECCOB TAKOTO POJIA.

11. Eciii OTCYTCTBYIOT OT/IC/IbHBIE OPUEHTUPOBAHHBIE HA MCCIEIOBAHUE
WHCIEKIIMM, TO B oOT4YeTe 00 oOecleueHnn KadecTBa JOJDKHO YETKO
OMMCHIBATHCS, KOTJA M KakKWe BHUABI WHCICKIWNA (HampuMep, HWHCICKIINH
npoienyp) npoBoawiuch. JlokmanHas 3anmcka, mpexacraBieHHas COK,

o0si3aHa MOATBEPKAAaTh MPOBEACHUE ayIUTa 3aKIIOYUTEIILHOTO OTYETA.
IV. Ilomemenus gig ucciaenoBaHui

12. Pa3meppl, yCTpOWCTBO M  PACHOJIOKCHUE TOMEIICHUN ISt
MPOBEACHUSI MCCICAOBAaHUM JOJDKHBI OTBEYaTh 3aJadyaM MCCIIEIOBAHUMU.
[TomernieHust 1OMKHBI OBITh YCTPOCHBI TaK, YTOOBI UX IUIAHUPOBKA OKa3bIBaja
MUHUMAJILHOE BJIIMSIHUE HA XOJT UCCIICIOBAHMIA.

13. TlomernieHnst JOMHKHBI OBITh CIUTAHUPOBAHBI TAKUM 00pa3oM, 4TOOBI
ObLJI0O 00€CTIEYEHO MAKCUMAIbHO M30JIMPOBAHHOE MPOBEICHUE UCCIIEI0BAHUIM

Pa3JIMYHBIX BUIOB (THUIIOB).



V. ObopynoBanue, Marepraibl U peaKTHBbI

14. B COOTBETCTBYIOIIMX ClIy4yasix KaJHMOpOBKa JOJKHA OOECIEeYUTh
CBSI3pb M3MEpeHHUH C (yHIAMEHTAIBHBIMU (PU3NYECKUMH BEIMYMHAMU,
3aJJaHHBIMU COOTBETCTBYIOIIUMH YITOJTHOMOUYEHHBIMUA OpPTaHaMHU TOCYIIapCTB-
ysieHoB. O00pynoBaHuE JOHKHO MEPUOJUIECKU MTOBEPITHCS AJi1 00eCcrieueHus
TOYHOCTH M3MEpPeHHs B TEYCHHE JJIMTEIHHOTO BpeMeHU. BemiecTna,
UCTIONB3yeMbIe I  KaJMOPOBKH, pacCMaTpUBAIOTCS KaK CTaHJAapTHBIC

oOpa3libl, HO HE MOJIeKAT 0053aTEIbHOMY XPaHEHHUIO.
VI. Tect-cucremsl
l. ®usnyeckas (XuMuyecKas) TECT-CUCTEMA

15. Cnenyer mepuoguM4ecKd NTPOBEPSATb, YUCTUTh, PEMOHTHUPOBATH U
KaJuOpoBarh 00Opy/IOBaHKUE, MPUMEHSEMOE B (PU3MYECKUX (XUMHUYECKUX)
uccienoBanusax B coorBeTcTBuM ¢ COII, kak yka3aHO B MYHKTE 8§ HACTOSIIETO

TIPUJIOKEHHUS.
2. buonornueckas TecT-cucTEMA

16. Jlnst xpanenwusi, pa3menieHus, 00padOTKH U 3aIUTH OMOIOTUYECKHIX
CUCTEM JIOJDKHBI OBITH CO37aHbl HaJJICKAalllMe YCJIOBHS, OOECIEUMBAIOIINE
JIOCTOBEPHOCTh TOJy4aeMbIX PE3yJIETaTOB (B COOTBETCTBUM C MYHKTOM 35
Hactosiux [IpaBui).

17. BHOBb MOJYy4YE€HHBIE TECT-CUCTEMBI YXWBOTHOTO M PACTUTEIBHOIO
MIPOUCXOXKJECHUST JTOJDKHBI OBITh W30JMPOBAHBI TSI OICHKHA COCTOSHHUSI HX
3M10pOBbs. [Ipy BOZBHUKHOBEHUU 3a00JIEBaHMSI WIIM CMEPTH JAHHYIO TTAPTHUIO HE
UCIIOJIB3YFOT B MCCJICIOBAHUM W TIPU  HEOOXOIUMOCTH  IOABEPraroT
0e300e3HeHHOM 3BTaHa3uu. Ha MOMEHT Hauaiga MCCIEIOBaHUS BCE CHCTEMBI

JOJIDKHBI OBITH 310POBBI. TGCT—CI/ICTGMBI, Y KOTOPBIX B XOAC HCCIICIOBAHMA
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ObLTM BBISIBJICHBI 3a00J€BAaHUSA W TPABMBI, CIEAYET H30JIUPOBATh U JICUUTH,
€CJIM 3TO HEOOXOIUMO ISl MOJHOTHI HMCCleNoBaHus. JluarHo3el U Ji€UeHUE
J00BIX 3a00JIEBaHUM KaK B XOJI€ UCCIICIOBAHUS, TaK U JI0 €r0 Hadaja JOJIKHbI
OBITH TOKYMEHTHPOBAHBI B COOTBETCTBHHM C ITyHKTOM 36 [IpaBmi).

18. JlomxkHa OBITH TPEelyCMOTPEHA PETUCTPALIMSI TAHHBIX 00 HCTOUHUKAX
TECT-CUCTEM, JIaTax UX MOCTYIUICHUS! U COCTOSIHUA HAa MOMEHT MOCTYIUICHUS B
COOTBETCTBHUM C ITyHKTOM 37 IIpaBui.

19. Ilepen mepBOHAUaJbHBIM BBEACHUEM B OHOJOTMYECKYI) TECT-
CUCTEMY HCIBITYEMOTO WJIM CTaHJAPTHOTO OOBEKTa  HUCCIIECTOBAHUS
OMOJIOTMYECKUE TECT-CUCTEMbI JOJIKHBI TPOWUTH TEPUON aKKIMMaTH3allWU,
JIOCTATOYHBIN ISl afanTaluyd K YCJIOBHUSIM HCCJIEIOBAHHUS B COOTBETCTBUU C
nmyHkToM 38 IIpaBui.

20. Bes undopmariusi, HeoOXxonumasi Jijisi HaJuIexKallen uaeHTUPUKaIuu
TECT-CUCTEMBI, JODKHA OBITh YyKa3aHa Ha JBEpsAX TMOMEUICHUN WiIn
KOHTeHEpaX. OTIOENbHBIE TECT-CUCTEMbI, KOTOPBIE NEPEBOAATCS W3 OJHUX
MOMENICHUI WJIM KOHTEHHEPOB B MPOLIECCE UCCIEIOBAHUS B IypPrue, JOJIKHBI
UMETh COOTBETCTBYIOIIYIO MapKUpPOBKY B COOTBETCTBMM C ITyHKTOM 39
[TpaBu.

21. IlomemieHnss U KOHTEUHEPHI I COAEPKAHUS TECT-CUCTEM TMOAJICKAT
peryimsipHoi  yoOopke W CaHWTapHOM  0OpaboTke. Marepuaisl,
KOHTAaKTUPYIOIIUE C TECT-CUCTEMOW, HE JIOJKHBI COJIEPKAaTh 3arpsi3HSIFOLINX
BCIIECTB B KOJMYECTBAX, CIOCOOHBIX TOBIMSATHL Ha XOJA HCCJEIOBAHMUS.
[TomcTunky Jjisi KUBOTHBIX CIIEAYeT CBOCBPEMEHHO MEHSATh. Bce ciydan
UCIIOJIb30BAaHUSI ~ MECTULUJIOB  JIOJDKHBI  OBITh  JIOKYMEHTUPOBAaHbI B

cooTBeTCTBUM ¢ TyHKTOM 40 [IpaBui.
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3. Onucanue

22. Jlns  Tect-cucteM in vitro TpeOyeTcss BECTH OTYETHOCTb JJIf
JOKYMEHTAJIbHOIO MOATBEPKIACHUS POCTA, )KU3HECHIOCOOHOCTH U OTCYTCTBUS
3apaXeHUs TapTHl TecT-CUCTeM. J[JI1 mcciaenoBaHuil in vitro BaKHO, YTOOBI
OblTa oOmpeneneHa MOMJIMHHOCTh U 3a(UKCHUPOBAHBI  MPOUCXOXKICHUE,
CyOIITAMM U PEXHUM OOCITY>KMBaHUS TECT-CUCTEMBI.

23. OnpeneneHre XapakTepUCTUK TECT-CUCTEMbBI HEO0XOIUMO, B TIEPBYIO
oyepedb, s UCCIENOBaHWN in vitro. I7aBHbIM TpeOOBaHUEM SIBISETCS
o0ecrieyeHue Toro, YToObl UCHOIb30BATIACH TECT-CUCTEMA, ONIMCAHHAS B IJIaHE
UCCIIEZIOBAaHUSI M CBOOOAHAS OT 3apa)KCHUsA. DTOT0 MOXKHO JOCTUTHYTb,
HapuMep, ¢ TMOMOIMIbI0 MEPUOAMYECKOrO aHaIM3a T€HETUYECKUX MapKepoB,

KapUOTHUIIOB WA T€CTa HA MUKOTLIa3MBbl.
4. 3omsmus TECT-CUCTEM

24. B ciy4yae ¢ KpaTKOCPOYHBIMU OHOJOTHYECKMMHU HCCIIEIOBAHUSIMU
MOXKHO HE TpeOoBaTh 000COONEHUS JKMBOTHBIX M PACTHUTEIBHBIX TECTOBBIX
cucreMm. B COII ucnpitarensHOM 1a00paTopuu CaeayeT ONpeAeIuTh MPUHITUTT
OLICHKUA COCTOSIHUS 370pOBbsl (HApuUMmep, apXxuBHbIE (ailibl O KOJIOHWUU H
MOCTAaBIIUKE, HAOMIOACHUS, CEPOJIOTMUECKUNA aHaIW3) U TOCIEAYIOIIUE
JICACTBUSL.

25. Tlpu koHTpONEe UHTEPHEPUPYIONIINX MAaTEPUATIOB B UCCIICIOBAHUSX il
vitro Heo0X0muMO 00€CTIeunTh, YTOOBI BOJA, CTEKIISHHASA TOCyda U Tpodee
nabopatopHoe 0OOpYIOBaHHME HE COJAEPXKAJIM BEIIECTB, KOTOPbIE MOTYT
MOMEIIaTh MPOBEICHUIO UCTIBITAaHUK. UTOOBI BBIMOJHUTH JAHHYIO 3aja4y, B
IJIaH UCCIIEIOBAHUS CJIEIYET BKIFOUYUTh KOHTPOJIbHBIE TPYIIbl. BhINOTHEHNUIO
ATOM 337a4M TAKKE MOTYT MOMOYb MEPUOIUYECKUE MMPOBEPKU JTA0OPATOPHBIX

CHUCTCM.



5. Onucanne CBOMCTB KYJIbTYPAJIbHBIX CPEL

26. JlomKHBI JOKYMEHTAJIbHO MOATBEPKIAATHCS THUIIBI CPEJl, KOMIIOHEHTBI
U HOMepa MmapTuil cpea (T.e. aHTUOMOTHUKOB, CHIBOPOTKH U T. 1.). B COII

CJIey€eT PaCCMOTPETh MOATOTOBKY U MPUEMKY TaKUX CPEL.
6. Mcrionb30BaHNE TECT-CUCTEMBI

27.B omnpenenéHHbIX OOCTOATENbCTBAX JIOMYCKAETCSl MOBTOPHOE
VCITOJIb30BAaHUE JKUBOTHBIX OPTraHW3MOB WJIM OJHOBPEMEHHOE TECTHUPOBAHHE
HECKOJIbKMX HCHBITYEMbIX OOBEKTOB Ha OAHOM >KUBOTHOM. OCOOEHHO Ba)KHOM
3aja4edl I JOKJIMHUYECKUX (HEKIMHUYECKUX) UCCIIENOBAaHUM SBIIAECTCS TO,
4TOOBI 0053aTENbHO COXPAHsIIACh BCS apXHUBHAas JOKYMEHTAIMsl O MPOILIOM
UCIIOJIb30BaHUH KUBOTHBIX, & TAK)KE YIIOMUHAHUE 00 ATOM B 3aKJIFOUYUTEIHLHOM
oryere. Takke HEOOXOIMMO JOKYMEHTAJIbHO IOATBEPAUTb, UYTO METOJbI
IIOBTOPHOTI'O HCIIOJIB30BAHMS TECT-CUCTEM HE CO3JAI0T IIOMEX IPU OLIEHKE

HCCIICAYCMBIX BCIICCTB.

VII. Uccnenyemble BeliecTBa (JI€KapCTBEHHbBIEC CPEACTBA)
1 00pa3iibl cpaBHEHUS (KOHTPOJIbHBIE 00PA3IhI).

28. HeoOxogumMo  mpeacTaBUTh B OTYETaX O  MPOBEIEHHBIX
UCCIeNOBaHMUSIX UWHOOpMAIUIO (JIaHHBIE) MJis aJIEKBaTHOTO COCTaBJICHUS
cnenu@uKany B OTHOILIEHWU KaXJIOW CEpUM MCCIEyEMOTO BelIeCTBa
(JlekapCTBEHHOTO CPEACTBA) U oOpasiia CpaBHEHMs (KOHTPOJIBLHOTO 00pasia).
YroOn1 00ecTieunTh MPUHATHE SAUHOMN CIIeM(PUKAIIMKI UCCICTYEMBIX BEIIESCTB
BO BCEX TOCydapCTBax-4ieHaX, CJIEAyeT COCTaBJsATh 3Ty HMH(POPMAIUIO B
COOTBETCTBMU ¢ HacTtosmuMu [IpaBunamu. Ecnu  ucnbITyeMBIi  0OBEKT
HAaxXOAWTCS Ha paHHEW CcTaguu pa3pabOTKH, JTOMYCKAeTCsS BBITIOJHUTH

AHAJIUTHYCCKOC OIMNCAaHUC XapPaKTCPUCTHUK IIOCJIC IIPOBCACHUA
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OHMOJIOTMYECKOT0 UCCIIEN0OBaHMs. TeM He MEHee 10 AaThl Hayalla UCCIIeI0BaHUs
CIIEAyeT TOJNYyYUTh ONPEACICHHbIE CBEICHUS O XHMHYECKOH CTPYKType
UCCJIEyEMOr0 BEIIECTBA.

29. ]lns  obOecrieyeHUs:  NPUHATUS  PE3YJAbTaTOB  MPOBEICHHBIX
HCCJIEIOBAaHUI BO BCEX TOCYIApCTBaX-WiICHAX CIEAYET, €CJIH 3TO MPUMEHUMO,
OINpPENENUTh CTAOMIIBHOCTh HCCIEIYEMOrO0 M CTaHAApTHOIO OOBEKTOB B
71a00pPaTOPHBIX YCIOBUSX XPAHCHUS.

30.B cnayyae 3HAuMTENBHBIX PACXOXKICHUHM B  00sA3aTeIbHBIX
TpeOOBaHUAX IOCYIAPCTB-UICHOB KACATEIbHO KOJIMUYECTBEHHOTO OIMPEICIICHUS
KOHLIEHTPALMK, CTA0MJIBHOCTM W TOMOI€HHOCTH MCCIIEAYEMOIrO BeEIlleCcTBa
(JiekapCTBEHHOTO CpEJICTBa) B HOCHUTENE (BCIOMOIarelibHOM BEIIECTBE), a
TaK)K€ OTCYTCTBHSI BO3MOXXHOCTU MapajuleNIbHO BBINOJHUTH TOJ00OHBIE
aHaJIU3bl ISl ONMPEAENICHHBIX KPATKOCPOYHBIX OMOJIOIMYECKHX TECTOB, €CIU
OPOMEKYTOK BPEMEHM MEXIy T[OATOTOBKOM H NPUMEHEHHUEM OOBIYHO
CTaOMJIBHOM CyOCTaHIIMM COCTaBJSI€T HECKOJIbKO MHHYT, ONpEAeSICHUE
CTaOMIILHOCTH TECTHPYEMOTO OO0beKTa, Kak TMpaBWIO, HE SBISETCS
akTyajdpHbIM. [l0 STUM mpUYMHAM OYE€Hb BAXXHO 3apaHee yKas3blBaThb U
yTBEPKIaTh B IJIAHE HCCIEIOBAaHUS aHAIUTUYECKHE TPEeOOBaHMS, a TaKXKe
YUHUTBIBATh WX JOCTHXKEHHE B 3aKJIFOUUTEIILHOM OTYETE.

31. Jlannbie, oTHOCsmMecs K myHKTy 47 [IpaBuii MOTYT OTCYTCTBOBATb,
B ciiy4ae (PU3UYECKUX (XMMHUYECKUX) MCCIENOBAHUM, MPOBOJUMBIX C IEJIBIO

UX TIOJIyYEHUS.
VIIIL. CrangapTHble ONEPAIMOHHBIE MPOLEAYPHI

32. I[lpumepbl, npuBeneHHble B nyHkTe 52 IlpaBun, oTHOCATCA
MPEMMYILIECTBEHHO K OWOJOTHYECKUM TECT-CUCTEMaM M IIOTOMY MOTYT HeE

COOTBETCTBOBATh KOHTEKCTY (PU3NYECKUX (XUMHUYECKUX) HWCCICIOBAHUM.
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PyKkoBOJICTBO HCHBITATEIbHOW J1TA0OpAaTOPUM HECET OTBETCTBEHHOCTh 3a

Hamuuure COII nist Bcex mpoBOJUMBIX B JIa0OPATOPUSIX aHATIU30B.
[X. IIpoBenenue uccienoBatus
[Tnan uccnenoBanus (paznen 1 yactu IV IpaBun)

33. Ilnan uccnenoBanus B MUCbMEHHOM BHUJE JOHKEH OBITH pa3paboTaH
0 Havasia uccienoBanus. [lnaH uccienoBaHus JOJMXKEH OBITh YTBEPXKICH
MOJIMUCHIO0 PYKOBOIUTENIS UCCIEAOBAHUS C YKa3aHUEM JaThl U BepUPUITUPOBaH
B cooTBeTrcTBMM ¢ myHKTOM 53 IlpaBun mnepconanom COK. Ilnan
UCCIICIOBAaHUS ~ TaKKe JODKEH OBbITh  YTBEPKACH  aJMHUHHUCTpalden
UCIBITATEIHHOTO IIEHTPA U CIOHCOPOM HCCIENOBaHUs, €CIIM 3TOro Tpelyer
3aKOHOJIaTEILCTBO TOCYIAPCTB-WICHOB WJIM 3aKOHOJATEIhCTBO TOCYIApCTBa,
Ha TEPPUTOPUHU KOTOPOTO ITPOBOJUTCS UCCIIETOBAHHUE.

34. OCHOBHOM IUIaH MCCJIEAOBAHUS  MOXET OBITh  JIOMOJHEH
CHEUUATbHBIMUA  NPWIOKEHUSIMUA 11  TPOBEICHHUS  KPATKOCPOYHBIX
MCCJIEIOBAHHI B COOTBETCTBUM C MyHKTOM 56 IIpaBu.

35.Ecnu  KOHKPETHOE KpPAarkOCpPOYHOE HCCIIEIOBAHUE WA CEPUS
MOJIOOHBIX MCCIIEIOBAHUN PETYIISIPHO MPOBOAUTCS B paMKaX HCIBITATEIHHOM
7abopaTopur, MOXKET OKa3aTbCsl 11e7eCO00pa3HbIM COCTABJICHUE OJIHOTO
oOIIlero TjlaHa MCCIENOBaHUA, COACPIKAIIETO OOJNBIIYI0 YacTh OCHOBHOM
uHpopmanuu. OH 3apaHee YTBEPKIAETCS PYKOBOACTBOM HCHBITATEIHHOU
naboparopud ¥ PYKOBOIUTEISIMH  WCCIIECOBAHMS, OTBETCTBEHHBIMH 32
nojIo0HbIe uccienoBanus, a Takke COK.

[Tpunoxenus, OTHOCSIIUECS K WUCCIACAOBAHUIO U BXONSIINE B JaHHBIM
mwiad (T.e. MOAPOOHBIC AaHHBIE IO TECTUPYEeMOMY OOBEKTY, Jare Hadaja
AKCIIEPUMEHTA), CJIEYET MPEACTABISITh B BUJIEC JIOMOJIHUTEIBHOTO JOKYMEHTA,

KOTOpI:Iﬁ IIOAIIMChIBACTCA TOJIBKO YIIOJIHOMOYCHHBIM PYKOBOAUTCIIEM
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UCCJIEIOBAHMS C YKa3aHUEM Jarbl. DTOT OOBEAMHEHHBIM JOKYMEHT — OOIIHiA
IJIaH MCCIICIOBAHUSA U CBSI3aHHBIC C IUIAHOM TMPUJIOKEHHUS IO KaXKIOMY
KOHKPETHOMY HCCIICOBAHUIO — MPEACTABIISIOT COOOW IJIaH HCCIEAOBAHUS.
JlonmomHUTEIbHBIE TMPUJIOKEHUS CJEAyeT He3aMeIIUTEIbHO IPEACTABIATh

PYKOBOJICTBY MCIIBITaTeIbHOM Taboparopun u corpyaukam COK.
ConeprxaHue IiaHa UCCIEN0BaHUSA

36. Conepxanre OOIIEro IJlaHa KMCCIEOBAHUS M CBSI3aHHOTO C HUMU
MPUWIOKEHUS JOJIKHO COOTBETCTBOBATh OMMCAHHOMY B paszzene 2 yactu IV u
paznene 2 yactu V [IpaBuit co clieqyromuMi YTOYHEHUSMU.

37. Uudopmarusi 0 xapakTepe W IENH HCCIEAOBaHUS MOXKET OBITh HE
00s13aTeNIbHOM, €CJIM OHA COJIEPKUTCS B OINUCAHMM JU3aiiHa (TIPOEKTA)
VICCJIEIOBAHMUS.

38. PaccMoTpeHre BOIIPOCOB, YKa3aHHBIX B a03alax BTOPOM-IISITOM
MOJNYHKTa «I» TyHKTa 57 IlpaBuim MOryT HCKIIOYarbesl Mpu (U3MUECKHUX
(XMMHYECKHUX) UCCIIETIOBAHUSX.

39. Undopmaruto, ykazaHHyro B ab3alie IMIeCTOM MOAMYHKTA «I» IMMyHKTa
57 TlpaBua B 1eJIOM JOMYMKAETCsl MPEJICTaBUThL B KpaTKou, 0OoOIaromen
dbopme unm co ccpuikoil Ha coorBercTByromue COIl nubo pykoBoacTBa 1o

TECTUPOBAHHUIO.
X. IlpencraBneHne OTYETHOCTHU MO PE3yJIbTaTaM UCCIEAOBaHUS

40. ITo OKOHYaHUU KaXKJIOTO MCCIICOBAHMSI JTOJDKEH OBITH MOATOTOBIICH
3aKJIIOYMTENIbHBIM  OTUeT. B ciydae KpaTKOCPOUHBIX HCCIECIOBAHUI B
CTaHJIApPTU30BAaHHBIA  3aKIIOYUTEIBHBIA  OTYET JIOMYCKAeTCSl  BKJIIOYATh
COOTBETCTBYIOIIIEE MPUITIOKEHHUE B COOTBETCTBUHU C MMyHKTOM 61 [TpaBmi).

Ecmu  ocymiecTBirOTCST ~ KParkOCPOYHBIE  JKCIEPUMEHTBI  C

HCIIOJIb30BAHUECM O6I]_[I/IX IIJTaHOB HNCCICAOBAHUAA, MOXET OBITH
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LEJIECO00pa3HbIM  COCTABIICHWE  CTaHAAPTU30BAHHBIX  3aKJIIOYUTEIBHBIX
OTYETOB, COJEPKAIIMX OOJBIIYI0 YaCTh HEOOXOOUMOM JIi TaKMX OTYETOB
obuieil wuHdopmanuu B Buae 1mabnoHa. OHM 3apaHee yTBEPKIAAIOTCSA
PYKOBOJICTBOM HCIIBITAaTEILHOM Jaboparopuu, a TakkKe PYKOBOIUTEISIMU
WCCJICIOBaHMS, OTBETCTBEHHBIMHM 3a IMPOBEJCHUE MOAOOHBIX HCCIIECTOBAHUIM.
JlononaurensHas nHGOPMALIKMS O KOHKPETHBIX UCCIIEIOBAHMX, BKIIFOYaeMasi B
Takhe OTYEThI (Hanpumep, NoApoOHas HHPOpMaIUs O TECTUPYEMOM OOBEKTE U
NOJyYEHHBIX YHCIIEHHBIX pPE3yJbTaTax) MOXET ObITh 3aTeM OQOopMIIEHAa B
KaueCTBE JIONOJHUTENBHOIO JOKYMEHTA, ITOAIMCAHHOTO PYKOBOAMTEIEM
UCCIIEOBaHUs C YyKasaHueM Jarbl. He nmomyckaercss uCHoOJIb30BaHHE
CTaHJAAPTU30BAaHHOTO 3aKJIIOYUTENIBHOIO OT4YETa, B CIIy4yae, €CIM IUIaH
UCCIIEIOBAaHUSI M3MEHSeTCsl (IepecMaTpuBaeTCs) WIM B HEM JIeJaoTcs
NOMPAaBKU 10 WM BO BpeMs MpoBeleHus uccienoBaHusi. COOTBETCTBYIOIINE
JOTIOJTHEHUST  00sI3aTe€bHO JOJDKHBI BHOCUTBCS B CTaHJIAPTU30BaHHbBIN
3aKJIFOYUTEIIBHBIN OTYET.

41. ConmepkaHne 3aKIIOUMTEIBHOTO OTYETAa B MOJTHOM OObeMme (T.e.
CTaHJAPTU30BAaHHOTO  3aKJIFOUYUTEIIBHOIO  OT4Y€Ta M CBSI3aHHOTO  C
UCCJIEIOBAHUEM TPUJIOKEHUS) JIOJDKEH COINIACOBBIBATHCA C OMUCAHHBIM B
paznmene 2 yactu V IlpaBui ¢ BO3MOXHBIMHA OTCTYIUICHUSIMHM, YKAa3aHHBIMHU
HUKE.

42. 3aKkiouUTebHBIA  OTYET  JIOJDKEH  COJIepXKaTh  CIIEAYIOIIYIO
uH(}OpPMAaLIMIO, HO HE OTPAaHUYUBATHCS €10:

a) UJeHTU(UKALIMOHHBIE  JTaHHbIE  OTHOCHUTENIbHO  MCCJIEOBaHMUS,
MCCJIENYEMOT0 ¥ CTAaHJAPTHOTO BEILIECTBA!

0) pa3BepHyTOE HAMNMEHOBAHHE;
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B) UACHTU(UKAIMOHHBIE JaHHBIE OTHOCUTEIBHO TECTUPYEMOTO 00BEKTA
— xon wm HaumeHoBanue (IUPAC, CAS-nHomep, Ouonorudeckue
XapaKTEPUCTUKHU U T. [1.);

I) XUMUYECKOE€ HAaWMEHOBaHUE WACHTHU(PHUIMPYIOLIEE CTaHAApTHOE
BEIIECTBO;

1) XapaKTEPUCTUKU  MCCIIEYEeMOro  BEIIeCTBa  (JIEKQpCTBEHHOTO
CpEJICTBA), BKJIFOYAs] YUCTOTY, CTAOMILHOCTh U OAHOPOIHOCTH (IMyHKT 4.2.1.4
Hactosiiux [IpaBui).

XapaKTepucTUKa UCCIEAYEMOI0 BEIIECTBA (JIEKAPCTBEHHOIO CPEACTBA),
BKJIIOYAasi UYHUCTOTY, CTaOWJIBHOCTh U OJHOPOJHOCTh MOMKET OKa3aThCs
HEaKTyaJbHOM, €CIU HCCIEAOBaHUE MPOBOIUTCS JJII YCTAHOBIICHUSI ITHX
JTAHHBIX;

e) 3akmoueHne COK, B KOTOpOM TEPEUUCISIOTCS BHUJABI W Jarhl
MIPOBEICHHBIX MHCIIEKIIUNA, BKJIIOYasi MPOMHCIIEKTUPOBAHHBIN ATallbl, & TAKXKE
JaThl HANpaBJICHUS OTYETOB O pe3ylbTaraX WHCIEKIMU aJIMUHUCTPAIUH,
PYKOBOAMTENIO MCCJIEAOBAHKMS M OTBETCTBEHHOMY MCCIEN0oBaTelsIM (ecinu
npuMEHUMO). JlaHHOE 3aKiIIoYeHUE CIYKUT TOJTBEPKIACHUEM TOTO, 4YTO B
3aKJTIOUUTEIIBHOM OTYETE OTPAKEHbI MEPBUYHBIC JIAHHBIC B COOTBETCTBUU C
MOJIITYHKTOM «3» IyHKTa 65 [IpaBui.

45. Tlpu nHeobxomuMocTu TpedyeTcst OTpa3uTh (aKT MPOBEACHUS ayauTa
nporenyp uccienoBanus. B zakmouenmn COK  HeoOXommmo — Takxke

OJHO3HAYHO yKa3aTb, YTO 3aKJIFOUMTEIbHBIN OTYET noABCpraJICia ayanuTy.




[TPUJTOKEHUE Ne 7

k [IpaBunam Haanexaren JaboparopHoi
MMPAKTUKU EBPa3UiiCKOro SKOHOMHUYECKOTO
COr03a

OBIMUME TPEBOBAHUA
K NOPSAAKY NPOBEICHUS JOKJIMHUYECKUX (HEKJIMHUYECKHX)
HCCJICI0BAHUH JICKAPCTBEHHBIX CPEACTB

[enpio JOKIMHUYECKUX (HEKIMHIUYECKUX) UCCIIEIOBAHU JIEKAPCTBEHHBIX
CpPEIICTB SIBJISCTCS MONyYE€HHE HAYYHBIMH METOIaMH BHE OpraHHM3Ma 4YelOBeKa
pe3yJabTaTOB  OLEHKM M JIOKA3aTelbCTBA  O€30MacHOCTH, KauecTBa U
3 PEKTUBHOCTH JIE€KAPCTBEHHBIX CPEICTB.

JIOKITMHUYECKOe (HEKITMHUYECKOE) U3y4YeHHE 0€3011aCHOCTH
JIEKapCTBEHHBIX CPEJICTB MPOBOIUTCS C COOMIOCHUEM TPEOOBAaHUI Ha IekKaIeh
71a00paTOpHON TPaKTHUKH, oOecIieurBaeT HEOOXOAMMBIA YPOBEHb KadecTBa M
BOCIIPOU3BOIMMOCTD TIOTYYEHHBIX TAHHBIX.

JloknuHuueckoe (HEKJIMHUYECKOE) W3Y4YEeHHE JICKAPCTBEHHBIX CPEJCTB
TIPOBOJIUTCS TIO CIEAYIOIIMM HaIPABICHHSIM:

u3ydyeHue (HapMakoIOTHH JIEKApCTBEHHOTO CpENACTBa (IIEpBUYHAS |
BTOpUYHAsA (hapMakoIMHAMHUKA U (hapMaKoIoTHsi 0€30MacHOCTH, (hapMaKoIOTHs
JIEKapCTBEHHOTO B3aUMOJICHCTBYS);

u3ydyeHue (PapMaKOKMHETUKH JIEKapCTBEHHOIo cpeacTsa (adbcopOuus,
pacnperneneHue, METaboJN3M, BBIBE/ICHHE, (hapMaKOKUHETUIECKOE
JIEKapCTBEHHOE B3aUMOJICHCTBHUE, HHBIC UCCIICIOBAHNS (PapMAaKOKUHETHKH);

TOKCHKOJIOTUYECKUE HCCIEeOBaHUS (TOKCHYHOCTh MPU OJHOKPATHOM H
MOBTOPHOM  BBEACHUSIX  JICKAPCTBEHHOTO  CPEACTBA, T'€HOTOKCUYHOCTb,
KaHIIEPOT€HHOCTh,  PENpPOAYKTHBHASI  TOKCUYHOCTb, 3MOPHOTOKCUYHOCTb,

MCCTHAA INICPCHOCUMOCTD, MHBIC UCCIICIOBAHUS TOKCI/IIIHOCTI/I).
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JIiss opraHu3aiu ¥ TPOBEICHHS JTOKIMHUYECKOTO (HEKIMHUYECKOTO)
UCCJICZIOBAHUSL  JIEKAPCTBEHHOTO CPENCTBA  Pa3padOTUMKU  JIEKAPCTBEHHBIX
CPEICTB MOTYT TPHBJICKATh  HAyYHO-MCCIIEMOBATEIILCKAE  OpPTaHU3aIliH,
oOpa3oBarebHbIC OpPraHU3aIMK BBHICIIETO OOPa30BaHMWS, MHBIC OpraHW3allvH,
UMEIOIINE HEOOXOANMYIO MaTepUaIbHO-TEXHIUUECKYIO 0azy U
KBATM(PUIIMPOBAHHBIX ~ CHCIUAIMCTOB B COOTBETCTBYIOIIEH  0OJacTu
UCCIIEIOBAHUSI.

HeoOxomumblii 00beM © METONOJIOTHS TPOBEACHUSA JOKIMHHYECKUX
(HeKTMHUYECKUX) HCCIICOBAaHUN JIEKAPCTBEHHBIX CPEICTB  OMpenessieTcs

CBOMCTBaMU JICKAPCTBCHHOI'O CPCACTBA U CIT0COOOM €ro IIPOU3BOACTBA.




[TPUJIOKEHUE Ne 8

k [IpaBunam Haanexaren JaboparopHoi
MMPAKTUKU EBPa3UiiCKOro SKOHOMHUYECKOTO
COr03a

PYKOBOJACTBO
1o o0MeHy nHGopManmeii B OTHOLLICHUH
HAIMOHAJILHBIX POrPAMM KOHTPOJISI COOII0ONeHUsI
IpaBui Hau1e:xKanIeil 1a00paTOPHON NPAKTUKHU
EBpa3uiicKoro 3K0HOMHY€CKOro COK3a

T'ocynapctBa — wiieHbl EBpa3zuiicKOro 3KOHOMHYECKOTO COKo3a (Jajiee —
rOCy/IacpTBa-4i€Hbl) IMPU MPOBEACHUM HAIMOHAIBHBIX IPOTrPAMM KOHTPOJIS
coomonenust [IpaBun Haanexarie 1abopaTopHOU MpakTuku EBpasuiickoro
DKOHOMHMYECKOIO COK03a, YTBEPKIAEMbIX EBpasuiCKON 3IKOHOMUYECKOU
xomuccuent (nanee — [IpaBuna) oOMeHrBaroTCs Clieayroiied HHPOpMAaIIUEH:

Ha3BaHWE, INPaBOBOM  CTaryC W  OpraHU3alMOHHAas  CTPYKTypa
YIIOJIHOMOYEHHOTO OpPIaHa;

MIPOIIEYPhI, MPOBOIMMBIC B XOAE WHCHEKIMI J1a0oparopuii U ayauToB
UCCIIEIOBAHMM, TEPUOJUYHOCTh WHCIEKIMNA U (WIM) KpUTEpUuM TIpaduKoB
WHCIICKLIUI;

KOJIMYECTBO U KBaJIM(PUKALIMK UHCIIEKTOPOB;

JNEUCTBHSI, TMPEANPUHUMAECMBIE YIIOJHOMOYEHHBIM OPraHoM B Ciyd4ae
OOHApYyXEeHHsI HECOOTBETCTBHS, BKIIOYAs BO3MOXHOCTh COOOIATh JIPYTUM
rocyJapcTBaM-4jieHaM, TPH HEOOXOAUMOCTH, O pe3ynbTarax WHCHEKIUN
Ja00paTtopuil U ayMTOB UCCIIEI0BAHUM;

JIOTOBOPEHHOCTH O 3alUTE KOHPHUIECHIIMATLHOCTH UH(DOpMAITIH;

NpoLIeAyphl Hayalla, MPOBEACHUS U TOITOTOBKM OTYETa 00 HMHCHEKIIMSX

1a00paTopuii U ayANTaxX UCCIEIOBAHUI IO 3alPOCy IPYTHX TOCYIapCTB-YJICHOB;
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MPOLEAYPhl NOTYUYEHUST UHPOPMALIMHU O JTA0OPATOPHSIX, KOTOPBIE TPOLLIH
MHCIIEKIUIO CO CTOPOHBI YIIOJIHOMOYEHHOTO OpraHa JIpyroro rocyaapcTBa-4ieHa,
BKJIIOYAsl CTaTyC COOTBETCTBUS TAKUX J1a00paTopuii;

cepTUdUKaThl Ja0OPaTOpur O TOM, YTO HCCIIENOBAHUSA MPOBOAWINCH B
cooTBeTCTBUU C [ IpaBriiamu.

B ciydae oOHapyKeHUs1 CEphe3HBIX OTKJIOHEHUH, KOTOPBIE MOT'YT MOBJIHATH
Ha crHeuu(puYecKue HUCCIEOBaHMs, YIOJIHOMOYEHHBI OpraH MOXET CUEeCTb
HEOOXOAMMBIM COOOUIMTH O PE3yNbTaTaX COOTBETCTBYIOIIMM YIOJHOMOUYEHHBIM
OpraHam B JJPYTMX IOCyAAapCTBAX-WICHAX.

HazBanus  nmaboparopuii, mOmIeKAIMX HHCOCKIMAM B paMKax
HAIIMOHAJIBHOM MpOrpamMMbl KOHTPOJSL COOMIOACHUS TPaBWJI  HaJUIeXkKallei
J1a00paToOpHON MPAKTUKH, CTENIEHb COOTBETCTBUS NMpHUHLIUIaM [IpaBuit u nara(-bi)
NIPOBEICHUSI ~ MHCIEKUIMM  JTOJDKHBI 1O 3anpoCy  NPEAOCTaBISATBCS B
YIIOJIHOMOYEHHBIE OpraHbl B Jpyrux rocynapcrBax-wieHax Coroza (B
cooTBeTcTBUM C mpwioxkenueM Ne 9 [lpaBun Hagjexaied gadoparopHOU
MpakTUKU EBpa3zniickoro 5KOHOMHYECKOTO COH03a).

VYTBep:kIeHNEe HAMOHAIBHBIX NPOrpaMM KOHTposs coOmonenus [IpaBun
B IPYTUX FOCYIApCTBaX-4IEHaX MOXET ITPOU30MTH He cpasy. [ ocynapcTBa-uieHbl
JOJKHBI OBITh TOTOBBI MPUHATH OPUTHMHAJIBHBIE HIEH B JyX€ COTPYIHHYECTBA.
Mosker ObITh TaK, YTO FOCYJapCTBO-WIEH HECTIOCOOHO CYIUTh O MPUEMIIEMOCTH
nporpamm KOHTpoJIst coomroaenust [IpaBun B Apyrom rocyapcre-uieHe TOJIbKO
Ha OCHOBaHMM OOMeHa MHChbMEHHOM wuHpopMaimendn. B Takux cimyyasx
rOCyJapCTBa-WwieHbl MOTYT MCKaTh HEOOXOAMMOE TMOJATBEPXKICHUE Yepes
KOHCYJIBTallik W OOCY)XIIEHHE C COOTBETCTBYIOIIMMHU YIOJTHOMOYEHHBIMU
OpraHamH.

OOpa3oBaHue OJHOIO YIOJIHOMOYEHHOI'O OpraHa, OXBATBIBAIOLIEIO BCE

BUAbI IOCATCIBHOCTU na60paT0pH017I IMPaKTUKN B TOCYAAPCTBC-YICHE, HWMCCT



OYEBHUIHBIC MPEUMYIIIECTBA 1 HEOOXOIUMO IS TIOJACPKAHUS MEXKTyHApOTHOM
B3aMMOCBSI3U U HETIPEPhIBHOIO 0OMeHa uHdpopmaie. Eciu cyiiectByer Oosee
OZIHOTO YITOJITHOMOUEHHOTO OpraHa, rocyJlapCTBO-WICH JOKHO O0ECHEUUTh HX
COBMECTHOE (DYHKIIMOHMPOBAHUE M HAIMYKME aHATIOTUYHBIX MPOrPaMM KOHTPOJIS
coomonenust [IpaBun. Opran Wi oOpraHbl, HECYIIHME€ OTBETCTBEHHOCTH 32
MEXTyHApOJIHbIC KOHTAKTHI, IOJKHBI ObITh Ha3BaHbI TOCYapCTBAMU-UICHAMU.

MoryT BO3HUKHYTh CHUTYyalliMd, KOTJla YIIOJHOMOYEHHOMY OpraHy B
rocy/lapcTBe-wieHe TmoTpedyercs wuH(OpMalusg O CTaryce COOTBETCTBUS
[IpaBunam maGoparopuu, pacHoNOKEHHONM B APYroM TrocyldapcTBe-wicHe. B
pPEIKHX Cay4yasX U IO BECKOM MNPUYMHE YIIOJHOMOYEHHBIM OpraH Jpyroro
roCy/lapCcTBa-4wieHa MOXKET 3alpOCUTh IPOBEACHUE CIeU(PUUEcKoro ayaura
uccienaoBanusi. JIookHbI ObITh JOCTUTHYTHI JIOTOBOPEHHOCTH, B COOTBETCTBUU C
KOTOPBIMHU 3TH 3alPOChl MOTYT OBITh BBITIOJHEHBI M PE3YJIbTaThl COOOIIECHBI B
3arpalvBarOlIrK YIIOTHOMOYEHHBIN OPTIaH roCyAapCTBa-YICHA.

Mexay yrnoJTHOMOYEHHBIMH OpraHaMH JIOJDKHAa OBbITh YCTaHOBIIEHA
o(urmanbHas MeXIyHapOoaHas CBs3b Mo 0OMeHy nHpopMmaruen. Tem He MeHee,
HE CJIeyeT HWCKJIIoYaTh BO3MOXXHOCTU YCTAHOBJIEHUS HEO(DUIIMATLHOU CBSI3U
MEXTy YIOJHOMOUYEHHBIMM OpraHaMH pa3HbIX TOCYIApCTB-WICHOB B TOM
o0beMe, B KOTOPOM dTa CBS3b JIOMYCKAeTCS  3aWHTEPECOBAHHBIMU
roCy/IapCTBAMU-YICHAMM.

YomHOMOYEHHbIE OpraHbl JOKHBI UIMETh B BUILY, YTO YITOJIHOMOYEHHBIM
OpraH W3 JIpyroro TrocyJapCTBa-ujeHa MOXET U3bSBUTh  KEJIaHUE
MIPUCYTCTBOBATh IMPHU WHCIEKIIMU JIAOOpaTOpUu WM ayauTe HCCIEIOBaHUS, O
MPOBEACHUUA KOTOPOTO OH CIHEIUAIBHO 3alpPOCUJI; WM OH MOXKET HU3bSIBUThH
KeJlaHWe,  YTOObl  MPENCTaBUTEIM W3  YIOJHOMOYEHHOTO  OpraHa
(YMOTHOMOUYEHHOW — OpPraHM3alliy) TOCYAapCTBa-uieHa, OCYIIECTBRISIONIETO

HHCIICKIINIO JIa60paT0pI/II/I WM ayaIuT HWCCIICAOBAHUA, IPUCYTCTBOBAJIM Ha
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VMHCIEKIIMM WIA ayndre. B 3TuX cilydasx yIOJIHOMOYEHHBIE OpIaHbI
rOCyJapCTBA-WICHA JOJDKHBI IIO3BOJIMTH MHCIIEKTOPAM U3 APYrOro rocynapcrsa-
YJieHa y4YacTBOBarb B MHCHEKIMAX JIA0OpAaTOpUid M aynuTax HCCIeIOBAHUM,

IMPOBOAMMBIX UX YIIOJTHOMOYCHHBIM OPI'aHOM.




IMTPUJIOKEHUE Ne 9

k [IpaBmitam Haasexarei JadboparopHoit
MPaKTUKU EBpa3zuiicKoro 3KOHOMHUYECKOTO
COro3a

PYKOBOJACTBO
JIJIS1 OPTAHOB 10 KOHTPOJII0 COOJIIOIEHUS
IMpasuia Hapsexaiei J1JadOpaTOPHOH MPAKTUKH
EBpa3uiickoro 3x0HOMU4€eCKOro COr3a
10 MOAT0OTOBKE €:KeroAHbIX 0030POB
NMPOBEPEHHBIX UCNIBITATEIbLHBIX J1a00paTOpuid

Kparkue 0030pbl MHCOEKIMH JOKIMHUYECKUX (HEKJIMHUYECKUX )
VCCIICNOBAaHUM  JOJDKHBI — TiepenaBarbCsi  EBpa3uMiiCKOM  3KOHOMUYECKOU
KOMHUCCUHA TIpU  HEOOXOAUMOCTH (IS  PacCMOTPEHHUSI  Pa3HOIVIACHiN).
Crnenyromniass MUHUMAaJbHas WHGOpMAIMs MO3BOJISIET COIIACOBAHUE KPATKUX
0030pOB, MepeaBaCMbIX cpenu YIOJTHOMOYEHHBIX OpraHoB
(YIOJTHOMOYEHHBIX ~OpraHu3aluii) TrocylapcTB — 4iI€HOB EBpa3uiickoro
HKOHOMHYECKOTO COI03a (J1ajiee — roCy1apCTBO-UJICH):

yKa3aHWe Ha3BaHHWsS TMPOBEPEHHON JiabopaTopuu (IOMKHA OBITH
BKJIFOUGHA JocTaro4yHas uH(opManus JUisi TOYHOM  MJICHTU(PUKALMU
nabopaTopuu, T.e. Ha3BaHUE JTA0OPATOPUM, TOPO/IA U CTPaHBI, B KOTOPOUM OHA
HAXOJUTCS, BKJIIOYAsi MHCIICKIIMY 3a TpaHulIei );

JaThl MHCTICKIMI U 3aKIIFOYEHUE: MECSI U TOJl MPOBEIECHUS HHCIEKIINH U
B COOTBETCTBYIOIIMX CIydasX Jara BBIHECEHUS MOCJEIHEro 3aKIIOYEHUs O
craryce cooTrBeTcTBHs IIpaBunam Hamnexamiel 1adopaTropHOM MPAKTUKH
EBpasuiicKOro 3KOHOMMYECKOTO COI03a, yTBEpXKIAaeMbIM EBpasuiickon
PKOHOMUYECKOM komuccuen (manee — [IpaBuia);

OTMCAHWE WHCIEKIUU (IOJDKHO OBITh YETKO YKa3aHO, YTO OBLIO

MPOBEICHO: MHCHEKIUS coOmoaeHus [IpaBun u (W) ayauT ucCiIeIOBaHMS,
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ObLIa JTU WHCHEKIUSI CTAaHJAPTHOM WJIM HECTAHJAPTHOM, y4acTBOBAJIM JHU B
WHCIICKI[MM  JIpyTHE€  YIOJHOMOYEHHbIE  Opranbl  (YIMOJIHOMOYEHHBIC
OpraHu3ailumn));

CrHieragu3amnusl MpOBEPEeHHON Jlaboparopuu. Tak Kak COOTBETCTBUE
[IpaBumaM CBs3aHO C HCCJICAOBAHHUSAMHU, MPOBOAUMBIMHU JIA0OPATOPUSIMH,
CHenuanu3alusl MpoBEpPsSEMbIX JabopaTopuid JODKHA OBITh BKJIIOYEHA B
€XKEroJIHbIN KpaTkuil 0030p (Hampumep: (PU3UKO-XUMHUYECKOE HCCIIEI0BAHMUE,
UCCJIEIOBAHMS] TOKCUYHOCTH, UCCIIECAOBAHUSI MyTar€HHOCTH, AHATUTUYECKUE U
KIIMHUYECKUE XHUMHUYECKHE HCCIENOBaHUA, JApyrHe HccieqoBaHus (C
yKa3aHHEM BUJIQ)).

Cnenyer oOpaTuTh BHUMaHHUE, YTO ATH BHJbl MCCIICIOBAHUN JTOJKHBI
UCIIOJI30BaThCsl B CBOOOJHOM pEXKHMME B 3aBUCHUMOCTH OT KOHKPETHOTO
ciiy4asi, U 1eJbI0 SIBJISIETCSI MPEAOCTaBICHUE HHPOpPMAlUM O COOTBETCTBUU
[IpaBunam, koTopas OyAeT mosie3Ha JJiA JPYTHX YINOJTHOMOYEHHBIX OPraHOB
roCyJapCTB-4JICHOB;

craryc cooTrBeTcTBus. [l  yka3aHus  craryca  COOTBETCTBUS
nabopaTopuil UCMOJIb3YIOT TPU KaTeropuu (COOTBETCTBYET, HE COOTBETCTBYET,
HE 3aKOHYEHO (C yKa3aHUEM MPUYUHBI)).

BBuay Toro, 94TO0 TEPMHUH «HE 3aKOHYEHO» MOXKET ObITh MCTOJIKOBAH IO~
pa3HOMY, €r0 MPUMEHEHUE JOJIKHO COMPOBOXKIATHCS OOBSICHEHUSIMHU B 0030pe.
Takue oOBsICHEHUS JOJDKHBI BKIIIOUATh, HAMPUMED, «ITOBTOPHAS MHCIEKIIUS HE
3aKOHYEHA», «OTJIOKCHHBIM OTBET W3 JIA0OpaTOPUM», «AIMUHUCTPATUBHAS
polielypa He 3aBepIlieHa U T. 1.;

KOMMEHTapuu (IIpu HEOOXOMMOCTH B BUJE JIOTOJHUTEIIBHBIX 3aIUCE);

CEpbE3HBIE OTKIIOHEHUS;

3aKJIIOYEHUE O COOTBETCTBUU (IIPU HAIPABICHUU YIIOJIHOMOYEHHBIMU

OopraHamMu (YHOJIHOMOIICHHBIMI/I OpraHuns aHI/IHMI/I) rocyaapCrB-4JICHOB



3aKJIIOYEHU O COOTBETCTBUM, B HHUX JIOJDKHA WCIOJIb30BAaThCI Ta Ke
TEPMUHOJIOTHS U KATETOPUH, YTO U B €KETOHBIX 0030pax);

pacnpoCcTpaHeHUE Kparkux 0030poB  (0030pbl, MOCTYNUBIIKE B
EBpa3uiicKyt0 3KOHOMHYECKYIO KOMHUCCHUIO IJISI PACCMOTPEHUS Pa3HOITIACUU
JNOOKHBI TyOnukoBatbesi B MHdopmanmonHoit cucteme Coroza B cdepe
oOpaleHust g JO0CTyla YIOJHOMOYEHHBIX OPraHoB (yHOJHOMOYEHHBIX
OpraHM3aluii) TroCyJapCTB-4ICHOB W IO 3alpoCy MOTYT MPEI0oCTaBIsAThCS
OOIIIECTBEHHOCTH).

B  exeromHpix 0030pax MpPOBEpPEHHBIX Ja0OpaTOpUi  TOJIKHO
co00IaThCsi 00 OTNEIBHBIX HCCIENOBAHUAX, B PE3YJbTaTe ayJuTa KOTOPBIX
ObLITM OOHApPY>KEHBI CEPhE3HbIE OTKIOHEHUSI coONMoneHus [IpaBui u KoTopsie
BIIOCJICACTBUU ObLITH MIPU3HAHBI YIOJIHOMOYEHHBIM OpraHom
(YTIOJTHOMOYEHHBIMHU OPraHU3AlMSIMU) HEACHCTBUTEIBLHBIMU. Tak Kak MHOTHE
UCCJIEIOBAHNSI OAHOBPEMEHHO MOTYT HANpAaBIATHCS B YIOJTHOMOYEHHBIE
opranbl (YIMOJIHOMOYEHHBIE OpraHU3AllMM) Pa3HbIX TOCYJApPCTB-WJICHOB, 3Ta
uHboOpMalUg JODKHA OBITh PACIPOCTPAHEHA CPEAW  YIMOJTHOMOUYEHHBIX
OopraHoB (yHOJHOMOYEHHBIX OpraHW3aIui) TOCYJapCTB-WICHOB KaK MOXXHO

6BICTpCC B JOIIOJIHECHUE K CKCI'OAHBIM 0630paM.
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