COBET EBPABUMCKOM SKOHOMUUECKOW KOMUCCUU

PENEHVE

or 3 Hoabpsa 2016 r. N 81

OB YTBEPXIEHUM IIPABWII
HAIUIEXALENA JIABOPATOPHOM IPAKTYKNM EBPASUMCKOTO
SKOHOMMUECKOT'O COIBA B COEPE OBPAIEHMS

JJEKAPCTBEHHBEIX CPEICTB

B coorBercTBUM CcO cTraTtbey 30 HoroBopa O EBpaszsmMCcKOM 3KOHOMUUECKOM
cowze oT 29 masg 2014 roma, craTber 6 CoTJlalleHMS O EIOMHBEIX MNPUHIMIIAX
U npaBuilax obpalleHMsd JIeKapCTBEHHEIX CPEeNCTB B paMKax EBpasuUMCKOTO
SKOHOMMUECKOTO cows3a oT 23 mexkabpsa 2014 roma, OyHKTOM 87 NPUIIOXEHUSA
N 1 x PerslaMeHTy pa®oTH EBPa3mMMCKOM 3KOHOMUUECKOM KOMUCCUM,
yTBepxIeHHOMYy PemeHMeM Bricmero EBpas3mMMCKOIO 3KOHOMUUECKOI'O COBeTa
or 23 nmexabpsa 2014 . N 98, u Pemenuem Brcumero EBpasumcKoOIO
3KOHOMUUECKOT'O coBeTa oOT 23 mekabpsa 2014 . N 108 "O peanmzaumm
CorJlalleHMs O eIMHBIX [NPMHLMIIAX M OpaBuilax oOpalleHUs JIeKapCTBEHHBIX
CpPelICTB B paMkax EBpas3uMCcKOTO BKOHOMMUecCcKOTO coioz3a'" ComerT
ERpaszulckol ®KOHOMMUUECKOM KOMMUCCUM PEUN:

1. YreepouThe nOpuiaraemele lIpaBuiia Hazjlexaumel J1abopaTOpPHOM NPaKTUKU
EBpasuiicKOT0 BKOHOMMUECKOT'O col3a B chepe obpalleHUsa JieKapCTBEHHBIX
cpencTtrB (masee - IllpaBuiua) .

2. VHCHEeKTUPOBAaHME COOTBeTCTBMA [IpaBuilaM NPOBOIMTCS B paMKax
bapMaLleBTUMUECKUX MHCIEKUMM B COOTBETCTBMM C IpolenypaMmu,
YCTAHOBJIEHHEIMM SBaKOHOIATEJILCTBOM T'OCYHAPCTE — UYJIEHOB EBpPa3UMCKOIO
35KOHOMMUECKOT'O COK3a C y4eTOM PEeKOMeHIOalMM, COOepXallMxXCs B pa3nesax
VITI m VIIT IIpaBui.

VcnHTaTelNbHEE J1abopaTopuM I'OCYyHapCTB — UWJIEHOB EBPasuMCKOTO
SKOHOMUUECKOTO CO3a TaKXe CUMTATCS COOTBETCTBYWNMMMK [IpaBuiiaM B
craydae, eCliyM YIOJHOMOUEHHBIM OPTaHOM B COOTBETCTBUM C
3aKOHONATEJIECTBOM TOCYyIHapcCTBa — UJieHAa EBPas3mMiCKOIO DKOHOMMUYUECKOTO
CO3a MNPU3HAHO COOTBETCTBUE BTUX MWCIBITATEJLHHEX JabopaTopuit
TpeBoBaHMAM OOKYMEHTOB B OOJIACTM CTaHIaAPTUIALVY, UISHTUUHBIX
IDOKYMEHTaM, YyKa3aHHBEM B NyHKTe 1 IIpaBuil.

3. Hacrosdmee PeleHre BCTyNaeT B CUJly IO ucTeueHur 10 xaJleHOAPHBEIX OHEN
C DATH BCTYIJIEHUS B CUJy l[I[poTOkKOJa, NOOIMCAaHHOTO 2 mekabpsa 2015 rona,
O HnpucoenmHeHuu PecnyOnuky ApMeHMs K COIJIQAUIEHMIO O €IOMHBIX [IPMHLMIIAX



1 OpaBuiiax obOpalleHMSa JIEKAPCTBEHHHX CPEeICTB B paMkKax EBpPasmMMCKOIO
SKOHOMMUECKOTO coio3a oT 23 pmekxabps 2014 roma, HO He paHee YeM IIo
ncreveHum 10 KaJleHIOAPHHEIX IOHEM C OaTH OQUUMAJIBHOTO ONyDOJIMKOBAHUA
HacToAwWero PemeHuda.
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[IPABUIIA
HAIJIEXAINEN JIABOPATOPHOM MNPAKTUKNM EBPABUICKOI'O
SKOHOMMUYECKOI'O COK3A B COEPE OEPAIEHVA

JIJEKAPCTBEHHBEIX CPEICTB

I. Ofume II0OJIOXEeHUS

1. Hacrosamme IpaBujia NPUMEHSITCS B LEJIAX NPOBEOEeHUS OOKJIMHUYUECKUX
(HEKJIMHUYECKUX) MCCJIemoBaHUM Oe30IMIaCcHOCTU JIEKAPCTBEHHHX CPEICTB U
(nnm) BemecTB, COJepXallMXCs B JIEKAPCTBEHHHIX IpernapaTax. HacTosmue
[IpaBuiia paszpaboTaHb C LEeNbl I'apMOHM3AUMM MeXIYyHapONOHEIX IOT'OBOPOB U
aKTOB, COCTABJIANIMX IPaBO EBpasMMCKOTO 3KOHOMMUECKOTO consza (Inajee
- Cowo3), B objacTu oOpalleHMA JIEKAPCTBEHHHX CPEICTB C
3aKOHOINATENILCTBOM EBpPONEMCcKOTO coio3a B 2TOM 06JacTM C ydeToM
TpeboBaHUM EBpoOneMckoro coioza M OpraHu3alyM 3KOHOMUMUECKOTO
coTpynHmMuecTBa M pas3BuTusa (O3CP). Ilpu »TOM OBUJIM MCIIOJIb30BAaHEH
nDokyMeHTEl O3CP cepum "lpMHUMOE Hajiexalel Jj1abopaTOpHOM MNPaKTUKU U
MOHUTOPUHTA cooTBeTCcTBUA": ENV/MC/CHEM(98)17 (OECD - IIpMHIIMIIL
HamJexamen jiabopaTopHOM npakTuku), OECD/GD(95) 66 (PyKOBOICTBO 10
npoluenypaM MOHUTOPMHI'A COOTBETCTBUA HpuHLMIaM GLP), OECD/GD(95) 67
(PYKOBOICTBO IO NIPOBENEHMIO MHCIEKIUNUN UCIHTATEJbHEX [IEHTPOB U ayIMTOB
nccrnenosauuii) , OCDE/GD(95)115 ([puMeHeHMe npuHImunIos GLP k
KOMIILIOTEPVSUPOBAHHEIM CcucTemam) , ENV/JIM/MONO (99) 20 (OBecrneueHue
KaueCcTBa B COOTBETCTBUU C OpuHUMIOamu GLP), ENV/JM/MONO (99)23
(MTIprMeHeHMe OPUMHUUIIOB GLP K KPAaTKOCPOYHEIM MCCJIEOOBAHMAM) ,
ENV/JM/MONO (99) 24 (Posb ¥ 0693aHHOCTU PYKOBOOUTEJIS MCCIEINOBAHUI B
COOTBETCTBUM C OpuHUMNamu GLP), ENV/MC/CHEM(98)16 (Posb u
0083aHHOCTM CIIOHCOPAa B COOTBETCTBUM C HOpuHLUMIamMu GLP),
ENV/JM/MONO (2002) 9 (OpraHusaumsg M ylIpaBJIeHME MCCIeIOBaHUIMM,
IPOBOJMMBIMM Ha HECKOJIBKMX MCCJeIOoBaTeJIbCKMX IIJIomalKax) ,
ENV/JM/MONO (2004) 26 ([puMeHeHMe NPUHUMUIOB GLP K MCCJIemoBaHuMaM in
vitro), ENV/JIM/MONO (2007)10 (Opranmsanmsa ¥ KOHTPOJIbL ApPXMUBOB) .

2. Hacrosgmye [IpaBujla NPMHUMAKTCHA B LeJIAX 3allMTH 3N0POBLS UeJIOBEKa,
obecnedeHMs CONOCTaABMMOI'O KadeCTBa Pe3yJbTAaTOB HOOKJIMHUUECKUX
(HEKNIMHMYECKUX) MCCJIeNOBaHMM B paMkax Comnza, yCTPpaHeHUS TeXHUUeCKUX
DapbepOB BO B3AaMMHOM TOPITOBJIE U IPUMEHSITCS OIPM IPOBEeIeHUU
OOKJIMHNUECKMUX (HEeKJIMHMUECKMX) MCCJIenoBaHMM 0e30IaCHOCTM BeEIeCcTR,
ComepXallMxCsa B JIEKAPCTBEHHHX CpeICcTBax.

3. McneTryeMble OOBEKTH MOT'YT OHTH KaK CHMHTETHMUECKOM NOPUPOIB, TaK U
OMOTeHHOTO IIPOUCXOXIEeHNMA, a TaKXe IpelCTaBJIATb coBOoM XUBLHIE
OpTaHM3MH . lleJyibi0 MCCJIeOOBaHUSA 2TUX OOBEKTOB ABJISAETCS IIOJIyUeHUE
IaHHBIX OO MX CBOMCTBaAxX M (MjaM) ©6e30MIaCHOCTM OJiS 3J0POBLS udeJioBeKa



¥ OKpYyXamlel Cpemd.

4. ConocTaBMMOE KAaueCTBO PE3YJIETATOB MCIBTAHUM ABJISETCS OCHOBOM IJiS
B3aVMMHOT'O MNPU3HAHUA YIIOJHOMOUEHHEIMM OpTaHaMM I'OCYIapCTB - UYJIEHOB
Cowsza (mallee - TocymapCTBa-uJIeHHl) I[IOJIYYeHHEX IOaHHBIX, UYTO I[TO3BOJIUT
VICKJIIOUMTE IOOIOJIHUTEJIbHEIE MBIEPXKM, CBS3aHHEE C IIOBTOPHBIM
IpoBeJeHMeEM NOKJIMHMUECKUX (HEeKJIMHUUECKMX) MCCJIeIOBaHMM B KaxXIOM
TocyllapCcTBe-UJIeHE.

5. JokamHMUecKue (HEeKJIMHUUYECKME) MCCIeIOBAHUSA M HEeKJIVMHUUEeCKUe
uccienoBaHmUsa 0e30MaCHOCTHM OJIS SI0POBLS UeJIOBeKa M OKPyXallel Cpems,
B OTHOUEHUM KOTOPHIX MNPUMEHSKTCS HacTodmme IlIpaBuia, BKJW0UAT B cebsd
paboTy, OPOBOIOMMYK B J1abopaTopuM UM BUBAPUN.

6. Hacrmosmue IlpaBuila NPUMMEHSITCS B OTHOIEHUM IOKJIMHUUECKUX
(HEKJIMHUUECKUX) MCCJIeIOBaHUM 0Oe30MNaCHOCTM OJiS 3J0POBbS UejioBeKa U
OKpYXawlel cpelbl, IPpOoBeleHMEe KOTOPHEIX HeODXOIOMMO IJiS peIrucTpalmu
JIEKAPCTBEHHHEIX CPENCTB.

IT. OnpenejseHusa

7. s 1eJyier HacToAmux [IpaBuil UCIIOJIbE3YIOTCA ITOHATUSA, KOTOPHBE O3HAUAKT
clegnyoluee :

"annapaTHoe obecneueHue" (hardware) - OuU3UUECKME KOMIIOHEHTEH
KOMIBIOTEPUBUPOBAHHOY CUCTEMEBl, BKJIOUAA KOMIBITEP M €TI0 HNepUOEepPUMHEE
KOMITOHEHTHI;

"acenTtuueckue ycyaorusa" (aseptic conditions) - ycnoBuga pabouen cpemnwl,
IpY KOTOPHIX BO3MOXHOCTL MUKPOOHOTO M (MJIM) BUPYCHOTO 3apaxeHud
CBeIeHa K MUHUMYMY;

"ayour ucciaemoraHmua" (study audit) - cucTemMaTmMuyeckoe, HE3aBUCUMOE
¥ IOOKYMEHTUPOBAHHOE CPAaBHEHUE IMEPBUYHHIX IaHHBIX UM MMEKIEM K HUM
OTHOIleHMe MHOOPMALMM C INPOMEXYTOUHEIM M BaKJIOUMTEJIBHEM OTUYeTOM C
LIeJIbI0 ONpelesylIeHMs TOUYHOCTM MNPelOoCTaBJIEHUS NePBUUHHIX OaHHBIX,
NIpoOBeJeHMsSa MCIBITaHMsa COTJIAaCHO IIJIaHy MCCJeJOBaHMSA M CTaHIapTHBIM
OllepPalMOHHEIM IIpOollenypaM, IOJIydeHUS INOINOJIHUTEJIbHOY MHOOpMalLMM, He
YyKas3aHHOM B OTUeTe, U OIpPeneJieHMs CTEleHU BIMSHUS METOIOR,
IPMMEeHSEeMBIX MIPY MMOJIYUEeHUM INaHHBIX, Ha JOCTOBEPHOCTEL DTUX IaHHHX Yy BCeX
BOBJIEUEHHEIX B MCCJIeIOBaHME CTOPOH;

"Bamupmauua" (validation) - moxyMeHTAaJIbHOE IMOOTBEPXIEeHME TOIO, UTO
npoluecc, MOPOBOIOMMEIM B INpelesylaX YCTAaHOBJIEHHHIX lIapaMeTpPOB, MOXET
OCYHECTBIAATHCS 20QPEKTUBHO UM C BOCIPOMBBOIUMEMMY Pes3yJibTaTaMu;

"BanmuIOauMsa KOMIbITepMaupoBaHHOM cucTeMH" (validation of a
computerised system) - ODOKyMeHTAaJIbHOE MNOITBEPXISHME BLHICOKOM CTEIleHU
TapaHTUM COOTBETCTBMSA KOMILIOTEPUIUPOBAHHOM CUCTEMEBl OIpeleJieHHBIM
XapaKTepUCcTUKaM, a IaHHEX, [I0JIydaeMblX C IIOMOUBI 3TON
KOMIBIOTEPUBUPOBAHHOY CHUCTEME, — 3aIaHHOMY YPOBHIO KadecTBa U



IIOCTOBEPHOCTH;

"Benymmy (OTBETCTBEHHEM) UccienoBaTesib" (principal investigator) -
JIUIIO, KOTOpOe B Cliyuyae MNPOBeIeHMS MCCIeIOBaHMM Ha HECKOJIbLKUX
nJjomangkax (MyJbTUIIEHTPOBEE MCCIIEeOOBaHMUS) IeMCTBYET OT MMEeHU
PYKOBOIOMTEJIS MUCCJIEeIOBaHMSA M HEeCeT OTBETCTBEHHOCTL Ba OlpelleJIeHHEE
®asel MCccIegoBaHMUS;

"Byupapum" (vivarium) - 3maHME WM OTIOEJIbHOE IIOMelleHME IIPpU
VCCJIeIOBaTEeJIbCKOY opTraHMs3aliMy, KOTOphEe NpeldHa3HaueHH IJid COIepPXaHUs
J1abopaTOPHHIX XMBOTHEIX B COOTBETCTBUM C IPaBOBEIMM HOPMaMM
VICIIOJIb30BAHMSA XMBOTHEX [IPY NIPOBEOSHUM OOKJIMHUYECKMX (HEKJIMHUUECKUX)
yccJeloBaHUM . BuBapui MOXeT OBITH oOecrieueH YCJIOBUAMU U ODOPYyIOBaHMEM
OJI9 NPOBEIEHMSA BKCIEPMMEHTOR Hal COIEPXallMMMCS XMBOTHEIMM, a TaKXe
BEIIOJIHATE QYHKLUMM OMTOMHMKA -OJIS MX Pas3BeOeHUd;

"TeHHasa TpaHcoekuma" (gene transfection) - BBelIeHMe UYyXepOIHOM,
nonoJHUTeNbHOM IHK (OOMHOUYHBE MJIM MHOXECTBEHHBE T'€HBI) B
KJIETKYy—-X0O34KHa;

"maTa HauaJla uccyjenoBaHua" (study initiation date) - maTa nomnmucaHus
JlaHa MCCIeIOBaHMSa PYKOBOIMTEJIEM MCCJISOOBAHMUS;

"maTa HauaJja skcnepmMeHTa" (experimental starting date) - mara
IIOJIy4YeHMA II€PBEX cneumd_)mqecm/xx IaHHBEIX MCCJIeIOBaAHUMA,

"maTa OKOHUAaHMAa MuccygemopaHma" (study completion date) - mara
NOONMCAHUSA BAKJIUUTEJIBHOTO OTUueTa PYKOBOIMTEJIEM MCCJIeOOBAaHMUS;

"maTa OKOHUAaHMA BKchnepmMeHTa" (experimental completion date) -
HOCJ’IGI[HM?I IOJeHb IIOJIY4YEeHMA IAaHHBIX B MCCJIeIOOBaHUNM,

"nororop" (contract) - mnomnmMcaHHOe coIJlalleHMe (B IMCbMEHHOM Qopme
C yKas3aHMeM JaTh [NOONMCAaHMA) MexIy IOByMS uiIu Oojiee CTOpOHaMu,
comepxallee OOTOBOPEHHOCTM, KacawlMecs pachnpenejeHusa obwema pabor,
npaB, 00sS3aHHOCTEM, U IPU HEOOXOOMMOCTU pPeTryiupyoilee OMHaHCOBHE
BOIIPOCEHI;

"IDOKJIMHMUECKOe (HekKJIMHuUYeckoe) ucciemoBaume" (preclinical study
(trial)) - xuMmMmueckoe, O(usMUeckoe, OMoOJIOTMUUECKOE,
MUKPOOMOJIOTHMYEeCKOoe, QapMakoJIOTMUeCckoe, TOKCUKOJIOTMUYECKOoe UM Ipyroe
SKCIEePUMEHTAJIbHOE MCCIIeIOBaAHME MM CepMs MCCIeIOBaHUM I10 MIYUESHU
MCCJIeNyeMOT'O BelleCTBa (JIEKAapCTBEHHOT'O CPeICTRBa) IIyTeM IIPpUMeHeHUS
HAYUYHEIX METOIOB OILIEHOK B LEJISX UI3YUYEeHUS CIeuudmuueckKoro NeMCTBUS U
(nnm) nokaszaTeJIbCTB 0e30MacHOCTM IJid 3I0POBbS UEJIOBEKA;

"nokymMeHTauua" (documentation) - odbopmMIIeHHHE B YyCTAaHOBJIEHHOM
nopamKe 3anmcu JioboTo BMIOA, OMNMCHBAKIME MO0 PermcTpupylle MeTOmnH,
opraHmM3auuio 1 (MJIM) Pes’3yJbTaThH NOKJIMHUUECKOTO (HEeKJIMHUUECKOTO)
MCCJIENOBAHUSA JIEKAPCTBEHHOTO CpencTBa, OGakTOopH, BJIMIKIME HA
muccijiegoOBaHMe, W IIPMHATEIE MEPEL;

"y3aMeHeHMsa IJlaHa uccienoraHua" (study plan amendment) -



IIpegHaMepeHHEIE II0IIPaBKU (MBMeHeHMH) ; BHOCUMEIE B ILJIaH MCCJIeOOBAHMA
IIOCJIEe IIaThbl HadaJla MNCCIJIeIOBaHMA;

"mHcnekTop" (inspector) - JMUO, NPOBOIAIEE MHCIEKIUM MCIBTATEJbHBIX
nadopaTopuU¥ M ayOUTH JOKJIMHUUECKUX (HEKJIMHUUECKUX) MCCIIeIOoBaHUM
JIEKAPCTBEHHEIX CPENCTB OT MMEHM YIIOJIHOMOUYEHHOTO opIaHa;

"MHCHNEeKUMSA MCIHTaTeJbHOY JadopaTopun" (test facility inspection) -
IpoBepKa Ha MecCcTe YINOJIHOMOUEHHEIMM OpIlaHaMM NPOLeAyp M NPpaKTUUeCKUX
OeMCTBUY JlabopaTopuM OJIS OLEeHKM COOTBETCTBMA NPMHLMIIAM Haljexaleln
J1abopaTopPHOY MNPaKTUKM. B XOIe TaKOM MHCIEKILUM M3Yy4JalnTCsa CTPYKTypa
YIPaBJIeHUS UM OIepallMOHHEIE NPOLEenyphl MCIBTATENbHOM JjlabopaTopuu,
VHTEPBBIOUPYETCH OCHOBHOM TEXHUUECKUM II€PCOHAaJI, NPOBEPSINTCSA KAaUeCTRBO
M IOOCTOBEPHOCTH IHOaHHBEIX, IIOJIyYeHHEIX B JlabopaTopuM, M B 3aKJIOUeHUE
TOTOBUTCS OTUET;

"ycneTaTenbHasa njaomanka’" (test site) - MecTO npoBeneHMS KakoTo-JuOO
3Tana MCccJIenoBaHUL;

"yccrenoBaHMe Ha HECKOJIbkMX Iomankax" (multi-site study) -
uccrenoraHue, Gas3pl KOTOPOT'O HIpoBOomATCa OoJjiee ueM Ha 1 IJjomalke.
ViccyienoBaHMs Ha HECKOJIbKMX IIJIiomalkax [IPOBOISAT, €CIM HeoOXOoIMMO
MCIIOJIb30BATh TeoTrpadMueckM yIaJIeHHBe, OPITaHMBalMOHHO OOO0COOJIEHHBIE
IV VHBM 00OpPpa30M OTIeJIEHHEIE MCIIETaTeJIbHEE IJiomankM. K HUM MOXeT
OTHOCUTBHCS OTIEJI OpTraHM3allMy, OCYHECTBIARINMA QYHKIUY UCIHTATEJIbHOM
IJIoWalKyY, €CJM OPYyT'O¥ OTHOEeJI DTOM Xe OopTlaHM3alMM OCYUECTBISEeT GYyHKUUM
VCIHIEITATEJIEHOY J1abopaTopuK;

"yccrnenoraHusa in vitro" (In vitro studies) - mccrnemoBaHMS, B KOTOPEHIX
B KaueCTBe TEeCT-CHCTEM MCIOJbL3YITCHS HEe MHOTOKJIETOUHHE 1I&JIOCTHHE
OPTaHM3ME, a MUKPOOPTAHWMS3MEI, WM MAaTepuals, MUIOJIUMPOBAHHHM OT
LI&JIOCTHHX OPTaHMBMOB, WM UX MMUTALMS. BOJNBIMHCTBO MCCJENOBAHMUM in
vitro gBIGOTCS KPATKOCPOUHHIMM MCCJIemoBaHMAMU. IS TaKUx
MCCJIeOOBaAHUM CJIeoyeT MCIIOJb30BATH B KAaueCTBE PYKOBOICTBA I[OJIOXEHMS
npujoxeHus N 1 k HacToammM IIpaBuiiaM, dYTOOB OBJIeTUUTH padoTy
PYKOBOOMUTEJIS MUCCJIEIOBAHMSA M oTrmesa obecrneueHmMsS KauecTBa;

"yccyenoBsaTesbCKasg opraHM3aluMsa (MCOEITATeJIbHEM LeHTpP)" (test
facility) - mnabGopaTopmusa (opraHmU3aLUs), UMenlas HeoDXOIMMYI
MaTepMraJibHO-TEXHUUECKYID 0asy U KBaIMOMUMPOBAHHHIM II€pPCOHAJ IJid
NpOoBeleHUd INOKJIMHUUECKMUX (HEeKJIMHUUECKUX) MCCIIeNOoBaHUM
JIEKapPCTBEHHEX CPEeICTB B COOTBETCTRBYyWIEN oOJIaCTU;

"yccenyeMoe BemeCcTBO (JlekapCcTBeHHOe cpencTeo)" (test item) -
BEIEeCTBO (JIEKAPCTBEHHOE CPENCTRBO), [oIjiexallee MCCJIeNOBAaHUI;

"ycxonHEM KON" (source code) - opuI'MHalIbHaAS KOMIIBIOTEpPHAas NporpamMma,
cCoCTaBJIeHHas B MNPUTOIHOM OJiS UTeHusa dopMe (Ha sA3bKe
IpoTrpaMMUPOBaHMSA) , KOTOPYK HEOOXOIMMO II€PeBECTM B MallMHOUMTAEMYI
bopmy, mpexie UyeM OHa MOXeT OBITh MCIIOJIHEHA KOMIILIOTEPOM;

"kanubporka" (calibration) - COBOKYIHOCTB ollepalui, yCTaHaBJIMBAOIMX
COOTHOIEeHrEe MexXIOy SHadeHMEeM BEeJIMUMHEL, I[IOJIYUEHHBM MCIIOJIb3YEeMEM



HpM@OpOM, Y 3HAUEHMEM DTOM BEeJIMYMHEI, OIllpeneJideMbIM C ITOMOIBIO 3TaJIOHA,

"kjeTouHele JuHUMM" (cell lines) - KJeTKM, KOTOPHE [IOINBEPIJIMCH
TeHeTUYECKOMY M3MEeHEeHUIO 10 MMMOPTAaIM3alluy M KOTOPHE BCJISACTBUE BTOTO
CrOCOOHEl PA3MHOXATHLCS B TeUeHMEe NPOIJIEHHEIX NeprMOonmoB in vitro m moryT
YBENIMUMBATLCS U [NOIBEePraTbCsa KPMOKOHCEePpBaUUM B OaHKe KIJIETOK;

"KOMIIBLITEPUIUPOBAHHAS cucTema" (computerised system) - rpynna
KOMIIOHEHTORB allllapPaTHHEX CPEeNCTB UM CBS3aHHOTO C HUMM NPOTPAMMHOTIO
obecrneueHMsa, a Takxe JIabopaTOpHOI'O NPUOOPHOTO ODOpPYyILOBaHMUS,
CBS3aHHOTO MJIM UMHTETPUPOBAHHOTO C KOMILIOTEPOM, paspaboTaHHBEIX U
COOPaHHBEIX IJIS BEIIIOJIHEHMS OINpPemesiIeHHOM OYHKUUM MM TPYHINbE QYHKLMIN;

"koMIlbIOTEPHasa ©OesornacHoCcTh" (computer security) - obecrnieueHue
3alMTE KOMIIBLIOTEPHOTO alllapaTHOTO M NPOIPaMMHOTO ofecledueHMs OT
CJIy4aMHOTO MJM YMHIIJIEHHOT'O INOCTyIa, MCIOJb30BaHMSL, MOOUOMUKALIUM,
VHUUTOXEHMS MM pas3rJjlalieHusa. Takasd ©6e30IacHOCTbL OTHOCUTCS TakxXe K
IIepcoHally, IOaHHEM, KOMMYHMKALMOHHEIM CBS3AM, QM3UUECKOM U JIOTUUECKOM
3aMMTe KOMIBLIOTEPHEX MHCTAJIJISLUUN;

"KoHTpPOJE M3MeHeHuM" (change control) - mocToOsdHHaAA OlLEHKaA U
IOKYMEHTMPOBAHME CUCTEMHEIX Ollepallul M M3MEeHEeHUM C lLIeJIbio OoNpelleJIeHUs
HeOoOXOOMMOCTU MNPOBEeIEeHMS I[pollecca BajluOaluM IIOCJIe IIOSABJIEHUS B
CUCTeMe KakuUx-—-JMOo MaMeHeHUM . KOHTPpOJIb UM3MEeHEeHUM KacaeTCs He TOJIbLKO
KOMIIBIOTEPU3UPOBAHHEIX CUCTEM, HO U IPYI'UX IIPOILIECCOB, CBS3aHHHBX C
IOOKJIMHUUECKUM (HEKJIMHMYUECKMM) MCCJIeOOBaHMEM, I[IPOBOIMUMEM B
COOTBETCTBUM C HacToSWMMM IlpaBuUiiaMM;

"koHOumeHuManbHOCTE" (confidentiality (privacy)) - HeoOXOIOMMOCTBH
XpaHeHMsa B TaMHe MHOOpMaALMM, OPMHAIJEXAlley CIOHCOPpY M (Miun)
VCHEITATEJIEHOY J1abopaTopuu;

"kpaTKoCpouHOe uccyenoBaHme" (short-term study) - mccrmenomaHue,
IPOBOOVMMOE B KOPOTKME CPOKM C INPUMEHEHMEM CTAHIAPTHEIX WUPOKO
PacIpOCTPaHEHHEX METOIOB;

"kpurepun npueMkn" (acceptance criteria) - ODOKyMEHTaJILHO
IIOOTBEPXIEHHEE KPUTEPUM, KOTOPEIM HEOOXOIMMO COOTBETCTBOBATL IJIS
YCIIEIHOT'O 3aBEepIeHMa nSTala MCCJIeOOBAaHMS MJIM BHIIOJHEHUS TpeOOoBaHUM
IIOCTaBKU;

"kpurtmueckme ¢azwp" (critical phases) - onpeneJieHHEE NPOLENYPH WMJIINU
BUIOE INEeSTEeJIbHOCTM B paMKaxX MCCJIeIOBaHMsa, TOUHOEe U IIpaBUIILHOE
VCIIOJIHEHME KOTOPEIX ABJIAETCS HeOOXOOMMEIM YCJIOBMEM OJid KadeCcTRBa,
IOOCTOBEPHOCTM M HAIOEXHOCTM IIOJIydaeMbIX pPe3yJIbTaTOB MCCJIEeNOBAHULA;

"MoHUTOPMHT" (monitoring) - npoluenypa KOHTPOJS COOTBETCTBUS
IPOBONMMOTO HOOKJIMHMYUECKOTO (HEKJIMHUUYECKOT'O) MCCJIENOBAHUSA U
oBecrieueHusa ero NpoBenexnmus, cOOpa TAHHEIX U IPENCTAaBJIEHUSA PE3YJILTATOB
MCCJIeNOBaAHUSA IIJIaHY, CTAHIOAPTHEIM OIEPALMOHHEIM IIPOLEenypaM U
TpeOOoBaHMAM HacCTOAmMX IIpaBuUi;

"Haniexauasa JlabopaTopHasa NpaKTuKa (npaBuia JJabopaTOopHOM HpaKTukm) "



(Good Laboratory Practice, GLP) - cucTema TpebOOBaHUM K OpPTaHM3aLINUM,
IJIaHMPOBAHUIO M TMPOBEIEHMUI MNOKJIMHUUECKUX (HEeKJIMHUUECKUX)
VICCJIEOOBAHUM BEUEeCTB (JIEKaPCTBEHHEIX CPENCTB), OOGOPMIIEHMIO
PE3YIILTATOB M KOHTPOJII KadeCTBa yKa3aHHBIX MCCJIeIOBaHUM;

"HEKJIMHMUYECKOEe MCCJIenoBaHMUe 0Oe30IIaCHOCTM IJiS 3IO0POBLS UYeJiloBeKa U
okpyxammer cpene" (non-clinical health and environmental safety
study) - ONBIT MJIM Cepus OIBITOB, B KOTOPHBIX MCCJIedyeMoe BeleCTBO
IPOXOIUT MPOBEPKY B JIaBOOPaTOPHEIX YCJOBUAX MJIM B OKPYyXalleM cpele C
LUEeJIb IIOJIyUeHMS IAaHHHX O er'o CcBoMcTBax u (mam) ©6e30mIacHOCTH,
HaNPaBJISEMHX B YIIOJIHOMOUEHHHE OPITAaHEH;

"HocuTesb (pacTBOopMTEeNb)" (vehicle) - BemecTBO, MCIOJNbL3yeMOe MOJIid
CMemMBAaHUA, IUCIEPTUPOBAHUSA MJIM PACTBOPEHMUS MCCIeIyeMOoI'O BelleCTBa
(TekapCTBEHHOT'O CpelcTBa) MM obpasl3lla CpPpaBHEHMUS (KOHTPOJILHOTO
obpa3slla) ¥ IIo3BoJigwnilee ODJIETUMTH €T'0 BBeJeHME B TeCT-CUCTEMY;

"obecneueHue kauvecTBa" (quality assurance) - COBOKYIIHOCTBb
CUCTEMAaTUUYECKUX U IIJIAaHOMEPHHIX IeMCTBUM, obOecleuMBaKliMX COOTBETCTBUE
IPOBOIOMMOT'O MCCJIeNOBaHUsA TpebOoBaHMAM HaCTOAIMX I[IpaBUII;

"obpaszel cpaBHeHUS (KOHTPOJLHEM obpazen)" (reference item (control
item)) - oOpazel BemecTBa (JIeKAaPCTBEHHOT'O CPelCTBa), MCIIOJb3YyEMbIM
IJIS CPaBHEHUS C UCCJeJyeMBM BeUleCTBOM (JIEKAaPCTBEHHBIM CPEICTBOM) U
OlLIEHKM Hay4YHEIMM MeToIaMy Oe30IIaCHOCTU MUCCJIEOAYeMOTO BelleCcTBa
(TekapCTBEHHOT'O CpelCTBa) NyTEeM TaKoI'O CPaBHEeHUS UX OUINUECKUX,
XUMMUUECKUX, OUOJOTUUECKMUX U OdapMalleBTUUECKUX CBOMCTB;

"obpasus (npobwe) " (specimen (supplements)) - MaTepualibl, [IOJIyUEHHEE
U3 MCIHTATEJBHOM TeCT-CMCTEMB C LeJIbI0 M3YyUeHMS, aHajlMs3a WIn
COXpPaHeHus;

"oBmenpr3HaHHEIE TexXHMUYecKMme cTaHzmapTe" (recognised technical
standards) - cTaHOaApTH, IPUHSATHE HALMOHAJIBHBEIMM MJIM MeXOyHapOoIHBIMU
opraHaMM o0 crTaHmapTuzauum (I'OCT, MexToCymapCTBEHHBEIE CTaHIOAapPTH) ,
craHnapTe OECD Organisation of Economic Co-operation and Development
(OpraHumszauMy SKOHOMMUECKOT'O COTpyIHMUYecTBa M pasButug), ISO,
International organization for standartization (MexnoyHapOIHOM
opraHm3auuu Mo craHmapTusauum, MCO), IEEE, Institute of Electrical
and Electronics Engineers (MHCTUTYTa MHXEHEPOB IO BJIEKTPOTEXHUKE U
BIEKTPOHUKE) M T.H.);

"opraH IO KOHTPOJI0 cobjoneHusa HacTogammx IIpasuna" (GLP monitoring
authority) - opraH rocymapcTBa-uJjieHa, YIIOJIHOMOUEHHHM Ha MNPOBeIeHUe
KOHTPOJIS COOJIOOSHUSA MCIBEITATEJIbHEIMMY JIabopaTopUaMM Ha TEeppUTOpUM
TocyIapCTBa-ujieHa HACTOSMMX [IpaBMJI NPM BHIIOJHEHUM IOKJIMHUUECKUX
(HEKIMHUYECKMX) MCCJIeOOBaHUM JIEKAPCTBEHHBIX CPENCTB;

"ocHorHOM Tpaduk" (master schedule) - rpadux padboT obobmawnmero
YPOBHA, OTpaxamoluyl TeKylyln MHQOPpMAaLMI O CTaIMM UM COCTOSHUU BCEX

MCCJIEIOBAHUM B MCIIHTATEJIbLHOM LHeHTpe;

"OTKJIOHEeHME OT IJlaHa uccyenoBanua" (study plan deviation) -



HenpeJHaMepPeHHOe OTCTYIIJIEHME OT I1JlaHa MCCJIeJOBaHMs TOCJie NaTH Hadajla
MCCJIegOBaAHMS;

"maTeHTOBAHHEM MaTepuan" (proprietary material) - maTepwmas,
3alMIIEHHBM 3aKOHOIATEJIbCTBOM I'OCylapcTBa-4djleHa (O NaTeHTax,
ABTOPCKOM IIpaBe MJM TOBAPHHEX 3HAKAX) OT HE3AaKOHHOIT'O MCIIOJIL30BaHMUSM;

"nmepBUUHBIe JaHHEE" (raw data) - MCXOIHEIE 3alMCU U OOKyMeHTalusa (UX
3aBEPEHHEIE KOIMM) KOTOPHE ABJISITCSH Pes3yJbTaTOM IIepBOHAYAJIbHBIX
HaOJIOOEeHUN U OedTeJIbHOCTM B IIpOollecCe MCCJienoBaHusa. [lepBUUHEE HaHHEE
MOT'YT TaKXe BKJIOUATb B cebsd, HanpuMmep, odGororpadmm, MUKPOOMUIIBEMBEL MIIN
MUKPOOMIIM, MallMHOUMTAEMbIE HOCUTEJM, NPOOMKTOBAHHEE HAaOJIOIEeHMS,
3alyVCaHHEEe JaHHBIE C aBTOMaTMRMPOBAHHOM allapaTyph MM JiloObe IpyITue
CpeldCTRa XpaHeHMS MHOOpMalLMM, CIOCOOHBIE OOECIeUMTh HaIOeXHOoe
XpaHeHMe MHOOpMalMM B TedUeHMe IIepMolla BPeMeHM, yKAa3aHHOT'O B pa3melie
VI HacTosaumx IlpaBui;

"nepBuUYHEEe kKJeTku" (primary cells) - KJIeTKM, MIOJIMPOBAHHHE U3
opraHu3Ma XUBOTHOTO MM PACTUTEJIbBHOT'O MCTOUHMKA UM MMelMe
OTPaHUUYEHHYD NPONOJIXUTEJIbBHOCTEL XUBHU;

"nmepekpecTHOe 3arpsas3HeHme" (cross-contamination) - BarpsasHeHUe
MCCJIeOyeMOTO BelleCcTBa JMOO TECT-CUCTEMEl OPYTMM MCCIelyeMbIM
BEIeCTBOM MJIM IPYyT'O¥ TeCT-CUCTEMOM, KOTOpOe MIPOUCXOIUT
HenpelHaMEePEeHHO U IIPU KOTOPOM HapyllaeTCsd CTEeleHb XUMMUECKOM UMCTOTEHL
MCCJIeAyeMOT'O BelleCTBa MIM IIOBPeXIaeTcsa TeCcT-CUCTeMa;

"nepubepurintie kOMIOHEeHTH" (peripheral components) - soboe CBA3aHHOE
c nomome nHTepdherca obopynoraHue aubGO BCIIOMOT'ATEJIbHEE UM yIaJIeHHEE
KOMIIOHEHTEI, B TOM 4YMCJIE IIPMHTEPEl, MOIEMbBI, TEepMMHAJIEL M T.IO.,

"mjaH (OpoTOKOJI, NOporpamMa) mucciaenoraHma" (study plan) (manee -
JjlaH) - IOOKYMEHT, COIepXallMM OCHOBHEIE 3aJauu, MeTOIOoJIOTHI,
NPOLEenyphl, CTAaTUCTUUECKME aCIeKTH, OpITraHM3alMi M [IJIaHUPOBAHUE
PECYPCOB INOKJIMHMUECKOT'O (HEKJIMHMUECKOT'O) MCCJIeNOBaHMsa (BKJIOUAS €TI0
STarke ¥ 4acTU) , a TaKXe MepPH 1o obecreueHmuio 6He30MNaCHOCTM yUacCTBYIMX
B HEeM CHUCTEeM;

"moBepka cpexncTrea u3aMepeHun" (verification of instrumentation) -
COBOKYIIHOCTB OIlepPalul, BHIIOJHSAEMEIX I'OCYIAPCTBEHHON METPOJIOTHUYECKON
CIIyX00M MM OPYTVMMY AKKPEIUTOBAHHEIMMY OPUIMYECKUMM JIMLAMM C LEJILI0
onpeneJyIieHVs U TONTBEPXIOEHUS COOTBETCTBMSA CPeICTBa M3MEPEHUM
YCTAHOBJIEHHEIM METPOJIOTUUECKUM TPeOOBAHMUAM;

"mocTaBumk" (supplier) - OPUIMUYECKOE JIMIIO, BHIIOJHAKNIEE B paMKax
OOTOBOPa C MCHHETATEJIBHOM JlabopaTopuey obsa3aTelJIbCTBa 10 ODeCleUeHU o
obopymoBaHMEM, peaKTUBaMM, PaCXOIHEIMM MaTepuallaMM, TeCcT-CUCTeMaMMu
OOKJIMHNUECKUX (HEeKJIMHMUECKMX) MCCJIeOOBaHUM;

"npmemouHoe wucneiraHmue" (acceptance testing) - BHIOJIHEHHOE IIO
YCTAHOBJIEHHOY QOpMe MCIEITaHME KOMIBITEPUIUPOBAHHOM CUCTEMBl B
npenmnojlaraeMoy pabouel cpeme C LeJIb OINpenesieHMs COOTBETCTBUSI DTOM
CUCTEME KPUTEPUAM NPUEMKM MCIHTATEJIbHOM JlabopaTopuM, a Takxe



npmeMJIeMOCTNM CUMCTEMEl IIJIAd SKCIIJlyaTaluul,

"mporpaMMHOe obOecledeHMe - olepalMoHHas cucrema" (software -
operating system) - nporpamMMa uiamM Habop NOPOTPaMM, CTaHIAPTHHX
(PYTMHHEIX) OpOTpaMM M HOAONPOTPaMM, KOHTPOJMPYKIMX paboTy
KoMIboTepa. OnepalMOHHAs CUCTEMa MOXET NPemOoCTaBUThL Takue yCIyITy,
KakK pacHnpenejieHMe pecypCcoB, ILJIaHMpOBaHMe paboT, yIpaBJieHMe BBOIOM
(BEIBOIOM) U yIpaBJIeHME JIaHHBIMU;

"mporpamMHoe obecneueHue - npuiaoxenue" (software - application) -
oporpaMMa, OpuobpeTeHHasa WM paspaboTaHHas, aJanTUpOBaHHAA WU
npucrnocobjyieHHass K TpeOOoBaHMAM MCIHTATEJILHOM JlabopaTopuMu C LeJibio
KOHTPOJIS IpolleccoB, cbopa, obpaboTku, HOpencTaBJIeHUS U (UIIK)
APXUBUPOBAHMSA IaHHBIX;

"pezepBHOe konuporaHme" (back-up) - mMepa, npennpuHMMaemMas OJid
BOCCTAHOBJIeHUA GaljioB HOAHHHX M NPOTPaMMHOTO ofecredeHud,
BO30OHOBJIEHUA O0Pa®OTKM HOAHHEIX WM MCIOJBE30BAHUA aJIbTEPHATUBHOTO
KOMIIBIOTEPHOTO O0OpPyIOBaHMSA IIOCJIe CHUCTeMHOI'o cOosd MM aBapuu;

"pezioMe (aBTobMoTrpadma)" (curriculum vitae) - OOKYMEHT,
IoOTBepXOanmMy obpasoBaHMe, NPodPecCHMOHAJIbHY NOATOTOBKY M OIIBIT;

"pykoBOomuTesnb mcciyenmoranma" (study director) - JmMilo, OTBETCTBEHHOE
3a ofmee NpoBeIeHMEe IOKJIMHUYECKOTO (HEeKJIMHUUECKOTO) MCCJIEeNOBAHUSI
6e30MacHOCTM OJis 3O0POBbLS UEeJIOBEeKa M OKPpYXallel CpeIb;

"PYKOBOICTBO MCHIHTATEJLHOTO yuacTka" (test site management) - mnuua,
Has3HAUEHHEE OTBETCTBEHHHEIMM B3a KOHTPOJIb S3TAllOB MCCJIEOOBAHUS U
IPOBENEHME MCCJIENOBAHMSA COIJIACHO HaCTOAmMM I[lpaBuiiaMm;

"PYKOBOIOCTBO MCCJIENOBATEJLCKOM OpPraHM3aluy (MCIETATEJILHOTO
nenrpa)" (test facility management) - jgmua, obJjamanmye MIOJIHOMOUMSIMU
Y HecylMe OTBETCTBEHHOCTL 3a OPIaHM3aLMviD M OYHKIMOHUPOBAHMUE
UCIETATEJIbHOM JIafopaTopuM COTJIACHO HACTOAmMM [IpaBuiiaMm;

"cepua" (batch) - onpemesieHHOe KOJIMUECTRO MJM HapPTUS MCCIEeNyeMOIO
BelleCTBa, I[IPOM3BEIEHHOTO B TeUeHMe 3BapaHee YCTAaHOBJIEHHOTO
IPOM3BOACTBEHHOTIO LIMKJIA B TakKoM QopMe, KOTZa NpednojaraeTcs
ONHOPOINHOCTL COIEPXaHUA BCETO KOJMUeCTBa (IapTuM) BelleCTBa MM BTO
comepXaHMe IOJIKHO XapaKTepu30BaTbCs Kak TaKoBOE;

"cucreMa obecrneueHus kauecTBa" (quality assurance programme) -
KOMIIJIEKC MEP, HANpPAaBJIEHHHX Ha COOJIOIESHME IIEePCOHAJIOM HaCTOAIMX
[IpaBwui, HOpelHaA3HAUYEHHHM OJig obOeclneueHMs yIpaBJIeHUS MUCIBETATEJIbHOM
JabopaTopMey B COOTBETCTBMM C HaCTOSWMMU l[lpaBuilaMu;

"cneuudmkalMsa Ha MCCIIedyeMOe BelleCTBO (JieKapCcTBeHHOe cpencTro) "
(specification on test item) - nDokyMeHT, coIepXxammy MHOoOpMALMIO 0O
MCCJIeNyeMOM BENECTBEe (JIEKAPCTBEHHOM CPENCTRBE) ;

"cnneuubukaumsa Ha TecT-cucTeMel" (specification on test-system) -
IOKYMEHT, YyCTaHaBJMBaKIMM TpeboBaHMSA K TeCT-CUCTeMaM;



"CroHCOP (pazpaboTumMK JIeKapCTBEHHOT'O cpencrtea)" (sponsor) -
busmueckoe UM DPUOMYECKOE JIMIO, KOTOPOe UMHULUMPYET, OoOeClleuMBaeT
u (M) yTBepXIaeT NPpOoBeIeHMe IOOKJIMHUUECKOTO (HEeKJIMHUUYECKOTO)
uccJeloBaHusas Oe30MaCHOCTM IOJiS 3J0POBbSA YeJIOBeKa UM BKOJOTMUeCKOU
BesonacHoOCTHM, ODOPMIISET 3akas3 M HeECEeT OTBETCTBEHHOCTDL 3a OpPIraHM3aluio
¥ OUMHAHCUPOBAHME TaKOT'O MCCJIeIOBaAHUS;

"CcTaHOApPTHHE OIlepalMoHHbBe Opouenypr (COI)" (standard operating
procedures (SOPs) - moxKyMeHTallbHO OQOPMJIEHHBIE NPOLEIYPH, B KOTOPHBIX
ONMCaH CIOCOO MNPOBEIEHMS MCCIIEeNOBAHMUA MIIM OCYHWECTBIJIEHUSA
IesaTeJIbHOCTM, He MBJIOXEHHEM NOoONpoOHO B IJlaHe (IPOTOKOJie, IpoI'paMMe)
WM yKa3aHUAX 10 NPOBENEeHMI MCCJIeNOBaHUM;

"TecT-cucrema" (test system) - mcnonp3zyeMas B MCCJIeIOBaHUU
buosiormMueckas, xuMmueckas, o(mulmueckas CUCTEMA, aHAJIUTUUECKOE
00OpPYyHOOBaHME MM MX KOMOMHAaLMUL;

"ToxcukoreHommka'" (toxicogenomics) - mcciemoBaHMe PeaklMM I'€HOMa Ha
cTpecc-bakTOpE OKpyXalel Cpens MM TOKCHMUHBE BelecTBa C LeJibio
omnpenesyieHMss COOTHOUEHUS MeXIy TOKCUYECKMMM PpeakKLUMsaAMM Ha TOKCUYUHEE
BeleCTkBa M MSBMEHEeHMAMM B T'€HEeTUUEeCKUX HpO@MHHX O6%eKTOB,
NOIBEPTUWMXCS BOBIEMCTBUI 3TUX TOKCUUHBEIX BEHECTB;

"ToxcukomeTaboHoMmka" (toxicometabonomics) - KOJIMUECTBEHHOE
M3MEPEeHMEe 3aBUCHALEN OT BPeMeHM MHOT'OIapaMeTpUUYeCKOM MeTaboJMdeCcKOM
PEeaKLUM XMBEX CHMCTEM Ha IaTOQUBUOJIOTNUECKME CTUMYJIBEl UM T'E€HETUUECKYIO
MOIMOUMKALMI [IyTEM CUCTEMATUUECKOT'O MIYyUYEHUMSA COCTaBa OMOXMIOKOCTU C
JMICIIOJIb30BAaHMEM TEXHOJIOTUM SIOSPHOT'O MarHMTHOT'O pes3oHaHca (AMP)
pacrno3HaBaHuUsa Habopa, OJsS OIpenesyiIeHUS CBSA3M TOKCHUYHOCTU
OopraHa-MMIIEHM CO CIEeKTpaJibHEIMM Habopamm AMP u onpenesieHMsa HOBBIX
CYPPOTaTHEIX MAapKepOB TOKCUYUHOCTM;

"TokcuyHOCTh" (toxicity) - Mepa BPemHOT'O BO3IOEMCTBUS MCCIENyeMOT'O
MaTepualsa Ha OpPTaHM3M B YCJOBMAX OOHOKPATHOTO MJIM MHOTOKPATHOTO
BBeIEeHUS;

"TpaHCTeHHHE KJeTku" (transgenic cells) - KJIeTKM, IIOJIyUMBIIME
TpaHchekumo 1 uam BoJjiee UyXepOoInHOT'O T'eHa U BCJIeJCTBME 3TOT'0 MMENINMe
XapakTepUCTUKM U OGOYHKLMM, KOTOPEE B POOUTEJILCKOM KJIETKEe OOBUHO
OTCYTCTBYIOT MM IIPUCYTCTBYIOT TOJIBKO C HUBKMM YPOBHEM D3KCIPECCUMU;

"yIroJIHOMOYeHHHM opraH" (regulatory authority) - oprax
ToCyIapCTBa—-4djieHa, OCYWECTBJANINMY KOHTPOJNb OOpAalleHMs JIEKAPCTBEHHBIX
CPEenCTB Ha TEPPUTOPMM 3TOTO IOCyIapcTBa;

"onexkTpoHHasa nomnuce" (electronic signature) - Banmck B BUIE
MAT'HMTHEIX VIMITYJIBCOB MJIVM TPAHCIIALMA (KOMHMHHHMH) KOMIITBIOTEPHEIX IaHHBIX
JI0B0T0 CHMMBOJIA MJM IIOCJENOBATEJIbHOCTM CUMMBOJIOB, BHIIOJIHAEMEX,
AlallTUPOBAHHEIX MJIM aBTOPM3OBAHHEX JIMIIOM B KadueCTBEe JSKBUMBaJIEHTa €I'0
COOCTBEHHOPYYHOM IOONUCH;

"sTan (daza)" (phase) - onpenejyieHHBM OTIAEJIbHBIM BUI IOKJIMHUUECKOT'O



(HEKJIMHUUYECKOT'O) MCCJIENOBaHMUS, MNPOBOIMMEIM OJHOM M3 MUCIIEITATEJIbHBIX
JIomajJoK IIPY OCYUIECTBJIEHUM MHOTOILEHTPOBOT'O MCCJIEOOBaHMUS.

ITI. OCHOBHEIE IIOJIOXEHUSA

1. Cucrema ofOecrneueHMsa KaudecTBa

Obwas mHbOoOpMaLMs

8. MchnuTaTenbHas JjlabopaTopusa, NPOBOIAlAs IOKJIMHUUECKUE
(HEKJIMHMUYECKME) MCCJIeIOBaHMUsSa, OOJIKHA MMEeTb IJOKYMEeHTAaJIbHO
OQOPMIIEHHYI CHUCTeMy oOOecCledeHMd KadecTBa IOJ8 TapaHTuM TOTO, UTO
MCCJIeNoBaHUsa MNPOBOIOATCHA COIJIACHO HacTodmMM [IpaBuiiaMm.

9. Cucrtema obecHneueHMs KadeCcTBa OOJDKHA MMETH YyTBEepXIeHHBIE
CTaHIOapTHBEE OllepallMOHHBe Npolenypr (Zajiee — COIl), B KOTOPEX NOOPOOHO
M IHIOCJIeHIOBAaTEJIbHO OINMCEBAETCH NOPANOK OCYIECTBJIEHUMS BCEX
J1abOOPaTOPHEIX U NPOU3BOINCTBEHHHIX OllepalulM, BKJIOUAL:

a) TIMoCTyIlJIeHue, UIeHTUdbMKalMUio, MapKUPOBKY, obpaboTky, oTbop npob,
MCIIOJIb30BAaHMEe, XPaHeHMEe M YyHUUTOXeHMe (YyTUIM3alM) MCCIIeIyeMBIX
BEUEeCTB (JIEKapCTBEHHEIX CPEeNCTB) M ODpaslLOoB CPaBHEHUH;

0) obOCHayXMBaHME U IIOBEPKY UBMEPUTEJILHEX NPUOOPOB M OOOPYIOOBAHULA;
B) NPUTOTOBJIEHME PEaKTUBOB, NUTATEJILHEX Cpel, KOPMOB;

T') BeIeHMe 3alMucel, OTUeTOB UM UX XPaHeHUEe;

o) o@cnymMBaHme HOMemeHMﬁ, B KOTOPEX TIPOBOIOMTCA MCCJIeOOBaHNME,

e) TmpueM, TPaHCIOPTUPOBKY, pasMelleHMue, ONMcCaHMue, UIeHTUOUKaIIMIO
MCCJIeNyEeMEX BEUECTB M TeCT-CUCTEM;

X) OCYylIeCTBJIEHME I1JlaHa (NIpoTokOJla, MNpOoTpaMMbl) (Zmajiee — I1JlaH) II0
ofecrneueHmnio KaueCcTBa OOKJIIMHUUECKOTO (HEeKJIMHMUYECKOTO) MCCIJIeOOBaHUL.

10. PyxoBOIUTEJNIL MCIHEITATEJILHOM JlaDopaTopuM Ha3HadaeT Jui,
OTBETCTBEHHEIX 3a CHUCTeMy ofDeclieueHMs KauecCcTBa U obecleuyBamwliUX ee
cobJyaeHre OPYIMMM COTPYIOHMKAMM MCIETATEJIBHOM J1abopaTopuM.

9T He3aBMCHUMBIE JIMlla HEe IOOJIXKHE OBITH 3aOeMCTBOBAaHL ONHOBPEMEHHO B
IPOBENEHUM MCCJIEOOBaHMS M [NPOBEPKE KadecTBa STOTO MCCIEIOBAaHUA.

OBsa3aHHOCTHM MEepcoHajyla, OTBETCTBEHHOTO

3a obecrieueHMe KauyecTBa



11. O6a3aHHOCTHU IIepCcoHaljyla, OTBETCTBEHHOTO 3a ofecleueHMe KauecTBa,
BKJIOUAKT B cebdg:

a) paspaborky COII M MX BHeIpPeHMEe B MCIBTATEJIbHOM JlabopaTopuy,
cucTeMaTMUecKas NpoBepKa UxX COOJIIOeHMUS;

0) NpOBeIeHMEe MHCIEKUMM C LeJIbl0 NOAOTBEPXISHUS COOTBETCTBUSA
MCCJlenqoBaHua HacTosaummM lIpaBuilaM, IOOCTYINHOCTM IJid IIepcoHajla IjlaHa
nccnenoepanmsa u COII, a Takxe nonrBepxneHMe (axKTa MX MCIOJHEHMUS IIPU
IPOBEOEHUM MCCIIEOOBAHUS;

B) IIPOBEPKY 3aKJIOUMTEJIBHEIX OTUEeTOB MOJI4 IIOOTBEPpXIEeHMA TOIro, 4YTO
MeTOOrl, INPOLEeOyPEH, HabJoOoeHus u Pe3yIJIETATE M3JIOXEHEI TOUHO M B IOJIHOM
Mepe OTpaXalnT II€ePBUMYHEIE IaHHBIE UCCIenOoBaHUM;

') coofumeHre B IMCBMEHHOM BMuIe (0OTUeT) O pesylibTaTax MHCIEKLUN
PYKOBOICTRBY MCIHTATEJLHOM JabopaTopuM, PYKOBOIOUTEJIO MCCJIeOoBaHMI,
BelylleMy MCCJIeIOBaTEJI0 UM, IPM HeOOXOIMMOCTHM, IPYI'UM PYKOBOISIMM
PabOoTHMKAM;

ﬂ) IIOOT'OTOBKY W IIOAINNVMCaHMe 3aKJIUeHMA, IIpujiaraeMoro K
3aKJIOUUTEJILHOMY OTUETY, B KOTOPOM YKAa3BEBAaTCS TUIBE MHCIEKLMM, OaTH
X TPOBEIEeHMS, BKJKOUYAS MHOOpMALIMI OO sTanax NPOBEpPSeMOTO
nccJjiegOBaHMA, WM IOATEI IepelladlM pe3yJibTaTOB MHCIIEKTUPOBaAHNMA
PYKOBOLOCTRBY MCIHTATEJIBEHOM JabopaTopmyu, PYKOBOIMTEJIO MCCJIENOBAHUA U
BeylleMy MCCJeINOBaTeJIn. JTO BaKJIOUEeHME TaKXe IOJDKHO COIepXaThb
MH@OpMaHMm O TOM, 4YTO II€pBMYHEIE IOAHHEBIE MCCJIEOOBAHMA OTPAXEHElI B
3aKJIOUUTEJILHOM OTUeTe IOOCTOBEPHO.

2. IlepcoHaJyl MCHOHTATEJILHON JjlabopaTopumn

OBA3aHHOCTY PYKOBOICTBA MCIHTATEJLHONM JjlabopaTopumn

12. PYKOBOICTBO MCIIEITATEJIbLHOM JiabopaTopumM IOOJIKHO ODOECIIEUMUThH
COOTBETCTBME BHIIOJIHAEMEIX paboT HacTodmmM IlIpaBuiam.

13. PYKOBOICTBO MCIIEITATEJIbLHOM JiabopaTopuu :

a) obecneumBaeT HaJIMUMe IOCTATOUYHOTO <1> KOJMUECTBA COTPYIOHMKOB,
COOTBETCTBYyIETr0 000pYINOBaHUSA, CPEOCTBEB M MATepUalioB IJid
CBOEBPEMEHHOTO M HaOJexamero IPOBeOeHUS MCCIIeIOBaHUSA;

<1> OnpenesieHue "mocTaToOuHBM" NPUMMEHSETCS B 3HAUSHUU
"obecneuuBamnUMM BO3MOXHOCTB IIOJIHOT'O BHIIOJIHEHMS IIPOLIENYPE
MCCJIeOOBaHMY M OOeCIIeUeHMA €€ KadeCTBa B MCHIHTATEJIBHOM J1abopaTopuu
B COOTBETCTBUM C TpeOOoBaHMAMM HACTOAWMX [IpaBUil M PYKOBOICTBA IIO
KaueCcTRBy OaHHOU JabopaTopumn", onpemejeHue "nonxonammim" NPUMMEHSETCH



B 3HaueHUu "obecrneurBanimy NPUHIUIMAJIbHYI BO3MOXHOCTE OCYIIECTRBJIIEHNSA
IpouLenyps MCCJeIOBaHMM B COOTBETCTBUUM C METOIMKOM (MeToIdoM),
IpeIyCMOTPEHHOM PYKOBOINCTRBOM IO KauecTBY Jabopatopum u ee COII".

©) obecneumBaeT BeIeHMe yueTa 33alucen o kKpaaudmxauuu, oOyueHUU,
OTIEITE UM KOMIIETEHILUU CIIELMAaJIMCTOB M TEeXHUUECKOT'O IepcoHalla
VCIHBEITATEJIEHOY J1abopaTopuu;

B) obecneumBaeT UYeTKOe [NOHMMAaHMe OOA3aHHOCTEM BCEMU COTPYyIHMKAMU
MCHOEITATEJIbHOM JlabopaTopuM M, IpU HeOoOXOOMMOCTM, OOecCleuMBaeT UX
COOTBETCTByNUMe OOyUdeHMEe M MINOOTOTOBKY;

T) yTBepxnmaeT COIl ¥ M3MEeHEeHMS, BHOCHUMEIE B HUX, ofecrneumpBaeT UX
BHITIOJIHEHUE ;

o) obecneumMBaeT HaAJIMUME CUCTEMHE ODeCleueHMs KadecTBa M HaslHadaeT
JIVil,, OTBETCTBEHHEIX 3a CUCTEMY obecrieueHsa KadecTBa;

€) Ha3HauvaeT PYyKOBOIMTEJIS MCCJIeNOBaHUSA M3 UMCIa COTPYIOHUKOB
MCHOBEITATEJIbHOM JlabopaTopulM, MMenIMX KBaluMduKalMio, COOTBETCTBYIYI
LIeJIAM MCCJIeOOBaHMsA, Iepel HadajioM KaXIoTI'o MCCIeIOBaHMA. 3aMeHa
PYKOBOIOMTEJIS MCCJIeNOBaHUA INPOBOOMUTCSH COIJIACHO YCTaHOBJIEHHOMU
npoluenype M OOJIXKHA OBITh HOOKYMEHTAJIbHO OQOpMIIEHA;

X) B CJlyyae IMNPpOBeIeHMsS MHOTOLEHTPOBOTO MCCJeIOBaHMSA Ha3HAYaAeT IIPpU
HeOOXOOMMOCTM BeIylero MCCIIedoBaTeJid, MMEKRIeI'0 COOTBETCTBYIEe
obpaszoraHMe, KBadMOMKALMIO M OINBIT. 3aMeHa BeOylleTro MCCIeloBaTellsd
IPOBOIMTCS COIJIACHO YCTAaHOBJIEHHOM MNpolelnype M INOJIKHAa OBTH
OOKYMEHTAJIbHO OobopMIIeHa;

3) obecneumBaeT YTBEPXIEHME PYKOBOIMUTEJIEM MCCJIENOBaHMUA I1JlaHa
MCCJIegOBaAHMS;

1) KOHTPOJMPYET, UYTOOH PYKOBOIOUTEJL MCCJIeIOBaHUSA NPeloCTaBUII
YTBEPXIOEHHEM I[1JIaH MCCJIeOOBAHMSA IIepCOoHAaJly oTHejla obecleueHUd
KayecTBa;

K) obecneumBaeT BeneHMe OOHOBJISeMOT O IHepeuHsa COI (Cc coxpaHeHUeM
NpeIployliMx pelaKLUmui) ;

JI) HaslsHauvaeT COTPYIOHMKA, OTBETCTBEHHOTO 3a BeleHUMEe apxXuBa;
M) ofecrneumMBaeT BeIeHMEe OCHOBHOTO Tpaduka;

H) B Cllydae IpoBeleHVA MHOTOLEHTPOBOI'O MCCJIEeOOBaAaHNMA obecrnieumBaeT
B3aMMOIEeNCTBME pykopOOMTEJIA MCCJIeOOBaHMA, BelylleIl'O MCcCcJiegoBaTeJid,
JIVI1, OTBETCTBEHHBEIX 3a CUCTeMYy obecrieyeHsa KadvecTBa, U InepCoHara,
ydacTByKumero B IIpOoBeIeHMM MCCJIeOOBaAHMA,

0) omnpemeygeT NPOLenypH OJI KOHTPOJHA MCIOJbL30BAHUA
KOMIBROTEPUBIUPOBAHHEIX CUMCTEM 10 HasHadueHMo, obOecleuMBaeT MX
pammMmanuio, OQYHKUMOHMPOBAHME UM OOCHYyXMBAHME COTJIACHO HACTOSUMUM



[TpaBuUIaM.

OBS3aHHOCTU PYKOBOIUTEJS MCCISINOBaHUI

14. PyKOBOOMTEJL MCCJIEIOBAHUA SBJIAETCS LEHTPAJIM30BAHHEM
KOHTPOJIMPYRIIMM JIMIIOM B MCCJIEOOBaAHMM M HECEeT OTBETCTBEHHOCTH 3a
[IpOBENEeHVE MCCJIENOBAHMA B LI&JIOM M MNONT'OTOBKY BaKJIOUMTEJILHOT'O OTUeTa
O NPOBEIEHHOM MCCJIENOBAHUM .. B IOMNOJIHEHYE K NYHKTY 15 HacTosmmx [IpaBuil
POJIE ¥ OOJDKHOCTHEIE OOA3aHHOCTM PYKOBOOUTEJIS MCCJIEeINOBaHUSA yKasz3aHH B
npuyioxeHuy N 2 K HacTodammMm I[lpaBuiam.

15. PykxoBOIMUTEJIL MCCJIeIOBaHMS:

a) COIJIaCOBHBAET IIJIaH MCCJeIOBaHMSA UM BHOCUMEIE B HETO M3MEHEHUA,
3aBepdeT MX IIOAINMCBEI C YyKa3aHMeM IOaThl;

©) opraHuU3yeT MNpPOoBeIeHMe INOKJIIMHUUECKOTO (HEeKJIMHUUECKOTO)
MCCJIeNoBaHusa, pacnpeneyssgeT o0S3aHHOCTU MeXIy yuaCTHUMKaAMU
MCCJIEIOBAHUS;

B) KOHTPOJMPYET CBOEBPEMEHHOE MNPEeNOoCTaBJIEHME I[IepPCOHAaJly OTHeJia
oBbecrneueHuda KauecTBa KOMNUMU IJIaHa MCCJIEeIOBaHUS U MBMEeHEeHUM COTJIAaCHO
TpeBoBaHMAM K TPOBEIESHUI UCCISIOBAHUA;

T) obecrneuuBaeT NpenoCTaBJIEHME IMEepCcCoHaJly IJlaHa MCCJIeJOBaHUSA U
nsMeHeHulr, a Takxe COII;

II) OTBeUaeT 3a o@opMneHme IIJIaHa MCCJIedOBaHMA, 3AaKJIIOUMTEJIBHOI'O OTUueTa
Y BHOCHMMEBIX B HUX M3MEHEHUN;

e) oBecneumBaeT cobJOIeHMe POIEeaypP, YKa3aHHBEX B IJlaHe MCccJieloBaHus,
OlLIEHMBAET M OOKYMEHTUPYET BIMSIHME JIHOOBIX OTKJIOHEHMM OT IJlaHa
MCCJIeOOBaHMS Ha KAueCTBO M IOCTOBEPHOCTH pPe3yJIbTaTOB MCCJIeIOBaHMUd,
IpY HEeOOXOIVMOCTMU NPEeNNpPUHYMAeT COOTBETCTBYWIME KOPPEKTUPYIME
MEPONPUSATUS ;

X) ofecrneumBaeT NPABUJIBHOE IOKyMeHTaJlbHOe OQOpMIIEHME ¥V PEeTrMCTPalMo
OTBETCTBEHHEIM I[I€PCOHAJIOM BCEeX IIOJIYUEHHEIX [IE€PBUUHHX IAHHBIX;

3) KOHTPOJIMPYET IpOBeIcHMEe BaJilMIallVMiM KOMIIBIOTEPUMI3IMPOBAHHEIX CHUCTEM,
VCIIOJIB3YEMEIX B MCCJIEOOBaAHUN;,

¥) IMOANMUCHBAaET 3aKJIOUUTEJILHEM OTUeT (C ykKasaHUeM NpU3HaHUA
OTBETCTBEHHOCTM 3a IOCTOBEPHOCTEL INAHHHX M COOTBETCTBMUS MCCIJIENOBaHMUA
HacTosamuM I[IpaBuWjaM M JaTh OAONMCAHMUS) ;

K) KOHTPOJNMPYET apxXMBUPOBaAHME IJlaHa MCCJIeNOBaHMS, 3aKJIOUMUTEJIBHOTO
oTyeTa, IEePBUYHBIX ITaHHBEIX U BCeM JOKYMEeHTalM II10CJI€ OKOHYaHMA
(mpekpalleHKsa) MCCIeIOBaHUA.



06a3aHHOCTM BeIOyllero MCCJIemOoBaTesId

16. Bemymuy mccJeloBaTelJlb IOOJIKeH OOeCHeuuTh IPOBEeIleHMEe INOoPpYyUYeHHOM
eMy YacTHu (2Tala) MUCCIemoBaHUS B COOTBETCTBMM C HACTOSIMMU
[lpaBuiamMm.

Obsa3aHHOCTHU IIepCoHajla, YydYacTByKoleIl'O B MCCIJIeOOBaAHUM

17. IlepcoHaJi, y4YacCTBYKIMM B NPOBEIEHUM MCCJEOOBAHMSA, IOJIKEH 3HATHb
n cobmomaTek HacTodmme IlIpaBuia.

18. IlepcoHaJy, y4YacCTBYOUMNM B MCCJIeIOBaHUM, IOJIXEH MMETb OOCTYII K IIJIaHy
uccrnenosanma u COIl, oTHOCAIMMCHA K €70 OYHKIMAM B PaMKax UMCCJIeNOBaHUA .
JioOple OTKJIOHEHMS OT IJlaHa MCCJIeOOBaHMS HOOJIKHEL OBITh HOOKYMEHTAaJIBHO

OQOPMIJIEHEl M NIepeldaHE HAaNPpAMYD PYKOBOOUTEJIO MCCJeIOBaHMA M (MJIM) IpKU
HeOOXOOMMOCTM BeOyllEMY MCCIIEOOBATEJD.

19. llepcoHajy, y4YacTBYKIMM B UCCJIEOOBaHUM, HEeCeT OTBETCTBEHHOCTHL 3a
CBOEBPEMEHHYK M TOUYHYI PeIrmMCTpalVi IIE€PBUMYHBIX ITaHHBEIX M MX
COOTBETCTBME HACTOSmMM [IpaBuUilaM, a TaKXe 3a KaueCTBO B5TUX IaHHBIX.

20. TlepcoHalJl, y4YacTBYOIUM B MCCIIeOOBaHUM, IOJIKEH IMIPVMEHSTH
O3O0POBUTEJILHEE NPOPUIIAKTUUECKME MEPH B LEJIIX MUHYMMMUIALUM PUCKAE OIS
300POBLA U OOecCHeuMBaTh OOCTOBEPHOCTH PEe3YyJILTATOB MCCIIEIOBAHUS.
[lepcoHas OOJIXKEeH CooBmaThb COOTBETCTBYKIEMY JIMIY O CAHUTAPHBEIX WU
MEIMLVHCKUX YCJIOBUAX C LEJIbI MX YCTPAHEHUS ¥ HeIONyUeHMS BIMSIHUS Ha
uccenoBaHue.

3. IllomMemeHUsa IJIS MCCJEeIOBaHUM

Obwasa mHOOPMALIMA

21. HOMemeHMH, IIpedHa3HaAYeHHBIEe OJIA IIPpOBeIceHMA IJOKJIMHUMYECKUMX
(HEKJIMHUYECKMX) MCCJIeOOBaHUM, [NPOEKTUPYITCs, PacrnojaraiTcsa U
SKCIIyaTUPYIOTCSa B LeJigxX ofecledeHMsa KadecTBa IIPOBOIUMBIX
MUCCJIegOBaAHUIN .

22 . CTpykTypa MCIHTATEJIbHOM JjlabopaTopuM IOoJikHa obecleuMBaTh

AlleKBATHYIO CTEIIEeHb pa3neJIEHMA PAa3HEIX BUMIOB IOeATEJIbBHOCTUM OJIA
HajieXxalero IIpoBeleHMA KaXIoI'O MCCJIeOOBaHIMA.

[loMelweHMsa OJjid TEeCT—-CUCTEM

23. McnelTaTeyabHas naGOpaTopMﬁ JOJIXHa MMETHb IJOCTaTOWHOE KOJIMYECTBO
[IOMEMEeHUY M BOH IJIS MIO0JISLUM TecTr—-cucrTeM, B KOTOPHEX 3aIeiCTBOBAHE



BelueCTBa WMIIN MMKpOOpI‘aHMSMbI C MSB@CTHOIZ nJin HOTeHL[MaHbHOﬁ
OMOJIOTUUECKOM OIIAaCHOCTLIO.

24 . JOJIXHEL OBITH OOOPYyIOBAHH CIeliMajibHEE IIOMEUeHUS UM BOHH OJId
OVAaTHOCTUKY, MCCJIeOOBAaHUS M KOHTPOJIA 3abojieBaHMM, UTOOB HEe OONYyCTUTH
IIOBPEXOEHUSA TeCT—CUCTEM.

25. JOJIXHEL OBITb O60pyHOBaHHIOTﬂeﬂbHHe IIOMelleHMA MJIVM 30HEI JIA XPaHEHUA
CEIPBEA U O@OPYHOBaHMH, UCIIOJIb3YEMEIX B MCCJIeOIOBaHMM, U obOecleueHusd
COOTBeTCTBYIOLU.eTZ 3allMTEI OT 3apaXeHMd, 3al'PA3HEeHMA WM IIOBPpEeXIeHUA.

lToMemeHna IJIS MaHUNYyJSLMM C UCCIEeNyeMbMMY BelleCTBaMu
(JlekapCTBEHHEIMM CpPEenCcTBaMM) U obpas’laMy CPaBHEHMUS

(KOHTPOJIBHEIMM OBOpa3laMun)

26. Jnsg INpenoTBPalleHUSa BarPA3HEHMUS MM CMEUMBAHMUS IOJIKHEL OBITH
OoOOpPYIOOBAHE OTIEJIbHHE I[IOMENEHMS UM BOHH OJIS IMOJIYUEeHUS UM XPaHeHUd
VCCJIeyEeEMEIX BENECTB (JIEKAPCTBEHHHX CPENCTB) M oDpaslioB CpaBHEHUSA
(KOHTPOJIBHEIX OOpPasLOoB) .

27 . TlomMeumeHMs WM BOHBI OJIA XpPaHeHMA MCIIEITYEMEIX BeElleCTB IOOJIXHEL OBITH
OTOeJIEHE OT ObOecleuuBalMX COXpaHeHMMe CcoCTaka, KOHUEeHTpallMl,
YVMCTOTEHL, CTabMIILHOCTM M Oes0llacHoOe XPaHeHMre OIlIaCHEIX BeleCTB KOMHaT
i 30H, B KOTOPEX pa3MellalnTCd TeCT—-CHUCTEME.

[loMeweHMa OJisd APXMBVMPOBAHMUA

28 . IllomMemeHMa OJIS APXMBUPOBAHMA HOOJIXHH OBTH OOOPYHOBAHH IJIA
oBecrneueHusa 6e30MNaCHOTO XPAaHEHMS I[1JIAaHOB MCCJIeIOBAHUA, IIE€PBUUHEIX
IMaHHBIX, BaKJIOUUTEJILHEX OTUEeTORB, MNPOO MCHIHTYEMHX BEMEeCTB U 00pas3lioB.
B HIOMemeHUM apxMBa OOJDKHE MNOIIEPXMBATBHCS YCJIOBUSA PEeXMMa XPaHeHUS,
oBecrieurpaplye BalUTY €TI0 COHEPXMMOTO OT IIPeXIeBPEeMEHHOMW IIOPYM.

YoaneHme (YHMUTOXEHME) OTXOILOB

29. ObpaboTka U yIaJieHMe OTXOJOB IOOJIKHEl OBITH BHIIIOJIHEHE TakuM 00pa30M,
yTOOH HE MNOIOBEPTHYTH ONACHOCTM MNPOBEIeHMEe UCCIIeIOBAHUM U HE UCKABUTH
UX pes’ysbTaTeH. g 3Toro Tpebyercs ofecneumMTb COOTBETCTBYIIIME
ycyoBua nyis cbopa, XpaHeHMsS UM BEIBO3a OTXOIOOB, a TaKXe OJIS BHIIOJIHEHUS
npoluenyp Mx Oe3aKTVBalLUMM M IIOCJenyolel TPaHCIOPTUPOBKMU.

4. OBopynoBaHMe, MaTepMaJsl M PeaKTUBH



30. ObopynoBaHMe, BKJIOUAA KOMILITEPUIUPOBAHHEIE CHUCTEMEL,
MCIOJIb3YyEeMEIe IJig cOopa UM XPaHeHMWs NAaHHBEIX M IJiS KOHTPOJA GaKTOpOB
OKpYyXamnllell Cpenr, KOTOPHE MMEKnT OTHOUWEHME K MCCJIEeIOBAHUK, IOJDKHEI
OLITHE pasMelleHb MM YyCTaHOBJIEHH C y4YeToOM OCOOEeHHOCTeW, LeJier Uu
HasHAUYEHYsa, COOTBETCTBYKIMX BUIAM MNPOBOIMMEIX MCCJIENOBAHUM.

ObopynoBaHMe, MCIOJb3yeMOe B MCCJIEONOBaHMM, HeOOXOOMMO IePpMONNYEeCKMU
IOOBEPTIAThE TEXHUUECKOMYy OOCIIyXMBAHUID, KaJIMOPOBKE M OUMCTKE B
COOTBETCTBUM C MNPUHATEIMM B BMIE NMCBMEHHOI'O INOKYMEHTAa U
yTBepxneHHeMy COII.

31. O6opyn0BaHme " MaTeplnralJlbl, MCIIOJIb3YyEeMbIe B VMCCJIeOJOBaAHMM, HEe IOJIXHEI
OKAa3EIBATb OTPULIATEJIBHOI'O BJIJIMAHMA Ha TeCT—-CUCTEMEL.

32. XuMMUeCcKMe BelleCTBa, PEaKTUBH ¥ PAaCTBOPH OOJIKHBE OBTH MapKUPOBAaHEL
C yKaszsaHMeM cocTaBa (Ipu HeOOXOOMMOCTM - KOHLEHTpaluuu), CcpokKa
TOOHOCTM M OCODEHHOCTHAX XpPaHeHMsS. B Hanmmuum noJpkHa OBTbh MHbOOpMalLMs
00 MCTOUYHMKE IIOJIyUYeHUs, JaTe NPUIOTOBJIeHUS M cTabuibHoCcTU. Cpok
TOIOHOCTM MOXET OBITh IPOIJIEH Ha OCHOBAHUM JOKYMEHTAaJIbHO OQOPMIIEHHOM
OLIEHKM WMJIM aHalm3a.

5. TecT-cucTeMb

dusuUecKkme (XUuMmMUecKue)

33. ObopymoBaHME, MCIOJNb3yeMoe IOJsa (UIUKO—-XUMUUECKMUX MCCJIJEeIOBaHUN,
IOJIKHO COOTBETCTBOBATL BMIAM MIPOBOIMMEIX MCCJIEIOBAHUM.

34 . HeoOxXommMMoO OOECHeUMTh HAOEXHOCTL (OMANUECKUX (XMMMUECKUX)
TEeCT—-CUCTEM.

Buonormueckue

35. Heobxommmo ofecneumMThb HaOjexaluye yCJIOBMA OJIS pasMelleHud,
XpaHeHUs, oOD0paboTKM U COomepXaHUs OMOJIOTUUECKUX TEeCT-CUCTEM C LeJbIo
obecrieueHus HeOoOXOIMMOTI'O KadeCTBa MCCJIeOOBaHUS.

36. BHOBB IIOJTyYEeHHBIE XVMBOTHBIE WM PACTUTEJIBHBEIE TECT—CHMCTEMBl IJOJIXHEBL
OBEITB N3O0OJIMPOBAHEI B COOTBETCTBMM C YCTAHOBJIEHHEIMM IIpOLedypaMIM. K
MOMEHTY HaudaJla MCCJIeOOBaAHMA TeCT—CHCTEMBL IOJIXHEI HpOﬁTM KapaHTUH,
Inpouenypy HOOIIyCKa K MCIIOJIB3O0OBAHUMIO VM COOTBETCTBOBATL BUIOY UM LeJIAM
uccyenosaHua. TecT-CUCTEMEH, IIOPaXeHHEIe OO0OJIE3HBI UM IIOBPEXIECHHEIE B
XoIoe MCCJIeOOBaHMs, IOOJIKHBEI OBITH U30OJIMPOBAHEI M IIPOJIEYEHE, IIPMN
HeOOXOOMMOCTHM LIEJIOCTHOCTBb MCCJIEIOBAHMSA IOOJIKHA OBTH COXpaHeEeHa. Bce
IOaHHBEIE 10 IOMATHOCTUKE M JieueHM 3abojieBaHMIM OO Hadajla M B xXole
mMccijiegOBaHMA OOJIXHEI PEermMcTprMpoBaTbECA IOOKYMEHTAJIBHO.

37. HeoBxXoIMMO BECTU PETUCTPALMI0 MCTOUHMKA [IOJIYyUeHMsa, JaTh M YyCIJIOBUN



IIpMeMKM TeCT—-CHUCTEM.

38. BuojorMueckye TeCT-CUCTEME IOJIKHE aZalTUPOBATLCSA K YCJIOBUAM
MCCJIeNOBAHUM B TeUeHMe COOTBETCTRYKIETO Ieprona BpeMeH! lepell IIEPBEIM
BBeIeHMEeM (IPUMEeHEHMEM) MCCJIeNyeMOoT'0 BelleCTBa MM obpaslia CpaBHEHUHA
(koHTPOJBHOTO OOpazsua) .

39. Mcnosab3yeMbe TECT—-CUCTEME HEODOXOIMMO OOECHeunTh COOTBETCTRYIIEN
MapKMPOBKOM IJId MX HaOjexalle MOeHTUOMKALIUM.

40. Ilpu MCHOJIb30BAHUM IIOMEUEHUS MM KOHTEMHEPEl C TeCT-CUCTeMaMMu
HeOOXOOMMO I[IepMOOMUYEeCKM [OOBEePIraThb CaHMUTaApHOUM obpaborke. JobOom
MaTepMralJ, KOHTAKTUPYKUMUY C TEeCT-CUCTEMOM, He HOOJIKEH COINEepPXaThb
3arpAa3HAIMe aT'€HTH BHIIE Pa3pPelleHHOT'O YyPOBHS, NONYyCKalIEeIo
IpoBeNeHMe MccJenoBaHMsa. l[IoOCTMII OJIS XMBOTHEIX HOOJDKEH MEHSTHLCH B
COOTBETCTBUM C NPUHATEIMM HOpMaMM. HaHHEEe 00O MCIOJIE30BAHUM CPEICTB
OOPBOEl C BpeOUTEeNISIMM IOOJIKHEL OHTb HOKYMEeHTUPOBAHE.

6. VcnelTyeMee BemecTBa (JIEKAPCTBEHHEE CPenCTBA) U oOpaszLE

CpaBHeHUS (KOHTPOJIbHEE OOpas3LEH)

[TonnyuyeHue, obOpaboTka, OTOOp HNpod M XpaHeHUue

41. HeobxommMmo oOecCHeuMThb HajKMdMe U HOoIIepXaHMe MHopMaluuuM O
CBOMCTBAaX MCCJIeOAyeMOT'O BelleCcTBa (JIEKAPCTBEHHOT'O CPeICcTBa) U
0Bpas3L0B CpaBHeHMS (KOHTPOJILHEIX 00pas3LoB), HaTe I[IOJIydeHHUs, Cpoke
TOOHOCTM, IIOJIyUeHHOM M MCIIOJIB30BAHHOM KOJIMUECTBE B MCCJIENOBAHUAX.

42 . IoJrxkHEL OHITBH ONpPeneJIeHBE NPOoLenypH IO OOpalleHMI0 C TeCTUPYEMEM
BEIeCTBOM U BEIECTBOM CPpaBHEHUS (KOHTPOJILHEIM BEUIECTBOM) , UX XPaHEHUIO
M MCIIOJIb30BAHUIO C LeJiblo ofecleueHusa CTabMIJIBHOCTM M T'OMOT'€HHOCTH,
VCKJIOUEHMS KOHTaMMHALIMM M IepellyTEIBaHUA .

43. Ha KOHTelMHepe OJid XPaHeHMsa IOJDKHAa OBITh yka3aHa MOeHTUOUUMpPYOLA
nHbopMaLMsa, CPOK TI'OOHOCTM M OCODEHHOCTM XPAHEHUHA.

OnmcaHmMe CBOMCTB

44 . Kaxoe MCCJIeIyeMOe BEIEeCTBO (JIeKapCTBEeHHOE CPeICTBO) U obpa3el]
CpaBHeHMSA (KOHTPOJIBHBEIM OOpasel]) HOOJIKHEL OEIThE COOTBETCTRYKIMM OOpasoM
UOEHTUQUILIMPOBAHE (HAIPUMEP, MMEeThb KO, UISHTUOMKALIMOHHHBIM HOMEP II0
peecTpy XuUMMUECKOM pedepaTUMBHOM CJYyXOB AMEPUKAHCKOTO XMMUUECKOTO

obumecTra (CAS-HOMEP) C yKaz3aHMEM Has3BaHUA, OUIUUECKUX, XVUMUUECKUX,
OroJIOTUYECKUX, QapMaKOJOTUUYECKUX CBOMCTB.

45. B kaxmoM MCCJIeOOBAHUM HeOOXOIMMO 3HATh HOMEPp cepum, dYMCcTOTY,
COCTabk, KOHLEHTpaUuM M IpyI'Me XapaKTepPpUMCTUKM MCCIJIeOdyeMOI'O BelleCTBa



(TexapCTBEHHOTO CpelcTBa) UM 00Opas3lloB CpaBHeHUS (KOHTPOJIbLHBIX
oOpa3s3lioB) .

46. B Tex ciaydasax, KoI'Ja MCCJeOyeMoe BelecCTBO (JIeKapCTBEHHOE
CpPeICTBO) IIPenNOCTaBJIEHO CIOHCOPOM, CIIOHCOPOM (pazpaboTuMKOM) U
VICTIEITATEeJIbHOM JlabopaTopMelr IOoJikHa ObBTh pa3paboTaHa COBMeCTHasd
nopouenypa IO NPOBepKe MNOOJIMHHOCTM MCCIeIyeMOI'O BelleCTBa
(IlekapCTBEHHOT'O CpelcTBa) .

47, HeobxommMO 3HATHL O CTaAOMIBLHOCTM MCIHTYEMOI'O BeElleCTBa
(lexkapCTBEHHOTO CpelcTBa) U 00paslLoB CpaBHEeHUS (KOHTPOJIbHEIX
oBpas310B) B YCJOBUAX XPaHEHMUS ¥ NPOBENEeHUd MCCIJIeIOBaAHUN.

Ecnm mccriegyeMoe BEIEeCTBO (J'IeKapCTBeHHoe CpeHCTBO) IIprmMeHAeTCA CO
BCIIOMOT'aTeEJIbHBEIMM MaTeplhallaMl, HeobxoommMo OolipeneJyimTe I'OMOI'€HHOCTbL,
KOHLEHTpaumumn CTabUIBLHOCTH ucciyjiegyeMoro BeumecCTbBa B 9TOM MaTepmalie.

48. B KaxIooM MCCJIeHOBaHUM, KPOME KPATKOCPOUHHEIX, HEeOoOXOIMMO
oBecrneumTs apxMBHOE XpaHeHue OOPaslloB KaXIOW CepUM MUCCIeNyeMOT O
BemecTBa (JIEKAapPCTBEHHOTO CPeICcTBa) IJIiS aHaJIUTUUYECKUX LeJein.

7. CTaHOapTHBEE OIEPALMOHHEE [IPOLEIYPH

49. NcneTaTesbHasa JabopaTopusa OOJDKHA MMETh IMCBMEHHO OQOpPMIIEHHEE
COIl, yTBepXIeHHbBE PYKOBONCTBOM MCIETATEJIbHOM J1abopaTopuUM U
IpenHAa3HAUYEHHEE OJia Of0ecCHneueHMsa KadecTBa M OOCTOBEPHOCTM IAHHEX,
IIOJIYYEHHEIX MCIBEITATEJIbEHOM JlabopaTopuey B XOoIe NPOBeIeHUS
MCCJIenoBaHUM . BHeceHMe M3MEeHEeHUM B CTaHIOAPTHEE OllepallMOHHBIE
IpoLenypPh HOOJIXHO OBITb OJODOPEHO PYKOBOICTBOM MCIIETATEJIEHOM
nadopaTopun.

50. B xaxIoM OTIOEeJILHOM IMoOpaslesIeHUM U (MIJIM) Ha KaxIoM IJIomalke
VICIIEITATEJIbHOM JlabopaTopMUM OOJDKHA OBTH KonmMsa nmencryimmx COII,
OTHOCAUMXCSH K MX OedTeJIbHOCTM. B KaueCcTBe IOINOJIHUTEJILHEIX MaTepUajioB
kK oTuM COIl MOXHO MCIIOJIb30BAaTh ONyDJMKOBAHHEE MOHOTIpadmuu,
aHaNIUTUUYEeCKMEe MeTOHH, CTaTbM M PYKOBOICTBA.

[Ipy OopraHMBaLUM MUCCIIEOOBAHMM Ha HECKOJIBKMX I[JIomalkaxX HeoOXOIMMO
cobmonaTe TpeboBaHuA npuioxeHua N 3 k HacTodmmM lIpaBuiiaM.

51. OrknoHenus oT COIl, MMeKOIMX OTHOIEHME K MCCJIeOOBAaHMI, IOJIKHE OHBTH
IOKYMEHTAJIbHO OQOPMIIEHE, YTBEPXIESHH PYKOBOOMUTEJIEM MCCJeIOBAHUL U
BeOylIMM MCCJIeOOBaATeJIeM B YCTAHOBJIEHHOM IIOPSIKE.

52. COIl pmoJpxHBEI OBITE pas’paboTaHBl, B YACTHOCTM, IJid CJIeOyolMxX BUIOB
NeaTeJIbHOCTU MCHIHTATEJIbHOM JabopaTopuM (lIepedeHb gBJISeTCH
IIPVMMEPHEIM) :

a) muccijenyeMele BelleCTBa (JIeKapCTBEHHEE CpelCTRa) M oOpa3LlE CpPaBHEHUS
(KOHTPOJILHEE OOpPa3LH) : IIOJIyUeHMEe, MUIOeHTUdbMKalumsa, MapKUPOBKaAa,
obpaboTka, OoTOOP HOPpoO M XPaHEeHUuE;



0) obopyInoBaHMe, MaTepMaJitl M PEeaKTUBH:
O0DOpyIOOBaHME : UCIOJb30BaHME, OOCIYyXMBAHME, OUMCTKA M KaJIUOPOBKA;

KOMIIBIOTEPU3IUPOBAHHEIE CUCTEME: BaluOoaluudg (IpoBeldeHHas B COOTBETCTBUM
Cc TpeboOBaHMAMM, yKasaHHEIMM B OpujioxeHuu N 4 x HacTogwmMm llpaBuiawm) ,
OYHKUIMOHUPOBAaHME, OOCIyXMBaHue, 0Oe30NacHOCThL, KOHTPOJb 3a
V3MEHEHUAMM UM pes3epBHas CUCTEMA;

MaTepuralJlel, PEeaKTUBEI M PACTBOPEI: IIPUI'OTOBJIEHME UM MAPKMPOBKA;,

B) perucTpalus, MIOIATOTOBKA OTUETOB, COXPaHeHMe: KOIUPOBAaHUE
uccrenoBaHuM, cOop IOaHHEIX, IOAI'OTOBKA OTUETOB, CUCTEMB MHIEKCALMUU,
obpaboTka HOaHHBEIX, BKJIOUAS MCIIOJIbL30BaHME KOMIIBITEPU3IUPOBAHHEIX
cucTeMm;

') TecT-cucTeMb (B HeOOXOIMMEBIX CJIydyasax) :
IIOOTOTOBKA IIOMENEHUM UM YCJIOBUM XPaHEeHUS TEeCT—-CUCTEM;

NpoLenype MHOJYUYEHMS, Iepelauy, HaOJexallero pa3MelleHrs, XPpaHeHUd,
onmMcaHms, MISHTHUbMKALUM ¥ 00paboTKM TEeCT-CUCTEM;

IOOTOTOBKA TECT-CUCTEM, HAOJOOSHUS U aHAJIMU3E rnepen HadvaJiIoM, B
TedeHre M 10 3aBepPleHNMM MCCIIeOOBAaHMA,

pasmMelneHme TeCT—CUuCTeM Ha MCIIBEITYEMEIX IIJIoHalKaX,

II) npolenyps obecrieueHMs KauecTBa: paboTa epcoHalla CJYyXOb
obecneueHus kauvecTrBa (majiee - COK) 0o OJIaHMPOBAHMIO, COCTABJIEHMUIO
rpaduka, NOPOBeIEHMI0, NOKYMEHTaJIbHOMY OGOPMIIEHMIO M IIOIT'OTOBKE
OTUeTOBR OO MHCHEKLUAX.

IV. IlpoBenmeHMe MCCIIEeOOBAHUA

1. IInaH MCCcIemDoBaHUA

53. Tlepen HauaJiOM KaXIOT'O MCCJIENOBaHMUS OOJIXeH ObBITb HaNMCaH I1JaH,
YTBEPXIEHHENM PYKOBOIUTEJIEM MCCJIENOBAHUS U IIPOBEPEHHLIM
npeacraBuTesem COK mcciiemoBaTesibCKOM JlabopaTopun. IljaH corJjlacyeTcs
PYKOBOIOCTBOM UCIHTATEJbHOM JJabopaTopUM U CIIOHCOPOM (pas3paboTumukoM) ,
€CJIM BTO YCTAHOBJIEHO 3aKOHONATEJIbCTBOM I'OCYIapCTB-UJIEHOB.

[I;lTa"H MCccIemIoBaHMS OOJIXEH OBITHb YTBEPXIOESH IIOOIINMCBEI PYKOBOIMUTEIIA
MCccJiegOBaHMA C yKa3aHMeM IOaTHI.

Posib m 0043aHHOCTM CIOHCOPAa B paMKaXxX NPOBEIEeHMS IOOKJIMHUYECKMX
(HEKIIMHMYECKMX) MCCIEeIOBAaHMM NPUMBENEHE B NPUIIOXeHUM N 5 K HacTOSWMM
[TpaBuUIIaM.



54 . TlonpaBKM K IIJIaHy MCCJIeIOBaHMsA IOJIXHHE OBITb OOOCHOBAHHB, OJOOPEHH
OAaTUPOBAHHOM MNOIONUCHID PYKOBOIOUTEJS MCCJENOBAHMA UM NPUOOUEHH K [IJIaHy
UCCIIenoBaHM4d.

55. OTKJIOHEHUS OT IJlaHa MCCJIeOOBaHMS OOJIKHE OBITH ONMCAaHH, OOBLSICHEHH,
onoOpeHbl, CBOEBPEMEeHHO OAaTUPOBAHE PYKOBOIOMUTEJIEM MCCJIEOOBAHUS WK
BeOylIMM MCCJIeOOoBaATeJIEM M IOJIKHE XPAaHUTHLCHS C IIEePBUUHBIMU IaHHBEMMU
MCCJIegoOBaHUS .

56. Ilpu KPaTKOCPOUHBEIX MCCJIENOBaAHMUSX MOXHO MCIIOJIB30BATb OOmMM I1JIaH
MCCJIeNOBaHUSA C COOTBETCTBYIIOUMMHU ITPUIIOXEHUSIMMN .

TPGGOBaHMFI K IIPOBEOEHUMIO KPaTKOCPOUWHEIX UCCJIedOoBaHUM B pPaMKax

OOKJIMHUUECKUX (HEKJIMHUUECKMX) MCCIJIEOOBaHUN JIeKapCTBEHHEIX CPeICTB
(BemecTB) NOPMBEeIEeHH B NpUJIOXeHUM N 6 K HacTOSmMM I[IpaBuiiaM.

2. ComepxaHue IJlaHa MCCJIeOOBaHUS
57. IljaH mccJIemoBaHMA OOJIKEH, B YAaCTHOCTM, COHNEPXaTh CJeNylllyl
vHGOPMAaLIMIO :
a) maeHTUOUKAlLIMS MCCJIeIOBaHUSA, MCCIeNyeMOoT'O BellecTBa
(TexapCTBEHHOTO CpencTBa) M obpaslla CPpaBHeHMS (KOHTPOJIBHOIO
obpa3sia) :
Ha3BaHME C KPAaTKMM OIMCaAHMEM IOM3avHa MUCCJeIOBaHUS;
vHbopMallMsa O LeJiaxX UM 3alladyax MCCIenoBaHUS;
UIOeHTUOUKALIMS UCCIIelyeMOTO BemecTBa (JIeKapCTBEHHOT'O CPellicTBa) Uepes
KOO MJIM Ha3BaHMe (3aMeCTUTEJIBHOM M palMKajlo—QyHKLUMOHAJIBHOM
HOMEeHKJIaType MeXIOyHapOoOHOT'O COl3a TEOPEeTUUECKOM U IPUKIIAOHOM XUMUU
(IUPAC) ; MOeHTUOMKALIMOHHEIY HOMEP 10 peecTpy XUMMUUeCKOM pedepaTUBHOM
CJIyXOBl AMEPMKAHCKOT'O XMMMUYeCKOT o obmecTBa (CAS-HOMEDP),

OroJjiormMueckme CcBOMCTBA UM T.I.) ;

MCccllenyeMoe BEUEeCTBO (JIEKApCTBEHHOE CPenCcTBO) (ero omnmMcaHue,
npUpona MNPOUCXOXIEHUS U XAPAKTEPUCTUKU) ;

©) mHbopMaLMsa O CIOHCOpPe (pa3paboTuuKe) UM UCHOBITATEJIEHOM J1abopaTopun :
Ha3BaHME M aIpec CIOoHcopa (paspaboTuuka) ;

Ha3BaHMA UM ampeca 3aldeMCTBOBAHHEIX MCIBEITATEJIbHEX JIabopaTopuM U
VCIBEITATEJIbHEIX IIJIOWAI0K ;

bamMuius, uMs, OTUECTBO (IPM HaAJIMUMM) M aapec PYKOBOIMTEJIS
VCCJIeIOBaHUSA;

baMuIIMsa MMS, OTUECTBO (IPM HaAIMUMM) UM alpec BeOylleTro MCCJIemoBaTesisd,



baMuIIMM McCcJenoBaTesieM, NPUMHMMABIMX ydacTHUe B MCCJIeIOBaHUU;
B) IATH:

daTa YTBEepPpXIOcHUMA IIJIlaHa MCCJIeOOBaHMA C IIOANNVMCBIO PYKOBOIMTEIIA
MCcCcJIegOBaHMA,

naTa yTBepXIeHMS IIJlaHa MCCJIeOOBaHMA C IONNMCHI PYKOBOIACTBA
VICTIIEITATEJIbHOM J1abopaTopUM M CIOHCoOpa (paszpaboTruuka) ;

InpeniojiaraeMele OaThEl HaAdajJjla M 3aBepPleHMAd OSKCIIePVMMEeHTAJIbHBIX pa@OT,’

T') MEeTOHHE MCCJIeOOBaHUM, C yKaszsaHMeM INOINPOOHOTO OIMCAaHUSA METOIOB
VCCJeIOoBaHUlM, HaAVMMEHOBAHUM TeCT-CUCTEM, MUCIIOJNb3YEMEX B
ucciyenoBaHuM, C OOOCHOBaHMEM MX BHOOPAa, CIIOCODOOB M IIyTeM BBeIeHUS
VCCJIeyeMOT'O BemecTBa (JIeKapCTBEHHOT'O CpPeIcTBa), METOIOB
CTAaTUCTUUECKONM 00pabOoTKM, MHEIX CBEOEHMM 1O NPOBEOEHMIO MCCIEeOOBaHUM;

II) coJepxXaHMue I1JlaHa MCCcJeloBaHMsS (IIYHKTH, KOTOPHLIE MIPMMEHMME) :
oOOCHOBaHMEe BHIOOpPA TECT-CUCTEMEI;

ONnMCaHMe TeCT-CUCTEeMHl (HalpuMmep, BMUI, WITaMM, CcyOmTamMM, MCTOUHMK
IOJIydeHMus, KOJMUEeCTBO, BUI XMBOTHBEIX, MX Macca Tejla, I[10JI, BO3pacT U
opyras BaxHas MHOoOpMalLMs;

Crnocof NPpMMEHEHMS M IIPUUYMHA TakKOoI'O BHOOpPA;

YPOBHM IOO3 U (1m1r111) KOHLeHTpauuMm, dYaCTOTa UM INPOIOOJIXMTEJIBHOCTDb
IIPVMMEHEHNA

nonpobHasa mMHOOpMaALMSa O CTPYKType (OM3arHe) MCCIeOOBaHmMsa, BKJOUAHL
ONMCaHMEe XPOHOJIOTUM, BCEeX MEeTOHNOB, MaTepHuasioB U YCJIOBMM, BUIA U
YaCTOTH INPOBEIOEHHBIX aHaJIM30B, M3MepPeHUM, HaOJIOIeHUM U UCCIIeOOBaHuM;

e) JOKYMEHTAlMA IIO MCCJIEOOBAHMI B BUMIEe CIIMCKa IOOKYMEHTOB
mMccijiegoOBaHMA, KOTOPBIE OOJIXHEI OBITH BallOJIHEHHl U COXPaHEHH .

3. HpOBeneHme MccJiegoBaHMA

58. KaxmooMy MCCJEeOOBaHMIO HOJIKEH OBITh [NPMCBOEH YHMKAJIbHEIM HOMep. Bce
MCIOJIb3YyEMBIE B MCCJIENOBaHMM OOpaslE, O000pyOOoBaHME M MaTepMaJbl JOJIXHEL
OBITE IOOKYMEHTAJIbHO OTPAaXeHEl B MaTepHMaljax MCCIeIOBaHMSa C LeJbl UX

IpOCJIeXBaeMoCTHM . JMcciieDoBaHME HOOJIKHO MNPOBOIMUTHLCS COIJIACHO IJIaHy

ucciyenoraHua. O0pasLbl MCCIEeOyeMbIX BelleCTB (JIEKAPCTBEHHEIX CPeNCTB)
n obpasubl CpaBHeHUS (KOHTPOJIbHEE OOpasLEl) IOOJIKHE OBITH MAapPKUPOBAaHEL
COOTBETCTBYyUMMM OOpas30M, ODecCleuMBalUMM MX MISHTUOUKALIMIO.

Obuime TpeboBaHMSA K IMOPSIKY NPOBEIEeHMS MCCJeIOBaHUM YyKa3aHB B
npunoxeHun N 7 k HacTosmmM IlpaBUilaM.



59. Bce pmaHHBIE, IIOJyUyaeMee B XOIe MCCJIeOOBAHMS, IOOJIKHE OHTDL
3apPEeTUCTPUPOBAHE [P UX [IOJIYUEHUNM Hel3aMeOJIMTEJIbHO, TOYUHO M aKKypaTHO
JIVLIOM, KOTOPOE MOJIYUMJIO 3TKM IaHHHE, C NPOCTaBJIEHUMEM IaTUPOBAHHOM
IOONUCYU UCIOJIHUTEJIS.

Bce BHOCHUMEBIE U3MEHEHMS B [NE€PBMUHBIE IaHHEE HOOJIKHEI OBITH CHeJIaHbl Tak,
uTOOH OCTaBajlaCh BMIHA IepBOHAdajlbHas 3allMChb, IPU DTOM YKa3BIBaTCH
IPUUYMHE UCOPAaBJIEHMS C ITaTUPOBAHHOM MNOONMCHI TOTO JiMlla, KOTOopoe
BHECJIO MCIIpaBJIeHUE.

60. Eciu nepBUYHEHE IaHHBE PETUCTPUPYITCS C IIOMOUBI KOMIILITEPA,
noJjpkHa OBlTh MHOOpPMALMsa O JiMlle, OTBETCTBEHHOM 3a BBOI 3TUX HOAHHEIX B
KOMIIBIOTEP B MOMEHT UX INOJIydyeHUS . IM3alH KOMILIOTEPU3UPOBAHHONM CMCTEME
IOOJIXeH OBTH TaKMM, UYTOOH NPelOoCTaBJIATHL BO3MOXHOCTE IPOBENEeHUSA
IIOJIHOTO ayIOUTa DJIEKTPOHHEIX IOaHHBIX M [I0OKa3BBATh BCE MCIPaBJIEHUS
IIEPBUYHEX HOAHHEIX C COXPAaHEHMEM [IePBOHAUAJILHBIX OPUIMHAJIbBHBIX NAaHHEX .
HOoxHa OHITH HNpelcTaBJIeHa BO3MOXHOCTL CBS3aTbhb BHECEHHHE UCIPAaBJIIEHUS
C JIMLIOM, MX CHOeJIaBUlMM, HaOpMMep, C [IOMOILI HATUPOBAHHOM 3alucCHU
MCIIOJIb30BAHMSA KOMIBIOTEPUBUMPOBAHHOM CUCTEMH MJIM IaTUPOBAHHOM
BJIEKTPOHHOM NOoANMCK. JoirkHa OBITh yKasaHa NpMUMHa BHECEHUS M3MEeHeHUM
B [IEPBUUHBIE BJIEKTPOHHEE JaHHBE. BeneHMe 3anMcel TOJIbKO B BJIEKTPOHHOM
BUIEe IONyCKaeTCd NPM HAaJIUUUM BaJIMAOMPOBAHHBIX KOMILIOTEPUIUPOBAHHBIX
CUCTEM.

V. OdopmiieHME pPes’yJIbTATOBR MCCIEOOBAHUSA

1. Obmwasa mHbOOpMaLmMsa

61l. IOJaa Kaxmgor'o MCCJIeOOoBaHMS T'OTOBUTCH 3BaKJIOUUTEJIbHEIM oTueT. [Ipu
IPpOBeJeHUM KPAaTKOCPOUHHEIX MCCIIeOOBaHUM cCJielyeT MNIOATOTOBUTH
CTAHIOAPTU3O0BAHHEIN BaKJIOUUTEJILHEY OTUET CO CIelUMallbHBEIM IPUIIOXEHUEM
00 0ocCODeHHOCTAX MCCJenoBaHMUA. [IpM NPOBEIEHUM IOJITOCPOUHEIX
VCCJIeIOBaHUM CJIeOyeT MNPelyCMOTPEeThb MNONTOTOBKY IPOMEXYTOUHBIX
OTUETOB.

62. OTueTH BeOyUMX MCCJIemOBaTeJIeM U CIeLMAaJIMCTOB, 3alelCTBOBAHHEIX
B MCCJIeOOBaHWM, HOOJDKHE OBITH MMM CODOCTBEHHOPYYHO IMIONIMCAHBL U
IaTUPOBAHH.

BaKJIOUNTEJIBEHEY OTUYET HNOJDKEeH OHTBH IMNONMNIMCAH M HATUPOBAH PYKOBOOUTEJIEM
MCCIIeIOBAaHUS CO CBUIOETEJLCTBOM O MNPUHSTUM OTBETCTBEHHOCTM 3a
IOCTOBEPHOCTL JaHHBEIX. JlOJDkHA OBITH yKazaHa CTelneHb COOTBETCTBUSI
IPMHLMIIAM Hanjiexalel Jj1abopaTopHOM MNPaKTUKM. 3aKJIOUMTEJIBHEIM OTueT
IOJIXEeH OHITHL CKPEIJIEH MeYaThid OpTraHM3alluu.

63. VIBMeHeHMS UM IOOIOJIHEHMS, BHOCUMMEE B 3aKJIOUMTEJILHBIM OTUEeT, IOJIKHEL
OBITE NIPEenCTaBJIEHE B QOpME IONPABOK K OTUeTy . HeoOXOoOMMO TOUYHO yKa3aTh
IPUUYMHY MUCIOPAaBJIEHUN MM OOIOJIHEHMM. Bce NONpaBKM IOOJDKHEL OBITH
IIOIONMCAHE M OAaTMPOBAHBE PYKOBOIOMTEJIEM MCCJIEeOOBAaHMS, KaK BTO YyKa3aHO
B abzalle BTOPOM IyHKTa 62 HacToammx IllpaBuil.



64. VsMeHeHre dopmMaTa BaKJIOUMTEJIBHOI'O OTYEeTa COIJIACHO TpebOoBaHMAM
TOCYIDapCTBEHHOY PerucTPpaluy MY YIOJHOMOUYEHHOT'O OpIT'aHa He
paccMaTpMBaeTCsa KakK OOTMOJIHEHME UMM MONpPaBKa B 3aKJIOUUTEJILHEI OTUeT.

2. ComepxaHue BaKJIOUUTEJILHOTO OTueTa

65. BaKJIOUMTEJILHEM OTUEeT IOJIKEeH BKJIUATL CJenOyllMe pasIeJiHl:

a) umeHTudMKaumsa MUCCJIeIOBaHUSA, MCCIJIEeOYyeMOI'O BelecTBa
(lexkapCTBEHHOTO CpelcTBa) M obpasla CpaBHeHUS (KOHTPOJIBHOTO
obpasua) :

Ha3BaHME MCCJIeNOBaHMA C KPATKMM ONMCAHMEM IM3aMHa;

UIeHTUOMKALMS UCCIIeyeMOT'O BelleCTBa (JIEKAPCTBEHHOT'O CPelCTRBa) uepes
KOJI MM Hal3BaHUe (10 3aMEeCTUTEJIbHOM U paluKaJio-QyHKUMOHAJbHOM
HOMEeHKJIaType MeXIOyHapOOHOT'O COl3a TEOPeTUUECKOM U IPUKIIAOHOW XUMUU
(IUPAC) ; MOeHTUOMKALIMOHHEIY HOMEP IO peecTpy XUMMUUeCKOM pedepaTUBHOM
CIIyXObl AMEPUMKAHCKOT'O XuMMUecKoTo obmecTBa (CAS-HOMEDP),

OroJyiormMyueckme CcBOMCTBA UM T.I.) ;

uneHTudukalmsa obpasila CpaBHeHUS (KOHTPOJLHOTO obpasiia) IIo
HaVMEHOBAHUI;

XapakKTreprucrmka CBOMCTB uccijiegyeMoro peumecTBa (ﬂeKapCTBeHHOI‘O
Cpe,I[CTBa) ; BKJIIOUAA YMCTOTY, CTabUJILHOCTL U T'OMOT'€HHOCTh;

©) mHbOpPMAalLMsa O CIIOHCOpPe (pa3paboTuuKe) UM UCIHTATEJbHOM J1abopaTopun :
Ha3BaHME M aIpec CIoHcopa (paspaboTuuka) ;

Ha3BaHMSA UM amgpeca 3aleMCTBOBAHHBEIX MCIIEITATEJIbHEIX JiabopaTopuinl u
MCHOBTATEJIbHEX IIJIOMAIOK;

bamMmnmsa, uMsa, OTUECTBO (IIPpM HaIUUMM) UM alOpec PYKOBOIOUTEIS
MCCJIegOBaAHMS;

(I)aMMJ'IMFI, M4, OTUYECTBO (HpM HaluMuum) u apecC pelyumeIl'o mccjengoBaTelid,

(I)aMMJ'H/H/I, VIME€Ha, OTUeCTBa (HpM HaJIUYUM) ClieumaJjJimMcTOoOB, IpPpelCTaBNMBIMX
CBOM OTUYEeTHl IJId COCTAaBJIEHMA OKOHUYUATEJIBHOI'O OTueTa.

B) OJaTBIl, YKa3aHHBIE KaK »OaTB HadajJla M 3aBepPlIeHMA 3SKCIIEePVMMEHTOB B
PaMKax BCeI'O MCCJIegOBaHMA M €I'O 2TallOB;

') UelM M 3aladyM UMCCJIeOOBaHMUS;
I) oIMcaHue MCIIOJIb3YEMEIX MaTepMrnaJiIoB M MeTOIOOB VCCJIeIOBaHUM :

OIIMCaHMe MrcCcCJjienyeMoro BelecCTBa (J'IeKapCTBeHHOI‘O Cpe,JICTBa), BKJIIOYA A



CBeIeHMud O ero QUBUUECKUX, XUMUUECKUX, OUOJIOTUUECKUX U
bapMalleBTUUECKUX CBOMCTBAX, COCTaBe T'OTOBOM JIEKAPCTBEHHOW QOPMEHL;

XapakTepucTuka M OOOCHOBAHME TeCT-CUCTEMBl, OTOOPaHHOM IJig
OOKJIMHUYECKUX MCCIIeIOBaHUM;

BUI, BO3PACT, KOJMUECTBO XMBOTHHIX B KaxXIOM TpyIle, I10J, IOoKas3aTellb
MacCcCH TeJla, MCTOUHMK UM THUI KopMma (B Cllydyae MCIIOJIb30BAHUS
O1OJIOTMUECKOM TeCT—-CUCTEMb (XMBOTHLBIX) ) ;

PexuM IOO3UPOBaAHMS, KPATHOCTH M IIYThb BBEIEHUS MCCJeIyeMOI'0 BelleCcTBa
(TexapCTBEHHOT'O CpPencTBa) ;

CXeMa IIpokBeIlleHMA IOJOKJIMHMYEeCKOI'O (HEKJIIMHMUECKOTO) MCCIIeIOBaHMAa
mccJjienyemMoro BemecTBa (HeKapCTBeHHOPO CpeHCTBa);

ONMCAaHME METOIOB CTATUCTUUECKOMU O@paGOTKM Pe3yIIBETATOB,

€) CCHUJIKM Ha PyKoBOICTBa OpraHM3alMM 2KOHOMMUECKOIO COTPYIHMUECTBA
U Pa3BUTHUSA, MHBE OOKYMEHTH 10 NPOBEISHMIO MCCJeNOBaHUM, NPM3HABAEMHE
B TOCyHOapcCTBax-uJjieHax;

X) PesyJIbTaTH :
KpaTKu o0030p Ppe3yJIbTaTOB;
BCHA MH@OpMaHMH M IOaHHEBEIE, INPedyCMOTPEHHEIE IIJIaHOM MCCJIEOOBaAHMA,

IpenocTaBJyIeHMEe pPe3yJIbTaTOB, BKJIOUAsA PaCUETH, KOJMUECTBEHHOE
omnpelesieHre CTaTUCTUUECKOM 3HAUMMOCTHM, obobmanmye Tabiauie (rpadmrkim)
C COOTBETCTBYUEN CTATUCTUUECKON 0OpabOoTKOM M KOMMEHTAPMAMU K HUM;

OLl€EHKa ™’ O6CYXH€HM€ pPe3yJyibTaTOB M BEIBOIEI,

3) BakKJUYeHUe npencraBuUTelId COK c IIPMIIOXEHVIEM CIIMCKa IIPOBEIOEeHHEBIX
MHCIIEKLMM 10 MCCJIeIOBAHUI C YKasaHueM mMx 1naT, OTUueTOB O IIPOBEIOESHHEX
IIpoBepKaxX C yBeIOOMJIEHVEM PYKOBOICTBaA UCCJIeIOBaTEeJIbCKOM na6opaTopMM
M PYKOBOIOIMTEJIA VCCIJIeOOBaAHUMA. B 3akjnUeHUM IJOJIXHO OBITbH YKas3aHoO
IIoaTBEepPXICHNME IIPOBEPKUM M COOTBETCTBMA MCXOIOHEIX ITaHHBEIX MCCIJIEeOOBAHMA
JaHHBIM, COOepXallVMMCHA B 3aKJIDUVMTEJIbHOM OTdeTe,

1) XpaHeHMe (apxXUBUpPOBaHMe) . MecTa xXpaHeHUd IJlaHa, Npob MCCIenyeMoI O
BelecTBa (JIeKapCTBEHHOTO CpelcTBa) U o00paslioB CpaBHEHUS
(KOHTPOJIBHEX OOpa3LoB), IEePBUUYHEIX INAHHBX 3aKJIOUMTEJBHOTO OTUeTa.

VI. XpaHeHMVe IOOKYMEHTOB M MaTepMaJiOB

66. JIOKYMEHTH, MMeEIME OTHOIEHME K MCCJIeNOBaHMUI, JOJIDKHBEI XPaHMTLCH
B apxyMBax B TeueHMEe He MeHee 5 JIeT IocJie OKOHUaHMsa obpalleHus
JIEKAPCTBEHHOTO CPenCcCTBa, €CJM MHOM CPOK He YyCTaHOBJIEH
3aKOHOIATEJIbCTBOM TI'OCYIapCTB—UJIEHOB :



IIJIaH MCCJEeIOBAaHMS, I[IePBUUHBIE HOAHHHE, NPOOH MCCIIeIyeMOoT'O BelleCTBa
(TexapCTBEHHOTO CpelncTBa) ¥ o0paslLoB CpaBHeHUS (KOHTPOJIbHHX
00pas3lloB) U 3aKJIOUUTEJILHEM OTUEeT O KaXIOM MCCJIeOOBaHWUU;

JOKYMEHTEI O IIPOBEIOEHHBIX MHCIIEKUIMAX UM aydIMnMTaXx;,

JOKYMEHTEI O KBaJ'H/I(i)I/[KaLU/IHX, O@yquMM, OIIBITE M IOOJIXHOCTHEIE MHCTPYKLIUM
IIepCoHarla,

IOOKYMEHTE M OTUEeTE 00 MCIOJNL30BAHUM U KAJIUOPOBKEe OOOPYyIOBAHUS;
IOKYMEHTE O BaJIUIALIMM KOMIILIOTEPUIUPOBAHHEIX CUCTEM;

IOKYMEHTH 000 Bcex npemumnmymmx COII;

IOKYMEHTH O KOHTPOJIE COCTOSHMS OKPYXaIel CPeI.

[Ipy OTCYTCTBUM YCTAHOBJIEHHOTO IMEPMONa XPaHEeHMVS IOOKYMEHTOB
OKOHUATEJIbHOE pelleHre O BPEeMeHM XpaHeHMs JIOOLHX MaTepMatioB
MCCJIeOOBAHUS IOOJDKHO OHTH HOOKYMEHTAaJIbHO obopmiieHO. Ecam npoOH
VCIEITYEeMOTO BelleCcTBa (JIEKAPCTBEHHOTO CPEeICTBa) UM KOHTPOJILHEIX
o0pasUoB MM CaMu O0paslUb YTUIMIUPYITCS IO MCTeueHUs TpedyeMoro
nepmona XpPaHeHUd 10 KaKOoV-JMOO NPpUUMHE, B5TO OOJIKHO OBITH
IOKYMEHTAJIbHO OGOPMIIEHO (C yKa3aHMEeM NpUYMH) . [IpoBB MCCIIenyeMoTO
BemecTBa (JIEKAPCTBEHHOTO CPEeICTBA) M KOHTPOJIBHEIX 00pPasLOoB MM CaMu
ofpaslbl IOJIXHE XPaHUTHLCS B TeUueHMe [Iepuola BpeMeHM, I03BOJISKIEeTrO C
yueToM KauecTBa lpenapara IIPOBEeCTU MX OLeHKY.

67. IlaHHBHE, XPaHMMEE B aPXUBaX, IOOJDKHE OBITH UIEHTUOMIIMPOBAHE, UYTO
obyleryaeT yHOpPSAIOUYEeHHOE XPaHeHMEe UM M3BJIeUueHre uHOoOpMaluM.

68. JlocTyn K apxMBaM JOJIDKEH MMETb IIepCOHaJl, YIOJHOMOUEHHBIM
PYKOBOICTBOM. [lepeMeleHMe TaHHBX U3 apXUBa M B aPXUB OOJDKHO THATEJIbLHO
PeTrUCTPUPOBATLCS.

69. Ecnu ucnelTaTesbHas JlabopaTopMsa UM aPXUB MUCIBETATEJIbLHOM
nabopatropumn, paboTanmMi IO KOHTPaKTy, IIpeKpallaeT IesaTeJIbHOCTL UM He
VMeeT IpaBOlpeeMHUKa, apxXMB IOOJDKeH OBIThL IIepelaH B apXMBLE CIIOHCOPOB
VCCJIenOBaHUA (paszpabOoTUuMKOB) .

VII. VHcnekTupoBaHMe. [lpollenyphl KOHTPOJS COOJIIOOEeHUS IPpaBUil

Hanexaumel J1abopaTOPHOM NPaKTUKMU

1. PYyKOBOJICTBO MHCIIEKTUMPOBAHMEM

70. T'ocymapCTBa-4JjieHEH B paMKax HacToAmMx I[lpaBuii:

a) ofecneuMBalT HEMNOCPEINCTBEHHYI OTBETCTBEHHOCTHL OPTAHOB



(opraHMzBanuy) , KOHTPOJMPYUMX BEIIOJIHEHME HacTodAmmx IllpaBumi, 3a
nonfop KBaIMOUMUUPOBAHHEIX KAaIPOB (MHCIEKTOPOB), MMEKIMX HeOOXOIMMEI
TEeXHUUECKUM (HAayUHEBIM) OIIBIT;

6) nydIMKYyROT OOKYMEHTEH, pa3paboTaHHEE B pPa3BUTMUE HACTOAIMX [IpaBuil
B Ipenejlax CBOEM TeppUTOpUM;

B) NyOJUKYIT OOKYMEHTHE O INPOBEHOEeHUM MHCIEeKLMUM, MHCTPYKLUUM,
NIEPUOINYUYHOCTE MHCIEKUMNM UM (MiaM) IpadMKM OPOBEeIEeHMS MHCIEKLMM;

T) oBbMeHMBaKTCAa MHPOPMAlIMEN B OTHOUEHUM CUCTEM KOHTPOJIS COOTBETCTRBUSA
VICTIIEITATEJIbHEIX JlabopaTopuy (mIjomanok) TpeOOoBaHMAM 3aKOHOINATEJbLCTB
TOCYyIapCTB-UJIEHOB C LeJiblo COOJIIOOeHMS HacCTOoAmMX I[IpaBuUJl COTJIaCHO
npunoxeHuin N 8 k HacTosmmMm IlpaBuUiiaMm;

) BeIyT YyUYeT MHCIIEeKLMUM MCHOBTAaTeJIbHEIX JlabopaTopui (M MX CcTaTyca
COOTBETCTBMSA HacToAumMM [IpaBmiaM) M ayIMTOBR MCCIENOBAHUM U NyOJIUKYIOT
nHbopMaumio 06 3TOM B OTKPHTHX MCTOUHMKAX, COIJIACHO HpuJoxeHmio N 9
K HacTodammMm IlpaBuiam.

2. KoHOMIOeHLMaJIbLHOCTD

71. T'ocymapCTBa-4JjieHEH B paMKax HacToAmMx I[lpaBuii:

a) obecrneuuBakRT CODJIOOEeHUME KOHOMUIEHIMAJIBHOCTU HEe TOJIBKO
MHCIIEKTOpamMyr, HO UM IPpyI'VMM JiMiiaMy, JMMERIVMM IOOCTYII K
KOHOMIEeHUIMAJIbHOM MHOOPMALIUMM B PE3YIIETATE OCYIECTBIJIEHUS OeITeJIbHOCTU
10 MHCIIEKTUPOBAHNMIO CO@J’IEO;E[GHM,CI HacCTOAmMX HpaBMJ'I,'

©) obecrneumMBaKT NpPenCTaBJIEHME IIOJIHEIX OTUETOB OO MHCIEKLMAX
VICTIEITATEJIbHEIX JlabopaTopuUy M ayImMTax MCCIIeNOBaHUM, 3a MCKIIIUEeHMEM
OOCTylla K KOMMEPUYECKM BaXHOM M KOHOMIEeHUMaJIbHOM MHOOpMALMM, KOTOPHIM
IPenoCTaBJISETCHA TOJIbBKO YIIOJIHOMOYUEHHBIM OPpIaHaM I'OCyOapCTB-UJIEHORB.

3. IlepcoHan u oOydYeHMrEe MHCIEKTOPOB

72. YIOJIHOMOUEHHEIE OPTaHHE I'OCYyIapCTB-UJIEHOB B paMKaxX HaCTOSUMX
[MpaBum:

a) obecneuMBaKRT HeOOXOOUMOE KOJIMUECTBO MHCIEKTOPOBR IJIS BHIIOJIHEHUA
bapMalleBTUUECKOTO MHCIEKTUMPOBAHMUSA MUCIBEITATEJIbHEX JlabopaTopull B
paMKax cobJioieHusa TpeboBaHUM HacTodAmMx lIpaBuil;

©) obecrneumuBaKRT HeOOXOIUMYH KBaJIMOUKALIMIO UM OOydeHMEe MHCIEKTOPORB;

B) TapaHTUPYT OTCYTCTBME OMHAHCOBOTO WM IOPYIOI'O MHTEpeca Yy
MHCIIEKLMOHHOTO IE€pCOoHajJla, BKJIOUAas DKCIEPTOB, padboTammmx I10
KOHTPAaKTY, IIPU MNPOBEINEeHMM MHCIEKLUM MCIBETATEJIBHHX JadopaTopum uim
ayouTa MCCJeloBaHMUM, a TakxXe y KOMIIaHUM, CIOHCUPYIIMUX TaKue



MCCJIegOBaAHMS;

T') ofOecHneuMBaKnT MHCIEKTOPOB HEOOXOIMMEIMM CPEACTBAMM UISHTUOMKALIMN
(HanpuMep, YIOOCTOBEPEHUEM) .

73. Tpe6yeMoe KOJIMYeCTBO MHCIIEKTOPOB 3aBUCUT OT:

KOJIMUYEeCTBa 3aIOeMCTBOBAHHBIX MCIHBITATEJILHEIX JIabopaTopuy B CUCTeMEe
KOHTPOJIA COOTBETCTBMSA MCIETATEJIbHEX JiabopaTopull ([IJjowalok)
TpeOOBaHMAM BaKOHONATEJIECTBA I'OCYyHapCTBa-—-4ieHa C LeJbln COOJIIISHUA
HacToauux Ilpaswi;

IIeprMoOIMYHOCTNM OLUEeHKNM CTaTyCa COOTBETCTBMA MCIIBEITATEJIbHBIX nat‘)opaTopMﬁ
HacCTOoAmVM HpaBMHaM;

KOJIMYECTBA ¥ CJIOXHOCTU UCCIEOOBAHUM, MNPOBOIUMLIX MCIBITATEJbLHEMA
nabopaTopmUsaMH;

KOJIMUEeCTBa CIlelMaJlbHEX MHCIIeKLIUN MJIN ayInmToB, IIPOBOIMMEIX ITO 3allpOCaM
YIIOJIHOMOUEHHBIX OPI'aHOB.

74 . VHCcHeKTOpaMM MOTYyT OBITh:

aylla M3 YMCcJla HOCTOSHHOTO ITaTa YHNOJHOMOUYEHHOTO OpraHa WM
bapMalleBTUUECKOTO MHCIIEKTOpaTa;

Julla M3 UKcjla NOCTOSHHOTO HmTaTa opraHa, paboTanlero He3aBMCUMMO OT
YIIOJIHOMOUEHHOTO OpTaHa;

nuila, HaHSATBHE YIIOJIHOMOYEHHEM OPT'aHOM I10 KOHTPaKTy MUK IPpYyT'MM oBpas3oM
IJIS TNPOBeJeHMS MHCIEKLUM MCIBTATEeJIbHEX JiabopaTopuM MM ayIuTOB
MUCccJIegoBaHUM .

B nocjyemHuMx 2 ciy4dasx YIIOJIHOMOUEHHEM OpI'aH HEeCeT MCKJIIOUMTEILHYIO
OTBETCTBEHHOCTEL 3a OIpelleJIEHME COOTBETCTBUS MCIHETATEJIbHEIX
nabopaTopun TpeboBaHMAM HacToOAmMX [IpaBuil, KadecTBO (IIPMEMJIEMOCTH)
ayouTa MCCJieNoBaHMA U 3a Jiobbe IeVCTBMS, OCHOBAaHHBIE Ha pe3yJibTaTax
MHCIIEKLUM MCIBEITATEJIbHEX JiabopaTopui UM ayIuTOB MCCIIeIOBaAHUM.

75. VIHCIEKTOPEL OOJDXKHEL MMETh HeOOXOIOMMEIE KBaNMOUKALMIO M NPaKTUUECKUN
ONHIT B pPsAlle HAYYHBEIX IOUCLUIIJIMH, MMEKIMX OTHOIEeHMEe K MCCJIeOOBaHMAM
XUMMUECKMX COEeIMHEeHUM (BKJOUAsS JIeKaPCTBEHHBIE CPelCcTBa) . B pamMkax
B3aMMONENCTBUSA YIIOJIHOMOUEHHEE OPI'aHb I'OCYHapCTB-UJIEHOB:

JOTOBaApPMBAKTCA O COOTBEeTCTBYKIEM O6yquI/H/I MHCIIEKTOPOB C Yy4UeTOM
VMHIOVIBVIIOY aJIbHBIX KBaJ’IM(i)MKaL[MIZ 1 OIIEITa;,

IIPOBOIOAT KOHCYJIBTALIMM, BKJIIOUWad B COOTBETCTBYKIMX CJIydadX COBMECTHEIE
o@yqalou.u/{e MEPOIIPUATMA C IIePCOHaJIOM YIIOJIHOMOUWEHHEBEIX OPI'aHOB IOPYyIMX

I'OCymapCTB—4YJIECHOB C L&JIBIO conemcTBUs MeXﬂyHapOﬂHOI\/JI COIJIaCOBaHHOCTU
B MCTOJIKOBAHUNM UV IIPVMMEHEHUNM IIPUHIMIIOB HaCTOAIMX HpaBr/m, a TaKXxe IIpun
Inpouenype MHCIEeKTVMPOBAHMA UX cobJioneHms .



4. CucTeMa KOHTPOJIS COOTBETCTBUSA MUCIBTATEJILHEIX JlabopaTopuin

Tp@@OBaHMHM 3daKOHOIATEJIECTB I'OCyIapCTB—4YJIEHOB

76. llpyuMeHeHMe MNPUHIIMUIIOB HacToAmMx [IpaBuMil K JaHHBIM 10 ODe30MNaCHOCTU
JIS 3J0POBbS M OKPyXallelW cpelbl, COOpaHHBM B PEeTyJISTOPHBIX lLeJsax,
OOJIXKHO OBITE oOOg3aTesibHBEM. HoJKeH OBITh paszpaboTaH MexXaHM3M, B
COOTBETCTBUM C KOTOPHIM MCIEITATEJIbHEE JIabopaTopuUM MOTYT
bYHKUMOHUPOBATE B COOTBETCTBUM C HacTogmMMM I[lpaBuUjlaMM, U KOTOPHIM
IpoBepsaeTCsS COOTBETCTBYIOUMM YIIOJIHOMOUEHHEIM OPIT'aHOM.

77. VHCNeKTUPOBaHMe COOJIOOEHMS HAaCTOSAIMX [[paBUII NPOBOOUTCS B PaMKax
bapMaleBTHUECKUX MHCIEKLNWY, OPelIyCMOTPEHHEX MEeXIyHAapOoIHEMN
IOTOBOPAMM M aKTaMM, COCTaBJAomMMM Ipaso Con3a, M NpelHABHAUYEHO IJIid
IokKazaTeJbCTBA TOT'O, YTO MCIHTATEJILHEE JIabopaTopUM MIPUMEHSIIOT
HacToamye [IpaBuila IpM NIPOBEeOeHUM UCCIIEeNOBaHUN 1 MOTYT I'apaHTUPOBAaTh,
YTO TOJIyUeHHBIE JaHHBE KVMEKT COOTBETCTBYyWIEee HOpPpMaM KauecCTRBO.

78. TocymapcTBa-udjieHb NOYONMKYIT MHOOPMALMIO O CHUCTeMax KOHTPOJIS
COOTBETCTBMSA MCIBITATEJILHEIX JlabopaTopuy (IJIoWamoK) TpeOoOBaHUAM
3aKOHONATEJIbCTB I'OCYyIapCTB—UJIEHOB (Iajlee — CUCTeMa KOHTPOJIS) C LeJlbio
coOJyOeHMa Hajiexalley Jj1abopaTopHOM NpaKTukKM. Taxkasa MHOopMalumsa
IOOJDKHA, B YaCTHOCTM, ONpelesiaTh oObeM M MacuTad CUCTEMHE KOHTPOJISA.

CucTeMa KOHTPOJISA COOJIOIEHMSA Hamjexamey J1a®opaTOpHOM MPaKTUKM MOXET
BKJIOUATH TOJIBKO OTPAHMUEHHOE KOJIMUECTBO MCCJIeIyEMHX BENECTB
(JlekapCTBEHHEIX CpencTnB) . OOBEM MHCIEKTHMPOBAHMUSA INOJIXKEH OBITH
ompeneJjyieH C yYeTOM KaK KaTeTOopUM JIEKAPCTBEHHHIX CPEelCTB, TaK ¥ BUIOB
MCCIIeNOBaHUM, NPOBOIOVMHEIX B OTHOWEHUM VX, HaANpuUMep, ouanueckue,
XUMUUYECKME, TOKCUKOJIOTUUECKME U (MJIM) DKOTOKCUKOJIOTUUECKUE .

79. CucTeMa KOHTPOJA COOJIOOEeHMS HaIJexaley JiabopaTopHOM MNPaKTUKM
BKJIOUAET:

a) MnoJyioxeHus OO MHCHEKUUSX MCIBITATEJbHBX naGOpaTopMﬁ. STY MHCIIEKLUUMU
BKJIOUAIT MHCIEKLUUM OOIMEeTro XadpakKkTepa M ayAdnTeL MCCH@HOBaHMﬁ, TEeERKYyIIMX
Wil 3aBEPUEeHHBIX,;

©) [OJIOXeHMSA O CIelLMaJIbHEX MHCIEeKLMSAX MCIBTaTeJIbHEX JlabopaTopui
(ayouTax MCCJIemoOBaHMM) IO 3aNpoCcy YIOJHOMOYUEHHOT'O OopraHa (HalpuMep,
IPOBOOMMEE II10 3alpOoCy II0CJe NPelOoCTaBJIEHMS HOAaHHBEIX B YIOJHOMOUEHHBIN
opraH) ;

B) yKasaHue Ha MEeXaHU3MH, B COOTBETCTBUM C KOTOPHMM MCIIETATEJbHHE
mabopaTopuUM BKJIIOYATCS B CUCTEMY KOHTPOJIS;

T') T[OJIOXEeHME O MNPemoCTaBJIeHUM MHOOPMALMM O KATEeTOPUSX MHCIeKLMUNA
VCIIEITATEJIbHEX JlabopaTopuy (ayIuTax MCCJIeIOBaHUM) ;

o) YKasaHMe Ha IIOJIHOMOUYNMA MHCIIEKTOPOB B OTHOIEHMM MX HAXOXIEHMA B
UCIIEITaTeJIbHOM na@opaTopMM 1 OOoCTyIla K IOaHHBEIM, ABJIAKIVMCSHA



COOCTBEHHOCTBI0O MCHEITATEJILHOM JlabopaTopum (BKJoUas obpasursl, COII,
OOKYMEHTAaLUMo M T.O.);

€) OoIMCaHMe TMPOLEenyp MHCIEKIUM UCIHTATEJIbLHOM JJabopaTopuM U ayIMTOB
VCCJIeIOBaHUA IJIS INOIOTBEePXIeHUSa COOJIIIeHMS HacToAmmMx [IpaBuil.

HoJrxHEI OBITH ONMCAHEBEL IIPOLIEOYPH, KOTOPHE OyIyT MCIOJIB30BAHH IJIS
VBYYEHVS OPTAaHM3ALMOHHEIX IIPOLIECCOB UM YCJIOBUM, B COOTBETCTBUMU C
KOTOPBIMM MCCJIENOBAHUA ILJIAHUPYITCHA, IPOBOLOSTCS, KOHTPOJIMPYIOTCS U
perucTpupynnTcsa. TpeboBaHMSA K TakMM OPOLEeOypPaM M3JIOXKEHHE B pa3nejax
6 - 9 yvactu VII nHacroammx lIpaBui;

X) OINMCaHMe IOEeVCTBUNM, KOTOPBEE MOTYT OHTbH NPEeNIPMHATH IIOCJIE
IpOBENEeHMs MHCIEKLUMM MCHOBTAaTEeJIbHEX JIabopaTopull M ayOUTOB
MCCJIeqOBaHUM.

5. llocrnenypomye OEeMCTBUA IIOCTE InIpoBeeHMA VHCIIeKLUUMN

VCIIBEITaTEeJIb HEIX na60paTopMﬁ n ayInToB UCCIIegoBaHuUM

80. TlocJie 3aBEpPIIEHMS MHCIEKUMM MCHBITATEJIbHEX JlabopaTopuy M ayauTa
MCCHGHOBaHMﬁ MHCIIEKTOP OOJIXEeH IIOOI'OTOBMTL OTUEeT O pe3yjibTaTaX B
NIMCbMEHHOM QOopMe.

81. T'ocymapCTBa-4JIeHH IPEeNIPMHMMAKT IOeVCTBUSA IPpU OOHAPYXEHUMU
HEeCOOTBETCTBUM HaCTOAWLVM HpaBMﬂaM B XOme WM IIOCJIe IIpOoBeIlcHIMA
MHCIIEKLUMM MCIBTATEJILHEX JIabopaTopuil MM ayIuTa MUCCIeIOBaHUM.
COOTBGTCTBV@MMG HeﬁCTBMH ITOJIXXHEI OBITH OIIMCAHBL B IJOKYyMEeHTax OpI'aHa
(opraHmMzBauMmM) , OCYUECTBJISKIETO MHCIEKTUPOBAHUE.

82. Ecam B XOIe MHCIEKUUM MCIHTATEeJIbHOM JjlabopaTopuM MM ayIauTa
MCCJIeOOBaHUY ODOHAPYXEeHH HEeCOOTBEeTCTBMSA HacToAmmM [IlpaBuiaw,
kJIaccubmumpyemele Kak "cepwbesHee" wunm "npoume" <1>, umcHOelTaTeJbHAAd
JabopaTopusa OOJDKHA YCTPAHUTL TakKMe HEeCOOTBETCTBMUA. VHCIEKTOP BIpake
B OT'OBOPEHHOE BpPEeMS BEPHYTbLCS B MCIBTATEJBbHY JjlabopaTopHuio U
IIPOBEPUTL BHECEHME U3MeHEHUN.

<1> B HacTosmux [IpaBuijlax MCIOJb3YITCS KJIaCCUOUKAILIMOHHBEE MNONXOIBE K
BEIABJIEHHBEIM HECOOTReTCTBMUAM ("kpurtnuueckue", "cepweszHee" u "npoume"),
YCTaHOBJIEHHBEIE IIpaBUJlaMM NPOBEeHOeHUS QapMalleBTUUYECKUX MHCIEeKLUM,
yTBEepXIaeMeMM EBpPasuMCKOM DKOHOMMYUECKOM KOMMUCCUEMN, C y4deTOM UX
IIPUYMEHEHMS B OTHOUEHMM OLEeHKM Oe30MNaCHOCTM M3ydaeMoI'o OOBeKTa.

83. IIpu OTCYTCTBMUM HECOOTBETCTBUM MJIM IPU BLBIABJIEHUM TOJIbBKO "MNPOoUumMx
HeCOOTBeTCTBUM" YIOJIHOMOUEHHE OpITaH:

a) BHIOAET 3aKJIOUeHMe O TOM, UYTO UNCIIEITAaTEJIbHAA na6opaTopMH
IIPOMHCIIEKTUPOBaAHA M €& OedTeJIbHOCTE COOTBETCTBYEST HACTOAIMM



MpaBmiam. JIOJIXHE OBITH yKasaHbB IOaTa I[IPOBEeIeHMS MHCIEeKUUM UM B
COOTBETCTBYNIMX CJIydasx KaTeTropus IPOBEIeHHOT'O MCCJIeJOBaHMUS B
UCIHTATENILHOY JlabopaTopuM Ha OAaHHBEIM MOMEHT. OTM 3aKJIOUEHMUS MOTYT
OLHITH MCIIOJIbL30BAHE IJIS MIPeOoCTaBJIEHUS MHOOPMALUMM B YIIOJIHOMOUEHHEE
OpTaHH OPYIUX TOCYyIapCTB-UJIEHOB;

6) npemocTaBJigeT B YIOJIHOMOUEHHB OpIraH, [0 3alpocCy KOTOPOIT'O OBII
NpOoBENeH ayIUT MUCCIEeNOBaHMus, MNOIPOOHEI OTUeT O pe3yJibTaTax.

84. Ilpu BHABJIEHUM KPUTUUECKUX HECOOTBETCTBUNM INeMCTBUL,
IpennpMHUMaeMEEe OPTaHOM IO KOHTPOJIO COOJIIOOeHMS HacToAmmx I[lpaBui,
3aBUCAT OT KOHKPETHHX OOCTOATEJIbCTB KaxXIOoI'o CJlydyas U IIPaBOBBIX WU
AIOMUHVCTPATUBHEIX INOJIOXEHMM, B COOTBETCTBUM C KOTOPEMU OBl YTBEPXIEH
KOHTPOJIb COOJIOOEeHMSa HacToAmux lIpaBuijl B IocylapcTBe-ujieHe. B
YaCTHOCTHM, MOTYT OBITbH NPEONPUHSATH Cllelyllye OeVCTBUS:

a) BHIaAYa 3akKJIOUEeHMS C ONMCaHMeM OOHapPYXEeHHHX HEeCOOTBETCTBUM MU
IIOTPEUWHOCTEN, KOTOPHE MOT'YT IOBJMATE Ha NOCTOBEPHOCTHL MCCJEeOOBaHUM,
IPOBEIEHHEX B MCIBTATEJILHOM J1abopaTopuu;

0) BHDAYA PEeKOMEeHIalMM B YIIOJIHOMOUEHHHM OpI'aH, YTO MCCJIemoBaHUe
IPM3HAHO HeJIeMCTBUTEJIbLHEIM;

B) BPpeEMeHHOEe IIpeKpalleHMe IIpoBeleHNA MHCHeKuMﬁ VICIIBITaTeJIbHBIX
JadopaTopuM UIM ayOUTOR MCCJIENOBAaHUNM B MCIHTATEJILHOM jlabopaTopuu 1,
HaIpuUMep, M eCJIM 2TO BO3MOXHO C aIMUHUCTPATMBHOM TOUKM 3BPEeHUH,
yIOaJIeHME MCHOHTaTEJIBHOM JIabopaTopuM M3 CUCTEMEl KOHTPOJSA COOJIIOSHUA
HacToamux IllpaBui JImbO M3 JI0OOTO CIOMCKA MM peecTpa MUCIETAaTeJIbHEX
mabopaTopuit, NOOJeXallMxX MHCIEKLMAM COOJIoOeHMSA HacTosammx [IpaBuil;

) TpebOoBaHME BKJIIOUEHMS B OTUeT OO0 MCCJIeIOBaAHUM 3BaKJIIOUEHUS C
IOOPOOHEIM ONMCaHMEM HeCOOTBETCTRBUIM;

I) IOEeUCTBUA B cyne, €CJIiM BO3HUMKAKT TaKNe obcTOoATENBCTRBA U IIPaBOBEIE
(aﬂMMHMCTpaTMBHHe) Inpouenypel 3TO OOIIYCKAKT.

6. OfmMe NPMHUMUIIE MHCIEKTUPOBAHUSA

85. VMHCIOEeKLMM Ha COOTBETCTBME HACTOSAWMM [IpaBujlaM MOTYT MHPOBOIUTHLCSH
B JIIOOOM MCIIBITATEeJIbHOM JlabopaTopmuu, MU3yUakllel ITaHHbEle O 0e30MNaCHOCTU
IJIS 3IOOPOBLS M OKpyXamlel cpelbl B PeryJsaTOPHHEX Lejsgx. MoryT
HOTpG@OBaTbCH MHCIIEKTOPH IJId ayInMTa IOaHHBIX B OTHOUWEHUMN @MSMH@CKMX,
XVIMMYECKMX, TOKCUKOJIOIMUECKNMX CBOMCTB BemeCTBa WMIJIM IIpelriapaTa. B
HEKOTOPHIX CJIyuasiX MHCIEKTOPaM MOXeT nmoTpefoBaThbCsa MOMOUBb DKCIEPTOB
B OIlpeleJIeHHBEIX IUMCLHUIIJIMHAaX.

86. B CBA3M C MMEOIVMMUCH Pa3JIMUMAMM MUCIBEITATEJIBHEIX JlabopaTopmit (kKak
IO IJIAHVWPOBKE, TakK U 10 CTPYKType YHNPaBJIEHMS), a TakKxXe pa3JIMUdHBEIMU
BUIOAMM BHINIOJIHSEMEIX MCCJIeIOBaHUM, C KOTOPBIMU CTaJIKMBAKTCS
MHCIIEKTOPH, MM HeOOXOIOVMMO MCIIOJIbE30BATEH CBOE CYXIEHMEe IOJiS OLeHKU
cTeneHm 1M oO6beMa COOTBETCTBMA HACTOAIMM [IpaBuiiaM. VMHCIEKTOPH MOJIKHE



CTpeEMMNTBECHA K IIPVMMEHEHUIO ODOBEKTUMBHOI'O ImogxXona IIpM OLIeHKe KOHerTHOﬁ
MCIBITATEeJILHOM na@opaTopMM I MCCJiengoOBaHMA, IOOCTUMXEHUMA
COOTBETCTRBYIUETO YPOBHS COOJIOISHMS KaxIoT'o NPMHLIMIIA Hamjexallemh
nTabopaToOpHOM MNPakKTUKU.

87. VHCHEKTOPH HEe IOJIKHH M3yUaTh HAYUHYID CTPYKTYPY MUCCIEIOBAHMUS WUIIU
OOBSICHEHME PesyJIbTATOB B OTHOUEHMM PMUCKOB IJIS 3OO0POBLS UeJIOBEKAa UK
OKpyXawler Ccpelbl. OTM acCleKTH PacCMAaTPMBAKRTCS YIOJHOMOUYEHHBMM
opraHaMM (BKCIEPTHHMM OPTAaHU3ALUSIMHA) .

88. MHCHeKUMM MCHBITATEJILHEIX JIabopaTopuy M ayIUTH MCCJeNOBaHUM
Hers0exXHO HapylalnT MCCJelOoBaTeNIbCKyln paboTy. VHCIEKTOPH OOJIKHEI
OCYHECTRBJISATHE CBOK paboTy IO CTPOTOMYy IIJIaHy C y4YeToM (IpM HaJluuuu
HeOOXOOMMEIX PEeCypPCOB) NPEeNJIOXEHUM YIpaBJAoIEero IepCcoHala
VCHOBEITATEJIbHOM JlabopaTopuM B OTHOWEHUMM BPEMEeHM I[IOCelUleHUS
ONpeneJIeHHEX IIJIOMANOK MCHIHTATEJIbHOM JabopaTopun.

89. B TeueHue NPOBENEeHMS MHCIEKLUMM MCIOBTATEJILHEX JlabopaTopuil u
ayIMTOB MCCIEIOBAHUM Yy MHCIEKTOPOB IOJIXEH OBITH IJOCTYI K
KOHOUIOEHUMABHOM KOMMEePpUEeCK) BaxHOM MHbOpMaLMKM. BaxHO IapaHTUPOBATH
TOoT hakT, UTOOE 3Ta MHbOOpMaLMA ObLIAa HOCTYIHA TOJBKO YIIOJHOMOUEHHOMY
nepcoHany. OBg3aHHOCTM TepcoHajla MO 3TOMYy BOMPOCY ONPEelNesisSinTCd
CHUCTEeMOM KOHTPOJIS COOJIIOeHMS HACTOAMMX I[IpaBuil.

7. Ilpouenyphl MHCIEKLMWM MCIBEITATEJIBHEX JiabopaTopuit

HpenBapMTeanaH VMHCIIEKLI A

90. Lesp - NO3HAKOMUTH MHCIIEKTOPA C MUCIHTATEJILHOM JiabopaTopuelnt,
KOTOpas MOIOJEeXUT MHCIEKIVM Ha NpelIMeT CTPYKTYPH YyIpaBJIeHUS,
dM3MUeCKOTO PACHOJIOXEHMS BIOAHUM UM BUIOOB IIPOBOIMMEIX MCCJIENOBAHUM.

91. llepen NpoBeeHMEM MHCIIEKIUY UCIETATEJIEHOM JJabopaTopUM UK ayauTa
MCCJIeNOBaHUSA MHCIEKTOPH IJOJIKHH O3HAKOMUTBLCS C MCIHTATEJIbHOM
JnabopaTopuelr, NoIOJjiexalley MHCIeKTUPOBaHMI. HeoOXOonmuMMo MIYyUMTh BCIO
CylHecTBYyKIYyn MHOOpMalLM OO MCHOBITATEJIbHOM JlabopaTopuu, K KOTOPOM
MOTYT OTHOCUTBCSA OTUETH O MNPEeIHOYyIIMX MHCIIEKUMUAX, I[1JIaH [IOMeIeHUM
UCHHTaTEeNbHOV JJabopaTopun, CTPYKTYyPHas cxXema opraHM3aluum, OTUeTH 00
VCCJIeIOBaHUAX, IIPOTOKOJIEI MCCJIEOOBaAHUM UM pesiMe IIepcoHajla. B Takux
IOOKYMEHTAaX IOJIDKHA COIepXaTbCs cjenyomas MHopMallMsd :

a) BUI, BeJIMUMHA UM PACIIOJIOXEHME IIOMEIEeHUN MUCIHTAaTEeJIbHOY JJabopaTopun;
0) PAO UCCJIeOOBaHMY, KOTOPBIE MOTYT OBTE IIPOBEPEHE BO BPpeMS MHCIEKILIUN;
B) CTPYKTypa yOPaBJIEHMS MCHOBETATEJIBHOM JjlabopaTopuen.

92. VHCHOEKTOPH HOOJIXKHEI OTMETUTbH HEIOCTATKM, BHISABJIEHHEE NpPeblIyUMMU

VMHCIIEKUMAMU UCIHTATENILHOY JJabopaTopumr. B cliydyae eCJiM B UCIHHTATEJIbHOM
nabopaTopuUM paHee He MNPOBOIMIIMCH MHCIEKUUM, IOJIS IOJIyUeHUS



COOTBETCTBRYyIEN MHOOPMALUU MONYyCKaeTCs MNPOBeleHVe TNpeaBapuTesibHOM’
VHCTIeKIUN .

93. IlepcoHaJj MCIBHITATEJbHOM JabopaTopmu HeOOXOIMMO IIOCTaBUTL B
MB3BECTHOCTHL O IaTe UM BPEMEHM Ipres3la MHCIEKTOPpa, BPEeMEHU eTo
IIOCENEHUA U MNPOHNOJIXMUTEJILHOCTHU NpPebbrBaHMsa B 3OaHUM. ITO IIO3BOJIUT
IepCcoHally HOOTOTOBUTL HEeOOXOIMMEIE IOKYMEHTHI. B Tex ciiyyasx, Korma
VHCIEKUMM [OIOJIEXAT ONpPeleJIEeHHEE NOKYMEHTH M 3alucu, LejieCcoofpasHBEM
OyneT NoCTaBUTH OO 2TOM B M3BECTHOCTHL MCHBITATEJIBHYIO JlabopaTopMio
3apaHee IO Hauajla NPOBEPKM, UTOOH 3TM IaHHHE OBUJIM NPEelOCTAaBJIEHH 0es
IPOMEIJIEHUSA B TEUYeHUE IPOBEINeHUS MHCIEKUUM MWCIETATEbHOMU
nadopaTopun.

KOH@GpeHuMH B HadaJie MHCIIEKLIUM

94. lenb — NpouHOOPMUPOBATL PYKOBOIMUTEJIEM UM IIePCOHAJI MCIHTAaTEeJIbHOM
nadopaTopuu O IPUUMHE TMPeICTOSAlEV MHCIEKUUY MCIBTaTEeJIbHOM
JadopaTopun U ayIouTe MUCCIJEeOOBAaHMSI, ONpelesMTh I1JIouanki
VICIIEITATEJIbHOM JlabopaTopuUM M MCCJeloBaHMsa, BHOPAHHBEE OJIS ayauTa,
IepcoHajl M JOKYMEeHTHl, 3aJIelCTBOBAHHEIE B IIPOBEPKE.

95. B HauaJle NOCeUleHUS MUCIBTATEeJIbHOM J1abopaTopUM C PYKOBOIUTEJISAMU
VICTIEITATEJIbHOY JlabopaTopuy HeOoOXOoIMMO OOCYIUThH aIMUMHUCTPaTUBHEE U
NpakKkTHUyYeCKMe MOMEHTE MHCIEeKLMM JabopaTopuM M ayIuTa MCCJIeIOBaHMA.
B Hauvajsie KOHOQEPEHLUM MHCIEKTOPBl IOOJIKHEL:

a) pacckKazsaTb O LeJiM U1 Macmrabe IIPOBEPKM,

©) omnmcaTh OOKYyMeHTaluio, KoTopas OyrmeT HeoOxoImMMma IJisS MHCIEeKLIUMU
VICTIIEITATEJIbHOM JlabopaTopuM, HAIpUMEpP, [NepedeHb TeKYIMX M 3aBepUEeHHBIX
MCCJIegOoBaHMM, ILJIaHH muccjaemoBaHwmii, COII, oTueTh 00 MCCJIeIOBAHUAX U
T.O0. Ha »sTOoM cTamuM HeOOXOIOMMO COIJIAaCOBATh BONPOC IHOCTyIa M IIpHU
HeOOXOOMMOCTM HOOTOBOPUTHECS O KONMPOBAHMM COOTRBETCTBYIOIMX
OOKYMEHTOR;

B) BHEACHUTH MM 3alPOCUTh MHOOPMALMUIO O CTPYKType YIpaBJIeHUS
(opraHmMzBanuM) M IepCOoHajle UCHBITATEJIbHOM JlabopaTopuM;

') 3a0pPOCUThL MHOOPpMALMI0 O NPOBEISHUNM MUCCIJIeNOBaHMUM, He NOOUMHILIMUXCS
IPUMHLMIIAM HacToAmMx [IpaBuil, B IOMEUEHMAX MCIBTAaTeJIbHON JabopaTopun,
B KOTOPHIX NPOBONATCS HOOKJIMHMUECKME (HEeKJIMHMUECKME) MCCIJIeNOBaHUS;

I) OCYUEeCTBUTL IIepBOHAUYAJILHOE OlpeleljieHMe OTIEeJIEHUM MCIHTATEJIbLHOM’
nabopaTopun, HOoOJIeXallMx MNPOBEepPKe B XOIe MHCHIEKLMUM;

e) omnmMcaThb OOKYMEHTH U oDpaslibl, KOTOphe OyIOyT HEODXOOUMEl OJIS TEeKYIMX
Y BaBEPIUIEHHBIX MCCJIeNOBaHMUM, BHOPAHHHX IJId ayIuTa;

X) nM3BEeCTUTE O IIPOBEeICHUUN BAKJIOUMTEJILEHOM KOH@GPGHHMM B KOHIE
MHCIIEKLI UM .



96. Ilepen NPOIOJIXEHMEM MHCIIEKLMM MCHIHTATEJIBHOM JlabopaTopumn
VHCIIEKTOPY CJIeOAyeT YCTAaHOBUTH KOHTAKT CO CJyxDol obecredeHusd
KauecTBa MUCHHITATEJIEHOM JlabopaTopuu.

97. llpu DpoBeleHUM MHCIEKUUM UCIHTATEJbHOM JJabopaTopmun ODMENPUH I TEM
IpaBUJIOM SABJISETCSH COIPOBOXIEHME MHCIEeKTOPpOoB paboTHMkoM COK.

98. MHCIHEKTOPH MOT'YyT INOTpeOOBaThb OTHEJIbHOE IIOMelleHMe OJIS NPOBEepKU
IOKYMEHTORBR U OCYUWEeCTBJIEHUSA OPYIUX IOeMCTBUN.

VMHCcnexkumsa OpTraHM3allMy M IIepCOHalla

99. lLesnb - OINpPenNesUTh: HaJlMuMe HOOCTATOUHOT'O KOJIMUEeCTBAa
KBaJIUOUUMPOBAHHOTO [IepCoHajla, KaIpPOBHE PEeCypPCH, MHOPACTPYKTYPY IJisS
IPpOBENEHUSa PAalJIMUHEIX MCCJIEeOOBaHUM; COOTBETCTBME TpeOOoOBaHUAM
OPTaHM3ALUMOHHOY CTPYKTYPH; NOJUTUKY B OTHOULEHUM OOYUEeHMS UM KOHTPOJIS
3a COCTOSHMEM 3I0POBbLA IIepCOHAaJla, COOTBETCTBYKIIYID TPOBOIMMEIM
MCCJIeOOBaHMAM B MCIBITATEJILHOM JlabopaTopuiu.

100. PyxOBOOCTBO MCHEITATEJILHOM JlabopaTopMM HOOJIKHO NPeICTaBUThH
crlenyommMe NOKYMEeHTH :

a) IIJIaHbBl 3IOaHUAg;

0) CcxeMbl HAy4YHO-MCCJIENOBATEJNILCKOM OpTraHM3aluuM M aIMMHUMCTPATUMBHOIO
yIOpPaBJIEHMS MCHBITATEJILHOV JlabopaTopuu;

B) pes3ioMe COTPYIOHMKOB, 3aIeVCTBOBAHHEIX B MCCJIeIOBaHUAX (BHOpPaHHBIX
oJsa aynomra) ;

T) IIepedeHb TeKYyliMX M 3aBepPlIeHHEBIX MUCCJIeIOoBaHU C YKasaHMeM
MH(I)OpMaLU/H/I O BUIOe MCCJIeOOBaHMA, OaTaX HadaJla M 3aBepleHNrHd,
TECT-CHUCTEME, criocobe IIPVMMEHEHVA MCCJIeOyeMOI'O BelleCTBa I (l)aMMJ'H/H/I

pykKoBOOMTEJIA MCCJIJIEeOOBAHMA,

II) OOKYMEHTH, yCTaHaBJIMBAKLIME [OJIMTUKY KOHTPOJIS COCTOSHMS 3I0POBbLA
rnepcoHasna;

e) omnmcaHue paGOTI::I IIepCoHajtla, IIPOI'PaMMEL O@yquMH IIepCOHajJla M BCe
HeOoOXOOMMEIE IJOKYMEHTEL;

x) nepeueHb COIl McHBITATEJILHOM JlabDopaTopuM;

3) cneuwbw«lecm/fe COIl, wmMeplMe OTHOUWEHME K MCCJIeJOBaHUAM U
InpouenypaM, KOTOPEIE IIPOXOIOAT MHCIIEKLMIO M ayInuT,;

M) CHUCOK PYKOBOIOMTEJIEV MCCJEeIOBAaHMS U CIIOHCOPOB, MMEKIMX OTHOUEHM e
K ayOuTy MCCIeIOBAHMUHA.

101. VHCHOEKTOpP HOOJIKEeH INPOBEPUTL B YACTHOCTH:



a) IIepedeHb TeKyliX M 3aBepPIIeHHEBIX I/ICCJ'Ie,I[OBaHI/Iﬁ 0JId OIllpeneJIeHNA
obweMa paboTH, NPONeJIaHHOV MCIHBITATEJIbHOM JlabopaTopuen;

©) damMmiamio, MM, OTUECTBO (IPpM HAJIUUMM) U KBaAIMOUKALIMIO PYKOBOOUTEJIA
uccyenosaHusa, pykosomuTesia COK m mgpyroro nepcoHalsya;

B) Haauuue COIl mJjig BCeX COOTBETCTBYKIMX OOJIaCTEV TPOBEPKM.
VMHCIexuMsa HOPpOoTrpaMMel oBecreueHrs KadecTBa

102. lenp - ONpenesiMTb COOTBETCTBUE METONOB oODecClleueHMs KaudecTBa

IPOBOIMMEIX MCCJIEINOBAHMM IMIPMHUMIIAM HacToAmMxX [IpaBUil.

103. PyxoBomuresb COK moxaseBaeT CUCTEMEl M CHOCOOH nporepku COK u

KOHTPOJIS MCCJIeNOBaHMUM, a Takxe Croco® perucTpauum HaOJOIeHUM B

TeueHMe KOHTpPpoJa COK. MHCIEKTOPH IOOJIXHBE MNPOBEPUTH :

a) kpanuomkauMo PYKOBOOUTEJIS M Bcero nepcoxHajsa COK;

©) HeszaBuUcuMOCTb paboTel COK oT mepcoHajla, 3aleliCTBOBAHHOTO B
MNCCJIeOOBAHUAXK ;

B) XapakTep IJIaHMPOBaHMA M OpoBeneHmsa uHcHekUur COK, KOHTPOJIb
KPUTUUECKMX D3TAallOB MCCJIeOOBaHMA, MMEIMeCd B HaJIWUMU PEeCYPCH OJid
npoeeneHusa uHcnexkuuy COK M MOHMTOPHUHTA;

T') eCcyM MCCJIeODOBAHUA HENPONOJIXMTEJIBHEIE M KOHTPOJIb KaXIoI'O
MCCJIeHOBaHMSA HEBO3MOXeH, - HaJlMuMe OOT'OBOPEHHOCTM O IIpOBepke Ha
BEIDOPOYHOM OCHOBE;

o) mMacmrad u ayObrMHY MOHUTOPMHIA NPAKTUUECKMX BTAloB UCCIEeOOBaHMUS;

e) MacuTadb M nJyOMHY MOHMTOPMHI'A CTAHIAPTHBEIX ONepalMl UCHETATEJIbHOM
nabopaTopumn;

x) npouenypel COK npy NpoOBEpKe 3aKJIUMTEJIEHOTO OTUeTa C LeJIb
oBecrneyeHusda eTO COOTBETCTBUS TEPBUUHBIM IaHHBIM;

3) NOJIydeHMe PYyKOBOICTBOM MUCIIEITATEJIbHOM JiadopaTopun oTueToB m3 COK
B OTHONIEHUM MNPOOJIEMHEIX BOMNPOCOB, KOTOPHE MOTYT MOBJIMATH HAa KAUueCTBO
MM OOCTOBEPHOCTH MCCJIEIOBAHUA;

n) neucTtBusa, npennpuauMaembie COK npu oOHaAPyXeHUM OTKJIIOHEHUMN;

K) poJib COK B Tex cjydasx, KoI'Ja MCCJeIOBaHUSA MJIM MX YaCTb INPOBOISTCHA
B KOHTPAKTHBIX MCIHETATEJIbHEIX JI1abopaTopuax;

J) posb COK B omnpenesieHHHX CJllydaax (Ipu ODepecMOoTpe, UBYUEeHUU U
BHeceHuM usMeHeHumr B COII) .



VHCcnexumsa NOMEUEeHUM MCIHTATEeNIbHOY JlabopaTopumn

104. llenb — oNpelesiUTh COOTBETCTBME ILJIOWANEN, IIJIAHUPOBKU IIOMENeHUM,
MECTOPACIIOJNIOXKEHUS MUCIEITATEJILHOM JJabopaTopmun TpeboBaHMAM ITPOBO OMMEIX
MUCCJIegOBaHMUM .

105. VMHCHOEeKTOp IHOOJIXEH [NPOBEPUTH :

a) obecneumMBaeT JIM I[LJIAHMPOBKA MCIHTATEJILHOY JlabopaTopMUM ameKBAaTHYI
CTeleHb paslesieHMsa IOMeleH M (HanpuMep, YTOOB UCKJIIOUMTE BO3MOXHOCTD
IepeMellMBaHMUsa UCIHTYEMBIX BEIECTB, XMBOTHHX, KOPMOB, [NaTOJIOTMUECKMUX
o0pal3loB U T.O.);

©) HaIMuue U HaJexallee BHIIOJIHEHUE KOHTPOJIA Oprxammeﬁ Cpedel B
KPUTHMYECKMX 30HAaX, HallpyMMep, B BUBAPUM M B IOPYI'NMX IIOMEUEHMAX IOJIA
OUOJIOTUUECKUX TeCcT—CcucTreM, B 30HE XpPaHeHWMA NVCIIBITYEMBIX BeEIeCTB WMIIN
B 30HE aHaJIUTUUECKOMU naGOpaTopMM;

B) COOTBETCTBME OOWEeNM OpraHM3alMM [IOMelleHUM TpebOOoBaHMAM,
NpenbABJIAEMEIM K MCIHTATEJIBHEM J1abopaTopusaM, UM HaJIuuue I[Ipu
HeOOXOOMMOCTHM MNPOLEeIYyPH 3allMTe M OOPBOH C BPEeIUTEJISMU.

VMHcnexumsa obpalleHMsa, COIEPXaHMUSa M PaCIOJIOXKEHUS

OMOJIOTUUECKUX TeCT—-CUCTEM

106. Lenp — onpeneynMThb, MMEET JIM UCHHTATENbHAS JJabopaTopusa, €CJM peub
uneT 00 MCCJIEeNOBaHMAX, NPOBOIOMMEIX B OTHOWEHUM XMBOTHBEX UM IPYTUX
BUOJIOTUUYECKMX TECT-CUCTEM, HOOCTATOYUHO CPENCTB U YCJOBUM IJId
obpameHns C HYMM, COIEPXaHMS M JIOKAJIM3aLUM, NPEeOOTBPAalleHMI
CTPECCOBEIX BOBIOEVCTBUM U OPYI'MX NPoOJIeM, KOTOPHE MOI'YT IOBJMATHL Ha
TECT-CUCTEMY ¥, CJIEOOBATEJIbHO, HAa KadeCTBO IOAHHHIX.

107. B mcneTaTesIbHOM JabopaTopuM MOT'YT NPOBOIMUTLCS MCCJIeOOBAHUA,
Tpebynle MCIIOJIb30BaHMA PABHEIX BUIOOB XMBOTHHX MM PACTEHMM, a TaKXe
MYKPOBHEIX MM OPYTUX KJIIETOUHHBX WM CYyOKJIETOUHHEIX CHUCTEM. BUI
VCIIOJIB3YEMEIX TECT—CUCTEM OINPeleligeT aCIEeKTH B OTHOWEHUM OOpalleHusd,
pasMemeHys U JIOKaIMs3aluuy, KOTOpHEe OyIOeT NPOBEPHATH MHCIEKTOP. B
3aBUCUMOCTU OT TECT-CUCTEMHE U MCXOIS M3 CBOETO OIHTAa MHCIEKTOP
IpOBEpSeT:

a) COOTBETCTBME MCIHHEITATENLHOV JTaBopaTopUM MCIOJL3YEMBM
TecT-cucTeMaM ¥ TpeBoBaHMAM MCCJIeIOBAHMUS;

0) HaIMuue YCJIOBMM OJId KapaHTUHA XMBOTHBIX UM PACTEHMUM, NOCTYIallMX
B MCHOBITATEJIbHYI JjlabopaTopuio, M Hajexallee (QYHKLUMOHMPOBaHME BTUX
IIOMEIEeHUN ;

B)HaﬂMqu}TﬂOBMﬁJHUIMBOHHHWAGOHBHHXXWBOTHHXIMDIHPYPMXSHeMeHTOB
TEeCT—CHMCTEME, a TaKXe XMBOTHEX, IIOOO3PUTEIJIbBHEIX Ha HaJludne



3a00JIeBaHUS MM SBJISKIMXCS BO3MOXHBMMA IIepeHoCuMKaMm 3ab0JIeBAHUN;

) COOTBeTCTBYDMMﬁ TpeGOBaHMﬁM KOHTPOJIb M peTlVvcTpalMid ITaHHBIX O
COCTOAHMM 3IO0POBBHA, IIOBEICEHUM WIIM IPYyI'MX acClleKTaX, KOTOPEE VMET
OTHOIIEHMEe K TeCT—-CucCcTreMey

II) HaJuMuMe COOTBETCTBYWIETO TpeDoBaHMAM Hamjaexamero U sdPeKTUBHOTO
000pPYyIOOBaHMA IOJIA HNONOEPXaHMSa HeOOXOOMMEIX YCJIOBUNM OKpYyXakllleM CpenH,
TpebOyeMBIX IOJIA KaXIOW TeCT-CUCTEMEL;

e) coImepXaHMe B UMCTOTE KJIETOK XMBOTHEIX, KOPMyLIeK, pPe3epBYyapoOB U
IPYyTHUX KOHTEMHEPOB, a TakKXe COIYyTCTBYWIEIOo ODOPpYyIOBaHUS;

X) NPOBEIEHME IIPU HeOOXOIMMOCTM IIPOBEPOK YCJOBUINM OKPYyXaoleM Cpen
Y BCIIOMOTATEJILHEIX CUCTEM;

3) HalIuuye oOOOPYNOBaHMS IJIS yIajleHUS M YTUIM3AUUM OTXOHOOB XMBOTHBIX
M TEeCT-CHUCTeM, HalJjexallee CoIepXaHMe BTOT0 ODOpyIOBaHMUA C LEJbI
MUHMMMBALKM 3apaxXeHud IapasmuTaMy, 3alaxoB, OMNACHOCTM BO3HUKHOBEHUS
3ab0JIeBaHUM U 3aT'PA3HEHMA OKPYyXalley Cpens;

M) HaJlMuMe 30H XPaHeHUd KopMa OJIS XMBOTHEX MJIM aHAJIOTUYHEX MaTeprasioB
IJIg BCeX TeCT—-CMHCTeM. OTM BOHBl HE IOOJDKHEl MCIIOJIB30BAaThCA IJIS XPaHEHUH
IPYTUX MaTepMaJioOB (B TOM 4YMCJIE MCIBITYEMEX BeElEeCTB, XUMMUKATOB WMJIIM
Oe3VMHOMUUPYIMX BemeCTB OJid OOPbOE C BpeOuTeJiIIMM) M OOJDKHEL OBIThH
OTHEeJIeHB OT 30H, B KOTOPHIX HAXOLOATCH XMBOTHEIE MJIM COIEPXaTCS OPpyTue
OMOJIOTUUECKME TECT—-CUCTEMEL;

K) BallUTy XpaHAULeIoCsa KopMa M IIOACTMJIAa OT IOBPEeXIeHUM BCJIeICTBUE
HeOJIaTONPUATHEX YCJIOBMM OKpyXallley CPpene, 3apaXeHMS WU
3aTrpa3HeHud.

VMHCcnexkumsa O60pyﬂOBaHMH, MaTeprnaJloOB M PEeaKTVMBOB

108. Lenu - onpeneyinTh, MMEET JIM UCIETATEJIbHAaS J1abopaTopus IpaBUIIbLHO
pasMeneHHoe O0OPYyHOBAaHME B IOCTATOYHOM KOJMYUECTBE UM HOCTATOUHOM
MOIHOCTHU IJIS COOTBETCTBUS TPeOOBaHUAM MNPOBOIMMEIX MCCJEIOBAHUNM, U
OCYWECTBUTEL NPOBEPKY HaIJiexalely MapKMPOBKM, MCIIOJbL30BaHUSA U
XPaHeHMsS MaTepualJioB, PeaKTVBOB U OMOJIOTMUECKMX O0paszloB.

109. MHCHeKTOp IHOOJIXEH NPOBEPUTH :

a) YMCTOTY M Hamjexallee QyHKUMOHMPOBAHME OOOPYyIOBaHUS;

©) permcTpalmuio OHaHHBIX O QYHKIMOHMPOBAHMM, COIEPXaHUM, KaJIUOPOBKE U
BaIMOALUM MBMEPUTEJIEHOTO ODOPYHOBaHMS UM NPUOOPOB (BKJIIOUAS
KOMIIBIOTEPUBUPOBAHHEIE CUCTEMEH) ;

B) HaOJexallyld MapKMPOBKY MaTepPMaJIOB UM XVMUUECKUX PEaKTUBOB U UX

XPaHeHMre TP COOTBETCTBYKIMX TeMIlepaTypaX, cobJioneHme CPOKOB
I'OOHOCTNM. MapKMpOBKa Ha peaKTrMBaxX IOOJIXHa COoIepXaTb MCTOYHUK



IOJIyUeHMUs, BUIL PeaKTUBa, KOHUEHTPpaAUM U (UIIK) IPYTYID COOTBETCTBYIIIYIO
nHOOPMaLIMIO;

T') Haluuue Ha OMOJIOTMUEeCKMX obpa3l3lax MHPoOpMallUMM O TeCT-CUCTeMe,
MCCJIeJOBAaHMM, COCTaBe M IJaTe B3ATUS;

II) HEe OKAaB3HBAKT JIM UCIOJb3yemoe oODOpyINOBaHME ¥ MaTepUAaJH
SHAUUTEJILHOTO BJIMAHMSA HA TECT-CUCTEMEH.

VHCIIeKUMA TeCT—-CUCTEM

110. Lenb — ONPENESIUTH HAJIMUME COOTBETCTBYKRIMX TPeOOBAHUAM NPOLEIYP
0y ofpalleHyMs M KOHTPOJIA 3a TEeCT-CHUCTEeMaMM, KOTOPHE HeOOXONOMMEL IJiS
IPOBONVMEIX MCCJIEOOBAHUY B MCIEITATEJILHOM JlabopaTopum, HaNPUMED,
XUMUUYECKMe ¥ OU3UUIECKMEe CUCTEMEH, KJIETOYHEE I MUKPOOHEIE CUCTEMEH,
PacTeHUs M XMBOTHEE.

111. IOnsa @MBquCKMX M XVIMMYECKMX CHICTEM MHCIIEKTOP IOOJIXEH IIPOBEPUTH :

a) Hajluuue IMpOoLelyph olNpenesyieHUsS CTabUIbHOCTU UCHHTYEMBIX U
KOHTPOJIbHEIX BEUECTB M MCIIOJIE30BaHUSA KOHTPOJIBHEIX BENECTB, yKasaHHEBIX
B IIJIaHaX MCCJeIoBaHMA (ecnam 3TO TpebyeTcsd IIJIaHOM MCCJIeOOBaHMA) ;

6) perMcrTpaLmio B aBTOMATUUECKMX CUCTEMAaxX [NEPBUUHBIX IaHHBIX,
IIOJIYYEHHEIX B BNMIE Ppa@MKOB, KPMBEIX CaMOIIMClia WMJIM KOMIIBIOTEPHEIX
pacrevaTox;

B) apxXUBUPOBaAHME IOaHHHIX.

112. Ing 6UMOJOTMUYECKUX TeCT-CHUCTEM, YUMTHBAS COOTBETCTBYIME
ACIIeKTE, MMEKIMEe OTHOIEHVEe K MX ODpalleHMi0, PasMelleHU M JIOKAJIU3aLun,
MHCIIEKTOP HOOJIKEH MNPOBEPUTH :

a) COOTBETCTBME TeCT—-CUCTeM YKas3aHHBEIM B IIJIaHAX MCCJIegJOBAHWMA,

©) COOTBETCTBME TECT-CUCTEM InpenobvABJId€eMBIM K HYM Tpe@OBaHMHM " IIpm
HeOOXOOMMOCTU UX OIOHOSBHAUYHYIO MHGHTM@MKaHMD B MCCJIeOgOBaHUNM,

B) HaJlMuMe OOKYMEHTOB O IIOJIYUeHMM TeCcT-CcHucTeM (KOoJIMUeCTBO
IOJIYUEHHBIX, MCIIOJIb30BAHHBIX, BaMEeHEHHBX U YTUJIU3UPOBAHHBIX
TEeCT—-CUCTEM) ;

T) HaOJexalyilon UISHTUOMKALIMIO IOMENEeHVS WM KOHTEMHEPORB C
TECT-CUCTEMAMM C yKa3aHMEM B HeM BCeM HeOoOXOoOMMOM MHOOPpMalMM;

) obecreueHMe pPasIeJIbHOTO IPOBEIEeHMS MCCJIeIOBaHMM Ha OIMHAKOBHIX
BMIAX XUBOTHHIX (OMOJIOTMUECKUX TECT-CHUCTEMax), HO Ha pPa3HHX
BelleCTBaXx;

€) COOTBETCTBUE TpeGOBaHMﬁM PazgesieHrMAd BUMIOOB XMBOTHEIX M OPYI'MX
OMOJIOTUMUECKMX TECT-CUCTEM B IIOMEINIEHUAX MM II10 rnepmoinaM BPEMEHNM;



X) COOTBETCTBME YCJIOBUM COINEpPXaHuS OUOJIOTUUECKON TeCT-CUCTEME
YCJIOBMSAM, yKa3aHHBEIM B IJIaHe nccjenoBanmsa v B COIl B OTHOMWEHUM TaKUX
napaMeTpoB, KakK TeMIepaTypa WM LUKJE OHS ¥ HOUMU;

3) COOTBETCTBUE JOKYMEHTAJIbHBEIX 3anmcen permucrpanumm, IIOJIy4YeHMA,
o@pameHMH, pasMelleHMA MM JioKaJlM3aum, COoOIepPXaHMAd M OLUEeHKM COCTOAHMA
TeCT—-CHCTEMEL Tp@@OBaHMHM, KOTOPEIE OIllpeaeJIeHEBl IIJId S5TUX IIpoueldyp Ha
OaHHOM TeCT-CUCTeMEe;

1) COOTBETCTBME IOKYMEHTAJIbHEIX 3anmcey o6 OoCMOTpe, KapaHTHUHE,
3ab051eBaeMoOCTy, CMEPTHOCTM, I[IOBEIOEHMM, IOMATHOS3E U JIEUEHUM XMUBOTHBIX
Y PACTUTEJIBHEX TEeCT-CUCTEeM 3alIucaM pedepeHTHOM OMOJIOTUUYECKOM
TECT—-CUCTEME, BHEIOPAHHOV IJi NPOBEPKU;

K) HaJiMuye OOKYMEeHTAUMM O HaJexalleV YTUIM3alLluM TeCT-CUCTEM B KOHIE
MUccJIeIgoBaHUM .

VHCHIeKUMA MCIBITYEMBIX U KOHTPOJIBHBEIX BeEUEeCTB

113. Iesap - onpenejmuTb, MNPUMEHSIOTCS JIM B MUCIHTATEJIbLHOM JlabopaTopuu
IPUHATEE B BUIOE NMCBMEHHOTO NOKYMEHTAa NPOLEenyprl, NpelHa3HaUYeHHbe OJId
obecnedeHus T'apaHTUM COOTBETCTBMUA HNOINJIMHHOCTHM, AKTMBHOCTM M COCTaBa
VCIOBEITYEMEIX M KOHTPOJIBHEIX BEUECTB cleuudmuraluMaM, a Takxe IpOolLedyph
IOJIS HaOjlexalueIo [OJIydeHMS UM XPaHEeHMUS MCIBITYEeMEIX UM KOHTPOJIbHEX
BEIECTB.

114. VHCIEKTOP IOJIXEeH IIPOBEPUTH :

a) HaluuuMe JOKYMEeHTAJIbHBEIX 3alMcCel O IOJIyUYeHUM (BKJIIoUas MOeHTUbMKALMIO
OTBETCTBEHHOT'O JiMlla), obpameHuyu, oTOope NpoD, MUCIOJNbL30BAHUM U
XPaHEHUM MUCIHIHTYEMEIX M KOHTPOJIbHEIX BEUECTB;

©) Haajexallyl MapKUPOBKY KOHTEMHEPOB C MCCJIIeAYEMBIMM M KOHTPOJIbHBMU
BelleCTBaMU;

B) COOTBETCTBUE yCﬂOBMﬁ XPaHeHMrAa 1Jid IIognepXaHMd KOHLUeHTpauum,
UMCTOTH M CTAaOUIILHOCTU MCIIBITYEMBIX VI KOHTPOJIBHEIX BeEUEeCTB/,

T') HaJluuMe OOKYMEeHTAJIbHHIX 3anucer o6 onpenesieHMM IIOIJIMHHOCTHU,
UYCTOTH, COCTaBa, CTAOMIIBHOCTM U NPeloTBPpalleHMM 3BaTpPsS3HeHUS
VICTIEITYEMBIX UM KOHTPOJIbHEIX BeUEeCTB, €CJM IPUMMEeHMMO;

) HaJMuue MNpouelnyp IJisd OoNpelesieHMS T'OMOT'€HHOCTM U CTaOMIILHOCTHU
CMecel, coJepxXallMX MCIBTYeMble M KOHTPOJIbHBIE BelleCTBa (ecJM Takue
IpoLUenypPs IMTPUMEHVME) ;

€) MapKMPOBKY KOHTEMHEPOB, COIepXallMx CMEeCU MJIM PACTBOPH MCIIBITYEMbBIX
Y KOHTPOJILHEIX BENIECTB, M B COOTBETCTBYKIMX CJydasxX PeTuUcCTpaluio
IOAaHHHIX O T'OMOT'€HHOCTM M CTabuIIBHOCTUM UX COIEPXaHMUS;



X) B34ATMe ODpa3LO0B M3 KaXIOW CEePpUM UCIBEITYEMEX M KOHTPOJIbLHEIX BEUECTB
B aHAJIUTUUECKUX LeJidxX M UMX COXPpaHeHMe B TeueHMe COOTBETCTBYIEIO
nepuona BpeMeHM (B Cllydae eClJiM MCCJemoBaHMe OuTca OoJjiee 4 Helelb) ;

3) Hajimume IIpoluelypel IJId OOHOBPEMEHHOI'O MCIIOJIE30BAHMA HECKOJIBKUMX

BemecCcTsB, HpeHHaBHaquHOIZ OJIA TIpeOOoTBRpalleHNA HOI‘peLHHOC’I'eﬁ Inpnm
olnpeneJieHM INOIOJIMHHOCTNM WJIM TIEPEeKPeCTHOI'O 3al'PA3HEeHMA.

MHCcniekumusa CTaHIOAPTHEIX OII€EPalVMOHHEIX IIPOLEenIyp

115. lenp - onpenenmUTb, MMeeT JIM MCHOHTaTelibHas JlabopaTopus COIl B
NMCBMEHHOM GopMe B OTHOIEHMM BCEX BAXHBIX ACIIEeKTOB CBOEM IesaTeJILHOCTH
YUMTHEBAS TO, YTO OIHMM M3 HaubdoJiee BaXHBIX METOIOB YIPAaBJIEHUS IIPU
VHCIIEKTUPOBAHUU IESTEJILHOCTU MCHIHTATEJILHOM J1adopaTopumn SBIISEeTCS
ucnosnbz3opaHue COIl B OMCBMEHHOM GopMe. ITO HaNpAMyln OTHOCUTCS K
PYTUHHEM OIepalusaM, IPOBOOMMEIM B MUCIHTATEJLHOM JI1ab®opaTopun.

116. VHCHEKTOP IHOOJIXEH INPOBEPUTH :

a) HaJuMuye B KaXIOM IIOMEUleHUMM MCIHBITATeJIbHOM JlabopaTopuu
COOTBETCTBYRUNMX YTBEPXIEHHEX aKTyaJibHEIX konmi COII;

©) mnpoBelleHMe MNpolenyp IO IIepecMOoTpy U obHoBJeHuio COII;

B) YTBEepXIeHME U IaTuUpOoBaHMUe JIOOBEIX IIONPaBOK M M3MeHeHUM B COII;

I') HOOKYMEHTH C perucTpalumuelr paHee nepecMoTpeHHEx COII;

o) Hammume COII, B YAaCTHOCTU IJIS:

onpeneJieHMsa NOINJMHHOCTM, UYMCTOTHE, COCTaBa M CTabMJIBHOCTH,
MapKMPOBKM MCCJEIyeMEIX BelleCTB (JIEKAPCTBEHHEIX CPEeOCTRB) M 0O0pas3loB

CpaBHEeHMSA (KOHTPOJIBHEIX ODOpPasloB) ;

obpalleHMs ¥ MCIOJIb30BAHMSA MCCJIENYEMEIX BelleCTB (JIeKapCTBEHHBIX
CpenoCcTB) U OOpas3LOBR CpaBHEHUA (KOHTPOJIBHEIX ODpPasloB) ;

orbopa npob;

XpaHeHMsa MCCJIeyeMEIX BeUeCTB (JIEKapCTBEHHEIX CPEOCTB) M 00paslLoB
CpaBHEeHMSA (KOHTPOJIBHEIX ODOpPasloB) ;

NCIIOJIb30OBAaHMA, O@Cﬂy)KMBaHM,CI, OumMCTKIM, KaJ'H/IﬁpOBKI/I VI BaJlloallil
VBMEPUTEJILHOTO ODOPYHOOBAaHMS, KOMIIBLITEPUIUPOBAHHEIX CUCTEM U
o0OOpPYyHOOBaHMS IO KOHTPOJIKO COCTOSHMS OKpyXawlel Ccpembl;

IPUTOTOBJIEHUS PEaKTUBOB U HOO3UPOBAHMSA MCCIIeIyEeMHX BEleCTB
(lTexkapCTBEHHEIX CPEOCTB) M 00paslLOoB CpaBHEeHUS (KOHTPOJILHBIX

o0Opa3s3lioB) ;

permcrpalunmMmM IOaHHBEIX, IIOAOT'OTOBKM OTUETOB, XPaAaHEHMA UM MU3BJICUEHNMA



IJOKYMEHTOB I OTUETOBR M3 apXmbea,

MIOOTOTOBKM TIOMEUEHUM U KOHTPOJIA COCTOAHUA oxpyxammeﬁ Cpeldel B
IIOMEellleHMAX C TeCcT—-CcucTreMaMl,

IIoJIydYeHMrn4, IIepeMelleHNd, PpasMelleHMAd, OIIMCaHMA, OllpeleJiIeHNMA
IIOIJIVMHHOCTV U o@pameHMH C TecT—-CcucTreMaMm,

ofpalleHus C TecT-CUCTeMaMM OO Hauaja, B TEeUeHMEe U [IPU BaBeplleHUMU
MCCJIegOBaAHMS;

YTWIJIM3alumy TeCT—-CHUCTEM,
VMCIIOJIB30OBAHVA OUMIIAINVX CpelCTB VM CpedCTB OJIA 60pb6H C BpeImTeJIAMNM,;

€) MepH IO peajlMs3aluM NOpoTpaMMbl OOeclieueHMS KadecTBa.

MHCcniekumsa InpoeelleHMAa MCCJIeOOBaHMA

117. Uesnp - NpPOBEPUTH HaJIMUMe IIJIaHA MUCCJEIOBaHMA B NMCbBMEHHOM dopme
M COOTBETCTBME IIJIaHa M [NPOBEIEHMUI MUCCIEONOBAHMSA NPMHLMIIAM HaCTOSMLMUX
[TpaBui.

118. VMHCHEeKTOp IHOOJIXEH INPOBEPUTH :
a) NOINMCH PYKOBOIOMTEJNSA MCCIEIOBaHMA Ha MJIaHe MCCJEeNOBaHUA;

©) MOANMCH M INaTUPOBAHME PYKOBOIMUTEJIEM MCCJIENOBAHMUS JIOOBIX M3MEeHEeHUM
IJlaHa MCCJIeOOBaHUSA;

B) PeruMcCTpaumuio NaThl COTJIaCOBaHUA MJjaHa MCCIEeOOBAHMUS CO CIIOHCOPOM (B
COOTBETCTBYWIMX CJIyYasx) ;

T') COOTBETCTBME UBMEePeHUM, HaOJIeHUM U o0OCJIemoBaHUM IJIaHy
uccrnenosaHmsa m COII;

II) TIOJIHOTY, CBOEBPEMEHHOCTb, TOUHOCTb U PaszbOoOpPUMBOCTBL PeTUcCTPalum
PE3YJILTATOB M3MEPEeHMUM, HaOJOOeHMV M OOCJIIeNOBaHMM, NOANMCAHMUE (UK
VHULMAJE) M OaTUPOBAHUE;

e) WU3MeHeHUus B IIEePBUMYHEIX IOaHHBIX, BKJIIOUAA IaHHBIE, XPaHMMBIE B
KOMIIbBIOTEPAX, HEe BHEeCe€Ha JIM HeACHOCTBb B IIpeaelnyime 3alllClM, BKJIIIOYAA
IIpnMYriHy M3MeHeHWMd, JIMIO, OTBETCTBEHHOE 3a M3MEHeHMre, M gaTy, KoI'Ia
Takoe WMBMeHeHMue ObJIO BHECEHO;

X) MHGHTM@MK&HM@ IOaHHBEIX, CO3IOAaHHEIX WMJIM COXPaHEHHEIX B KOMIIBIOTEpPE,
Hajirdye COOTBETCTBYIIMX IMpoLenyp [0 3allMTe 3STUX IOJaHHBIX OT
HeyYIIOJIHOMOUYEHHEBIX M3MEeHEeHUM WJIn yTrepmn;

3) HaIOeXHOCTb, TOWHOCTL V¥V BaJiMIalVil KOMIIBIOTEPUM3MPOBAHHEBEIX CHCTEM,
VICIIOJIB30OBAHHEIX B MCCJIEIOOBaAHUN;



V) UBYUEeHUEe U OlIeHKY HeNpeIBUIEeHHHBX OOCTOSTEeJIbCTRE,
3apPETUCTPUPOBAHHEX B IIE€PBUYHBIX IaHHEIX;

K) COTJIAaCOBAHHOCTHL M IIOJIHOTY pPe3yJibTaTOB B OTUeTaX MCCJIeOOBaAHUMA

(MpoMEeXyTOUHBEIX M 3aKJIOUUTEJILHEIX) U IIPaBUIIbHOE OTODpaXeHMe INMEPBUUHEIX
IDAaHHBIX .

MHCHneKUuMs TpPellCTaBJIeHMS OTUeTa O pe3yJibTaTaxX MCCJeloBaHMS
119. lenp - oONpenesUMTb COOTBETCTBME COJEPXAaHUS BaAKJIOUMTEJIbHBIX
OTUETOBR IMNPMHUMIIAM HaCTOAIMX I[IpaBUII.

120. Tlpu U3y4dyeHUNM 3aKJIOUUTEJIBHOTO OTUEeTa MHCIIEKTOP OOJIKEH IIPOBEPUTE :
a) MNOINMChb ¥ HOAaTUPOBAHME PYKOBOIMUTEJIEM MCCJIENOBaHMUA IJisd
IIONTBEPXIEHUS OTBETCTBEHHOCTM 3a BaJIMIHOCTH MCCJEIOBaHMUS M €TO0

COOTBETCTBME IIPVMHLIMIIAM HACTOAIMX HpaBMH;

6) IIOAIIVICE M IOaTMPOBaAHNME IPYI'VMM BeOyIVMM YYEHBEIMM B TOM CJllydae, €CJI1
InprmjiaralTCAd OTUETHhI M3 COIIYyTCTBYOIMX OMCLMIIJIVIH,

B) BKJIOUeHUe oTueTa COK, mnomnmuch M OaTUpoOBaHUE;
T') BHECEHME UBMEHEeHUM OTBETCTBEHHHM I1€PCOHAaJIOM;

o) ApXMBHOE pa3MelleHle BCeX O@paBHOB, Hp06 " TI€EPBUMUYHEIX ITaHHBIX.

VMHCcnekumsa XPaHeHMA ITaHHBIX

121. Ieyp - ONPEmNeNIUTH, MMEET JIM MCIHTATeJIbHasa JjiabopaTopus
COOTBETCTBRYyIME IOKYMEHTHE M OTUETH, MEPH MNPEemOCTOPOXHOCTMU II0
fe30MnacHOMYy XPAaHEHUI NOKYMEHTOB M MaTepMalioB.

122. VHCIEKTOP IOJIXEH IIPOBEPUTH :

a) IOOKYyMeHT 00 yTBEPXIEeHUM JiMila, OTBETCTBEHHOT'O 3a apXuB;

0) apxXUBHEE IIOMENEHUS OJIS XPaHeHWUS I[IJIaHOB MCCJIeNOBaHMUM, II€PBUYUHHIX
IaHHBIX (BKJIOUAs [PEepBaHHBIE JOKJIMHMUECKME (HEKJIMHUUECKUE)
VCCJIeIOBaHMUA) , 3aKJIIUUTEJIbHEX OTUeTOB, 00pa3loB, OMOJOTUMUECKUX NPoO
Y IOOKYMEHTOB 00 oOpaszsoBaHUM U OOyUEeHUM IepcoHala;

B) TMpOoLenypH OJS M3BJI€UEeHUS COXPaHEHHHBIX IaHHBIX;

T') OTpaHUUEeHMe OOCTyla K apxXMBY TOJbBKO IJIS YIOJHOMOUEHHOTO

IIepCoOHalJla, XpaHeHNVe OOKYMEHTOB Yy IIepCOHaJla, M MermeIl'O IOJOCTYII K
IIEePBVMYHEIM IOaHHBM, crnammamM M T.nO.;



II) PEeTrMCTPAaLMOHHEMN XypHaJjl MaTepuaJjioB, BHIAHHBIX M BO3BPAUIEHHHX B
APXUB;

e) coxpaHeHVe JOKYMEHTOB ¥ MAaTEepMaljioB B TeueHue TpebyemMoTo mnepuomna
BpPEMEeHM, BalluTa OT yTepU MM [IOBPEeXIeHMS [I0OXAPOM, HeOJIaTOnpMsaTHEMU
YCJIOBUSAMM OKPYXaMel cpensl M T.I.

8. AyIUT MCCJeOOBaHUM

123. OueHka MCHOHTATEJIBHHX JlabopaTopulM Kak CTaHOapTHas Ipoluelypa
BKJIlOUAEeT B cebsa ayIuT MUCCIemoBaHUM (TeKylMrxX U BaBeplIeHHBX) .
[lporemeHMe cHneUUOUUECKUX AYIUTOR MCCJIEOOBaHMIM 3adacTykl SBJISeTCH
TpeOOBaHMEM YIIOJIHOMOUEHHOT'O OpIraHa, M OHM MOI'YT HNPOBOIUTLCH
HE3aBUCUMO OT MHCIIEKIUMUNM UCIBITATeJIbHEIX JlabopaTopui. B cuiy
MHOTOOOpas3usa BMIOOB HOOKJIMHMUECKMX (HEKJIMHMUECKMX) MCCJeIOBaHUM,
KOTOPEE [NOOBREPTranTCHd ayIUTy, YCTAHOBRJIEHE TOJIBKO OOIME NIPMHLMIIE
ayoyTa MCCJelOoBaHUM. AyOMUTOopaM UM IPYyTMM JMllaMm, IPUMHUMAKIYM ydacTue
B ayIouTe MCCJenoBaHul, Tpebyercsa cOopMyIMpOBRaThE M ODOOCHOBATH
HeobxonuMyn TJIyOMHY UM MacmTad ayamuTa MCCIemoBaHUM, MUCXOoIsS U3
CoBCTBEHHOTO OMNbTa. llejybil ayluTa SBJISeTCs IPpoBepKa BO3MOXHOCTMU
BOCCTAHOBJIEHMSA MCCJIeIOBAHMSA IyTEeM CPABHEHMS 3aKJIOUMTEJIBHOT'O OTdueTa
C IIJIaHOM WKCCJemoBaHmsa, coorTBeTcTByUMMM COIl, NDEepBUUYHEIMM OaHHBIMU U
IPYTUMM COXPAaHEeHHBIMM MaTepualiaMu.

124 . B HEKOTOPHIX CJIydasax ayIUTOpaM MOXeT NOTpeboBaThLCH IOMOUEL APYITMUX
BKCIEPTOB B NPOBeIeHUM 2QOeKTMBHOTO ayOMTa MCCJeOOBAaHMSA, HAIPUMEDP,
KOT'Ia HeODXOOMMO IPOBECTM MMKPOCKONMI QparMeHTOB TKaHeN.

125. Ipm npoBeOeHMM aynouTa MCCIJIeIOBAHMSA ayIOUTOP HOOJDKEH:

a) HNpoRepuThb OQaMuIMM, IOOJIKHOCTHEE ODS3aHHOCTM U KpaTKOe M3JIOXEeHUE
obyueHUd ¥ NPpOoPeCCHMOHAaJIBHOT'O OIBITa BHOPAHHOI'O IIepcoHala,
BOBJIEUEHHOT'O B IPOBEIEeHMEe MCCIJeNOBaHMsS (MCCJeNoBaHMUM), HaIpUMEpP,
PYKOBOOUTEJS MUCCJIEIOBAHMSA UM BeOylUX YUEHHIX;

0) NPOBEPUTHL HAJMUME OOCTATOYHOI'O KOJMUECTBa IepcoHajJla, OOYUYeHHOTO
B OIpeneJiIeHHHX oDJjlacTax OJiS NPOBEIOEeHUS MCCJIenoBaHUsa (MCCJelIOoBaHUM) ;

B) M3YUMTL OTIEJIbHHE MNPUCIOCOBJIeHMS WM CcheumanbHoe ofopynoBaHue,
UCIIOJIb3YyEeMOe B MCCJIeOOBAHUM, IPOBEPUTHL OOKYMEHTH O KaJIUMOpPOBKe,
BKCIJTYaTaluuM ¥ OOCIYXMBAHMM TaKOTO ODOPYyIOBAHMUS;

I‘) N3yumMThb OOKYMEHTEI B OTHOUIEHNMM CTabuMIILHOCTHU MCIIBITYEMOI'O BeleCTBa
(JlekapCTBEHHOT'O CPENCTBA), PEe3yJbTAaTH aHaJM30B MCCIENyeMOI'O
BelecTrBa (JIeKapCTBEHHOTO CpPencTBa) M o0Opa3lLoB CPpaBHEeHUS
(KOHTPOJIBHEIX OOPAaslOoB) M T.I.;

II) omnpelnejnTb, MNIPEeAlNOUTUTEJIEHO — IYyTEeM MHTEPBLIOUMPOBAHUS,
pacnpenesyieHre oOS3aHHOCTEN CpelM BHOPaHHBX COTPYIOHMKOB, MNPUHMMABIMX
yyacTMe B MCCJeIOBaHUM, C LEJIb MNOATBEPXIEeHMsS, YTO DTHU JMla UMEJIU
IOCTAaTOUYHO BPEMEHM IJis BHIIOJIHEHMS CBOMX 3ajad, YyKasaHHBIX B I1JlaHe



MCCJIegJOBaHMA WMJIMM OTYEeTEe,

e) IIOJIYyYNMTb KOIIMYM BCe€X IOJOKYMEHTOB B OTHOIEHNVM IIPOoLenypP KOHTPOJIA MIIN
ABJIANIMXCS HEOTHheMJIEMOM YaCThIO nccJyiegOBaHM4A, BKJIIOYAA:

[IJIaH MCCJIeOOBaHMUA;
nucnosrsyemMmele COIl Ha MOMEHT NPOBEIEHMA MCCIEINOBaHUA;

XYPHAJIEL ydyeTa, JIabopaTOoOpHBIE XYyPHAJIE, HOOKYMEHTH, paboume TabiMLE,
pacledaTKM COXPAaHEHHBIX B KOMIIBOTEPE HOaHHEIX M T.IO.; a TAaKXEe B
COOTBETCTBYKIMX CJIydasgx I[IOBEPOYHEE pPaC4deTHl;

BAKJIOUUTEJILHEM OTUeT;

X) €CJM B MCCJIEOOBAHUSAX MCIOJILB0OBAJIMCE I'PHISYHH U OPYyTUE
MJIEKOTIMTAKIME, ayIUTOPH OOJDKHE MMETH BO3MOXHOCTEL YOEIOIMTHCS B HAIUUUU
ONpPeneJyIeHHOTO KOJIMUEeCTBA XMBOTHHIX B IIE€PUOI C MOMEHTAa MUX NPUOBITUS B
UCIETATEJIbHYID JJabopaTopun ¥ OO NPOBEOeHMS ayTOINCUM. AYyIUTOPH IOJIKHEL
o®paTUThL BHMMAHME Ha ClenyillyMe SBalucu:

permcTpaliind MaCCEI TeJjla XMBOTHEIX, IIpMeMa IV (BOEH), JO3MPOBaHMA N
BBeIOeHMA IIpellapaToB M T.O.,

KJIMHUUYECKME HaOJIOOeHUS U pe3syJibTaTEl ayTOIICUlM,;
OAaHHBEIE OMOXUMMMUECKUX TECTOB;

HaTOMOPQOHOPMH.

9. BaBepmeﬂme VMHCIIEKI VM WMJIM ayIlrMTa MCCJIEeJOBaAaHMA

126. Ilocyle OKOHUAHUSA MHCIIEKLUMUM UCIHTATEJbEHOM JTabopaTopun UM ayomuTa
MCCJIEOOBAHMA MHCIEKTOP (ayAMTOP) IOOJIKEH NONIOTOBMUTBCA K OOCYXIEHUI
pPe3yJIbTATOB C MNPENCTAaBUTEJIAMM MCIETATEJIbHOM JiabopaTopuM Ha
3aKJIOUUTEJILHOY KOHOEPEHUUM U ITIOOATOTOBUTE 3aKJIOUMTEJILHEIM OTUEeT, T.E.
OTUEeT O MPOBEIEHHOMW MHCIEKIUM.

127. Ipu MHCIEKLUUU KPYIHOM MCIEITATEJILHOM JabopaTopum (BUIBL U
KaTeropun JabopaTopulM, KOTOPHE QapMalleBTUMUECKUM MHCIIEKTOPAaT
rocylapcTBa-4jieHa KJIacCubuuupyeT KakK "KPYIHEE MCIETATEJbHEE
nabopaTopun", onpeznenswnrcsa B COIl miIM PyYKOBOLCTRBE IO KAayeCTBY) MOTYT
OBITE ODOHAPyXeHH "mpoume HeCOoOTBeTCTBMA" TpebOOBaAHMSAM HACTOSUMUX
[lpaBMJI, KOTOPEE HE OKAB3EBAKT CEPbE3HOT'O BJIMSAHMS Ha IOOCTOBEPHOCTHL
MCCJIeNOBaHUM, NPOBOIMMEIX B 2TOM MCIBITATEJILHOM JlabopaTopuM. B Taxkmux
CllydyasiX MHCIEKTOPY (ayIuTopy) liejilecooBbpas3HOo B OTUeTe COOBIMUTEL O TOM,
UTO MCHEITATEeJIbHasa JjlabopaTopusa paboTaeT B COOTBETCTBUM C HACTOSALMMMU
[IpaBuiaMM ¥ COIJIACHO KPUTEPMUAM, YCTAHOBJIEHHEIM YIIOJIHOMOUYEHHBIM
opraHoM. TeM He MeHee, HEKOTOPHE HeTaJlM HEeCOOTBETCTBUS WM
IIOTPEMHOCTM HOOJIXHE OBITH NPEeICTaBJIEHE PYKOBOICTBY MCIEBEITATEJIEHOM
JabopaTopuMr, a TakXe IOJIKHE OHTH I[IOJIyUYeHB I'aPaHTUM CO CTOPOHEL



pykopooCcTBa O INPUMHATHM COOTBETCTBYRIMX MEp IIO0 MX YCTPaHEHMIO.
MHcnekTop (ayIuTop) MOXET IIOCETUTHL MCIBETATEJIbHYIO JlabopaTopuio uepes
ONpeneJIeHHL [IepPMOoll BPEMEHU U MNIPOBEPUTH MNPUHATUE COOTBETCTBYIOMMX
MEep.

128. EciM B TeueHME MHCIEKLUUM MCIBTATEeJIbHOM JlabopaTopuM MM ayamuTa
MCCJIeNOoBaHUA OOHAPYXEHHE KPUTUUECKME WUJIM Cepbe3HEEe HEeCOOTBETCTBUS
OpMHLUMIIAM HacTosmmx [IpaBuil, KOTOpPHE, 10 MHEHMIO MHCIEKTOpa
(ayouropa), MOT'YyT MIOBJMATHE Ha IOOCTOBEPHOCTE MCCJENOBaHMSA UM Ha
IpyTHe MCCJeOOBaHMsa, IPOBONMMBIE B MCIEITATEJILHOM JabopaTopuu,
MHCIIEKTOP (ayOUTOp) IOJIXEeH COoOOmMUTL OO 3TOM B YIHIOJIHOMOUEHHHEM OPIaH.
HevicTeusa, NpellpUHMMAaEMblEe STMM OPTaHOM UM (MJM) YIOJIHOMOYEHHEM
OPTaHOM B 3aBMCMMOCTM OT CUTyaluu, OyIyT BaBUCETb OT XapakKTepa U
oObeMa HEeCOOTBETCTBMA, a TakXe OT KPUIMYUECKUX U (MJIM)
QIOIMUMHMCTPATUBHEIX IIOJIOXEHUNM B CHUCTEME KOHTPOJIA COOJIIOOEHMS HACTOAWMX
[TpaBui.

129. Ecim ayanT MCCJIeOBaHMA IIPOBOOMIICA IIO 3allpOCy YIIOJIHOMOUWEHHOTI'O
opraHa, HeOoOXOoOMMO IOATOTOBMUTE IIOJIHBEIM OTUEeT O pe3sysibTaTax "
OTIIPaBMUTbL €I'0 dJepes COOTB@TCTBymMMﬁ ynOHHOMOquHHﬁ OpTaH B
ynOﬂHOMOquHHﬁ OopTraH.

VIII. Ipouenypa yperyJlMpPOBaHUSA pas3HOITJIACUM

MeXxnOy YIIOJIHOMOYEHHEIM OPI'aHOM U VCIHTAaTeJIbHOM na6opaTopmeﬁ

130. HpobryeMb MM Pas3HOIJIaCKMsa BO MHEHUMAX MEeXIy MHCIIEKTOopaMu U
PYKOBOICTBOM MCIIEITATEJIbLHOY JJabopaTopuM paspelalnTCcsa B X0Je MHCIEeKUMNU
VICIIEITATEJIbHOY JlabopaTopuUu MM ayIuTa MCCJeloBaHMM. B cooTBeTCTBUU
C YCTAHOBJIEHHOV 3aKOHOINATEJIbCTBOM I'OCylapCTBa-uJieHa NPpoLenypoM
VICIIEITaTeJIbHaa JJabopaTopusa MOXET 3asaABJISATH MIPOTECT IMNPOTUR Pel3yJIbTaToB
MHCIIEKLMM MCIEITATEJIbHOM JiabopaTopuM UM ayouTa MCCJIemOoBaHMM Ha
COOTBETCTBMEe HacTosumM [IpaBuiaM ¥ (MJIM) B OTHOWEHUM IeUCTBUI,
KOTOpPHE NpenjlaraeT MNPellNPUHSTH YIOJHOMOUEHHHBM OpPIaH.

IX. ObecrnieueHmMe KauecTBa

1. Cucrema ynparjieHuda ofecrneueHMeM KauecTBa

131. PyKOBOJICTBO MCIHTATEJILHOM JIabOopaTopuUM HeCceT OKOHUYATEJIbHYI
OTBETCTBEHHOCTEL 3a obecrneueHyue paboTH MCHEITATEJILHOM JlabopaTopuyu B
IIeJioM B COOTBETCTBUMM C HACTOAUWMMU HpaBMﬂaMM. PYKOBOHCTBO MOXeT
ejiermpoBaThb oHoO3HaAUEHHHE BMIEI OeATEeJIbHOCTM IO KOHTPOJIK CpelHeMy
3BEeHY PYKOBOICTBA, HO Of0llasgd OTBETCTBEHHOCTHL COXpPaHAeTCHd.
HeoTweMyieMOM OTBETCTBEHHOCTBIO PyKOBOIOCTBA ABJIASTCHA HaA3HAUEHNME U
nondtop HeOOXOIMMOT'O KOJMUECTBa KBAJIUOULUMPOBAHHOT'O M OIBITHOTIO
IepCcoHajJsla, BKJYasg COTPYINHMKOB, HEOOXOIMMEIX IJIS BBIIOJIHEHMS QYHKLMUM
COK.



132. VckaouuTesibHasS OTBETCTBEHHOCTH PYKOBOIOUTEJIS 3a BHIIOJIHEHUE
OOKJIMHMUECKUX (HEeKJIMHMUECKMX) MCCJeOOBAHUM IOJIXHa OBTb UeTKO
obo3HaueHa. B 0DS3aHHOCTUM PYKOBOOMUTEJS BXOIOUT HA3HAUEHUE
COOTBETCTBYNIETO KBAJIMOUUIMPOBAHHOTO IepCcOoHajla IJiS BHIIOJIHEHUS
HezaBucuMom oGyHkuum COK. IenermporanHMe ¢oyHxumM COK, CBA3aHHEX C
BHIIIOJIHEHMEM HaCTOAmMX I[IpaBuil, He OOJIKHO HapyllaTh HE3aBUCUMOCTDb
byHKIMOHMPOBaHUA oTrnejsia COK 1 He HOJIDKHO MOBJIEUb BORBJIEUEHME MNepCcCoHala
COK B npoBemeHME MCCIJIEIOBAHMA, KPOME MCIOJIHEHMA OQYHKUMM KOHTPOJIL.
JIniio, Has’HaueHHOe OoTBeTCcTBeHHBM 3a COK, IOJIXKHO MMeTh MNPSAMOM IOCTYII
K Pa3HEIM YPOBHSAM PYKOBOICTBA, B YAaCTHOCTM K PYKOBOICTBY
VICTIEITAQTEJIbHOM JlabopaTopMyM BHCULIETO YPOBHH.

2. KBaHM@MKaHMH IIepCoOHalla oTmeJla obecrieueHMsd KadvecTBa

133. Ilepconan ormesia COK IOJIXEH MNPOMTM COOTBETCTByKIEe OOyUYeHMre U
VMETBH OIBEIT, HEOOXOIOMMHIM IJiS MUCIIOJIHEHVS CBOUX OOS3aHHOCTEMN.
COTPYIOHMKM HOOJDKHE OBITH 3HAKOMH C MNPOLenypaMu MCCJIeOOBaHMUI,
CTaHOapTaMy ¥ CUCTEMaMM, MCIIOJIb3YEMEIMU B MUCIEITATEJILHONM J1abopaTopun.

134. Juua, Ha3HAUYEeHHBE IOJId MCHOoJHeHMS QyHKUMM COK, IDOJIKHE MMETb
npejncTaBJieHMe 00 OCHOBHBIX MNPUHIIMIIAX KOHTPOJIMPYEMBIX BUIOB
nesarejgbHoCcTu. OHM TakXe OOJIXHE MMETH UeTKOe IpelCcTaBJIEHME O
HacTosamux IlpaBuiax.

135. B cranydae OTCYTCTBUA y coTpynHuka COK crnelmalibHBIX B3HAHUM WU
HeOOXOOMMOCTHM IIOJIyUeHMS 3BaKJIUeHMS elle OOHOTO JiMla CljenyerT
o0paTUTHCS 3a DKCIEPTHOM IIOMOIBK. PYyKOBOICTBO IOJIXHO ODECIeuuTb
HaJuuye IOOKYMEHTAJIbHO MBJIOKEHHOM MNPOoTpaMMbl ODyUeHMSs, OXBaTHBalleM
BCe acnekTe paboTe oTmeja COK. MoxeT OBITE OPIaHMB30BAHO INOCEUIeHUE
BHYTPEHHUX U BHEIIHUX CEMMHAPOB M KYPCOB. IHOJXHO OBITH HNPEemyCMOTPEHO
oOydueHHMe MeTomaM OOMEeHMS U yJaXMBAHUA KOHQIMKTOB. OOydUeHMEe IOJIKHO
OBITE IIOCTOSHHEIM M HOIJIEXAThb NEPMOOUUECKOMN NPOBEPKE.

136. OqueHme IIepCoOHajJla OoTHmeJla KadecCcTkBa IOOJIXHO OBITH JOKYMEHTAJIBHO
BaQMKCMpOBaHO, a TakKxXe OOJDKHAa OBITh OlleHeHa MX KOMIIETEHTHOCTh. OTHU
JOKYMEHTEI IOJIXHBLI IIOCTOAHHO ODHOBJIATLCSH U COXpaHAaTbeC4Ad.

3. YuacTtue oTnejia obecledueHUsd KadecTBa B pazpaboTke
CTAHOAPTHEIX OIEePAalLMOHHEX NPOLenyp M IIJIaHOB MCCJIeIOBAaHUU
137. PyKOBOICTBO HECET OTBETCTBEHHOCTL 3a paspaboTKy, BEHIYCK,
pacrnpocTpaHeHMre U xpaHeHue COIl. JonmyckaeTcd yyacTHe IepcoHajia orTnersa
COK B nomroroBke COIl; HO OPenmIoOuTUTEJIBHO, YTOOB OHU NpoBepsdanm COII
Iepen NpUMEHEHMEM C LIEJIB OLIEHKM UX ACHOCTU M COOTBETCTBMA NPMHLMUIIAM

HacToAmmXx HpaBMH.

138. PyKOBOICTBO IOJIXHO OODecCIeuuTb IOCTYIIHOCTBL IlJlaHa MCCJIemOoBaHUS



nepcoHajyy ornejia COK mnepen HadvaJioM MCCJEOOBaHMSA B LEJIAX:

KOHTPOJIA COOTBETCTBMA IIJlaHa MCCJeOOBaHMA NPMHLMIIAM HaCTOAIMX
[MpaBui;

OLIEHKNM COIOepXaHMA COIJIaCOBAHHOCTUM IIJlaHa MCCJIeOOBaAHWMA,
oInpeneJieHrnda KPUTUUYECKUMX S5TallOB MCCJIeOOBaAHUMA,
IIJIaHMPOBAHMA IIPOI'PaMMbl MOHUMTOPMHI'a MCCJIEeOOBAaHMA.

139. Tlocyie BHeCEHMS NONPABOK B IIJIaH MCCJEeNOBaHUA KOIMM IJlaHa IOJIXHEI
ObITE IepenmaHel B ornes COK g onTuMmM3aluuM [IPOBEOEHMS MOHUTOPMHIA
MCCIJenoBaHnA .

4. VIHCHekKUMM CJyXObl obecrieueHmus KauecTBa

140. IporpamMer COK OCHOBAHEI Ha CJeOYyRIMX BUIAX MHCIEKLUWM B
3aBUCUMOCTM OT TOTO, UTO yKaszsaHO B MpoTrpaMMe obecleueHus KadecTBa
Y CTAHIAPTHBEIX OMNEPAallMOHHHEIX MNPOIenypax:

a) MHCIEeKLUUM MCCJIeNOBaHUNM — MHCIOeKUMM, I'padukK NPpOoBeIeHMUS KOTOPBIX
COCTAaBJIEH COTJIACHO XPOHOJIOTMM KOHKPETHOTO MCCJIENOBAHMA M BKJIIOUAET
onpenejieHMe BaXHBEIX CTaOu¥ MUCCJeNOBaHMUL;

0) MHCIEKUMM MCIBTAaTEeJIbHEIX JIabopaTopUll — MHCIEeKUMM ([IpoBepKa) obmero
oDOpyInOBaHMA M BUIOOB INEeSTEJIbHOCTM B MCIHTATEJIbHOM JabopaTopumn
(MOHTax, BCIOMOTATEJIbHEIE CJIYyXOH, KOMIILIOTEpHas CUCTeMa, oO0ydeHUe,
MOHUTOPMHT OKpyXallley CPenr, »SKCIJyaTaluusa, KaaubpoBka M T.I.);

B) MHCIEKUUM MNPOLEenyp — MHCIEKUMM, KOTOPHhE MPOBOIASTCS HE3aBUCHMO OT
KOHKPETHEIX MCCJIEOOBaHMM. BBEIIOJHAKLTCA IJiIS KOHTPOJS NOPOLelyp WIIKu
IPOLIECCOB IIOBTOPAKIETOCS XapaKTepa M, KaK OPaBMJIO, OCYULECTBJIANTCH
Ha BEIODOPOUYHOM OCHOBe. [I[poBOAATCS B TexX Clydasx, KoT'Ja OIMH M TOT Xe
IPOLIECC B MCIHTATEJIBHOM JlabopaTopuM OCYHIEeCTRBJISETCS OUeHb 4acTo,
BCJIEOCTRBME UYEeT'O NPORBREIEHME MHCIEeKLUUM OTIOEJIbHEIX MCCJIeOOBaHUM
cumTaeTrcd HeDOOEeKTMBHEIM UM HelleJlecoobpasHeM. ClenyeT NPUM3HATh, YUTO
VHCIEKUUYM OTHEJIbHEIX I[IPOLIECCOB B paMKaxX KOHKPETHEIX 3TaloB,
OCYIECTBJISEMEIX OUEHb YAaCTO, MOTYT INPMBECTM K NOSBJIEHMIO HEKOTOPEIX HE
IIPOBEPEHHBEIX B MHAOMBUIAYAJbHOM [NOPSIKE MCCIIEeOOBaHUNM B XOIe
SKCIEPUMEHTAJIbHEIX STalloB.

141 . HeoOXOOMMO COXPAHATL BCIO IOOKYMEHTALMIO O TaKMX MHCIEKLMAX.

[InanuporaHme COK m OBOOCHOBaAHME BUIOB IOeITEJILHOCTU

1 MeTonmoB COK

142. Orgmen COK moJixeH TmaATeJIbHO IIJIaHUMPOBATh CBOI paboTy. PaboTa



nepcoHajsa otrnesia COK M npolLenypr IJaHMPOBAHMA B OTHOIEHUM
IPpOBEOEHMA, HOOKYMEHTUMPOBAHUA M IHOATOTOBKM OTUETOB OO0 MHCIEKLMAX
OOJIKHEI OBITH ONMCaHBI B cooTBeTcTRywmeM COII. HeobxomouMMmMo BeCTUM ydeT
3alJIaHUPOBAHHEX U TeKymmux uccienoBaHum. Orgesn COK oJIkeH MMeTb
OOCTYyIl K IIOoCJiegHeMy OOHOBJIEHHOMY BapMaHTy OCHOBHOTO I'paduka. Taxou
ydyeT HeOoOXOoIOuM IOJid IJIaHUMPOBaHMUSA BUOOB medaresbHoCTM COK M OLleHKU
pabouey HaArpy3kM Ha CcoTpynHuUkor COK.

143. IHporpamma COK C MHCHEKUMAMM M ayIUTaMM IIOLJIEXUT [NPOBEPKe B
OTHOUWEHVM OPTaHM3aAUMM U ylIpaBJieHMsa. Kaxk nepcoHalsl, TakK U PYyKOBOICTBO
IOOJIXKHEL ODOCHOBATH BHOOP METOHNOB, BBIOPAHHBIX IJIA MCIOJHEHMA PabOTH
COK.

5. OrueTH 00 MHCIEKLMAX CJYyXOb obecrieueHmus KauecTBa

144. YIOJHOMOUYEHHEM OpPITaH MOXET 3alpOoCUTh MHOOPMALMIO O BMIAX
VIHCIIEKLUY M »OaTax MX [NPOBEeIOeHWUsd, BKJWUYasa cTaiuo (cTannum)
MHCIEKTUPYEMOT'O MCCIenoBaHMsa. TeM He MeHee, OOBUHO COIEepXaHUeEe
OTUEeTOBR O NpoBemeHunr uHcnexkuuy COK He DOJIXHO pacCMaTPUBATLCH OPT'aHOM
IO KOHTPOJID COOJIIIOeHMS HAaCTOoAWMX I[lpaBUJl, IOCKOJBKY BTO MOXET
npenarcreoBaThk COK B NOOTOTOBKE OTUETOB OO0 MHCHEKUMM . YIIOJIHOMOUYEHHE
OpTaH MOXET NepMONMUECKM 3alpallMBaTh HOCTYI K COOEPXaHMI OTUeTOB OO
MHCIIEKUMAX, UYTOOB MNPOBEPUTH Hamjexamee QyHKUIMOHMPOBaHue COK.
YIOJIHOMOUYEHHEM OpPI'aH He HOOJIKEH MCIIOJIB30BaTh TaKMe OTUEeTH KaK CIOoCcOo0
YCTAHOBJIEHUSA HEeIOOCTAaTKOB B INPOBEHOEHHEX MCCJIeIOBAHUAX.

6. AyﬂMTH JAHHBIX 1 3aKJIOUMTEJIbHBIE OTUYETEL

145. AyIouT NepBUUHHIX IaHHEIX MCcJeloBaHusa oTraejsiom COK moxeT OBTbH
npoBeleH pa3HuMU crnocobamm. Ormesr COK MOXeT MNPOBEPSTb JOKYMEHTH B
XOoIle BKCIIEPUMMEHTAJILHEIX STAallOB MCCJEeIOBaHMsSA, MHCIIEKLUUNM IIpollecca MM
B XOJe aylIuTa 3aKJIUUTEeJIbHEX OTUeTOB. PYKOBOJCTBO IOJIXKHO OOEClIeumnTh,
yTOoOBE BCE 3aKJIUUTEJIbHEIE OTUETH MCCJIEONOBAaHMM, B OTHOIWEHUM KOTOPBIX
3as8BJIEHO COOTBETCTBME HacTogmmM IlIpaBuiiaMm, OBJIM IPOBEPEHHE OTIOEJIOM
COK. TakoM ayOMUT IOOJIKeH OHTb [IPOBEeIeH Ha 3BaKJIUUTEJIBHOM CTaIumu
IIOOTOTOBKU IIPOEKTa OTueTa, KOoTI'Ia BCe IepPBUUHLIE IaHHEIE CODOPAaHBl U HE
IJIaHMPYyEeTCsS BHOCUTHb HUKAKUX MBMEHEHUM.

146. LHesiplo ayoMTa 3aKJInUUMTEJILHOT'O OTUeTa ABJIAeTCd OollpeneJieHne Toro,
gTo

ucciienoBpaHue OBJIO MNPOBEIOEHO B COOTBETCTBUM C IIJIAHOM MCCJIeIOBAHUS U
COII;

UccrengoBaHMe OBJIO TOUHBIM UM ITOJIHBIM o@pagoM OTPpaXeHO B OTUeTe,
oTdHeT COIOepXMT BCe JBJIEMEHTEHI, Tpe6yeMHe HaCTOAWMMM HpaBMHaMM;

OTUEeT XapPaKTEepM3yeTCs IOCJIeOOBATEJbHOCTLI M BHYTPEHHEN



HENPOTUBOPEUNBOCTLIO;

[IEPBUUHEE HOaHHBIE COOPAHEl IIOJIHOCTHI M B COOTBETCTBUUM C TpeOOBaAHUAMU
HacTosaumx [lpaBuil.

1477. CorpymHukaM COK cremyeT COCTAaBJIATH 3aKJIOUUTEJIBHEIM OTUYeT 060
ayouTe KaK MOXHO NOOpoOHee, UTOOB OblJIa BO3MOXHOCTB BOCIPOUIBECTU
neTanu ayimTa. JoJDkHB OBITh YCTAHOBJIEHH MNPOLENYPE, B COOTBETCTBUU C
koTOopeMM oTrneJ COK BynmeT y3HaraThb 000 BCEX IOOIMNOJHEHMAX UM M3MEHEHUAX
B IJlaHE MCCJIeOOBaHMS M OTUeTe B XOIle sTalla aylIuTa.

148. Iepen nonnucaHuem sakjwoueHMsa COK noirkHa MNPOKOHTPOJIMPOBATH,
4yTOOB BCe NpoBJeMHBIE BOINPOCH, OTMEUEHHEE B XOIOe ayIauTa, ObIu
COOTBETCTBYIMM OOpPasOM OTPAaXeHB B 3aKJOUUTEJIEHOM OTUeTe, RBCe
COTJIaCOBAaHHBIE OEMCTBMSA IO YCTPAaHEHMIO 3aMeudaHMuM OBUJIM BBIIIOJIHEHEL U
UTOOH HUKAKUX MIMEHEHUM, TPpebylolMx MNPOBEeIeHMS IOIOJIHUTEJIbHOTO
ayomuTa, He OBJIO BHECEHO B OTUeT.

149. JlioOrle mMcHOpaBJIeHUS MM IOOINOJIHEHMSA BaBEPUIEHHOT'O 3aKJIOUUTEJILEHOTO
OTUeTa HOOJIXHHE CTaTh OOBEKTOM HOIOJIHMUTEJILHOTO ayIuTa co cTopoHH COK,
IocJjie 4Yero HeoBXOIOMMO IPeOOCTaBUTH IIEPEeCMOTPEeHHOE WU
IOONOJIHUTENIbHOe 3akijwoueHre COK.

7. 3akJjoueHMe oTreJia obeclieueHUs KauecTBa

150. MomnmcanHoe zakJmoueHme COK mOJIKHO BKJIOUATHCS B 3AKJIOUMTEJIbHEBIM
OTUYeT, B KOTOPOM yKAa3aHH B COOTBETCTBUM C nyHKTamu 140 u 142 HacTOSmMUX
[IpaBMJI BUIOB MHCIEKUUM M OAaTH MX IPOBeIeHUs, OaTe COOoOIleHUs
pe3syJibTaTOB MHCIIEKLIUNM PYKOBOICTBY, PYKOBOIMTEJIKO MCCIJIegdOBaHMA U,
KOT'Ia NPMMEHVMO, BeIylleMy MCCJeOoBaTeJso (MccyjemoBaTessaMm). B
00S3aHHOCTM PYKOBOINCTBA BXOOUT OCYHECTBJIEHME MEp, TapPaHTUPYIIMX,
uToO 3akJjueHue, BHIOaHHoe COK corJlacyeTcs C BasBJIeHUEM PYKOBOIUTEJIS
MCCJIeOoBaHusa O COBJIOIeHNM HAaCTOSIMX [[paBUJl ¥ COOTBETCTBYET BHIAHHOMY
3aKJIOUUTEJILHOMY OTUeTy 00 MUCCJIeIOBAHUM.

151. dopmatT zakjoueHus COK COOTBETCTBYeT CTPYKTYype oTueTa.
Heobxommumo, UYTOOB BaKJIUEHME COIEPXAJIO IIOJIHOE Ha3BaHUE
MCCJIeNoOBaHUsa, IIepeueHb BCEeX MpolUelyp MOHUTOPUPOBAHMUSA, MIPOBEIESHHBIX
COK B xXOIe MCCJemoBaHMS C YKa3aHMEeM OaTh M BTalla MUCcJIemoBaHUs. B
CJlydyadaXx, KOI'la MHCIIEKLIMM OTIeJIbHBIX MCCHeﬂOBaHMﬁ He ABJIAKTCH YAaCTBhIO
3arJIaHUMPOBAHHOM NpoTpaMME o6eclieuyeHsa kKadyecTBa, 0043aTesIbHO HaJluuue
3aKJIIOUEHUSI, MNOIOPOOHO OMNMCHBAWIET'O KOHTPOJUPYIME MHCIEKLMM,
HaopuMep, B CJydYae KPAaTKOCPOUHHX MCCJEeOOBAaHMM, KOoTIDa NIpOoBeIeHUe
IIOBTOPSAKNIMXCS MHCIEeKUMM KaXIoI'o0 MCCJIeNOBaHMsa HellejecooBpasHo.

152. CrnemyeT HNpenycMoTpeThb, uUToOOH 3RakjoueHre COK OBIJIO 3aBepleHO
TOJILKO TOTHa, Kor'ja OyIOeT MNOOTBEPXIESHO 3asgBJIEHME PYKOBOIUTEIS
VCCJIeIOBaHUsa O MPOBEIEHUM MCCJIeJOBaHMSA B COOTBETCTBUM C HaACTOSMMMU
[MpaBunamMmu. 3akjadeHme COK Taxkxe nonTeepxmaeT GakT, 4YTO B
3aKJIOUUTEJIbHOM OTUEeTEe IEPBUYHEIE IaHHHBE OTPAaXEeHHE IOCTOBEPHO.
PykoBOoIMTENbL MCCJIeNOBaHMA OOL3aH ykKasz3aTb B 3aKJIOUMTEJILHOM OTUeTe



oBJylacTM MCCJIEOOBaHMSA, HEe COOTBETCTRBRYWIME HAaCTOSAmMM IIpaBuUiiaM
Hanjexamey JjJabopaTOpPHOM MNPaKTUKM, €CJIM TaKOBHE MMEJIUCH.

8. Cnyxba obecrnieueHMs KadyeCcTBa M MCCJIeIOBAaHUSI,
He INpelHa3HadYeHHBIe IIJIAd IIpelCTaBJIEHNUA

B YIIOJIHOMOUEHHBIE OpPI'aHBL

153. CooTmBeTCcTBME HacTogmMM lIlpaBuiiaM gBJISETCS HOPMAaTWBHBM
TpeboBaHMEM IJIg OHNOOPeHUS IOKJIMHUUECKUX (HEeKIJIMHUUYECKUX)
UCclienoBaHuM. HeKOTOpPREE UCIIEITATEJIbHEE JIabopaTopuM MNPOBOIOAT Ha OIHOM
njomalnke MCCJIeIOBaHMsa, KOTOPHE INpelHasHAaUeHH M He NpelHa3HAauUeHHB OJId
npeicTaBJIeHMS B YIIOJHOMOUEHHBIE OpT'aHbl. ECJIM MCCJeloBaHMSA, He
npenHa3HaAUYeHHBEE IJIS NpelcTaBJIeHUS B YIOJHOMOUEHHEE OPI'aHH,
IPOBOOATCS HE B COOTBETCTBMUM CO CTaHIaApPTaMM Hamjexalel JjadopaTopHOM
IpakKTUKM, 2TO, KaK NpaBMJIO, HeTaTMBHO BJIMSET Ha KAaUueCTBO IPOBeIeHUSA
MCCJIeNOBaHUM, COOTBETCTBYIMX HacTOAmMM [IpaBuiiaMm.

154. B cnmcke MUCCJIeOOBaHUM, KOHTpoJMpyeMelx COK, IOJIKHEL OBITH yKaz3aHEL
KaK COOTBETCTBYKIME, TaK M HE COOTBETCTByKHIME HacToAuMM llpaBuiam
MCCJIenOoBaHMda. OTO HeoOXOomMMO IJId IPaBMJIBHOT'O IIPOBEOEHUS OLEHKU
pabouey HaATrpPpy3KM, NOPUTOOHOCTM MCIETATEJIbHEX JabopaTopul u
BO3MOXHOCTM B3aMMHOI'O BJIMAHMSA B [IpOolLleCCe NPOBeIeHMS MCHBETaHuM. s
BHIIIOJIHEHUSA HOaHHOM 3ajaum COK mosrkHa MMEeThb JOCTYII K
AKTYyaNIU3UPOBAHHOMY 3SK3EMIJIAPY OCHOBHOI'O IJIaHa-Ipaduka. fABjgercs
HelpreMJIEMBEIM 3afaBJISTh O COOTBETCTBUM NPMHLMIIAM HaJexalley
J1abopaTOPHOM INPakKTUKM yXe HadaToI'o MCCJeOOBaHMa, KOTOpOoe MB3HAadaJIbHO
HE COOTBETCTBOBAJIO TpeboBaHMAM HacTosawmmx llpaBuii. Ecam npoBeneHme
MccenoBaHusa, OOO3HAUEHHOI'O B KadeCTBe COOTBETCTBYKRUEI'O NIPMHLMUIIAM
Hajexamely jJ1adopaToOpHON NPakKTUKM, NPOIOOoJIXaeTCcs Kak MCCJedoBaHue, He
COOTBETCTByKIlee TPeOOBaHUAM HACTOAWLMX [lpaBUil, DTO IOOJIKXHO OBITH UETKO
OOKYMEHTHUPOBAHO.

9. ObecrnieueHMe KadvecTBa B HeOOJLIMX

VCIIEITaTEeJIbHEIX na6opaTopM,qx

155. B HeOoNpUMX MCHBETATEJIBHEX JIaDOpaTOPUAX MOXeT OBITb
HeleJyieCcoODpa3HEIM COIEPXaHMe [NepCcoHajla, NPeOHA3HAUYEHHOI'O
UckounuTesibHO nyda COK. PyKOBOIOCTBO OOJIDKHO HA3HAUUTHL HE MEHee OINHOTO
COTPYyIOHMKA C IIOJIHOM MJIM YaCTMUHOM 3aHATOCTBI, OTBeUaKnlero 3a paboTry
COK. PeryngapHasa M NOCTOAHHad paborTa nepcoHamna COK HeobOxomumMma s
HAKOIJIEHUS OIBlTa M ODeClleUeHMs KOPPEKTHOM MHTEepIpeTaluy Pe3yJibTaToR
paboTer COK. COTpyIOHMKM, NOPMHMMAIMEe ydacTMe B MCCJI€eOOBAHUAX,
COOTBETCTRBYIIMX HacTOodammMm IllpaBujiaM, MOTYT BHNOJIHATEL GyHKuMM COK B
OTHOUWEHUM OOKJIMHUYECKUX (HEeKJIMHUUYECKMX) MCCIIeNOBaHMUM, NPOBOIOMMEIX B
OPYyTMX OTIeJlaxXx MCIHOBITATEeJIbHOM JabopaTopumn. JIMLIOM, HE SBJISOIMMCS
MTATHEM COTPYIOHUKOM MCHIHTATEJIBHOM JabopaTopuM, MOTYT BHIIOJHATLCS



dyuxuum COK, ecynm obecneueHa HeobOxomumasa 20PeKTUMBHOCTL, Tpebyemasd
IoJId COOTBEeTCTBUMA HaACTOAIWVM HpaanaM.

156. TpeboraHuMAa HacToamMx lIpaBuJil TakXe MOTYT OBITb NPMMEHEHH K

MHOT'OLUEHTPOBEIM MCCJIEOOBAHMAM IIPM YCJIIOBMM YEeTKOI'O OllpeleJiIeHUA oomemn
OTBETCTBEHHOCTNM 3a KOOPpIMHALMI IIPOBOIOMMBIX pa@OT.

[Ipunoxenme N 1

k [lpaBuiiam

Hanjexamey J1abopaTOpPHOM NPaKTUKM
EBpasuicKOIr0 3KOHOMUUECKOI'O
cow3a B cbhepe obpawmeHusd

JIEKAPCTBEHHEIX CpPelCTB

TPEBEOBAHVA
K T[PVYMEHEHVIO [TPABMJI HAIJIEXANEV JIABOPATOPHOM ITPAKTUKM
EBPASUICKOT'O 3KOHOMUUYECKOIT'O COK3A B COEPE OBPAIEHNA

JIEKAPCTBEHHHX CPEJICTB IJIA MCCJEIOBAHMV IN VITRO

I. OnpenejsieHuda

g 1ejie¥ HacCTOAMEeTO MNPUJIOXEHUS MCIIOJb3YITCS IIOHATUS, KOTOPHE
O3HayvalT Cclenyrouee :

"KOHTPOJIL pacTBOopuTensa (paszbaBuressa, Hocureys)" (control vehicle)
- OTIeJibHas 4YacThb TEeCT-CUCTEME, K KOTOPOM nofaBJIeH PAaCTBOPUTEL,
IpenHa3HAUYEeHHHM IJiS OIpPEemeJIeHHOT'O TecTUpyeMoro obpasua (obbekTa) ;
KOHTPOJIb PACTBOPUTEJIA NPelOoCTaBJISeT CBUISTEJLCTBO 00 OTCYTCTBUU
BJIMSAHMSA BHOPAHHOT'O PAaCTBOPUTEJIS Ha TECT-CHUCTEeMYy B GaKTUUeCKUX
YCJIOBUAX NPOBENEHMSA aHaJM3a;

"kpmococyn" (cryovial) - cHneumalJibHEINM COCYH IJiS KPMOKOHCEepBaluM,
KOTOPHM COOTBETCTBYET OCOOBIM YCJIOBMAM, TaKMM Kak I'€epPMeTUUYHOCTHb
3aKPHTUL, Iaxe IPpM BKCTPeMajlbHO HUBKUX TeMIepaTypax U Ppe3KUX
nepenanax TeMIepaTyp, BO3HUKIMX B XOIEe 3aMOPaXMBAHUA M OTTaMBAHUL;



"kpuokoHcepBauusa" (cryopreservation) - XpaHeHMe KJIETOK U TKaHEW B
3aMOPOXEHHOM COCTOSHUM B YCJIOBMSAX, KOI'IA MX XU3HECIOCOOHOCTDH
CoxXpaHsaeTCcs;

"HaOop mJia OPOBENeHWUs MCHHTAaHuM, TecT-Hadop" (test kit) - ToToBHM
K MCIOJIb30BAaHMI0 Habop, BKJIIOUAIMY BCE KOMIIOHEHTH, HeOOXOOMMEIE IJis
IpOoBelIeHUd aHaJuza, MUCIBTaHUA (TeCTUPOBAHMS) MM MCCIEIOBaHUSA;

"HeoOpaboTaHHEM KOHTpPOJB" (untreated control) - oTmesnbHad
HeoOpaboTaHHAsa 4YacCThb TECT-CUCTEMBI, KOTOpas XPaHUTCH B
IepBOHAYAJIbHEIX YCJOBUAX KYJIBTUBUPOBAHMUS; HeoOpabOTaHHBIM KOHTPOJIb
IPenoOCTaBJISET UCXOIOHEIE IaHHBIE O TECT-CUCTEME B YCJIOBUAX MNPOBEIEHUSA
aHamnmsa;

"oTpuLaTENbHEM KOHTPOJL" (negative control) - oTmesbHas YacTb
TecT-cucTeMb, obOpaboTaHHas obObekToM (oOpaslioM), B OTHOIEHUU
KOTOPOT'O M3BECTHO, YTO OTBETHOM peaKLUUM TeCT-CUCTEMBl Ha HeI'O He
nocjenyeT M IpM BBEeISHUM OTPULATEJIBHOT'O KOHTPOJIA TeCT-CUCTeMa He
BEHIIAEeT OTBETHOM peaklMM B KOHKPETHEHX YCJIOBMAX aHaJluza;

"MOJIOXUTENbHEM KOHTPOJIbE" (positive control) - oTnmesbHas 4YacTb
TecT-cucTeMb, obOpaboTaHHas obObekToM (oOpaslioM), B OTHOIEHUU
KOTOPOT'O MB3BECTHa OTBeTHAas peaklMsa TeCT-CUCTEMEH; I10JIOXUTEJIbHBIM
KOHTPOJIb CBUIETEJILCTBYET O TOM, YTO TEeCT-CUCTEeMa BHIAeT OTBETHYIO
pPeaKklMio B KOHKPETHHX YCJIOBMAX aHaJu3a;

"crTaHmapTHHM OOBeKT (obpasen)" (reference item) - pykoBOIAmMe
yKasaHusa [0 MPOBEIOEeHUID MCCJIeNoBaHmMM in vitro BO MHOTUX CJydYasax
IPEnNMUCHBAT MCIIOJIb30BAHME COOTBETCTBYIIMX OOBLEKTOB
MIOJIOXKUTEJILHOTO, OTPHUILATEJIBHOTO KOHTPOJS UM (MJIM) KOHTPOJIS peaKTUBa
(pasbaBuTENIsA, PACTBOPUTEJISA), KOTOPHE, HEe MOTYT CIYXUTH B KaudecTBe
"CTaHIDapTHEIX OOBEKTOB" IJjig KJjlacCUdMKaALMM OTBETa TEeCT—-CUMCTEMH Ha
TEeCTUPYEMHIM OOBEKT, a MCHOJNbL3YITCS OJIS KOHTPOJISA HalJjexalleu
XapakKTePUCTUKM TeCT-CUCTeMbl. TakK Kak lLeJib MCIOJIb30BaHUsa BTUX
OOBEKTOB IIOJIOXKMUTEJILHOT'O, OTPULATEJIBHOTO KOHTPOJS UM (MJIM) KOHTPOJIA
peakTuBa MOXeT OHTh pacCMOTPeHa KakK aHaJIoT LeJiM MCIIOJIb30BaHMSa
CTaHIOAPTHOTO oOBbekTa (oOpasla), OoIpenejieHMe IIOCJIeIHET'O MOXET TaKxXe
OTHOCUTBCS K TepMMHaM "OOBEKTH IOJIOXUTEJIBHOTO, OTPULATEJILHOT'O
KOHTpPpOJS M (MiM) KOHTpOJA peakTura". OIHAKO CTEIEeHb OIpeleJIeHUus UX
AQHAJIUTUUECKHUX XAPaAKTEPUCTUK MOXET OTJIMUYATHLCHA OT TpeboBaHUM,
NPEenbABIIAEMEIX K aHAJIUTUUECKMM XapaKTEePUCTUKAM CTAaHOAPTHBX ODBEKTOB
(obpasiion) ;

"TpaHcrTeHHEe KJeTku" (transgenic cells) - kjueTkwu,
TPaHCOEKTUPOBAHHEE OIOHUM (MJIM HECKOJBKMMMU) YUYyXEePOINHEIM I'€HOM
(reHaMm) ¥ BCJIEOCTBME 2TOTO obJjlamapiMe xapakKTepucTuKkaMy U OyHKUMAMY,
KOTOpPHE OOBUHO HEe IIPUCYTCTBYIT MU NPUCYTCTBYIT TOJIBKO IIPU HU3KUX
YPOBHAX DKCIPECCUM B POOUTEJIECKOM KJIETKE.

II. OBgmraHHOCTHU



1. PyKOBOAOCTBO MCIHTATEJNLHOM JlabopaTopuUMn

Bojsipmasa dacTb OOS3aHHOCTEM PYKOBOICTBA MCIHTATEJIbHOM JabopaTopumn
aBJdeTCcsa OflWey M B PaBHOUM Mepe NPpUMMEHSeTCd IJid PyKOBOINCTBA
VCHOBEITATEJILHOM J1abopaTopuM MIPM BHIIOJIHEHUM MCCJIeOOoBaHMM in vitro m in
vivo (HanpuMep, TpebOBaHMA K PYKOBOICTBY MCIHTATENBHOM JjlabopaTopumn
O HeOoOXOIMMOCTHM OOECIeuMTh HaJiMuMe INOCTATOUHOT'O KOJIMYeCTBa
KBaIMOMUMPOBAHHOTO IIepCcoHaja, COOTBETCTBRYyHIETO OO0OPYyHOBaHMUS U
annapaType OJiS CBOEBPEMEHHOTO M Hajlexalero IpOoBeleHUS
MCcJenoBaHusa) . PyKOBOICTBO MCIBITATEJIBHOM JlabopaTopuM IOJIKHO OBITh
OCBEIOMJIEHO O TOM, UYTO MCCJemOoBaHMe in vitro MoxeT CONPOBOXIATbLCS
BOBJIOXEHMEM Ha HEeT'O IOIOJIHUTEJIBHEIX oOsd3aHHOCTeM. Hamnpumep,
PYKOBOILCTBO MCIIEITATEJIBHOM JlabopaTopuM INOJIKHO IIPeNOoCTaBIISATH
TapaHTUM, TOUYHOTO IOHMMAHMUA IIEPCOHAJIOM MCIETATEeJIbHOM JlabopaTopuu
BEINTOJIHAEMEIX GyHKUMIM. IS MCCJAemoBaHMM in vitro sTo MoxeT TpeboBaTh
HeOOXOOMMOCTM MNPOBEeISHMS CIelMajlIbHOTO ODydeHUsa IepCcoHala
MCHOEITATEJIbHOM JlabopaTopuM acelTHUeCcKMM IIpolenypaM M ofpaleHuo C
BMOJIOTMUYECKM OIAaCHBIMM MaTepuajiaMm. JJisg MCccjienoBaHMsa in vitro MoryT
norpe®oBaTLCS BHIOEJIEHME CIIeLUMaJIbHEIX BO0H M BHIIOJIHEHME [poLUenyp OJisd
IpeIOoTBPalleHVsa 3aTrpsaA3HEeHUsd TeCT-CUCTeMeH. KpoMe TOoro, PYyKOBOICTBO
VCIEITATEJNILHOY JlabopaTopuM HOOJIXHO OOeCHeduTb COOTBETCTRUE
VCHOEITATEJIbHOM JjabopaTopun TpeOOBaHUAM NIPUTOOHOCTM IJIS UCCIIeOOBaAHMA .
Il HEKOTOPHIX MCCJIEONOBaHMM in vitro TpebyeTcs NpMMeHEeHMe B IIpolecce
MCCJIeNOBAaHUSA MUCKJIIUUTEJIEHO [NaTEHTOBAHHEX MaTepMaJIOB MJIM HabOpPOB.
HecmoTpsa Ha TO UTO MaTepHMalkl, MCIOJb3yeMble B MCCJIeNOBaHUMU,
COOTBETCTRYKIIEM IpaBUilaM HaIJjiexalley J1aDopaTOpPHOM NPaKTUKMU
EBpasumMckoro SKOHOMMUECKOT'O COl3a, YyTBepxIaeMbeM EBpasmuickKou
SKOHOMMUECKOM KOMUCCHEN (Iajiee — IpaBuija), OOJIKHBE NPOM3BOIUTLCSA U
TEeCTUPOBATHLCHA Ha COOTBETCTBME C MCIOJIbB30BAaHMEM HaIJlexallel CHUCTEMEL
KadecTBa (TO eCThb OCHOBHYK OTBETCTBEHHOCTL 3a MX COOTBETCTBUE
TpeOOBaHMAM IPaBUIJI HECET MI3TOTOBUTEJIL MM IOCTABIMK), ODOA3aHHOCTL
PYKOBOIOCTBA MCHIHTATEJIBHOM JlabopaTopUM NOOTBEPOUTHL, UYTO 3TO
TECTUPOBAHME Ha COOTBETCTBME COOTBETCTBYNUMM OOPAa30M BHIIOJIHEHO
IyTeM OLEeHKM IOedATeJIbHOCTM, MeTOAOMK U IOJIUTHK B o0JlacTK KadecTBa Yy
IIOCTABUMKOB IPOOYKLUMA.

PyxkoBomuTesib MCCIIeOOBAHUA

Obmme 00S3aHHOCTM PYKOBOIMTEJIS MCCIIeNOBaHMSa, YKa3aHHHE B IIPaBUIIaAX,
He 3aBUCAT OT TuUlla MCCJeOOBaHMUS U NPUMEHSITCS K MCCJIeOOBaHMAM in
vitro. PyKOBOIUTEJIL MCCJIENOBAHMS MNPOIOJDKAET SBJISTHCS ITJIABHEM U
eOVMHCTBEHHEM JIMIIOM B OOECleUeHMM KOHTPOJIS MCCJIeOOBAHUS UM HECEeT
OTBETCTBEHHOCTEL 3a oOfllee NPOBEINeHME MCCIIeNOBaHMUSA U QOpMUPOBaHUE
3AKJIOUUTEJILHOTO OoTueTa 00 MUCCJIeIOBAHUM.

B mcciemoBaHMAX 1in vitro pyKOBOIOMUTEJIE MCCJIEIOBAHMA IOJIXEH YIeJIATh
ocofoe BHMMAaHME IOOKYMEHTAaJIbHOMY OGopMIIeHMI0 OOOCHOBaHMS BHIOOpPa U
XapaKTepUCTUKU TECT—CUCTEMH, TO €CTh €T0 O0I3aHHOCTHU B UCCJIENOBAHUIX
in vitro 6GoJjiee CJIOXHH IJId HaIJlexameI'o OCYWEeCTBJIeHUA. VICIOJIb30BaHUE
OomnpeneJyIeHHLX BUIOB OPTaHM3MOB HeOoBXOIMMMO OOOCHOBHIBATL MIYyTEM



JOKYMEHTAJIBHOI'O IIOOTBEPXIOCHUMA XaPaKTeprMCTUMK, KOTOPEIE IOeJIalT U’X
MOoOXOoIsmey MONEJIbIo IOJIS OLIEHKM MHTEepecyllMxX MccljieloBaTelsa 300eKTOoB.
XapaKTepucTHMKa ONPpelesIEHHOTO XMBOTHOT'O MOXET OBITbH BEHIIOJIHEHA IIYyTEM
COCTARJIEHUSA OOKYMEHTA C yYKAa3aHMEM BMIa XMBOTHOIO, IMITaMMa, CydOuTamMma,
UCTOUHMKA IIOCTaBKM, Beca Tejla, I10Jla M BO3pacTa.

Iyga oBoCHOBaHMSA BHOOpPA TECT-CUCTEMHE, B YaCTHOCTH, TpebyeTcsa, YTOOH
PYKOBOOUTEJIL MCCJIEOOBaAHMS IOOKYMEHTAJIbHO IMOATBEPIUII, UYTO METO
ucciyienoBaHusa ObUT ONOOPEH YIIOJIHOMOYUEHHBIM OPIT'aHOM (DKCIEPTHOM
opraHM3alMey) rocylapCTBa — 4jleHa ERpa33muMCKOTIO 3KOHOMUUECKOT'O COol3a
(majlee - TOoCyIapCTBO-UJIEH) WM SABJSETCS CTPYKTYPHO, OGYHKIMOHAJIBHO
n (MIM) MexXaHUYEeCKM aHaJIOTMUHHM OdMLMAJIEHO OIOOPEHHOMY DTaJIOHHOMY
MeTOoIy MCCcJeloBaHMUM. [lepel MCIOJIbL30BaHMEM HOBHIX METOJIOB
MCCJIEOOBAaHUM, SBJAKIMXCHA CTPYKTYPHO, OYHKUMOHAJIBHO U (MJIM)
MEXAaHUUECKM CXOIHHEMU C OOMUMAJIBHO OINOOPEeHHBIM DTAaJIOHHEIM METOIIOM
VCCJIeOBaHUM, PYKOBOIUTEJIL MCCJIEOOBaAHUS OOJIKEH MNPemoCTaBUTH
IOKYMEHTaJIbHOE IIONTBEPXIEeHME O TOM, UYTO HOBHM METOI MCCJIeNOBaHUM
VMEeeT COIOoCTaBUMYD 50PeKkTMBHOCTL MPM OLIEHKE Ioka3aTesien
MCCJIenyeMOT'0 BelleCcTBa (JIEKAPCTBEHHOTO CpPenCcTBa) C IIOMOULI
Hanjexamero obpa3zslla CpaBHeHMS (KOHTPOJBHOTO obpaszua) .

HoxyMeHTaJsibHOE OQOpPMIIEHME XaPaKTEePUCTUK CHUCTEM 1n vitro Moxer
OKaszsaTbCsa 3aTPyIHUTEJIbHEIM. HecMOTpsa Ha TO UTO PYKOBOIOUTEIDb
MCCJIenoBaHMA, C IIOMOUIBI NOCTaBUMKA NPOOYKLUMM, B pAle CJIydaeB MOXET
OEITE CHOCODEH IOKYMEHTAJIbHO TONTBEPIUTE HEKOTOPHIE XapaKTEPUCTUKU
TEeCT-CUCTEeMEl (HalpuMep, JMHUIO KJIETOK, BO3pacT (maccaxwu),
IPOMCXOXIOEeHMEe) , OH TakXe IOJIKEeH OXapaKTepM30BaTh TEeCT-CUCTEMY,
OOKYMEHTAJIbHO 3aduMKCHUPOBABR, YTO OHa obecneumBaeT HeOOXOIVMYIO
HaOeXHOCTh IIPM OlleHKe IoKaszaTeJiell MCCJedyeMOT'O BelleCTBa
(lexkapCTBEHHOTO CpelCcTBa) C IIOMOUIBI Hamjexalmero obpaslla CpaBHEeHMS
(koHTPOJIBHOTO OOpazslia), BKJWUYasg, IPU HeODXOIMMOCTM, OOBEKTH
IIOJIOXUTEJILHOTO, OTPULATEJILHOTO KOHTPOJISA, HeoOpaboTaHHOT'O KOHTPOJISA
" (uIMr) ODBEKTH KOHTPOJIA pPacTBOpUTEJieM. B 0COBHX Cllydasax OONyCKaeTCs
MCIOJIb30BaHME IIAaTEHTOBAHHBIX MaTepuajioB MM HaO®OpPOB IJid NPOBeleHUS
MCHOBEITaHUM in vitro. HecMmoTps Ha TO, 4YTO 20PeKTMBHOCTL TakKUX
MaTEPUAJIOB WMJIM MCIHIHTATEJIBHEIX HAOOPOB IOJIXHA OHTH T'apaHTUPOBAaHA
IIOCTaBUMKOM, [NIPOMBBOINUTEJIEM MIIM IaTeHTooOJlalaTesieM, PYKOBOICTBO
VCHOEITATEJILHOM J1abopaTopuM HECET OTBETCTBEHHOCTE 3a TO, YUTO BHIOPAaHHEM
IOCTABIMK COOTBETCTBYET KPUTEPMSAM KadecTBa, Kak BTO yKa3aHO BEHIIe
(HanpuMep, NyTeM NPOBEPKM HeSATeJIbHOCTY, MEeTOOUK U MNOJIUTUKM B 0OJlacTHU
KauecTBa [IOCTaBIMKA NPOOYKLUMM) . PYKOBOAMTEJL MCCJEOOBaHMS OTBeuUaeT
3a TOIOTBEPXIEHME TOTO, UTO XAPAKTEPUCTUKM HOAHHHEX MAaTEPUAJIOB WIIU
HabOPOB IEMCTBUTEJILHO OTBeUalnT TpebOoBaHMAM K KadeCTBY UM HaIeXHOCTU
Pe3yJbTaTOR NPOBEHNEeHMS MCCJEeNOBaHUS UM UTO HAOOPH OJid NPOBEOEeHUS
MCCJIeNOBaHMA IOOJIKHEIM OOpa30M BalMIMPOBAHB M NOOXONOAT IJIS
npelHa3HAUEHHOM LeJM NpMMeHeHUsA. [IOCKOJIbKY KadeCTBO M HaIeXHOCTh
STUX MaTEPUAaJIOB MJIM MUCIHTATEJIbHEX HAOOPOB HANPAMYK BIMSOT Ha
KaueCTBO M HAOEXHOCTb pPe3yJIbTaTOB MCCJIeOOBaHMA, HeoOXOoIMMO, UYTOOE
PYKOBOIOUTEJNL MCCJIeNOBAHUA THATEJIBHO M3YUMJI U KPUTUUECKM OLIeHUJ
IIOJIHOTY U IIPMEMJIEMOCTHL INOKYMEHTAalMM IO KOHTPOJIO KadecTRBa,
IpenCcTaBJIEHHYK [IOCTAaBIMKOM. PyKOBOIOUTEJILE MCCJIENOBAHUA IOJIKEeH OHTH
criocoBbeH OLEeHUTHL COOTBETCTBME CUCTEME KaueCTBa, MCIOJb3yeMOoM
UB3TOTOBUTEJIEM, M MMETH B HaJIMUMM HOOKYMEHTE, HEOOXOIMMHE IJIS OLIEHKU



IPUTOIHOCTM TECT—-CUCTEMHBl IJIS MCIIOJIb30BaHMA B paboTe MCHOBTaTeJIbHOM
nabopaTopuu (HanpuMmep, pPe3yJbTaTh MCCJIeIOBaAHUM XapaKTEepUCTUK
TEeCT—-CUCTEMHI) .

[lepcoHaJi, YYacCTBYKOIMUNM B MCCJEIOBaAHUU

HepCOHaﬂ, yqaCTBYDMMﬁ B MCCJIeOOBaHUM, IOOJIKEH TUATEJIBHO COOJIOaTh
Tpe@OBaHMH K acellTMYeCKIMM YCJIOBUMAM (ecmim >TUH YCIJIOBUMA IIPUMMEHAITCA B
MCHHTaTeﬂbHOﬁ.Ha@OpaTOpMM), BEREITIOJIHATBE COOTBETCTRBYyKIME INTPOLEeIYyPH IIPA
IIpoBeOeHVNM MCCcJenoBaHuM in vitro, yTOOB M30EeXaTb IIaTOTEHHOTO
3aI'PA3HEHVMA TeCT—-CHMCTEMEHL.

HepCOHaﬂ, yqaCTBYDMMﬁ B MCCJIeOOBaHVMM, IOOJIXEH IIPVIMEHATDb HeOoOXOOMMEIE
METOIOMKM UM TEXHUKM, UTOOH M30eXaThb IIEPEKPECTHOI'O 3al'PA3HEHNMA MeXIy
TeCT-CUCTEMaAMM UM ODECNeuuThb JMCTOTY MCCIJIEeOOBaAHMA.

[lepcoHall UCCJEeNOBAaHUA OOJDKEH 3BHATH UM CTPOTO MNPUIOEPXUBATLCSI
TpeBOBaHMNM K MBOJIMPOBAHUID TECT-CHUCTEM U TPeOOBaHUM K MCCIEIOOBaHUAM
C NpMMeHeHVeM OMOJIOTMUECKM OIaCHEIX MAaTEPMAaJIOB. BO BpeMs NPOBENEeHUS
MCCJIeONOBaHUY 1n vitro cjenyeT OPMMEHSTH HAaIJIeXallMe MepPHl
IPEenoOCTOPOXHOCTHM, YTOOBl CBECTM K MUHUMYMY PUCKM [IPU MCIIOJIE30BAHUM
ONAaCHEIX XVMUUYECKMUX BEUECTR.

ITIT. ObecrieueHMe KauecTRa

IeaTeJlbHOCTL, CBS3aHHAS C CcliyxOom obecrieueHmMs KauvecTBa (majee -—
COK), He3HaAuMTeJIbHO pasjiMuaeTCcsd IJiS MCCJemoBaHMy in vitro m in vivo.
ViccnenmoBaHMsa in vitro B OTHEJNIBHEIX CJIydasX MOTYT KJIACCUOMLUMPOBATLCS
KakK KPATKOCPOUYHEE MCCJEeOOBAHMS; B TaKMUX CJIydadax IPUMMEHSKTCS
TpeboBaHusa npuioxeHus N 6 K npaBuiaMm. TakuMm obpasoM, [HoIoOHBE
VCCJIEOOBAHMA MOT'YT OBITH NPOMHCHeKTUMPOBaHE COK, ecnim 3TO yCTaHOBJIEHO
¥ IOONYyCKaeTCsa BaKOHOIATEJIbCTBOM T'OCYHapCTB-YJIEHOB, Ha OCHOBE
IpOoTpPaMMbl MHCIEKTUPOBAHMA NPOLIeCcCOoB. llpaBuiia TpebyoT, uTobpl COK
VMHCIEKTHUpPpOBaja, IJIABHEIM oOpasoM, KpuUTHuUuecKue Gas3sel MCCJIeIOBaHUA,
O3 TOMY HEODOXOIMMO, UTOOH B MCCJIEemOBaAHMAX in vitro COK Ownlia IMOJIHOCTHIO
OCBeIOMJIEHa O TOM, UTO M3 cebda NPpelCTaBJART KpUTHUUecKMre Gasel U
KPUTUUECKME aCIIeKTH TaKMX MCCJelOoBaHUM. PyKOBOIMTEJIO MCCJIeOdOoBaHMUSI,
BEOYIIMM MCCJIeIOBaTEeJIIM UM IIepCOoHally, YydYacCTBYKIEMYy B MCCJIeIOBaHUM,
HeOoOXOOMMO COBMECTHO paspaboTaThk PYKOBOIACTBO I[IO NPOBREISHMI
uHcnekuuy COK B cooTBeTCTBRyHIMX oOJacTax. I[IOCKOJbKY IpoTpaMMma
obecrieyeHMs KadvecCcTBa JOJIKHA oOO4A3aTeJIbHO pPacHpoCTPaHATbBCH M HA
crieuMalJibHEIE ACIIEKTHE MCCJIeOoBaHMUM in vitro, obpazoBaHue u oOyueHUe
nepcoHaysia COK moJpxkHO OBITH HANPABJEHO HA CIOCODOHOCTH YCTAHOBUTH
IOTEeHUMAJIbHEIE NPOoOJIeMH B CcHeuMduueckux o0JIacTaX MCCJIemoBaHMsS in
vitro.

Cneumupmueckmue obJjacTyU MCCIeoBaHMda in vitro, nonmjexamme
MHCIIEKTUPOBAHMUIO, MOTYT BKJIOUATE B cebda clelyolMe NPOLelypPH U MePH
(HO He OT'PaHMUMBATCS MMU) :



MOHUTOPUHT BJIMSAHUS NapTUM KOMIIOHEHTOB KJIETOUHBIX M TKaHEBBIX

KYJIb TYPaJIbHEIX CPpell, SBJIAOIMXCH KPUTUUECKM BaXHBMU IJi9 2OQEeKTUMBHOCTHU
TecT-cucTeMH (Hanpumep, dbeTalibHasg TeJisubs CHBOPOTKA), UM IPYITHUX
MaTePMasioR Ha 32POEeKTUMBHOCTBL TECT—-CUCTEMH;

OLlIeHKa M obecnedeHMre QyHKUMOHAJIBHOTO M (MiM) MOPQOJIOTrMUeCKOTO
craTyca (M LeJIOCTHOCTHM) KJIETOK, TKAaHEeV U IPYyTUX MHIUKATOPHEX
MaTepraJoB;

MOHUTOPMHI' TIOTEHIMAJIEHOI'O 3aI'PA3HEHMA YYyXEePOIOHEIMM KJIIETKaAMIM,
MVIKOIIJIa3MaMIM M OPpYyIT'VMIMM IIaTOT'€HaMM VMJIIM OPpYyI'VIMM CﬂyqaﬁHHMM areHTaMIM,

OUlVICTKa O@@BBaanMBaHMe O@OpynOBaHMH M allllapaTypPel M CBeOeHM e K
MVHVIMYMY VICTOUYHMKOB 3al'PA3HEHMA MCCJIeOyeEMBEIX 3JIEMEHTOB U
TeCT—-CHUCTEeM,

ofecreueHye HaOJIeXalleTO MCIOJbL30BAHUS U OOCIYXMBAHUS
CTIeuMaIM3UPOBAHHOTO OBOPYIOBaHUL;

obecrneuyeHMe HaJiexallel KPUOKOHCEepBalUMM M BOCCTAHOBJIEHUS KJIETOK U
TKaAHEeWM;

obecrieueHMe HaOJexXallMx YCHOBMﬁ IOJIS UM3BJIeUEHUM MaTepmaJIop IIOCJIe
XpPaHeHrd B 3aMOPOXEeHHOM COCTOAHMM,;

ofeclieueHre CTEPUIIBHOCTKY MATEePMalIoB UM IIOCTABOK, MCIOJbL3YEMBIX IJIS
KJIETOUHBIX M TKAHEBHX KYJbLTYP;

IIommepXxXaHrme COOTBETCTBYOIEI'O pa3dciiIeHMAd MeXIy Pa3JIMYHBIMIM
MCCJlIegOBaHMAMM M TeCT—-CUuCTeMaMM.

IV. IlomemeHMs

1. OBbume TpeboBaHUSA

[IpaBuJla yCTaHABJIMBAKT, YTO MCIHTATEJIbHEE Jlab®opaTopuM MOOJIKHE
COOTBETCTBOBAThL TpeOOBaHMAM, NPEObABJISAEMEIM K Kad4eCTBY UM HaIOEeXHOCTU
Pel3yJIbTATOBR BEHIIOJHSEMHX B HUX MCCJIEIOBAHMM, a TaKXe UTO B
UCIHTATEJNIbHOY JlabopaTopuM CJenyeT NOINePXMBATh COOTBETCTBRYIIIEe
paszneisieHye 00SA3aHHOCTEW IepcoHalJla MexIy pasJIMYHBEIMU BUIAMU
OeaTeJIbHOCTM, dYTOOB ofecneumMTh HaIJjexalee UM OeCHpendaTCTBEHHOE
BHIIIOJIHEHME KaXIOT'O MCCJenmoBaHMsa in vitro. [Ina npoBeleHUS
MCccIenoBaHuUMM in vitro kak IpaBMJIO HeOoOXOOMMO OTpaHMueHHOe pabouee
IPOCTPAHCTBO M He TpebyeTcsd BHIOSJIEHUS CIEelMalIbHEX ITOMENeHMUM, B
KOTOPEIX He IOoINIyCcKaeTcCsd IMIPOBOIUTHL IPyTMe INOKJIMHMUECKUE
(HEKJIMHMUECKME) MCCJIeJIOBaHMsA, [IO0DTOMY IIPU MIPOBEeIEeHUM MCCIIeNOBaHUM
in vitro cryemyeT OpemnpuHSTL MEPH B lLeJgx obeclneueHMs HaIjiexamero
pa3nejieHMsa PasJIMUHBIX MCCJIeOOoBaHMM in vitro, IpoOBOOMMEIX ONHOBPEMEHHO
B OIHOM U TOM Xe 30He (IIoOMEeleHUM) .



2. lloMelmeHMs OJS TeCT-CUCTEM

IOinsa obecrnedeHUsa MUI3OJSALUM TECT-CUCTEM HeOOXOOMMO MMETH B HaJIUUYUMU
IOCTaTOUHOE KOJIMUECTBO 30H (IIOMENeHMuM), UYTODOH CBECTU K MUHUMYMY
BO3MOXHOCTEL 3aT'PA3HEHUS TEeCT-CUCTEM. BO3MOXHOCTH IIOTEHLMAJIbLHOTO
3aTrpsa3HeHUs, [NePEeKPEeCTHOT'O 3arpsa3HEHUsa, WMIIM IIepellyTHBaHMS ODBEKTOB
He JOJIKHA YTPOXaThb 1I&JIOCTHOCTM KaXIoM M3 TEeCT-CUCTEM M OTIEJIbHBIX
UCCIIegoBaHUM.

IJonyckaeTcsa MHKYyOMPOBATH KJIETKM MM TKAHM, YyJYaCTBYOIME B Pa3JIMUHEIX
MCCJIeOOBaHMAaX, B OIOHOM U TOM Xe MHKyOaTope NpM yCJOBMM, UTO UX
pasnesyieHre oOeClIedueHO B INOCTAaTOUHOM CTEeIleHM (HalnpuMep, HaHEeCEeHH
COOTBETCTRyKIME UISHTUOUKATOPE, METKM WM MCIOJIb3yeTCsa pas3lejibHoe
pasMeneHrue OOBEKTOB OJiS OTAMYUMS MCCJeIOBaHMM M T.H.), M HUM OOUH
MCCJIeOyeMbl KOMIIOHEHT He SGBJIAeTCsS OOCTAaTOUHO JIeTyuMM, UTOOH
3aTPA3HUTE IpyTMe OOBEeKTH MCCJeOOBAaHMSA IPM COBMECTHOM
VHKYOUPOBaHUMN .

PasnmejyieHMe KPUTUUECKMUX (a3 MCCJeIOBaHUM MOXET OHTHb BO3MOXHBEM HE
TOJIBKO B IIPOCTPAHCTBE, HO U BpeMeHM. MaHUNYyJIAUMS C KJIETOYHBEIMU WJIM
TKaHEBEIMU KyJIbTypaMy (HanopuMmep, OIpoLedyph CyOKyJIbTUBUPOBaAHMUS,
noBapJjieHME MCCJIeNyeMOoT'O DJIeMeHTa M T.J.) KaK I[IPaBUJIO, BHIIOJHSAETCH
B 30HaX C BEPTUKAJIbLHEM JIAMMHAPHEIM BO3OYXOIIOTOKOM B LI€JIAX OBecCledeHUd
CTEPUJIBHOCTM M 3allUTHl TECT-CUCTEM, IIepcoHaja, YydYacTBYoIEeIO B
MCCJIeNOBAHUM UM OKpyXawlmelM cpenel. B TakoM ciiydae COOTBETCTByKlee
pasneJsieHye OJid NPeOOTBPalleHUS IIEePeKPeCTHOT'O 3aTpSa3HEeHUS Mexny
oOBeKTaMM Pa3JIMUHBIX MCCJEeOOBaHUM MOXHO OOeCleuMThb IIyTeM
IocJjegoBaTEeJIbHEIX MAaHUIIYJISALUMM C MCIBTATEJIbHBIMM TeCT-CUCTeMaMu,
VICIIOJIb3YEMEIMM B KaXIOM M3 MCCJIEIOBAHMM, C INOMOIBK TIWATEJbEHOM OUMCTKU
n obe3zzapaxMBaHUa (CTepuaMz3aluuyu) padbouux NOBEPXHOCTEeNM KabuHeTa U
COOTBETCTBYyNIETO JIabopaToOpHOTO ODOOPYyIOOBAaHMA, MCIOJbB3YEMOT'O Ha
PasJIMYHEIX B2TalaxX MCCJIemoBaHMA (OpM HeoOXOOMMOCTH) .

BaxHBEIM aCIIeKTOM I[POBEIOEHMS MCCJenoBaHUM in vitro gBjasgeTcda HaJIMuue
OTBEIEHHEIX 30H (IIOMEUEeHMM) CO CIelUuMaJIbHEM O0O0OpYyIOOBaHMUEM,
ofecrneuyBaniMx IOOJITOCPOUHOE XpaHeHMe TecT-cucTtem. ObOopymoBaHue (B
TOM UMCJIE KOHTEMHEPH IJIS XPaHeHUs) IOJIKHO ofecleuuMBaTh HeOOXOOMUMEIE
YCJIOBUS IJIS COXPAaHeHUS LIeJIOCTHOCTU TECT-CUCTEM B TeUeHMe IJIUTEJILHOTO
BpPEMEHU.

3. TlomMemeHus nJsa oOpab®oOTKM MCCJIeOYyeEMHX BeleCTB

(JlekapCTBEHHBIX CPEeNCTB) ¥ 00pa3lloB CpaBHEeHUS

(KOHTPOJIBHEIX OOpasIloB)

TpeboBaHMUsa NPaBUII K 00paboTke UCCIeNyeMHX BEUECTB (JIEKAaPCTBEHHBIX
CpencTB) U 00Opas3lloB CpaBHeHUS (KOHTPOJILHEIX ODOpaslloB) B OTHOIEHUU



IpeJoTBpPalleHMsa UX [IePeKPEeCTHOT'O 3apaxXeHMus B PaBHOM Mepe OTHOCSATCH
K OOBUHBIM MCCJIEOOBAHUAM U UCCIeIOBaHMAM in vitro. [Ipu npoBeOeHUMr
uccyaenoBaHul in vitro Heo®XOoOMMO YUMTHEBATH IOINOJIHMTEJILHEIM acCIeKT:
IIOCKOJIbKY COOJIIO[IEHME CTEPUIIBHOCTU SABJISETCS KPUTUUECKUM QaKTOPOM IJIS
HaIJIexamero NpoBeIeHMS MCCeloBaHuM in vitro, crnemyer ofecneumrs,
YTOOH ITOMENEeHUSI MM BO0HBI, MCIIOJIbRyEeMbe OJIS MOATOTOBKM UM CMEelMBAHMUSI
UCCJIeOyEeMEX M STAaJIOHHHX BEIeCcTB C HOoCUTeJNsaMM (CBa3YIIMUMM
BelecTBaMu) , ObBLJIM OCHAlleHB TakKuM oOpa30M, UTOOH MOXHO ObIJIO paboTaThb
B ACelTUUYEeCKUX YCJOBUSX U Te€M CAMBIM 3allUTUTLE TE€CT-CUCTEMY U XOI BCEI'O
MCCJIeIOBAaHMA B LI&JIOM IIyTeM CBeOeHMS K MUHMMYMY BO3MOXHOCTU
3aTrpsA3HEHUS B IIPOollecce MNOATOTOBKY TECTUPYEMEIX M CTAHIAPTHEX OOBEKTOBR
(oBbpasuos) .

V. OBopyInoBaHME, MaTepMraJsl U PEeareHTEH

CraHOoapTHEE TpebOOoBaHMSA, KOTOPHE NPEeOBABJIATCH K allapaTrype,
VCIIOJIb3YEMOM B MCCJIeIOBAHUAX, MNPOBOIUMEIX B COOTBETCTBUM C IIPaBUIIaMU,
B PaBHOM CTEeIeHU NIPMMEHMME M K allapaType OJia MCCJenoBaHuM in vitro.
OnmHakKoO, MMEKTCS ClIelMaJibHEle TpeboBaHUMSa M OCOOEHHOCTHM, KOTOPEIE
HeOOXOOMMO YUMTHBATE B PaMKaxX MCCJemoBaHmMy in vitro. Ousa
IOCTOBEPHOCTU M HAEXHOCTM PEe’yJIbTAaTOB KaxXIoI'o MCCJenoBaHmsa in vitro
HeoOxXonomumMo ofecneumMTh HaJjexale YCJIOBUA OJIS MCIOJIb3yeMOTO
ODOpPYyHOOBAHUSA, T.e€. HYXHO NPOBOIUTE €TI0 PEeryJIAPHOE TexXHUUeCKoe
obcnyxuBaHMe (HanpuMmep, wWkadoB C BEPTUKAJIBHEM JIAMMHAPHBEM
BO3OYXOIOTOKOM MM MHKYyOaATOPOB), KOHTPOJIb UM KaAJIUOPOBKY (HanpuMmep,
MUKPOBECOB M MMKPOIMIIETOK) (IOpM HeoOxoOouMMocTHu) . Iisd
CIeUMasiM3MPOBAHHOTO ODOPYHOOBaHMA CJelyeT 3apaHee yCTAaHOBUTH
KPUTUUECKME [IapaMeTpr, TpebywiyMe MNOCTOSHHOTO KOHTPOJIS UM KOHTPOJIA
npesesyibHEIX OTKJIOHEHUM BEJIMUMHEI, a TakXe IPMMEHSThb YCTaHOBKY
CllelMaJIbHBEIX YCTPOMCTR, CUIHAJIMBUPYKRIMX OO0 OTKJIOHEHMM 1apPaMeTPORB.

TpeGoBaHMsa MNPaBUJ K peareHTaM B OTHOUEHUM MX MapPKUPOBKM UM CPOKOB
TOOHOCTM B PABHOM CTENEeHM MNPMMEHSITCS M K peareHTaM, MCIIOJb3YyEeMbM
IJId MCCJIemoBaHmMM 1n vitro.

VI. TecT-cucTeMbl

TecT-cucTeMu in vitro - 370, Kak nNpaBmiio, OUOJIOTUUECKME CUCTEMBI, XOTH
B UaAaCTHHX CJIydasx B KaueCTBE aJlbTEPHATHUBH CTAaHIOAPTHBIM MCCJIENOBaAHUAM
in vivo, MOTYT MCIOJIL30BATLCH OUBUKO-XUMHUUECKME TECT—CHUCTEMEI
(HanpuMep, KOMIIJIEKT T'€HOB IJIS TOKCUKOT'€HOMUKM) , JIMOO IpyIue
aHAJIUTUYECKME METONOJIOTUM (HalpuMep, IPU MUI3YUYeHUU
TOKCUKOMETaOOHOMUKM) . VICHIHTAaTeJIbHEE HaOOPH, BKJIOUAs NaTEeHTOBAaHHHE
VCIIEITaTeJIbHEle HaOOPH, OOJIKHEI TaKXe CUuMTaTbCsa TeCT-CUCTEMaMM.

1. Ycnoruda nOjid comepXxaHusa (XpaHeHUsda) TeCT—-CUCTEM



CienyeT BapaHee yCTAHOBUTL TpebOOBaHMS K COOEPXaHMI (XpaHeHUD)
TEeCT—CMUCTEMEL, IIOOOEPXMBATbL M BE€CTM MOHUMTOPMHI' BHEIHMX @aKTOpOB
HeOOXOOMMEIX OJi OfeclleueHUd KauecTBa UM LEeJIOCTHOCTM TEeCT-CUCTEMBl BO
BpeMsa XpaHeHUS M B XOIe CaMOI'0 MCCJIeOOBaHMUS.

s KOHTPOJIA obecrieueHmsd YCHOBMﬁ cooepXxaHMmAd (XpaHeHMH) TEeCT—CHruCTEM
IIPMMEHAIT IIpoUuedypPe OOKYMEHTAaJIbHOI'O ydeTa:

BEIOOpPa TpebOOBaHMIM K COHNEPXAaHMUK (XPaHEHMI) TeCT-CUCTEM;
IoOnepXaHMsa BalaHHBIX IapaMeTpOB OJi BHEWHUX (QaKTOPOB;

MOHUTOPUHT XKMUBHECIOCODHOCTU U PEaKTMBHOCTM TeCT—CUCTEMEI, BKJIKOYad
perrMcTpallMio KOJIMYeCTBa IIepeCeBOB KJIETOK UM IIoKazaTeJlM BPpeMeHU
YIOBOEHMA IIOIIYJIALIVIN .

CiemyeT pPeruCTPMPOBATL YCJIOBUS OKPyXaKlel cpens (HanopuMmep, YPOBEHb
XMOKOTO as’oTa B CUCTEeMEe KPMOKOHCEepBalUMM OJisS XPaHeHMs, TeMIepaTypy,
BJIQXHOCTH M KOHIUEHTPAalMK YyIJIEKMCJIOTO T'ala B MHKybaTOopax M T..O.), a
Takxe JIOOHEe MaHUIIYJISLUUM C TECT—-CUCTEMOM, HeOOXOIMMEE IJIS MOoIIepPXaHMsa
ee KauecTBa U LEJIOCTHOCTM (HanpmuMmep, obpadoTka aHTUOMOTUKAMMU MU
IPOTUBOTPUOKOBEIMU CPENCTBaMM, CYOKYJbLTUBMPOBAHUE, U3OMpaTesbHOe
KYJbTUBVPOBAHME MJIST CHMWXEHMS YaCTOTH CIOHTAHHBIX COOBITHUM MyTallui) .
CoxpaHeHMre HaOjexalyrx YCJOBUM OKpyXakllely Cpelbl BO BPEeMS XPaHEeHUS
TECT—-CUCTEMHE B OOJbIIEN CTENeH BIMSET Ha KaueCTBO JAaHHLBIX, MNOJIydaeMbIX
OT TECT-CUCTEMH in vitro, uem OoT OOHUHOM OMOJIOTUUECKOM TeCT—CUCTEME,
B CBAS3U C DTUM PETUCTPALMUS YyCJOBUM COIEPXaHUS U XPaHEeHUS TeCT—CUCTEM
in vitro gBmgeTcsa oBsg3aTeJIbHEIM YCJOBMEM MNONTBEPXISHMUS KadyeCTBa U
HAOEeXHOCTM IIOJIYUEHHEIX IOAaHHEIX OT 3TOTO BUIA TECT-CUCTEM.

2. HemaBHO MOJIyUeHHEE (HOBEIE) TEeCT-CUCTEMEL

JokyMeHTaluo, IIOJIYUYeHHYI OT IIOCTaBIMKa TecT-cucTeM in vitro m
colepxalmmecs B HeM cBelleHUus (Hanpumep, MIPOUCXOXIeHUEe TeCT-CUCTEMEH,
BO3pacCT (UMCJIO I[laccaxel), BpeMs YyIBOEHUS KJIETOK M Ipoumue
COOTBETCTRYKIIME XaPaKTEePUCTUKM, IIOMOTalIMeE UISHTUOIULMPOBATH
TEeCT-CUCTEMY), HEeODOXOIMMO MNPOaHAaJIM3UPOBATHL M COXPAaHUTHL B 3alMCiaX
uccrenoBaHua. IOJsg OLEHKM XM3HeCHOCOOHOCTM, MNPUIONHOCTM (HalpuMep,
OYHKUMOHAJIBHOTO U (MiaM) MOPOOJIOTMUECKOTO CTaTyca KIJIEeTOK UM TKaHeN,
VICIIEITAHUS Ha HaJMuMe M3BECTHOT'O WM MIpennojiaraeMoro MUKPOOHOTO MM
BUPYCHOTO 3aIl'PA3HEHMUS) UM UYBCTBUTEJIBHOCTUM TECT-CUCTEMHE CJIENYET
VCIIOJIb30BATEL MNPEeIBaApPUTEJIbHO YyCTaHOBJIEHHBEIE KPUTEPUM. PesyJsibTaTh
TaKOM OlLIEHKM XUBHECIIOCOOHOCTHM, IMPUTOIHOCTU U UYBCTBUTEJBHOCTU
TECT-CUCTEMHE HOOJDKHEL OQOPMIIATHLCS INOKYMEHTAJIbHO M BKJIOUATHLCS B
permMcTpalMOHHEE 3anucyu o UMCCJIeIoBaHMM. ECM TaKas olleHKa HEeBO3MOXHAa
(HanpuMep, IOPU MCIOJb30BAHUM KYJIbTYP MNEPBUUHHIX KJIETOK WIIU
"BOCCTAHORJIEHHEIX OPT'aHOB") MeXOy NOCTABUMKOM M [IOJIB30BaTEJIEM IOJDKEH
OLHITH YCTAHOBJIEH MeXaHM3M OILeHKM U IOKYMEeHTaJIbHOT'O OQOPMIIEHUS
IPUTOOHOCTM TEeCT—-CUCTEMHEI. JlaHHBIE MOHUTOPMHTA M PeTrucTpalunmu
50PEKTUBHOCTM TECT-CUCTEME B OTHOIEHUM peakluMy Ha OOBEeKTEH
OTPULIATEJIBHOTO U IMOJIOKUTEJIBHOTO KOHTPOJIA MOTYT CJYXUTb IOCTAaTOUHHBM



IOKAa3aTeJIbCTBOM UYYyBCTBUTEJIBHOCTU KOHKPETHOW TECT-CUCTEMEH.
Kakme-nubo BHISABJIEHHEIE TIPOOJIEMEl C TECT-CUCTEMOM, KOTOPHE MOTYT
IIOBJIMATEL Ha KadeCTBO, IOOCTOBEPHOCTbL M HaAOEeXHOCTL PEe3yJIbTaTOB
MCCJIEONOBAHUS, IOJIKHEL OHITE OQOPMIIEHEl HOKYMEHTAaJIbHO U
IPOaHaANVMBUPOBAHE B 3aKJIOUMTEJILHOM oTueTe. ClenyeT yBeIOMIISTH
IIOCTaBUMKa O BHEABJIEHMM NPOOJIEM C MNOCTABJIEHHBIMM UM TECT-CUCTEMaMU U
IOJIyd4aTh OT HEeTO OTYETH O MIPUHATHX KOPPEKTUPYIIMX MEepax.

3. 3anmMcm O TecT-cucTeMax

[lpaBUiia TPebylT XpaHeHMs 3anmcey o6 MCTOUHMKAX IIOCTaBKM, JaTe
IIOCTYIJIEHMSA UM OLIEHKE COCTOSHMS TECT-CUCTEM IIPU MX NOCTYIJIEHUM B
VICTIIEITATEJIbHYID JlabopaTopuio. g KJIEeTOK M TKAaHEM TaKue 3aluCU IOJDKHEL
BKJIIOUATH HE TOJIbKO HEIOCPEeICTBEHHHM MCTOUYHUK IIOCTABKM (HaAIpuUMeEp,
KOMMEPUECKOT'O IOCTaBUMKA), HO M MCTOUHMK NPOMUCXOXIEHMS DTUX KIIETOK
¥ TKaHEeM, TO eCTh yKa3aHMue, OTKyIOa OBJIM BBEIOESJIEHBE KJIETKM MM TKAHU
(HanpuMep, MEPBUYHEE KJIETKMU UM TKAHU C JOHOPCKUMU XapaKTEepMCTUKAMMU,
AOanTUPOBAHHEIE KJIETOYHEIE JIMHUM M3 MBBECTHHIX MCTOUYHUKOB M T.H.) .
[lpoume CBeOeHMS IOOJIKHE BKJIIOUATH :

METOI, IOCPEeICTBOM KOTOPOTO OBJIM M3HAUAJIBHO I[IOJIYUEHH KJIETKM WMJIIM
TKaHM (HampuMep, IIOJIYUEeHHE U3 BKCIIJIaHTOB TKaHEeM, I[OJIydeHH IIYyTeM
OMOTICUM HOPMAaJIbHEIX MM PaKOBHEX TKaHeM, IIOJIyUeHH I[IePeHOCOM IT'€HOB
oyTeM IIJasMMOHOM TpaHCOeKUUM MM BUPYCHOM TPAHCOYKUUM UM T.H.);

XPOHOJIOTUI XPaHEeHUS;
KOJIMYUECTBO IIaccCaxXel KJIETOUHBIX JIMHMUM;

YCJIOBUS KYJIbTUBUPOBAHMUSA M MHTEepPBAaJbl CYyOKYJIbTUBUPOBAHUSA;
YCJIOBUSA 3aMOpPaxXuBaHMUS (pa3MOopaxmMBaHMUA) U T.I.

IJ1S9 TPaHCT'e€HHEIX TECT-CUCTEM HeOOXOIMMO, TaK Xe, YCTAaHOBUTHL NPUPOIY
TPaHCT'€Ha M BeCTM 3alMCU O COOTBETCTBYKIEM YIPaBJIEHUM DKCIPECCUEN
TPaHCT'EHOB.

CrnemyeT ynendaThb ocoboe BHMMAaHME HaJlexallell MapKUPOBKE TeCT-CUCTEM
BO BpeMS MX XPaHEeHMsS UM MCIOJIb30BaHMUA, NPUHATH MEPH 10 ODeCleUeHMIO
MB3HOCOCTOMKOCTM TaKOM MapKMpPOBKM. ClenyeT NPMHMMATL MEPH I10
obecnedeH0 NPaBUIIBHOM MIEHTUOUKALIMM MCIOJb3YyEeMBIX TECT-CUCTEM, B
YAaCTHOCTHM, €CJIM pasMep KOHTEMHEPOBR U YCJIOBMUA UX XPAaHEHUI MOTYT OHTH
KpUTUUEeCKMMM OGaKTopaMM IJid MAapPKUPOBKM (HAIpUMEP, MCIOJb30BaHUE
KPMOCOCYIOB, I[IOMEIEHHEX B XUIKMUM a30T, pas3MelleHMe HEeCKOJIbKUX
TECT-CUCTEM, XPaHAUMXCS B 1 KOHTeMHepe) .

TpeGoBaHMsa NPABUJI K TECT-CUCTEMAM ¥ PeATEHTaM B OTHOUEHUM MAapKUPOBKU
VI CPOKOB MX XPaHeHUS NPUMEHSITCS K HabopaM OJig NpoBeINeHMS MUCIHTAHUMT,
VCIOJIbE3YEMEIM B KauecTBe TecT-cucTeM in vitro. Bce Habopwe njs
UCIEITAHUM, WMCIHOJIb3YEMEHE B KaueCTBE TEeCT-CUCTEM MM MHBEM 00paszsom
(HanpuMep, B aHAJIUTUUECKUX LEeJIaX) IOJIKHE VMMEeTh MAapPKUPOBKY C



YyKa3aHMEM CpoKa T'OOHOCTHM. IIponjieHMe IOaHHOTO CpoKa TOIOHOCTM MOXET
OCYHWEeCTBJIATLECSH TOJIbBKO HAa OCHOBE HOKYMEHTAJIbHO OQOPMIIEHHOM OLLeHKU MJIU
aHanu3a. Hab®ope 1Ojigs NPpOBeleHMS MUCIHTaHMM, MCIOJIb3yeMble B KaueCTBe
TEeCT-CUCTEM, IIPM UCTEUYeHUM CPOoka I'OOHOCTM OINHOI'O M3 KOMIIOHEHTOB
MOTYT NOOBEepPraThbCH OlLEeHKe NPUTOOHOCTHM, KoTopasd odopMiisgeTcs
IOKYMEHTAJIbHO U CJYXUT IOKAasaTeJLCTBOM TOIT'O, UYTO IIOCJIe UCTEeUeHUS
CpOKa T'OOHOCTM peakluMad HabOpOB HE OTKJIOHSAETCSHS OT paHee ONpeleJIeHHEIX
(apXMBHEX) IIOoKaszsaTeJle¥ KOHTPOJia (HampuMep, M3 paHee
3apPeTIUCTPUPOBAHHEIX PeakKLMM COOTBETCTBYIEN IapTUM Ha®OpPOB s
IpOBeIeHUSS MUCIBEITAHMM B OTBET Ha OOBEKTH IIOJIOXMUTEJILEHOTO,
OTPHULIATEJILHOTO KOHTPOJIA UM (MJIM) KOHTPOJIA peakTuBa (HOCHUTENH,
pazbaBuTendg)) . HOKyMeHTallbHO OQOpMIIEHHOE pelleHMEe PYKOBOAUTEIS
MCCJIeOOBaHMsa O NPOIAJIEHMM CPOKa I'OOHOCTM Habopa OOJIKHO CONPOBOXIATHCSA
IPUJIOXEHMEM HOOKaz3aTeJIbCTB BHIIOJHEHMSA IOaHHOT'O BMIA OLEHKMU.

Bo mzbexaHre BO3MOXHOTO IIEepPelyTHBAaHMS, OOJDKHEL OBITH TOUHO OIpeneJIeHEH
HOMEeHKJIaTypa TeCT-CUCTEeM U MapKMPOBKaA TECT-CUCTEeM, a BO BCeX
3anncsax, [NOJIYUeHHBIX B OTIEJIbHEIX MCCJIEeOOBaHMAX, IOJDKHO
MCIIOJIE30BATHCA OQMUMAJIEHO IPMHATOE B MCIHBITATEJIBHOM JlabopaTopuu
oDOBHAUEHME TeCT—-CUCTEMH.

VII. TecTupyeMBle M CTaHOAPTHEE OOBEKTHE (B TOM UMCIle OOBEKTH

IIOJIOXMUTEJIBHOI'O KOHTPOJIA M OTPpMLUATEJIBHOI'O KOHTpOJ’[H)

Oinsa nostydeHus, o0paboTky, oTbopa HNpod, XpaHEHUS UM OIpenesieHUS
XapakKTEPUCTUK TECTUPYEMBIX M CTAHOAPTHEX O0pPasLOB, MCIOJb3YEMEX B
MCccJenoBaHMax in vitro, rOme NpUMMEHSITCHA TeCT—-CUCTEMH, HE
IpenbAaBJIAeTCS HUKAKUX IONOJIHUTEJIBHEIX CIlelMaJIbHEX Tpe®OoBaHMUM, KpoMe
[IePEeUMCJIEHHEIX B NpaBuiax. lIpu obpaboTke npod® MOTYyT HOTPebOoBaTbHCH
aCenTnYecKue yCJIOBUS, YTOOE M30exaTb MUKPOOHOIT'O 3apaXeHMs
TEeCT—-CUCTEM.

OnpenejyieHMe KOHIUEHTPAUMM M OIHOPOIOHOCTM HEeOOXOIOMMO IJjid ODBEKTOB
IIOJIOXUTEJIBHOTO KOHTPOJIA, OTPMLATEJBHOT'O KOHTPOJS M (MIM) KOHTPOJIA
pPeaKTUBOB (HocuTelsda, pa3baBuTesid), IIOCKOJIBEKY HaJMuMe DTUX
noxkasaTeJyiey MOXeT OHTb NOCTATOUHBIM HOOKAlRaTEJIbCTBOM KOPPEKTHOM,
OXMIOaEeMOM OTBETHOM peaKUUM TeCT-CUCTEMBEl Ha 3TU OOBEKTH KOHTPOJIA.

CpOK T'OODHOCTM OOBEKTOB KOHTPOJIA (00OpaszsLoB) TakXe MOXeT OBTb NPOIJIeH
Ha OCHOBAHMM OLIEHKM MM aHalM3a OQOPMJIEHHBIX IOKyMeHTaJlbHO. Takasa
OlleHKa MOXEeT COCTOATb M3 IOOKYMEHTAJIbHOTO 3adMKCHUPOBAHHOTO
IIOOTBEPXIOEHUS TOT'O, YTO peaklMsa COOTBETCTBYUMX TECT-CUCTEM Ha
ODOBEKTEl IIOJIOXUTEJILHOTO KOHTPOJISA, OTPULATEJIEHOTO KOHTPOJS M (MIM)
KOHTPOJIS PEaKTUBOB He OTKJIOHAETCS OT apXMBHHX [IoKa3aTejie OOBeKTOBR
KOHTPOJIS, XPaHAUMXCS B MCIOBITATEJIbHOM JlabopaTopum. B CcBOo ouepenb,
IDaHHEIE apPXUBHEE [10KA3aTes M NOJIKHEL OBITh CONOCTAaBUMEL C ONYyOJIMKOBAaHHBMU
5TAJIOHHBEIMM [IOKa3aTeJIIMU.

VIII. CraHOapTHEE OIepalMOHHBEE NPOlleIypPhl



B momnosiHEeHMe K IIpuMepam, [OPMBEIOeHHBIM B NyHKTe 52 npaBmi, B
CTaHIAaPTHBEIX OIEePallMOHHEIX Npolelypax (majiee — COII) cienyeT ONMcaTh
BUIE OEATEJILHOCTM M MPOLIECCH, ClIeluudpruueckme IJjigd MCCJeOoBaHMS in
vitro. Taxue COIl MOJDKHEL BKJIIOUATE (HO HE OTPAHUUMBATLCS MMM) CJeIylme
BV IOBI paéoT UCIIEITATEJIbHOI'O LeHTPpa, CBA3aHHEIE C IIPOBEeIOCHUMEM MCIIBEITaHUM
in vitro:

JTabopaTopHHE MNPOLENYPHE : MOHUTOPUHIT OKPYyXalley cpelbl Ha HaJuuue
IIaTOT'E€HHEIX MUKPOOPTAHM3MOB B BO3OYyXEe U Ha IOBEPXHOCTSAX OOBEKTORB,
oumMcTKa U Oe3mHQeKUMda IOMeUeHUM M ODOpyInoBaHMSA, IOEeMCTBUL,
npelanpMHMMaeMbee B CJlydae MHOEeKUMM MM 3aTrPsS3HEeHMUS B MCIHTATEJILHOM
JadopaTopun MM 3OHE IMNPOBEIOEHUS MCIBETAHMUS;

oO0opyInOBaHMe: MCIIOJIb30BaHME, TEeXHMUEeCKOoe OOCIyXMBaHMEe, KOHTPOJb
IPOM3BOOUTEJIBHOCTHM, yOOpka M obe3sapaxmBaHMe OOOPYyHOBAHMUS U
MHCTPYMEHTOB, MCIOJIb3yEeMEX B paboTe C KyJIbTypaMM KJIETOK M TKaHeU
(HanpuMep JlaMMHAapPHBIX MKadoB M MHKYDATOPOB), MOHUTOPUHI YPOBHS
XMOKOTO as0Ta B KOHTEMHepax OJS XPaHeHMS TeCT-CUCTeM, KaaubpoBka U
MOHUTOPMHT TeMIEpPaTypPE, BJAXHOCTU UM YPOBHEN YIJIEKMCJIOI'O I'asa B
MHKyOaTopax;

MaTepMraJibl, PeareHTH M PAaCTBOPLL: OlleHKa NPUTONHOCTH, NPOIJIeHME CPOKOB
TOOHOCTM, OLIeHKa M NoOIepXaHMe CTEPMJIbBHOCTM, CKPUHUHT
PacIpOCTPaHEeHHEX [TaTOT'eHHEX KOHTaMUMHAHTORB, OINMCaHMue Nnpolenyp Bribopa
¥ MCIOJIb30BAaHUA pacTBopuTesia (pasbaBuUTesisa, HOCUTEJNS), IPOoLelypH
BepudUKaLMM COBMECTHMOCTM PACTBOPUTENA (HOCUTEJIS) M TeCT—CUCTEMH;

TECT-CUCTEMH : YCJIOBUSA XPaHEHUS TeCT-CUCTEM, BHIIOJIHEHME MNPOoLelyp
3aMOpPaXVBaHUA U pPa3MoOpaxXuMBaHUS KIJIETOK UM TKaHEM, MUCCJIegoBaHMe Ha
PacOIpOCTPaHEeHHBE [NATOT'€HH, BM3yaJIbHEIM OCMOTP Ha HaJIMuue
3aTPA3HAIMX BENECTB, MNIPOLEenypH NPOBEepKM (Hanpumep, C
VICIIOJIb30BAHMEM KPUTEPUER IPUEMIIEMOCTM) IJd obecrnedeHusd CBOWMCTBE U
UYyBCTBUTEJIBHOCTM TECT-CUCTEMH IIOCJIE IIOCTABKM M BO BpPeMS
MCIIOJIb30BAHMSA B UCIBEITATEJILHOM JjlabopaTopumr, MopdosiorrMueckas OlLleHKa,
KOHTPOJIb GeHOTHUNIa UM CTaOMIIBHOCTM KapMoTHUIla, KOHTPOJIE CTabUIIBHOCTHU
TPaHCITE€Ha, PEeXUM UMHULUWPOBAHMA KyJbTYPB, YCJIOBUS KYJIBTUBUPOBAHUA C
YKasaHMEeEM MHTEPBAJIOB CYOKYJIbTUBUPOBAHUSA, oOpaboTka OMOJIOTUUECKU
OIlaCHBEIX MaTepMaJIOB M TECT-CUCTEM, NPOLEeOypPH yTUIM3aLUM TECT—CUCTEM;

IIpoBeleHVe MCCJIEOOBaHNMA: acCellTUM4YeCKMe TEeXHNVKM, Kpurepmum
InprmeMJIieMOCTM IOOCTOBEPHOCTNM pPe3yJiIbTaTOB MCCIJIedOBaAaHMA, KpUTepMM IOJI4
IIOBTOPHOI'O IIPOBEOECHUMA aHall3a,

obecrieueHMe KauyecTBa: olipeneJieHre KPUTUYEeCKUX @ag, JacToTa
BRIIIOJIHEHUS MHCIIEKLMN .

IX. IllpoBenmeHMe MCCIIEOOBAHMA UM OTUETH

O pe3zyJibTaTaX MCCIJIegOBaHMA



TpeboBaHMa NPaABUII K 30OPEKTUBHOCTHU Pel3yJIbTATOB MCCJEenoBaHUM in vitro
VOEHTUUHE TPpeOOBaHMAM, NPEeObSaBJIAEMEM K IPOUMM BMIAM MCCJEeIOBAaHUM
©e30MaCHOCTHI.

VMmenTcsa chneuudmueckyre acleKTh, XapaKTepHHEe OJia MCCJeloBaHMa in
vitro, KOTOpHE cCJleyeT OTpaxaTb B IIJIaHE MCCJIEOOBaHMS, a TaKXe B
3aKJIOUUTEJILHOM OTUueTe 00 MCCJIeOOBaHUM. DTM ACIEKTHE HOCSAT B OCHOBHOM
HayUHHEM MJIM TEXHUUECKUM XapakKTep (HanpuMmMep, TpeboBaHMe, UTOOEB JIOOOM
BHYTPEHHUM KOHTPOJIbE (COOTBETCTBYHIEIO OOBEKTa I[IOJIOXUTEJIBHOTO
KOHTPOJIS, OTPMLATEJIBHOT'O KOHTPOJISA, KOHTPOJS peakTuBa U
HeoOpaboTaHHOTO OOBEKTa), OCYWEeCTRJISEMBIM B LeJISX KOHTPOJIHI
IIOTPEWHOCTEN M OLEeHKM SOPeKTUMBHOCTU BCEeY TeCT-CUCTEMEl B LIEJIOM,
BBIIIOJIHAJICS BO BCeX MUCCJEeNOBaHMAX 1in vitro OOHOBPEMEHHO C KOHTPOJIEM
MCCJIeOAyeMOT'O BelleCTBa (JIEKAapCTBEHHOTO CpelcTBa)) .

JonyckaeTcsa MCIOJIb30BaHMEe COOTBETCTBYIIIMX PYKOBOLOCTEB WMJIIM
CIIPAaBOYHMKOB 10 MCCJIEOJOBAHMAM in vitro gns IIOJIYUYEHNMA Boree HOHpO@HOﬁ
MH@OpMaHMM OTHOCUTEJIBHO TOI'O, KaKIMe BOIIPOCEHl CJlIeyeT OTpaXaThb B IIJIaHE
MCCJIEOOBAHMA UM 3aKJIOUMTEJIBHOM OTUETEe.

X. XpaHeHMe 3anucey M MaTepraJioB

Insa mccaenoBaHMM in vitro npumMeHsoTcs obume TpeOOoBaHMUSA NpaBUIl K
XPaHeHMID (apXMBMPOBAHMIO) MaTEpMaJIOB M 3anmucey o0 MCCIeIOBaHUM.
CnenyeT ofbecHneumuTb COXPaHeHMe O00pasloB TECT-CUCTEM, KOTOPBEE MOTYT
OBITE 3aKOHCEPBMPOBAHEl Ha IJIMTEJIbLHOE BpeMsa, OCOOeHHO B TOM Cclyuae,
eCJIMM IOaHHBIE TeCT—-CHMCTEMBI OTHOCUTCHA K TeCT—CHuCTeMaM OPpaHquHHOﬁ
IOCTYIIHOCTM (HANPUMEP, CIlelMaJibHbe CYOKJIOHB KJI€TOUHBIX JIMHUM,
TPaHCTEHHEE KJIETKM M T.H.), YTOOB MOXHO OBJIO NOOTBEPIOUTH
MIOSCHTNYHOCTb TeCT—CUCTEMBI U (MHM) MMeTb BO3SMOXHOCTE BOCIIPOM3BECTU
pPesyJbTaTH MCCIIeOOBaHUA.

Heobxonmumo ofecneumMTh BO3MOXHOCTB COXPAaHeHUsa Npod MCCJenyeMoT O
BelecTBa (JIeKapCTBEHHOT'O CpelcTBa) OJsg Tex MCCcleloBaHuM in vitro,
KOTOpPEIE MOTYT OBITH OTHECEHH K KAaTeT'OpUM KPATKOCPOYHHIX, OCODEHHO B
cyuasax, KorjJa MCCJemoBaHMda in vitro cocTaBJISOT OCHOBY MCCJIEOOBAHUM
©e30nacHOCTHA.

Takxe CclenyeT XPaHUTL 3anmcu 00 apXMBHHEIX Pe3yJIbTaTax, MWCIOJb3YEMBIX
IJig YyCTAHOBJIEHUS NONYyCTMMOT'O IMalas30OHa pPeakKUMM TeCT-CUCTEMEH,
KOTOPHIE TMOJIYUeHH IJIS OOBEKTOB IMOJIOKUTEJILHOTO KOHTPOJISA,
OTPMLATEJILHOTO KOHTPOJIA, KOHTPOJII PacTBOPUTEJNS, a Takxe 00
HEUCIIOJIb3YEeMEX (OTKJIOHEHHHX) pe3yJibTaTax.



Ipunoxenue N 2

k IlpaBuiiam

Hajexamey J1abopaTOpPHOM NIpPakKTUKU
EBpasuiickoro SKOHOMUUECKOTO
coow3a B cbhepe obpaleHud

JIEKAPCTBEHHEIX CpPelCTB

TPEBOBAHVIA
K POJIM M IOOJIXHOCTHHM OBA3AHHOCTSAM PYKOBOIUTEJIA MCCIIEIOBAHNMA
[PV MPOBEIEHNM MCCJENOBAHMI COIJVIACHO IIPABWMJIAM HAIJIEXAIIENA
JIABOPATOPHOM MPAKTVKM EBPABRUICKOI'O 3KOHOMUYECKOT'O COK3A

B COEPE OBPAINEHNA JIEKAPCTBEHHHX CPEICTB

I. PoJsib PYKOBOIOUTEJIA MCCIIEOOBAHUA

1. Bo BpeMsd NpPOBEeOeHMS MCCJEeNOBaHUS PYKOBOINUTEJIbE MCCJIeNOBaHUS
nperncTaBysgeT coOOM eOMHCTBEHHOE KOHTPOJMPYyoIee JIMIO C OKOHUYATEJIbLHOM
OTBETCTBEHHOCTBLI0O 3a I[IOJIHOE HAaydHOEe PYKOBOINCTBO MCCJIeDOBaHmMeM. Bce
cylyxebHEle 00A3aHHOCTM U o00sa3aTelJIbCTBa PYKOBOAMUTEJS MCCIJeIOBaHUA,
Kak BTO yKaszaHO B [paBujlax Haljexallel J1abopaTOpHOM NpaKTUKU
EBpasumMckoro SKOHOMMUECKOT'O COI3a, YTBepXIaeMbxXx EBpasmumckKou
SKOHOMMUECKOM KOMMCCHEN (majiee - NpaBuia), OQOPMUPYITCS MCXOLOA U3
IDaHHOTO I[OJIOXeHUA. I[lpM NpoBeIeHUM MCCJIedOBaHMUA B JI0OOV MOMEHT
BPEMEHM MOXeT IEeMCTBOBATH TOJIbBKO OIMH PYKOBOOMUTEJb, YTO MCKJIOUAET
BCAKYID BO3MOXHOCTL I[NOSBJIEHMS KOHQIMKTYOUMX PaCIOpPAXeHMUM, Kak,
HanpuMep, B CJydyae Hal3HAUEeHMS HECKOJbKUX PYKOBOAUTEJEN
uccienoraHusa. HecMoTpsa Ha TO, UTO HEKOTOPHE NOJDKHOCTHBEE OOSA3aHHOCTU
PYKOBOIOMUTEJIS UCCJEeOOBAHMSA MOTYT HeJIeTMPOBATLCHA B Cllydae NPpUBJIEUEHUS
CyDIOIOPANHEX OpTraHM3almul, OCHOBHAS €TI0 OTBETCTBEHHOCTH KaK €IOMHOTIO
LeHTPaJIbHOT'O KOHTPOJMPYIETO JiMila HEe MOXeT IIepelaBaTbCHd.

2. Hammume pyKOBOIUTEJNS MCCIEIOBAHUA CJIYXUT IapaHTUeM KOHTPOJIA
Hay4HOM, aIMMHUCTPATUBHOM U PETYJISTOPHOM COCTAaBJIANIMX MCCIEeIOBaAHNUS .
PyKOBOIMUTEJIb MCCJIEOOBaHUS OCYWECTBJSET 2Ty QYyHKLMIO IyTeM
coTJjlacoBaHMA OEeMCTBUM yNpaBJIdRUEerOo allapaTa, HaydHOT'O IIepcoHala
VCIETaTellbHOM JabopaTopuu u COK.

3. HpM MHOT'OLUEHTPOBEIX MCCJIEOOBaAHMAX, KOI'Ia pa@OTH IIpoBOIOATCA Ha
foJjiee ueM OIHOM MCIEHTATEJIBHOM IIJIomalkKe U PYKOBOIMUTEJIE MCCJIESOOBAHUA
He MOXeT OCYWEeCTBJIATDH HeHOCpeHCTBeHHHﬁ HaOs3sop, HtcciliemoBaTeJIbCKUe
olnepaurmMm MOI'YyT KOHTPOJIMPOBATBCHA IIOATI'OTOBJIEHHEIM IOJIXHBIM o@pasom,



KBaJ'II/I(l)I/ILI,I/IpOBaHHBIM M OIIBITHBEIM HMTATHEIM COTPYIHUMKOM (PﬂaBHbII?JI
yuccJyenoraTesb) . HecTBysS OT MMEeHUM PYKOBOIAMTEJIS MCCJeIoBaHMs, OH
HeceT OTBETCTBEHHOCTL 3a NPOBEeIeHMrEe KOHKPETHHX YCTAaHOBJIEHHHX 3TAlloB
OKCIIEPMMEHTA B COOTBETCTBMM C IIpaBMJIaMM.

4. IHOOJIXKHOCTB PYKOBOIUTEJIS MCCJIeNOBaHMUA OOBYHO 3aHMMaeT pab®oTHUK,
KYPUPYIIMYA Hay4dHEE aCIeKThH MCCJIeIOBaHMUM, OTBedallUM 3a OU3avH U
YTBEPXIeHMKe IJIaHa MCCJIeIOBaHMsa, a TakxXe 3a opraHms3aluio cOopa HaHHBX,
aHaJIM3 ¥ OTUETHOCTL. Ha Hero BoszJjlaraeTcsa ODA3aHHOCTL OejlaTh UTOT'OBHE
oOmye BEBOMEB 10 pel3yJibTaTaM BKCIEePUMMEeHTa. PYKOBOOMTEJb UCCJIeIOBaHUA
KaK BeIyllMM Hay4YHEM COTPYIHUK COTPYIOHMUUYAET C IPYTUMU MCCIIENOBATEJIAMU
u (MIM) BeIymUMM MCCJIeNoBaTeJIaMM, 3HAaKOMUTCS CO BCEMM I10JIYUEHHBEIMU
B XOJIle B2KCIIepPMMeHTa IaHHEMM, a TakxXe IIPUMHMMAeT U U3ydaeT
COOTBETCTRYKIIME MHIOUBUOYAJIBHEHE OTUYETH, UYTOOH BKJIOUMUTL MX B
3aKJIOUUTEJILHEY OTUEeT MCCJIeNOBaHUA.

5. B uensax aIMUHUCTPUPOBAHMS IJIS NIPaBUJIbBHOTO MIPOBEeeHMS BKCIEePUMEeHTAa
PYKOBOIOMTEJIL MCCJIeNOBaHMUS BIpaBe TpeboBaTh U yCTaHaBJIMBATDH
COOTHOIIEHME TaKUX PEeCypCcoOB, IMIPeIoCTaBJISEMEHX PYKOBOICTBOM
JabopaTopumn, Kak IepcoHalsl, obopyldoBaHMe M MaTepMalJibHasa 0asza, UTOOH
ofecrneumTs MX HalIMuMe B COOTBETCTBYIEM KaueCcTBe UM IJOCTYIHOCTHU
COoTJlIaCHO TpaduKy MCCIJIeOOBaHUA.

6. KoHTposb 3a COOJNIOEeHMEM IIPpaBUJI TakXe BXOOUT B OOS3aHHOCTU
PYKOBOOMUTEJNA MUCCJenoepaHmsa. OH HeCeT OTBETCTBEHHOCTE 3a obecleueHMe
TOT'O, YTO MCCJIeNOBaHME OCYWEeCTBJIAeTCS B COOTBETCTBMUM C IIpaBuUJlaMM,
OJIAd IIOOTBEPXOCHMA YeIr'o Tp@@y@TCH HaJiMdye eIr'o IIOAIIMCHM C yKa3aHMeM IIaTEI
Ha 3BaKJIDUUTEJIBHOM OTUeTe MCCJEeOOBAaHMA.

IT. O6a3aHHOCTM PYKOBOICTEBA MCIBETATEJILHOM JlabopaTopun

7. PYKOBOICTBO MCHHITATEJIBHOM JIabOopaTOopuM HeCeT OTBETCTBEHHOCTL 3a
obecrneueHre OYHKLUMOHUPOBaAHUSA J1abopaTopUM B COOTBETCTBUM C
opaBuUiIaMy, 4UTO BKJIOUAEeT B cebda 3QOeKTUBHYI OPTaHM3ALMI0 ONeaTeJIbHOCTU
BO BCex 00JIaCTAX M Haz3HAUEHMe JOCTAaTOUYHOTO UMCJa KBaJIMOUUMPOBAaHHBIX
VI OIBITHHIX COTPYIOHMKOB, B TOM UMCJIE PYKOBOIUTEJIEM MCCJENOBAHMA, a IPpU
HeOOXOOMMOCTHM TIPOBEIEHMS MCCJeNOBAaHMA Ha HECKOJIbKMX IJiomankax -
BeOyllMX MCCJeIoBaTeJieM.

1. HasHaueHUue pyKOBO,HI/I’I'eJ'Ieﬁ nccijiegoOBaHMA

8. PYKOBOICTBO MCIBETATEJILHOM J1abopaTopUM OOJIKHO YTBEPIUTL HOKYMEHT,
onpemesduM¥ OPOoLlenypbl BHIOOPA M HalHAUEHUA PYKOBOIUTEJIEM
MCCJIeNOBaHMUA, UX 3aMeCTUTEeJIeM U BeOylMX MCCJlenoBaTejielM, eCJaM 3TO
IpelyCMOTPEHO CUCTEeMaMy KOHTPOJIS COOJIIIEeHMS NPMHLMUIIOB Hajexalleu
TabopaToOpHOM MNPakKTUKU.

9. IpM Ha3HAUEeHUM PYKOBOIOUTEJIA MCCJEeHOBaHMUA, PYKOBOILCTBY
VCIBEITATEJNIbHOY JIabopaTopuM CJeOyeT O3HAKOMUTBLCHA C TeKyllel WIu



nJaHMpyeMoM pabouel Harpy3KoM OaHHOTO COTPyIHUKa. UTOOB OLIEHUTH
o0weM PaBOTH, BHIIOJIHAEME KaXIHM UYEeJIOBEKOM B MCIHTATEJILHOM
nabopaTopuu, CIeOyeT MCIOJL30BAaTh OCHOBHOM Tpadmk padboT, Kyma
BKJIIOUEeHa MHOOpMaALMS O BUIOAX M CPOKaX MNPOBEIEHUS BKCISPUMEHTOB,
3aKPEeIJIeHHEX 3a KaxXIbM PYKOBOIUTEJIEM MCCJIeOOBAHUS. OTOT MNPUHLMII
YIpPaBJeHUs OOJIKEeH MNPUMMEHSITHLCS [IPM pPaclOpenesieHUM MUCCJIeIOBaHMUM.

10. 3aMeHa PYKOBOAMUTEJIS MCCJEeOoBaHMa U (MIIM) BEeOYIMX MCCJIemoBaTeJien
IOJDKHA TPOMB3BOIMTHLCS COIJIACHO YCTAHOBJIEHHBIM MNPOLEeIypaM M OOJDKHA
OOKYMEHTAJIbHO OQOpMISATHCH.

2. ObyueHre M npodpeccHmoHallbHas MIOATOTOBKA

PYKOB OOUTEJIEV MCCJIeIOBaHUS

11. PyxOoBOIOCTBO MCIHETATEJIbLHOM JabopaTopmm oOecCleuMBaeT
OOKYyMEeHTaJIbHOEe IIONTRBEepXIOeHMe O0yUeHMa U NpodeCCHMOHANIbHOY IOOTOTOBKA
PYKOBOOUTEJIS MCCJIeNOBaHMUA IO BCEeM HAlPaBJIEHUAM IeATeJIbHOCTH.
Obyuamomas nporpaMMa OOJPKHA NPEeOOoCTaBJIAThE PYKOBOIOMTEJISAM UCCIEIOBaHUA
IIOJIHOE M UYeTKOe I[IOHMMAaHMe IIPpaBUJl M HopslKa IOesaTeJIbHOCTHU
MCHOEITATEJIbHOM JlabopaTopulM, a TakkXe 3HaHMe M yMeHMe IIPUMEHSATH Ha
IpakTuke TpebOoBaHMSA IOPYIUX MHCTPYKLUMM M PACIOPSXEHUM, UMEeIMX
OTHOUEHME K MCIBITATEJILHOM JIabopaTopUM UM KOHKPETHOMY TUIY
uccynenoBauuda. [IpodeccrmoHanbHasg NOATOTOBKA MOXET BKJIOUATL B ceOsa ONIHT
PabOTH NIOO HEIOCPENCTBEHHEM HaO30POM KOMIIETEHTHEIX IOJIKHOCTHEIX JIMIL.
[lepronel HaAOJIESHUSA MM CTaXMPOBKaA B paMKax KaxXIoI'0 HallpaBJIeHUS
SKCIEPUMEeHTAaNIbHEIX MCCJEeOOBaHUY MOTYT OOeCHeuMThb IIOHMMaHUE
IIepPCOHAJIOM COOTBETCTBYIMX NPAKTUUECKMX aCIeKTOB UM HayYHHX
IPUMHUUIIOB PaboTH, a TakXe [IOMOUYb B YCTAHOBJIEHUM NYyTeM KOMMYyHUKALIUM .
[IoceleHVe BHYTPUOTPACIIEBEX M HE3AaBUCHUMEIX CEMMHAPOB ¥ KYPCOB, ydacTue
B INpod®ecCHOHAaJIbHEIX OflecTBax UM IOOCTYI K CIeUMAaJIbHOM JIMTepaType
IIO3BOJISET PYKOBOOUTEJSAM MCCJIeNOBAaHUA MNOINNEPXUBATH TEKYIUYIO
OCBEIOMJIEHHOCTEL O paspaboTkax B UX HayuHOM oBjacTu. [IpobeccroHaibHOE
Pa3BUTHME HOOJIXHO OBITH HENPEPHBHEM, a €TI0 YyPOBEHb UM aKTYyaJIbHOCTDH
IoOBepraThbCHd IEPUOONUECKOMY [IepecMOoTpy . Jlioboe obyueHMe U NOATOTOBKY
HeOoOXOOVMO HOOKYMEHTAaJIbHO IIOATBEpPXIaThb M COXPaHATh 3alMCU He MeHee
5 JleT nocJsie OKOHYaHMA OOpalleHMs JIEKaPCTBEHHOTO CpPencTBa, €CHIM MHOM
CPOK He YCTaHOBJIEH 3aKOHOIATEJIbCTBOM I'OCYyIapCTB — UJIEHOB
EBpasmuiicKOTO BKOHOMMUECKOT'O Col3a (Hajlee — TOCyIapCTBa-—UJIEHH) .

12. OdmumasibHEIE OTUETH O NporpaMMax OOyUeHMs IOJDKHEL OTpaXaTh
IOCJIENOBATEJIBHOCTE MNPAaKTUUYECKOTO ODyYeHUS M IaBaThb SCHOE yKa3aHue
Ha TUI MCCJIeOOBaHUSA, B YHNPABJEHUM KOTOPEIM COTPYIOHUK CUUTAETCH
KOMIIETEHTHHEM. l[lepruoIndyecky TpedyeTcsd NONOJIHUTEJIbHASA MNOOTOTOBKA WIIM
IepenonroToBKa, HANpMMEepP, II0CJIe BHEIPEeHMS HOBOM TEXHOJIOTUMU,
onepaumit UM TPeOOBAHUNM HOPMATUBHEIX TPABOBHX AKTOB.

ITI. ODA3aHHOCTM PYKOBOIUTEJS MCCIJEeIOBAHUA



13. PykoBOIOUTEJIEM MCCJIeIOBaHUA ABJISETCS JIMIIO, KOTOPOE HEeCeT
OKOHUATEJIbHYID OTBETCTBEHHOCTL 3a obecledeHMre HOOJIKHOIT'O HaydHOTO
YPOBHS IMPOBEIEHUS MCCJEOOBAHMS UM MOXET NOITBEPOMUTHL COOTBETCTBUE
MCCJIenOBaHUA IIpaBuUJlaM.

1. Hauamqo mMccriemoBaHUA

14. PykoBOIOMTEJL MCCJEOOBAHMS OOJDKEH CBOEM MOMONMCHI C YKal3aHMeM IOaTH
OonoBPUTHL IJIaH MCCJIeOOBAaHMS, KOTOPHIM IONIOTABJIMBAeTCS IO MOMEHTAa
Hauvajla MCCJIeIOBaHMSA. B IMJiaHe MCCJIeIOoBaHMsS CllenyeT UeTKO YyCTaHOBUTH
eamu, 3Bamauyu, CIocob MX OOCTUMXEHMS UM BeCb XOI DKCIepuMMeHTa. Jlodhe
IOIOJIHEHUSA K IIJIaHY MCCJIeOOBAaHMS OOJIDKHEL YTBEPXIATbLCS, COIJIACHO
npouenype NpelyCMOTPEHHOM IpaBuUJiaMM. B IJlaHe MHOTOLIEHTPOBOTO
VCCJIeIOBaHUsA CJIeOyeT OINPeleJIUTh M ONMCAaTh POJib BeIylMX
uccryienopaTesiel, ykaz3aTb KaxIoe IIOMelleHME UCIIEITaTeJIbHOM JlabopaTopun,
a TakxXe KaxOyln M3 UCILETATEeJIbBHHEX IIJIOMAaIoK, Y4YaCTBYOIMX B
OCYIIECTRBJIEHUM DBKCIIEPUMEHTA.

15. PykoBOIMTENL MCCJIenoBaHuS OepeT Ha cebg OTBETCTBEHHOCTHL 3a
ucclienoBaHme, MNOINMCHBASL IIJIaH MCCJIeNOBaHMUSA C yKas3aHMeM OaTe [OINNVCH,
IocJjie 4uero IJIaH MCCJIeOOBAaHUMS CTAHOBUTCS OOMUMAJIBHEIM OOKYMEHTOM IJisS
IDAaHHOTO MCCJIeOOBaHMSA (maTa Hauvajla MCCJIeIOBaHMa) . B OTOesIbHEIX CIydasax
(ecnu ODpMMEeHMMO) PYKOBOIMTEJL MCCJeIOBaHMsa 00sg3aH Takxe oBecleumThb
NOAONMCAaHME IJIaHa MCCJeIOBAaHMs CIIOHCOPOM MCCIIeOOBaHUS M PYKOBOICTBOM
VCIHHTATENILHOY JJabopaTopmy, e€CIM TOTO TPebyiT YIOJHOMOUEHHEE OPI'aHH
TOCYOAapPCTB—UJIEHOB.

16. Ilepen HadYaJiOM MCCJEOOBAHMSA PYKOBOOMTEJIL MCCJeIOBaHMA 00S3aH
IpenoCTaBUThL IIEePCOHAaJly CJyXOb ofeclredeHMda KadecTkBa (majee — COK)
OOCTyIl K IIJIaHYy MCCJeNOBaHMA IJid [NPOBEPKM HAJNIUUMS B HEM IIOJIHOM
vHbopMallMM, HeODXOOMMOWM nIJisS COOJIIIeHUS NpaBUII.

17. Do baxTMUeCKOM IaTH Haudajla DKCIEPUMMEHTa PYKOBOIMUTEJb
VCCJIeIOBaHUsA JOJIKEH OOECIIeUUTh BECH I[I€PCOHAaJl, 3aHATHN B BKCIIEPUMEHTE
(B ToM umciye coTpynHMkor COK) komomsaMM I1JlaHa MCCJIeOOoBaHMUA.

18. Tlepen TeMm, HayaJoM Kakux-aubo pa®oT Mo UCCIEeIOBAHUIN PYKOBOIUTEI L
uccyenoBaHusa o0sa3aH yOOCTOBEPUTHCS B TOM, UYTO PYKOBOICTBO
UCIEITATEJIEHOM J1abopaTopum NPUBIIEKIIO HEeOOXOIMMHE PEeCypPCH IJId
peanmMsaluM MCCJIeOOBaHMS, a Takxe yOeIMTbCS B HAJUUMKM BCeEX
HEeOOXOOVMEIX MATEPMAJIOB IJIS TEeCTUPOBAHMS UM TECT-CUCTEM.

2. HpOBeneHme MccJiegoBaHMA

19. Ha PyYKOBOOMTEIJIA MCCJIEeOOBaAHMA BO3JIOXEHaA OTBETCTBEHHOCTbL 3a
KOMIIJIEKCHOE YIIpaBJIEHMUE MCCJIeJOBaAHUMEM. OH »OOJIXEH npeagoCTaBUTb
I'apaHTMM TOI'O, YWTO BHIIOJIHAKTCA BC€ YCTaHOBJIEHHEIE B IIJIaHE
MCCJIeJOBaHMA IIpoLenypPrl, BKIIIOWAA IIOINIPAaBKNM K IIJIaHY MCCJIeOOBaHMA, M UTO
BCe IIOJIYYEHHBEIE B TedUeHMe MCCJIeOOBaHIMA IaHHBIE IIOJIHOCTBIO



3aO00KYMEHTUPOBAHE . [ejleTMpOoBaHMe CHeUMOUUIECKUX TeXHUIECKUX
00s3aHHOCTEV, KBaJIUOUIMPOBAHHOMY II€PCOHAJIy MCIHETaTEeJIbHOM
nabopaTopumu (crneumaaucTaM MCIOBTATEeJIbHOM JabopaTopMM) IOOJDKHO OBIThb
odopMIIEHO B NMUCBMEHHOM BUIE.

20. YuacTue PYKOBOIOUTEJNS MCCJIeIOBaHMSA B pealuz3aluM UCCIeIOBaHUA
IOOJDKHO BKJIOUATL B Ccebsg IepecMOTP MCCJeOOBaTeJIbCKMX OlIepaluuy u
MH@OpMaHMM IOJIA obecrneyeHMs BHIIOJIHEHUS YCTAaHOBJIEHHEIX B IIJIaHE
MCCJIeOOBaHMsa MNpoLelyp M MX COIJIACOBAHHOCTM CO CTaHIOapTHBIMU
OIlepPaluMOHHEIMM IIpOoLedypaMI . K TakuMm mccijengoBaTeJIbCKUM ornepaumAamMm
OTHOCAT TaKXe IIaHHEBIe, IIOJIYYEeHHEIE C IIOMOIBK KOMIIBIOTEPA. Blifele)
YIOOCTOBEPUTEL PEIyJIAPHOCTL IIepecMoTpa, B OTUeTax MUCCIJeIOBaHUA
JOKYMEHTAJIBHO @MKCMpyDTCH BMIEL VM PETYIJIAPHOCTE IPOBEICSHUA O@SOpHHX
IIPOBEPOK.

21. TloCkOJIbKY BCe pelleHMs, KOTOphEe MOTYT IOBJMATHL Ha LEJIOCTHOCTDb
UCCIlenoBaHuM, TpedbyoT OomOOpPeHMsa PYKOBOIUTEJS MCCIIeIOBaHUSA,
HeoOxXoouMo, YTOOH OH ObI MHQOPMUPOBAH O XOIEe BKCIEePUMEHTAJIbHEIX
pador. OcoOeHHO BaxHO obecrneuuTb UMHOOPMUPOBAHMUE IIOCJIE BPEMEHHOTIO
IepeprBa ydyacTUs PYKOBOINUTEJIA MCCJIEOOBaHMS B MCCJIeOOBaHMM. IOTO
cenyeT obeclneuMBaTh [IOCPEICTBOM COXpaHeHUS B0OeKTUMBHOM
KOMMYHUKAIIMM CO BCEMM HAYUHHMM, TEXHUUECKUMU U PYKOBOISIMMU
COTPYIOHMKAMM, a IIPU MHOT'OLIEHTPOBOM MCCJIEINOBAHUM — C BEeOyUMMMU
uccyenopaTenaMmu. IIpy HeOOXOIOMMOCTM UEeTKO OIlpelleJIeHHbBle KaHaJlbl
KOMMYHUKaIUM oDeCcleuMBalnT BO3MOXHOCTL OINEPaTMBHOTO MHOOPMUPOBAHUA
PYKOBOIOMUTEJIS MUCCJeIOoBaHMsa OO0 OTKJIOHEHMSAX OT IlJlaHa MCCJemoBaHUS, a
TaKXe TapaHTUPYIOT JOKYMEeHTaJIbHOE IMMOATBEPXIEHME BO3HMKAKIMX IPoOJIeM.

22 . EcCJM OaHHBIE MCCJIIeIOBaHMsS BalMCHBATCA Ha OymMare, PYKOBOIUTEJIO
MCCJIeOOBaHUsa cjlenyeT OOecClIeuuTh, UTOOH IIOJIyUeHHEE CBeIeHUS
[IOJIHOCTBIO M TOUHO OOKYMEHTUPOBAJUCE U 0OpabdaTHBaiMCh B COOTBETCTBUM
C npaBmjiaMy. B OTHOmWEHUM Pe3yJIbTAaTOB, NPEeICTaBJIEHHHX B DJIEKTPOHHOM
bopMe B KOMIBIOTEPUBUPOBAHHONM cUCTeMe, OOS3aHHOCTU PYKOBOOUTEJIS
MCCJIeOOBAHUS OCTATCS TEeMM Xe, KakK M B OTHOMEeHUM OyMaXHHX HOCUTEJIen
nHbpopMauum. KpomMe TOTO, PYKOBOIMUTEJL MCCJIEIOBAHMUS HOOJIKEH ybeImTbCs
B COOTBETCTBUM KOMILIOTEPUBUPOBAHHEIX CUCTEM IpelrnojiaraeMor ofjiacTu
NPVIMEHEHMs, ¥X BadMIalUM UM NOPUTOOHOCTM IJIS MCIOJbL30BAHUS B
SKCIIEPUMEHTE .

3. BaKJIOUUMTEJILHBEIM OTUeT

23 . BaKJIOUUTEJILHBEIY OTUET MCCJIeIOBaHMA HEOOXOOMMO COCTARJIATH B QopMe
IeTaNIM3VMPOBAHHOTO IOKyMeHTa (HaydHOI'O OTYeTa), yCTaHaBJIMBAKIEIO
LueJyib M 3amady MCCIenOBaHMa, OIMCHBAKIEI'O MCIOJb30BAHHEE METOIB U
MaTepMrasbl, o0OOWarmero IIOJIydeHHBe HOaHHEE U IPEeACTAaBJANILErO UX
aHaJn3, a TaKXe CIOEeJIaHHEIE BBIBOIH.

24 . PykoBoamMTeJIb MCCJIEeOOBaHMUSA MOOMNMCHBAET OTUET U nmpocTaBJideT natTy,
YOOCTOBEPAA IIPUMHATHME Ha cebsa OTBETCTBEHHOCTM 3a BEPHOCTb CBeﬂeHMﬁ,
TOJIBKO IIOCJIE TOI'O, Kak y@eHMTCH B TOM, YUTO BAKJIOUMTEJILHEY OTUEeT IOaeT
IIOJIHOE, IOCTOBEPHOE I TOUHOE IIpeaCTaBJICHUE 00 MCCJIemOBaHUM UM €TO0



pesyJibTarTax. CllemyeT yKa3aThb CTEIEeHb COOTBETCTBMA MCCIIEeIOBAaHUSA
InpasmiiaM. PyKoBOOUTEJI UCCJIEONOBAHUA CJIeOyeT caMoOMy yInocToBepmuTbCHd,
yTO mMMeeTCcd 3akJwodeHme COK, u OBLIM BaQMKCMpOBaHH JIOOBIE PacxXxoxoeHMA
C IIJIaHOM MCCJIeOOBaHNA.

4. ApPXUBE

25. Ilo OKOHUYaAHMM MCCJIeNOBaHMA (BKJIOUad NpekKpalleHMe MCCJIeOOBaHMA) Ha
PYKOBOIOMTEJIS MCCJIeOOBaHMSA BO3JjlaTaeTcsa 00A3aHHOCTL IO CBOEBPEMEHHOMU
apxmBalMKM I1JJaHa MCCJEeNOBaHMUA, 3aKJIOUUTEJIbBHOTO OTdeTa, I[IePBUUHEIX
IDAaHHEIX M MaTepMaJioB MCCIEeIOBaHMA. B BakKJIOUMUTEJILHEM OTUEeT CJelyeT
BKJIOUMUTEL 3agBJIeHME PYKOBOICTBa JjlabopaTopuy, CBUIOETENLCTBYyIEE O
TOM, YTO BCe oOpaslb MCCJeOyeMOoI'0 M CTaHIapTHOI'O BEUEeCTB,
BroJsioruueckue NpoOvl, IIepPBUYUHBE IOaHHEE, IIJIJaH MCCJIeIOBaHUL,
3aKJIOUMUTEJIbHEIY OTUeT U AOpyras COOTBETCTByllAas INOKyMeHTaluusa OyIOyT
XPaHUTBCSA B MCHOBITATEJIbHOM JjlabopaTopuu. Illocyie mnepenauyM CBeOeHUN B
APXUBE, OTBETCTBEHHOCTL 3a HUX HECeT PYKOBOICTBO MCIETATEJILHOM
nadopaTopun.

5. IllpuBieueHre CcyONnoOIPAOHOM OpIaHM3alMMu

26. Ecam 4yacTb MUCCJIeOOBAaHUA BHIIOJIHAETCS CyOIOIPANHOM opraHmu3aluel,
PYKOBOOMTEJNbL MccJenoBauusa (m nepcoHas COK) mojpkeH OBITH OCBEIOMIIEH
O CTeleHM COOTBETCTBUSA INpaBujlaM NAaHHOM CyONOOPAOHOM opTaHmM3alMeN.
Korma cybnompsanHas opraHM3alLMsa He COOTBETCTBYeT IpaBuiaM,
PYKOBOOMUTEJIO MCCJEOOBAHMSA HAIJIEXUT B 3aKJIOUMTEJIbHOM OTUeTe yKasaThb
2T0T dakT.

IV. VsMeHeHMsa K I[IJIaHy MCCJIEOOBAHMSA UM OTKJIOHEHMS OT HETO

27. llonpaBKM K IIJIaHy MCCJeIOBaHMsa cjenyeT ObopMISTh :

IJIS MOOTBEPXISHUS NPeOHAMEPEeHHOT'O M3MEeHEeHMS IOM3alHa MCCJeOOoBaHus
IOCJIe OaThl Hauajla MCCJeOOBaHMa M OO BCTYILJIEHMS IIJlaHa MCCIIeIOBaHMUMA
B CUIY;

B pe3yJibTaTe HEOXMIAHHOTO NPOMCIUIECTBMSA B XOIe MCCJIeNOBaHUSA, KOTOpoe
TpebyeT S3HAUUTEJILHBX KOPPEeKTUPYKIUX Mep.

28. HOHpaBKM, CByugeTeJIbCTBylye O IIPUYVMHE V3SMEeHEeHMA, IOJOJIXHEL
IIoCcJjiIiegOBaATEJIbHO HYMepOBaTbCHA, IIOAINMCEIBATBECA C YKa3aHMEM IOaTEBl U
HallpaBJIATBECHA PYKOBOIOMTEJIEM MCCJIJIEOOBaAHMA BCEeEM IIOJIydaTeJIdM MCXOIOHOI'O
IIJIaHa VCCJIEOOBAHMA.

29. B oTauuue oOT IIOINPAaBKM K IIJIaHY MCCJIeOOBaHNMA, KOTOpad IIpelCTaBJIdAeT
cobom 3allJIaHVMPOBAHHOE M3MEeHEeHMeE B IlIJIaHEe MCCJIeOOBaHMA, OTKIJIOHEHMA OT
IIJIaHa MCCJIEeOOBaHMA HABJIATCA HEIIpeOdyCMOTPEHHEIMUM M3MEHEHUMAMNY,



IPOUCXOOSANMMM BO BPEeMS OCYIIECTBJIEHUS BKCIEPMMEHTa. B JOKyMeHTaluu
10 MCCJIeOOBaHMUIO CJIelyeT QUMKCUPOBATHL CBeIeHUS o0 MCCJemoBaHUM, B TOM
Uupyclyie PacxoXIeHMe eTo C IIJJaHOM. JaHHBEE OTKJIOHEHMUS MOTYT
VHULIMUPOBATBLCA IOPYIUMU COTPYIOHMKAMM, 3BAHSATHMM B SKCIEPMMEHTE, HO
IOJIXHEl CBOEBPEMEHHO OOOCHOBEIBATLCS, OIODPATBLCSA M OINUCHEBATBLCS C
yKasaHMeM JIaTe PYKOBOIMUTEJIEM MCCJIEeNOBaHUA U (MIM) BeOyUVMU
UCcJieIoBaTEJIAMM, a TaKXe XPaHUTbCS BMECTe C IEPBUYHBIMM JaHHBMU
VCCJieIOoBaHusaA. PYyKOBOIUTEJIb MCCJenOoBaHMsS oOsg3aH yTBepxXIaTh JioObe
IpennprMHMMaeMEEe IIE€PCOHAJIOM MCIHTATENIbHOM JlabopaTopumn
KOPppPeKTUpyIMe OeVCTBUA. EMy CJellyeT pPacCMOTPEeTh Ilejlecoobpa3HOCThb
KOHCYJIbTAlUM C OPYTUMMM HayYYHEIMU COTPYIOHMKAMM -IJIS TOTO, UTOOH
ONpEenesIUTh BJMAHME JII0OOM NOHOOHOM MHOOPpMaLUMM Ha XOI UM Pe3yJibTaTH
MUCCIIe0oBaHMsa, COoOBUMTE OO0 BDTUX OTKJIIOHEHMSX B S3aKJIIOUMTEJILHOM OTUeTe
(M mpoaHaIM3MPORBATE MX IPU HEOOXOIMMOCTH) .

V. KBaJ'H/I(l)MKaLI,MOHHbIe Tpe6OBaHMH K PYKOBOIMTEJIO MCCJIeOOBAaHMA

30. KpanmubukauMoHHEE TpeOOoBaHMUA K PYKOBOIMUTEJIO UCCJIEOOBAHMS 3aBUCAT
oT obsga3aTeJIbHHX YCJIOBUM KaXIOT'O KOHKPETHOT'O BMIA MCCJIeIOBaHUSA. B
00S3aHHOCTM PYKOBOINCTBA MCIBITATEJILHOM JlabopaTopMUM BXOOUT
YCTaHOBJIEHUE BTUX TpeboBaHUM. PYKOBOICTBO MUCIETATEJILHOM JJabopaTopmu
OTBeUaeT 3a BHOOP PYKOBOIOMTEJIS MCCJeIOBaHMsSa, KOHTPOJIbL €TO0
IesaTeJIbHOCTU M OINOoOpeHMe er'o PelleHMM, a TakxXe IOJIKHO TapaHTUMPOBAaThb
IpoBeleHUEe DBKCIEPMMEHTOB B COOTBETCTBUM C MNpaBuUilaMM. MMUHMMAJLHBE
TpeboBaHUA K KBAIMOMKALIMM, YCTaHOBJIEHHEE PYKOBOICTBOM MUCIHTATEJIbHOM
nadopaTopuM OJS PYKOBOIMUTEJIS MCCJEeIOBaHMS, IOJIKHE OBITb yKasaHB B
IOKYMEHTAX KaIpOoBOTO yueTa. I[IoMMMO HaIJjiexalle¥ TexXHUYEeCKOM
IIONTOTOBKM (0Opas30BaHMUs) KOOPIAMHUPYKIAS POJIbE PYKOBOIMTEJIS
uccrenoepaHmda tpebyeT, 4TOOBE HaHHOE JIMLIO ODJamaljio HaBHIKaAMM B OOJIaCTU
MEXJIMUHOCTHOM KOMMYHMKALUM, peleHus OpobJjieM U yHIpaBJIeHUS.

VI. BzaumMoZIeVCTBME B pPaMKax MCCIeNOBaHUL

31. PykoBOIMTEJIb UCCJEIOBaHMS HeceT OOyl OTBETCTBEHHOCTL =a
yhnpaBJIeHME MUCCJIeOOBaHMEM UM 3aKJIUMTEJIbHBEIM oTueT. OnpelejieHue
"OTBETCTBEHHOCTEL 3a O0llee yIpaRJIEHME MCCIIeOOBaHMEM U 3aKJIIOUUTEJIbHEIM
oTueT" MOXET TOJIKOBATLCS B NIMPOKOM CMEICJIE IJIS MCCJIeIOBaHUM, B KOTOPHBIX
PYKOBOOUTEJIbL UCCJIEOOBAHUS MOXET OHITE Teorpadmueck (TeppUTOpPMalibHO)
yoaJjieH OT (QakKTMUEeCKOT'O MecCTa NPOBeOeHMS BKCIePMMEeHTaJIbHOM paboTH.
[IpM HaJIMuMM HECKOJIbKUX YPOBHEM YIPaBJIEHMS, MCCIIEIOBaATEJILCKOTO
nepcoHajya u nepcoxHajyia COK HeoOxommMmoO, UYTOOB CYMECTBOBAJIM UYETKUE
pPasTpaHUUEeHM s [IOJIHOMOUMM, KaHaJIOB KOMMYHMKALMM, a TAaKXe BOB3JIOXEHHEBIX
Ha HMX OOSA3aHHOCTEM C TeM, UYTOOB PYKOBOIMUTEJIb MCCJIeIOBaHMS MOT
20pexTMBHO (B IMIOJIHOM OOBEeMe KaK B OTHOWEHUM KOJMUecTBa, TakK M B
OTHOUWEHUM I[OJIydaeMBIX Pes3yJIbTaTOB BHIIOJHEHUS QYHKLMOHAJIbHBIX
00s3aHHOCTEN) BHIIOJHATHL CBOM 0OOS3aHHOCTM, YCTAHOBJIEHHBE NPaBUJIAMMU.
PasrpaHMUeHMsa I[IOJIHOMOUMIM, BOBJIOXEHHBIE OOS3aHHOCTM M KaHAaJIb
KOMMYHMKAUMM OOJDKHBEI OBITH BaKpPEIJIEHBEl JOKYMEHTAJIbHO (IPMHSTE B dopMe
NIMCBMEHHOTO IOOKYMeHTa) . [IpM HaluMuMM MCCJeIOBaHMM, MNPOBOISAMNMXCS Ha



HECKOJIbKMX MCIIBEITATEeJIbHBEIX IIJIollagKax, PYKOBOICTBO MCIIETATEJIEHOM
nadopaTopuM OOJIXKHO OOeCcleuMBaTh UeTKMEe KOMMYHUKAIIMOHHEIE CBA3U MEXIy
PYKOBOOMTEJIEM MCCJIeNOBaHMUSA, BeIymmMu uccienoBateynamu, COK wu
MCCJIeNOoBaTENIbCKUM [IE€PCOHAJIOM.

32. B uccyenoBaHmMsax, B KOTOPEIX OTBETCTBEHHOCTE NEeJIETMPOBAaHA BeIylleMy
MCCJIeIOBATEN, PYKOBOOUTEJNM MCCIENOBAHMS IOJIKHEL OOECIeUUnTh
IIOOOEPXKY M KOHTPOJIb IAaHHEIX COTPYIOHUMKOB, YTOOH r'apaHTpoBaTb, 4YTO
COOTBETCTBYKIME DTANE MCCIENOBAHMUS NPOBOOATCH B COOTBETCTBUM C
IIJIaHOM MCCJIenOBaHMA, COOTBETCTBYIVMUM CTaHIOAPTHEIMM OIllepaluMMOHHBIMIM
npouenypaMu (majsee — COIl) m npaBuwjlaMM. Benymmy MCCJIeOOBaTEJb HOJIDKEH
He3aMeJINTEJIbHO CBSA3aThCSd C PYKOBOIMUTEJIEM MCCJIEIOBAHUSA, €CJU
IIPOMBOLIIO IIPOUCHIECTBME, KOTOPOE MOXET OKaszsaThb OTpMlLAaTeJIbHOEe
BOBIOEMCTBMYE Ha XOI U pes3yJIbTaTH MCCJIenoBaHmsa. Becy oBmeH mHbOpMaLmenr
IOJIXEH HOOKYMEHTAJIbLHO IIOATBEPXIATLCH.

33. Ha Bcex mTamnax SKCIIEPVMMEHTA 0b6ga3aTesIbHO OCylmeCTBJIAETCA
B3aMMOIENCTBIUE MeXnOy pyKoBOOMUTEJIEM MCCJIJIEeOOBAHMA U COK.

34. Takoe B3aMMOIEMCTBME MOXET BKJIIOUATH :

aKTUBHOe InpubJjieueHre COK K CBOeBPEMEHHOMY PACCMOTPEHMI I1JlaHa
VCCJIEOOBAaHMA, PAaCCMOTPEHMI HOBEIX UM NepecMOTpeHHEX COIl, NpMBIIEeUeHUIO
nepcoHajsia COK x corelmlaHMAaM B HadaJle NPOBEeOeHUa UCCIIeOBAHUA U PEelleHUI
BO3MOXHBIX npo@neM, Kacammmxcsd CO@HmﬂeHMH IIpaBmJI IIPM BEIIIOJIHEHUM
VCCJIEOOBAaHUA;

OLICTPHIM OTBET Ha OTUEeTH 00 MHCHeKUMM (ayIuTe) C yKasaHUeM
KOPPEKTUPYRIIMX OEeMCTBUNM UM NOPM HEeOOXOOMMOCTM NOOIEPXaHue CBA3U C
nepconajsiom COK, Hay4YHEIM M TEXHUUYECKMM [I€PCOHAJIOM C lIeJIbI0 COOENCTBUA
B IPenoCTaBJIEHUM OTBETOB Ha IIOJIydeHHBIEe B XOJe MHCIeKUIUM (ayamTa)
3aMedaHMuAa (BOIPOCH) .

VII. 3aMeHa PYyKOBOIUTEJIS MCCIIeOOBaHUS

35. PykoBOIMUTEJIb UCCJEIOBAHUS HECeT OTBEeTCTBEHHOCTL =a XOn
VUCCIIeOBaHMAa B COOTBETCTBUM C NpaBmuiaMu B LeJoM. OH IOJIXEH
YOOCTOBEPUTHLCA B IIOJIHOM COOTBETCTBMM KaXIOT'O BTalla MCCJIeOOBaHUA
OPpMHLMIIAM HanjexaleM J1abopaTOpHOM NPaKTUKM, B TOUHOM CJIeOIOBaHUU
JjlaHy MCCcJieIOBaHMs, a TakxXe B TOM, UTO BCEe pPe3yJibTaTh MCCJIEIOBaAHUMN
IIOJIHOCTBIO HOOKYMEHTUPYKTCH. JaHHas OTBETCTBEHHOCTBH MOXeT OHTH
IIOJIHOCTBI peajin30BaHa B Clydae, eCJAM PYKOBOIUTEJIbL UMCCIIeOOBAHUS
IIOCTOSHHO MNPUCYTCTBYET B MCIHTATEJbHOM JabopaTopuM BO BpeMs
IPOBEIEHMA MCCJIeONOBaHMA. IOTO He BcCeT'Ia OCYyWeCTBMMO Ha IpakKTUKe,
MIOCKOJIbKY HeM30eXHO OyIOyT BOSBHUKATH NEPUMONB, KOT'Ja OH HEe HaXOOMTCH
B MCHHTATEJIbHOM JilabopaTopuM UM BO BPEMS KOTOPHEX HEODXOIMMO
OCYWIECTBUTL €TI0 3aMeHy. YCJOBMA, IPU KOTOPEX PYKOBOIMUTEJb
UCCIIe0BaHMa MOXET OBITh 3aMEeHEeH, He ONPEeJeJIeHH B NIpaBuUjlax, OHU IOOJDKHEI
paccMaTpMBaTHLCS Ha YPOBHE YTBEPXIEHHHIX MCIHIHTATEJIbHOM JiabopaTopuen
COIl. Hanuwele COIl OOJIXKHEI TakKXe ONpenesyiATbh HeOOXOOMMEE IJIS 3aMEHEB
PYKOBOIOMUTEJIA MCCJIEeOOBAHMSA TNPOLENYPH UM IOOKYMEHTALMDO.



36. PemeHme O 3aMeHe PYKOBOIOUTEJIS MCCJIEOOBAHUS MM BPEMEHHOM
neJIeTUPOBaHUM €TI0 IIOJIHOMOUMM OPYI'OMY COTPYIHMKY IIPMHMMAaeT
PYKOBOICTRBO MCIIEITATEJIbHOV JlabopaTopuu. Bce Takue peueHus CJedyeT
IOKYMEHTUMPOBATH B NMUCBMeHHOM dopMe. CymecTBYIT 2 YCJOBUS IJid
INOJITOCPOYHHEIX MCCJIEOOBAHMM, IIPUM KOTOPHIX MOXET pacCMaTPUBaATLCS
BapMaHT BaMEHH :

OKOHUaHMe Cpoka paboTe PpyKOBOIMUTEJIS MCCJeNoBaHMsS. B »ToM ciydae
00s3aHHOCTLIO, MPUIIEONETO Ha 3aMeHYy PYKOBOIUTEJIS MCCJemoBaHUS (Ipu
comercTeuM nepcoHajya COK), aBigeTcsa HEOOXOOMMOCTEL B KpaTduauiive CPOKU
ybeInTbCsa B COOTBETCTBMUM MCCJEOOBaHMM, I[IPOBENEHHEIX K IaTe 3aMeHEH,
IPpUMHLUMIIAM HanjexaueM Jj1abopaToOpHOM NPaKTUKU;

OTNYCK, HayUHHE COBellaHmusd, OOJIe3Hb MM HEeCUACTHHIM CJydall.

37. KpaTKOCPOUYHOE OTCYTCTBME MOXET He norpedoBaTh GOPMAJILHOM 3aMeHE
PYKOBOIUTEJIA MUCCJIEOOBAHMSA, E€CJM IPM BOBHMKHOBEHMUM NPOOJIEM WJIIM
HEeNPEenBUIASHHHK CUTYyallMii C HYM MOXHO CBA3aThCda. ECiIM B Hepuon
OTCYTCTBUSA PYKOBOOUTEJISA MCCJEIOBAHUA OXUIAETCH [POBEINEHME 3HAUMMBIX
STAINOB MCCJEeINOBaHMA, BDTU DTANH NOJIXHH OBTH JIMOO IIepeHeCeHE Ha DoJee
ynobHoe BpeMsa (C BHeCeHMueM, B Cliyuae HeOoOXOIMMOCTM, M3MEHEHUM B IJjIiaH
MCCJlenoBaHUsA) , JmOO HOOJIXHA OBTH PacCMOTPeHa 3aMeHa PYKOBOOUTEJIS
VCCIenoBaHuUsa nyTeM GopMasibHOTO Hal3HAUYEeHWS OIHOTO U3 COTPYIHUKOB B
KaueCTBEe PYKOBOIOUTEJS MCCIeIOoBaHUSA. [IPpU KPAaTKOBPEMEHHOM OTCYTCTBUM
PYKOBOIMTEJIA MCCJIEOOBAHMSA IOIYCKAaeTCs BPEeMeHHas epemada ero
MOJIHOMOUMY KBAJIUOUIIMPOBAHHOMY COTPYIHUMKY IJIS BHEIIOJIHEHUS HOAHHOTO
KOHKPETHOTO »Talla MCCHeNoBaHusd. ECIM OTCYTCTBME PYKOBOIUTEIS
MCCJIEOOBAHUA MOXET OBITH NPOIOJDKMTEJIBHEIM, TO MNPENIOUYTEHME IOJDKHO
OoTImaBaThbCd 3aMeHe, a He nepemaue o0BsS3aHHOCTEMN.

[Ipouenypa ¥ MNPUUMHE 3aMEeHBE PYKOBOIMUTEJIS MCCIIeNOBaHMUA IOJIXHBEI OBITH
IOKYMEHTUPOBAHE U YTBEPXIEHH PYKOBOICTBOM MCIIEITATEJILHOM
naboparopumn. CrlenyeT MNPOBOOMUTHL NOKYMEHTUPOBAHME Pe3yJIbTaTOB
IIPOMEXYTOUHOM INPOBEPKM COOTBETCTBUSA MCCJIEOOBAHUM IIPUHLIMIIAM
Hanjexamey JjJabopaTOPHOM MNPaKTUKM B Cliydae OOHapyXeHUs HeIIOCTaTKOB
UM OTKJIOHEHUM .

38. Tlpu BO3BpAllEHUY PYKOBOIUTENI MCCJEIOBAaHUS HE3aBUCKMO OT TOTO,
Bela JIM IIpOoBemeHa eTo 3aMeHa WM Iepenada [IOJIHOMOUUM OPpYIOMY
COTPYIOHUKY, OH OOJIDKEH B KpaTualiyre CPOKUM YCTAHOBUTL, MMEJM JIM MECTO
OTKJIOHEHUS OT YTBEPXIESHHOTO TJlaHa MCCJIEeNOBaHWUM WY NPaBUII.
OOHapyXeHHBIE OTKJIOHEHUMS OT IMPaBWJI, BOBHUKIME B IIEPUMOI OTCYTCTBUS
PYKOBOIUTEJIS UCCIENOBAaHMUA, MOTYT OHTH BaIOKYMEHTUPOBAHHE TMOCJE €TO
BO3BpAalleHU .

VIII. IIpaBOBOM CTATyC PYKOBOIUTEJS MUCCIEeIOBaHUA

39. Momnucse PyKOBOOMTEJIA MCCJIEOOBAHNMA Ha 3aKJIDUMTEJIEHOM OTUEeTEe MMeeT
OPMIINMYEeCKYK CHMIIy M IIoATBepXIaeT OTBETCTBEHHOCTB PYKOBOIMUTEIIA
MCCJIeJOBaHMA B OTHOIEHNMM BEIIIOJIHEHMA MCCJIEeOOBaHMA B COOTBETCTBUM C



InpaemJiaM M B OTHOIEHNVM IOCTOBEPHOI'O IpelCTaBJIEHMA II€PBMUYHBX OTAaHHBEIX
B 3BaKJIOUUMUTEJIBHOM OTUeTe.

40. Kpuaonuyeckas OTBETCTBEHHOCTH PYKOBOIMUTEJIS MCCJEeIOoBaHMUS
yCTaHaBJIMBaEeTCad 3aKOHOINATEJIECTBOM I'OCYyIapCTB-UYJIEHOB.

IpunoxeHue N 3

k IlpaBuiiam

Hanjexamey J1abopaTOpPHOM NPaKTUKM
EBpasuiickoro SKOHOMUUECKOTO
cow3a B cbhepe obpameHusd

JIEKAPCTBEHHEBEIX CpelCTB

[IOPANOK
[IPYMEHEHNA IPABUJT HAIJIEXAIEN JIABOPATOPHOM MPAKTUKU
EBPASUMCKOTO 3KOHOMUUECKOT'O COK3A B COEPE OBPAIEHNA
JIEKAPCTBEHHEIX CPEICTB IJId OPTAHUMIALNNM ¥ IIPOBEIOEHMA

VICCJIEOOBAHMM HA HECKOJIBKMX IIJIOMAIKAX

I. OBume II0OJIOXEeHUS

1. llon uccrenoBaHuUeM, NMPOBOOMMBEIM Ha HECKOJIBKMX IJIoManKax, NIOHMMaeTCs
moboe MccJeloBaHMe, 3Tallkl KOTOPOT'O MNpoBOIOATCS OoJjiee UeM Ha OIHOMU
nJjgomangke. HeoBXoOAMMOCTBb B TakKMX MCCJEIOBAHUAX BO3HMKAET IIPU
VCIIOJIb30BAHMM IIJIOWANOK, KOTOPHE yIaJlIeHH 10 Ieorpadmueckomy
IPM3HAaKY, OPIaHM3allMOHHO OTIeJIeHH MJM pas3lelieHb MHBM obpas3om. B
TaKOM CJlydyae OIMH OTIeJl OpTlaHM3aluM IeMCTBYEeT B KauecTBe
VCIHTATEJNIbHOY IIJIOWAIKM, OPYTOM — B KaueCTBEe MCIHTATEJILHOTO LeHTpa.

2. PemeHue O MNPOBEIEHUM MCCJIENOBAHUSA Ha HECKOJIbKMX I[IJIOmMAIKax
IPUHYMAETCH CIIOHCOPOM IOCJIe OBCYXIEeHUS C PYKOBOICTBOM MCILITATEJbHOM’
jadopaToprn, BHOPAHHOM CIIOHCOPOM I[epea HadyaJIOM MCCJeNOBaHMA.
JICMOJIb30BAHME HECKOJIbKMX MCIBTATEJIbHEX [IJIOMAN0OK YyBEJUUMBAET
CJIOXHOCTBL 3alad [NPOEKTUPOBAHMA U YINPABJIEHMI UCCIEeIOBaHMEM, UTO
InIpmBOoIIMT K IOOIIOJIHMTEJIBHEIM PMCKaAM IOJI4 OOCTOBESPHOCTU M HaAIOEXHOCTU



pPesyJibTaTOB MCCIedoBaHma. I[IOo3TOMYy OUEeHBb BAaXHO, UYTOOB BCe
IIOTeHLIMaJIbHEIE YI'PO3EI LEJIOCTHOCTUM MCCJIEeIOOBaHMA Ha OCHOBaAHNMU
IpelCTaBJIEHHOM CTPYKTYPH MCCJIeIOBaHMSA Ha HECKOJIbKMX [IJIolankax ObLIMU
OLI€eHEHEI, 06sa3aHHOCTHA YYACTHMKOB YEeTKO pacIllpeneJieHbBl, a PUCKUM CBEeICSHEL
K MMHMMYyMY . JoJDkHa OBITH IPOBelleHa TexHuueckas (HayudHas) DKCIepTusa
Y BCECTOPOHHE PAaCCMOTPEHE CTATYyC COOTBETCTBMSA MCCJIeIOBaHMUSA NpaBuilaM
Hajiexamey JJabopaTOPHOM NPakKTUKM ERpa3uMCKOTO DKOHOMUYUECKOTO COn3a,
YTBEPXIaeMeM ERpa3UMMCKOM DKOHOMUUECKOV KOMMUCCHEN (majiee — npabuia),
pecypcCH U peHTabeJIbHOCTb BCEeX IIJIaHMPYEMBIX K MCIIOJIb30BaHMUIO
VCIIBEITAaTEeJIbHBEIX IIJIOWAaIOOK .

3. B cBA3M C TeM, UTO Pa3JIMUHEE BUIB MCCJIENOBATEJILCKOM IeSTEeJIbHOCTU
OPOBOOATCH HAa PAasHBIX IJomWanKax, I[IJIaHMPOBaHME, CBA3b UM yIOpPaBJIEHUE
MUCCJIegOBaHMEM MMEKT B IJAaHHOM CJiydyae MCKJIIOUMTEJIBHO BaXHOE BHAUeHUEe.
XoTa MccJegoBaHMe Ha HECKOJIbKMX MCIBITATEJIbHBIX IJIolalkax COCTOUT U3
paboT, KOTOPHE OCYIECTBJISITCHS KaK B MCIBITATEJIBHOM LIEHTPEe, TakK M Ha
BCeX MCIHBITATEeJIBHBEIX I[IJIolladkKax, OHO NpeldcTaBJigeT CcOoOOM enOuHOE
MCCJIegOBaHMe, KOTOPOe OOJDKHO NPOBROIMUTHECS B COOTRBETCTBMUM C IIPABUIIAMMU .
STO O3HAavaeT HaJuuMe IOJid BCeX BHIIOJIHAEMEIX paboT OOHOTO IJiaHa
VCCJIeOOBaHMA, OINHOTO PYKOBOIMTEJS MCCJEeNOBAHMA M B MTOT'e OIOHOTIO
3AKJIOUUTEJILHOTO OTYeTa.

KparHe BaxHO, UYTOOB O0OBeM pPaboT, BHIIOJHSAEMBIM Ha Pa3HBIX [IJoWlandKax,
OBLJT UeTKO OIpelleJIeH Ha pPaHHeM cTaIuM IIJIaHUPOBAaHMUSA, UYTOOH IOaThb
BOBMOXHOCTEL B3aMHTEPECOBAHHEM CTOPOHAM COIJIACOBATb HEeOOXOOMMEE MEPEL
KOHTPOJIA Iepel 3aBeplleHMeM pa3paboTKM IIJlaHa MCCJIeNOBaHUA.

IT. KoMMyHUKaALMS

4. ObdgzaTesIbHEIM yYCJIOBMEM YCIEUWHOT'O NPOBEeOEeHMS MCCJIeNOBaHMA Ha
HECKOJIbKMX IIJIolanaKax SABJISEeTCS OCBEIOMJIEHHOCTBb BCeX CTOPOH O CBOUX
0043aHHOCTAX. UTOOB pacIpelesiMTh 3TU ODOS3aHHOCTM UM CIPaBUTBCH C
KakuMMU—JMOO CUTyaluMsaMM BO BPEeMS NPOBEIEHMS MCCJIeOOBaHMUA, KpalHe
BaXHO HaJIaIMTh [MOTOK MHbOpMalLUM U 2OPOEKTUBHYI CBSA3b (oDecreumBalllyo
HaOexHoe M yCTOMUMBOE NOOIEepXaHMe KOMMYyHMKAlLMM, He NpUBOIdllee K
VCKaXeHMI (HEeBEePHOMY BOCIPUATHUIL), MUIHOPMPOBAHMI MIIM OTCYTCTBUIO
00paTHOTO CMIHaljla B OTHOIEHUM lepellaBaeMoy MHOOpMAlLIMM) MeXIy
CIIOHCOPOM, PYKOBOINCTRBOM IIJIOWAHNOK, PYKOBOIMUTEJIEM MCCJIeOOBaHUL,
BeIVIIMMIM MCCJiegoBaTesIaMM, CIyxOom obecrieueHmusa KavecTBa (majiee — COK)
¥ TIepCOHAJIOM MCCJIemOoBaHUA.

5. MexaHu3MmM oOMeHa MHOOPMAlIMEN, CBSA3aHHOM C MCCJIeOdOBaHMEM, IOJIXEeH
OBITL TNPEeIBAPUTEJIBHO COTJIACOBAH M OdOpMIIEH IOOKYMEHTAJILHO MEeXIY
CTOPOHAaMM, YKasz3aHHBIMM B IIYHKTe 4 HACTOSWETO IPUIIOXEHMS .

6. PyKOBOOMTEJIL MCCJIEOOBAHMS IOOJDKEH CBOEBPEMEHHO IOJIyYaTh

MH@OpMaHMD O XOoIme MMCCJIegOBaAaHNMA Ha BCeX IJIolalKaX.

ITT. YnpaBJIeHME MCCIEeLOBaHMEM



7. CrioHCOp Nnopyd4YaeT NpOoBeIeHMe MCCIJIeI0BaHMS BEHIOPAHHOM MUCIIEITATEeJIbHOM
JadopaTopun. PYKOBOICTBO MCIIHITATEJIbLHOM JlabopaTopMy HasHadaeT
pykKoBOOMTEJIA MCCJIeOOBaHMA, KOTOPEIM MOXET ABJIATBCHA JIMIIO HE
obsga3aTesIbHO HaxOoOdlleeCsd Ha TOM IJomanke, I'Oe IPOBOOUTLCA Oojblias
YaCTh BDKCIEPUMMEHTAJIbHOM paboTh. PelleHMe © HNpoBeleHUM paboTH 110
MCCIJIEOOBAHMI Ha IPpYyI'MX IIJIoMalKaX OOBIUHO IIPMHYIMaeTCAd PYKOBOICTBOM
VCIHEITATEJNIbHOY JIabopaTopuM IIOCJIe KOHCYJIbTAlUM C PYKOBOIUTEJIEM
MCCJIeNOBaHUA UM CIOHCOPOM, €CJIM 3TO HeOoOXOIMMO .

8. Ecam PyYKOBOIOMTEJIE MCCJIEOOBaAaHMA HEe MOXET BEIIIOJIHATE CBOU
00S3aHHOCTM Ha MCIHHTATEJIBHOM IIJIoMAaIKe M3—-3a ee PeOPpaQquCKOPO mJinm
OPIraHM3allMOHHOI'O pa3nejieHMd, BO3HUMKAET HeOOXOOMMOCTE HA3HAUMUTH
BeOymmx UccremgoBaTesiel Ha MCHOHTATEJIbHBIX IIJiomalkaxX. VICIOJIHEHUE
06sS3aHHOCTEM BCJIENCTBUE OPTaHNVM3alVIOHHOIT'O pa3deJieHMAd MOXeT OBITB
HEBEIIIOJIHVIMEIM, B YACTHOCTM, IIO IIPMYMHE BPEMEHHEIX 3aTpaT Ha I[Ipoe3n,
PasHBEIX WaCOBEIX [TOACOB MIIN CHOXHOCTeﬁ, CBA3adHHEBEIX C IIepeBOOOM C OIOHOIO
A3BIKa Ha HPYPOﬁ. PasznmesieHre 1o PeOPpaQquCKOMy IIPM3HaAKy MOXeT OBITB
CBA3aHO C YyIOaJIEHHEIM PpPacCIIOJIOXEHMEM IIJIOMaaKM WMJIN HEODXOOMMOCTBIO
YOEJIAThb TIIOCTOAHHOE BHMMaHME OIOHOBPEMEHHO HECKOJIBKVMM MCIIBITaTeJIbHBIM
IJicmangkKaM, PacIIOJIOXEHHBEIM B Pa3HBIX MeCTaX.

9. PyKOBOICTBO MCIEITATEJILHOM JlabopaTopUM M yIOAJIEHHBIX MCIIEITATEJbHEIX
IIJICWAaOOK IOOJDKHBEL NOOOEPXMBATE NPOQECCUMOHAJIBHEIE B3aMMOOTHOUWEHMUHA C
LUeJyipin obecrneueHMda LEJIOCTHOCTM MCCJenoBaHMsA. [IpMOPUTETH pa3JIMYHBIX
y4acTByOIMX I'Pynn JMOO KOMMepUeCKMe INOT'OBOPHl M COIJIAllEHMS O
KOHOMIEHUMAJIbHOCTM HEe IOOJIXHE IPeNsaTCTBOBaATL OOMeHY MHOOpMaLMel,
HeOOXOOMMOM OJIA HaJIeXallero NPOBEIEHMS MCCIJeNOBaHMUA.

IV. PacnpenejyieHue oOS3aHHOCTEM YUACTHUKOB MCCJIeIOBaHUA

U mepcoHala

1. CmooHcop

10. PemeHue O NPOBEIEHUM UCCIJIEIOBAHMSA Ha HECKOJIbKMX IIJIollalKax DOJIXHO
OBITH THIATEJIBHO PACCMOTPEHO CIIOHCOPOM COBMECTHO C aIMUHMCTPAalMeN
VCIHHTATENILHOTO LIEHTPa IO Hauajla MCCJeOoBaHUS. lIpenBapUTeJIbHO
CIIOHCOP IOJIXEH ONpenesiuTh, KakKuM obpaszoMm OymeT o0eClneuMBaTbCH
COOTBETCTBME MCCJIeNOBaHMM MNpaBuUilaM M BaKOHOIATEJIbCTBY I'OCylapcTBa
- uJjleHa EBpPasMMCKOI'O 3KOHOMUUECKOIO Col3a (manee -
TocymapcTBO-ujyieH) . CIIOHCOP HOOJIXKEH IOHMMAThb, YTO B pPe3yJjbTaTe
MCCJIeNOoBaHMUA Ha HECKOJIbKMX IJiomanmkax OyIeT COCTaBJIeH OIMH
3aKJIIOUUTEJILHEY OTUeT.

11. CrnoHcop nojikeH OBITH OCBEIOMJIEH O TOM, 4YTO eCJM IIJIomalkKa
MCIOJIbBYETCS B KayeCTBE MCIHTATEJIbBHOM JlabopaTopum, OOBEOMHSS 3TAallbl
MCCJIeONOBaHMUS, NPOBOINMMOTO Ha HECKOJIBKMX IJIomankax, ee olepauuy u
IepcoHasi, BaInelCTBOBAHHEIN B MCCJEIOBAHMM, IMIOIJIEXAT KOHTPOJIO CO
CTOPOHHE PYKOBOOUTEJSA UCCJIENOBaHUA. B 3aBUCUMOCTU OT CUTYyalLUM, TaKOM



KOHTPOJIb MOXET BKJIOUATL B cebsd MNOCEeHeHMS IJIOHMANKM PYKOBOICTBOM,
PYKOBOOMTEJIEM UCCJIEOOBAHUS M (MJIM) MHCIEKLMI I'JIABHEM CIeLMAaJIMCTOM
COK. PYKOBOIMUTEJIL MCCJIeIOBAHMA IOOJIKEH yKas3aTb, B KakoM ofbneMe
MCCJIedOoBaHMe COOTBETCTBYET IpaBUJiaM.

2. PYyKOBOICTBO MCIEITATEJILHOM JabopaTopun

12. BrOOP MCIHETATEJIbHEX I1JIOMAaIoK IOJIXeH OBTh OmOOpeH PYKOBOICTBOM
VICTIIEITATEeJIbHOM JlabopaTopuM. PaccMaTpuBaeMee BOIPOCH IOJDKHEI KaCaTbCH
B TOM UMcCJie QYHKUIMOHAJIBHOCTU U DODEKTMBHOCTM KOMMYHMKALMM, HAJIUUUA
NpaBUJIbHO opTraHm3oBaHHOM COK, HaaMumsa ODoAXoIsdmero ofopyldoBaHUS U
OIEITa. PYyKOBOICTBO MCIETATEJIbBHOM JIabopaTopUM HasHAadaeT IJIABHOTO
cneumanmcTa COK, KOTOPEM HeceT OOyl OTBETCTBEHHOCTEL 3a obeclnedeHue
KaueCcTBa BCETO MCCJeIOBaHMA B 1&JIOM. PYKOBOICTBO MCIIEITATEJILHOM
nadopaTopuM HOOJIKHO MHOopMMpPpOBaTh COK BCcex MCHBITATEJIBHBEIX IIJIOWANOK O
MeCTe HaXOoXIeHusa IJlapHOoTo chneumanmucra COK. Eciam BO3HUKAET
HeOOXOOMMOCTb MCIIOJIE30BAHMS UCIBITATEJIBHOWM IJICMAaIKM, He BKJIIUEHHOMU
B CUCTEMY KOHTPOJIS COOTBETCTRBUA NpPaBuUilaM, ODOCHOBaHMEe BEHOOpPa OaHHOM
JjIomalKM JOJDKHO OBITE JOKYMEHTUPOBAHO. PYKOBOICTBO MCIIBITATEJIBHOM
JnadopaTopuUM OOJIKHO YBEIOMUTH PYKOBOICTBO MCHHTATEJILHOM IIJIOMAIKM O
TOM, UTO OHAa MOXeT MNOABEPIHYTbLCS MHCIEKUUM YIOJIHOMOUEHHOT'O opIlaHa
rocymapcTBa-4JjleHa, Ha TEPpPUTOPUM KOTOPOI'O HAXOIOUTCSI MCIBITaTeJIbHad
mjomanka. EciyM B ODaHHOM TOCYyIAapCTBE-UJIEHE HET COOTBETCTBYKIETO
YIIOJIHOMOUEHHOTO OpITaHa, MCHETATeJIbHAad IJIoWanKa MOXET [NONBEPI'HYTbCSH
VHCIIEKLIUMY YIIOJIJHOMOUYEHHOT'O opTaHa IocyIapCTBa-uJieHa, B KOTOPHM OyIeT
npencTaBJIeH OTUueT OO0 MCCIIEOOBAHUM.

3. PykoBonmcTBO UCHBITATEJILHOM I1JIOMAaOKNU

13. PYKOBOACTBO MCIBITATEJIBHOM IIJIOUWaAKM HEeCeT OTBETCTBEHHOCTHL 3a
IpeloCTaBJIeHME COOTBETCTRYLIMX PECYPCOB OJiS NIPOBEOeHUS UCCIeOOBaHUM
Ha IJIomalke UM BHOOP BeIylMX MKCCJIemoBaTeJleM C Hanjexallel
kBanubukaumey. Eciay BO3HMKAET HeOOXOOMMOCTHL 3aMeHUTb BeIyUUX
ucclyenoBaTesyiell, PYKOBOICTBO MCIHTATEJIBHOM [JIOWAaIKM HasHadaeT
3aMeCTUTEJIA BEeOyEeTrO UCCJIeNOoBaTENSA [T0CJIe KOHCYJIbTallMM CO CIIOHCOPOM,
PYKOBOIOMTEJIEM MCCJIENOBaHMS UM PYKOBOACTBOM MCIHTATEJIEHOM
nabopaTopuM, E€CHIM 3TO HeoOxommMo. I[lompoOHBIE CBeOeHMS OOJDKHE OBITH
IpenCTaBJIEHE PYKOBOIMUTEJ MCCJIEOOBAHMS CBOEBPEMEHHO, UYTOOB MOXHO
OBJIO NPUHATH UM OOKYMEHTaJIbHO OOOPMMUTE MNONPAaBKY K IIJIaHY MCCJIeNOBaHUMA .
3aMecTuUTeJIb BeIymeTo MCCJIeNOBAaTeJsIa INOJIKEH OLEHUTHL CTAaTyC
COOTBETCTBMA IIPpaBMJIaM paGOT, BBEIIIOJIHEHHBIX IO MOMEHTAa 3aMeHBEI BeOyleIl'o
ucciyenoBaTesis.

4. PykoBommuTesib MCCJIeOOBAaHUA

14. PykoBOoOuTeJIb MCCJIEOOBAaHMA IOOJIXEH obecrneuuTsb nprneMJIieMOCTb
BH@paHHHX UCIIBITAaTEJIbHEIX IIJIOMAanOK IJIAd IIPpOoBeIceHMA MCCIJIeIOBAHMA. g



STOI'OC MOT'YT HOTpG@OBaTbCH BYISUMTEI Ha MCIIEITAaTEJIbHEIE [IJIOHAaIKM M BCTPpEedlM
C IIepCOHaJIOM MCIIEITaTeJIbHEIX I1JIOManoOK .

15. Eciu pyKOBOOUTEJIL UCCJIeIOBAHMA CUMTAET, UTO OH CaM MOXET HalpsaMy
KOHTPOJUPOBATh paboTy Ha OIHOWM M3 UCHHTATEJIbHHX IJIomamok, ©6es
HeOOXOOMMOCTM Ha3HAUEHMS BeNOylMX MCCJIemDoBaTeJIEM, OH OOJIXEeH
V3BECTUTH PYKOBOINCTBO MCIIEITATEJIbLHOM JjlabopaTopuyu O Takou
BO3MOXHOCTHU. PYKOBOICTBO MCIIEITATEJILHOM JIabopaTopUM IOOJIKHO
ofbecneuuTh OpITaHM3alLMI COOTBETCTBylILEeI'0 MOHMTOpMHI'a COK Ha sTOoM
maomanke . 9To MoxeT BHINOJHATE COK caMoM MCHOBITATEJIBHOM IIJIOWAOKM MJIN
rJaBHE crneumasmcT COK.

16. PykKoBOOMTEJIb MCCJIEOOBAHMS HECEeT OTBETCTBEHHOCTL 3a yTBEepXIeHUE
njlaHa MCCJIemoBaHMs, BKIUasa oObemMHeHre uyacTel pab®oTh, 23a KOTOPHE
OTBEUanT BeylMe MCCJIeOOoBaATeN M. PYyKOBOIMTEJbL MCCJIENOBAHMUS TaKXe
yTBEepXIaeT IMONPaBKM, BHOCUT MX B ILJIAH MCCJIEOOBAHMA M IIOATBEpXIaeT
OTKJIOHEHMS OT IlJlaHa MCCJeOOBaHMS, YUMTHBAS COOTBETCTBYyWIME pPab®OoTH,
BBEIMIOJIHSIEMEIE Ha MCHOHTATEJIbHBIX I[IJIOMAIKax. PYKOBOOMTEJbL MCCIeIOBaHUSA
HEeCeT OTBEeTCTBEHHOCTHL 3a TOUHOE MHOOPMMPOBAHME BCETO IepcoHaja o
TpeBOoBaHMAX K MCCIIeIOBAHMIO M IOJKeH oO0eclNeurTh OOCTYIHOCTH IIJlaHa
MCCJIeOOBaAHMS U IMONPaBOK IJiS BCETO [NepcoHaljla, YyYacCTBYKIEIO B
MCCIeIOBaHUN .

17. PyxoBOIMUTEJNIL MCCJIENOBAHMA IOJIKEH YyCTaHaBJIMBATH, NOINOEPXUBATDH
COOTBETCTRYKIIME CHUCTEME CBA3M MEeXIOy HMM M KaXOEM BeOyUVM
ucclenoBaTesyieM, a TakKxe NPOBOIUTHL UX TECTUPOBAHME. B 4aCTHOCTM BaxHO
IPOBEPUTL NPABUIJIBHOCTEL TeJIEQOHHEIX HOMEPOB UM aIpeCOB DJIEKTPOHHOM
IIOYUTH C [IOMOIBI0 TPAHCJHALUMM TECTOBBIX IPOIpaMM, UTOOB MBYUUTH YPOBEHBb
CUTHAJla B CEJIbCKUX OTIEJIEHUAX U T.IO. BO3MOXHO, NOTpedbyeTCsa yUMTHBATH
Pa3HMUIy B YaACOBHIX [OSCax. PYyKOBOOMTEJIb MCCJEIOBAHMSA HOOJIKEH
IOONEPXMBATh NPAMOM KOHTAKT C KaxXIbEM BeIyWMM MCCJIeZoBaTeJIeM U He
MCIOJIB30BATE IJIS STOM LeJM NOCPeIHMKOB, 3a MCKIIUEHMEM CJlydaes,
KoTma mu3bexaThb DTOTO HEeBO3MOXHO (HaIpuMep, HeOoDXOIMMOCTL B
IepeBOOUMKE) .

18. Ha npoTsaxeHUM BCETO MCCJeIOBaHUSA PYKOBOIUTEJbL MCCJeIOBaHUSA
noJXeH OBITH HOOCTYIIEeH OJiS BeOyUMX MCCcJemoBaTesyiel. PyKOBOIMTEIb
MCCJIeNOoBaHMUA IOJDKEH CIIOCODOCTBOBATE KOOPIAMHALIUMM M CUHXPOHM3ALUU
COOBITUM U NepeMelleHulr npod, obpas3lloB MJIM HaHHBIX MEeXIy MCIHTATeJbHEMNU
njomankaMu, a Takxe obecneumTs, UTOOB BenyliMe MCCIIeIoBaTEJ M [TOHUMAJIM
IIOCJIeNOBATEJIbLHOCTE BHIIOJIHAEMEIX MNPOLEIYP .

19. PyKOBOIOMTEJIb MCCJIENOBAHUSA OOJIXEH IPU HEOOXOIUMOCTH MNOIIEPXUBATH
KOHTAKT C BeOyliMMM MCCJIeHOBaATEeJIAMM OTHOCUTEJIBHO Pe3yJIbTaTOB
nHcnekTuporaHma COK mMcCHOEITATEeJIbHBEIX ILJIOLAIOK. BCe KOHTAKTHE MEXIY
PYKOBOOMUTEJIEM MCCJIEeNOBaHMA UM BeOyuuMuM uccjenosaTenaMu miam COK
VCIIEITATEJIbHOY IIJIomalklM, KacallMecs Ppe3yJibTaTOB MHCIEKTUPOBAHUA,
IOOJDXKHEL OBITH OQOPMIIEHH JOKYMEHTAJIBHO.

20. PyKoOBOIMTEJIb MCCJIeIOBAaHUSA IOJIKEH ODEeCleuuThb MNOIATOTOBKY
3AKJIOUUTEJILHOTO OTUeTa C yUYeTOM MAaTEepMalioB, MNOOTOTOBJIEHHEX BeOyIMMU
MCCJIenoBaATEe I AMA .



21. PykoOBOIMTEJIL MCCJIeOOBAHMS IOOJDKeH obecneumTb, UTOOH
3aKJIIOUUTEJIbHEIM OTUeT OB NPpellCTaBJIeH IJlaBHoOMY chneumanucty COK s
IPOBEPKM. PYyKOBOOMTEJIE MCCJIEOOBaHMSA NONNMCERBAET 3BaKJIOUMTEJIbHBIM
OTUEeT M yKasbBaeT NaTy NOAONMCAaHUS, YTOOHB NOOTBEPOUTH, UTO NPMHMMAET
Ha cebsa OTBETCTBEHHOCTL 3a ODOCTOBEPHOCTH IJAaHHBIX, a TakKXe yKa3eBaeT,
B KakKOM OOBEMe MCCJIeONOBaHMEe COOTBETCTRBYET IIpaBMiaM. 3TO MOXET
YaCTMUYHO OCHOBEIBATHCSH HA NMCBMEHHBIX TapPaHTUAX, OPedCTaBJIEHHBIX
BeIyIIMMM MCCJIeOOoBaTEJISIMUA.

22 . Ecam Ha MCHOBITATEJIbHBIX IIJIoMaaKax He OblJI Has3HaueH BeOylu
MCCJlenoBaTeNb, PYKOBOIUTEJL MCCIEeIOBaHMA IOOJIXKEH KOHTAKTUMPOBATDH
HanpsaMmyio C I[IepcoHajioM, OpoBOIAmMM paboTy Ha 2TUX IJolalkax. IToT
IIepCcoHaJl OOoJkeH OBITh yKaszsaH B IIJIaHe MCCJIeOOBaHMUSA.

5. Bemymmy mccijenoBaTellb

23. BenymmM mMCCJIemoBaTeJIb JIEeMCTBYET OT MMEHU PYKOBOOUTEISA
MCCJIeOOBaHMSa B pPaMKax I[NOPYYUEeHHOTO eMy 5Talla MCCJeOOBAaHMS M HeceT
OTBETCTBEHHOCTEL 3a ofecrneueHre COOJOIEeHMS OPaBMIJI IJIS DTOTO 3Tara.
BaxHoe 3HAUEeHME MMEIT COIJIACOBAHHOCTHL IEMCTBUM UM OTKPHITOCTL padoumx
B3aMMOOTHOUEHMN MeXIOy BeIyllMM MCCJIeOOoBaTeJIeM UM PYKOBOIUTEJIEM
MCCJIeNOBaHUS .

24 . JJOJIXHO CYyHWEeCTBOBAThH IHOKYMEHTAJIbHO OQOPMIJIEHHOE COTJlalleHue O TOM,
UTO BEeOYIUM MCCJeloBaTelJlb OyIOeT BEeCTM IIOPYUEHHHM eMy BTall B
COOTBETCTBMUM C I1JJAHOM MCCJIENOBaHMSA UM NpaBujlamMM. I[IOANMUCH BeOyIMX
UCcIienoBaTesyiel Ha IIJJaHe MCCJIeOOBaHUSA SBJISETCsS IIPMeMIIEMBIM
IOKYMEHTAJIbHBEIM TIOATBEPXISHMEM DTOMYy 00S3aTeJIbCTBY.

25. OTKJIOHEeHUS OT IlJlaHa MCCJIEeOOBaHMS MM CTAHIAPTHHX OINepPalMOHHBIX
npouenyp (masee - COIl), OTHOCANMXCS K MCCJEIOBAaHMIO, IOJIXHE OBITH
IOKYMEHTAJIbHO OGOPMJIEHH Ha MCIHBITATEJIbHOMW IJIomanke UM IOITBEePXIEHH
BeOyllMM MCCJIeIoBaTeJieM, O HUX CJelyeT TaKXe COoOOmUTb PYKOBOIUTEJIO
MCCJIENOBAaHUSA UM CBOEBPEMEHHO IOJIYyUUTL €TI0 MNOATBEepPXISHUE.

26. Benmyumi MCCJIeHOBATEJb OOJIXEH MNPEeICTaBUTh PYKOBOIUTEJIIO
MCCJIeOOBAHUA MaTepMalikl, I[IO03BOJIAKIME NOOTOTOBUTL SaKJIOUUTEJIbHEIM
oTueT. DTKY MAaTEepUasibl OOJIKHEl BKJIOUATL B CceBOd NUMCbMEHHOE 3asBJIEHME OT
BeIylero MCCJemoBaTesisd, NOATBepXIaniee COOTBETCTBUE NPAaBUIIAM YaCTU
paboTH, Ba KOTOPYI OH HECeT OTBETCTBEHHOCTL.

27 . Bemymmy mccJemoBaTeJb IOJIKeH obecrneumTh, UYTOOB BCe IAaHHHE U
ofpaslE, 3a KOTOPHE OH HEeCeT OTBEeTCTBEHHOCTL, ObBUIM IepelaHH
PYKOBOOMTEJI MCCJIEeIOBAaHUS WMJIM B apPXMUB, KaK OMNMCAHO B IJIaHe
uccienoBaHusa. ECaIM OHM He IepelaHbB PYKOBOIUTEJIO MCCIIeIOBAaHUSA,
BeOylui MCCJIEOOBATEJIbL NOJIKEH YBEOOMMTH PYKOBOIMUTEJS MCCIEIOBAHUS O
TOM, KOTJa ¥ I'Ie OHM OynoyT HNepelaHu B apxXMB. BO BpPeMs MCCJIeOOBaHUS
BeOylMl MCCJIeOOBATEJIb HEe MMeeT IpaBa yTUJIMBUPOBATHL KaKue-JImbo
ofpasurl 6e3 NpenBapuTesSILHOTO MNUMCBMEHHOTO Pal3pelleHUsS PYyKOBOIUTEJS
VCCIleqoBaHUA .



6. IlepcoHall, y4YaCTBYOIMM B MPOBEIEHUM MCCIJeIOBaHUSA

28. Bce crneuMalucCTH M TEXHUUECKUM TepCOoHalJl, YY4aCTBYOIMM B NPOBEIeHUN
VCCJIEOOBAHMA, OOJDKHEL MMETb IOOJDKHOCTHHE MHCTPYKLUUM M HOKYMEHTH OO
oBy4dyeHUMr, KpaludUKaALUM M CTaxe padboTH, NOOTBEPXIOAKNIME MX CIIOCODOHOCTHL
BEIIIOJIHATE HA3HAUYEHHBE MM 3alaHusa. Ecam TpebyeTcsd, 4YTOoOB NepCoHall,
YYaCTBYOIMY B IPOBEOEHUM MUCCIJeIOoRaHMsa cyenorat COIl, yTBepXIOeHHEM OJI9
OPYTOM MCHOHTATEJIbHOM IJiomanky, Jiboe HeoOXOOMMOe NOIMIOJIHUTEJIbHOe
oOydUeHMe OOJIKHO OHTE OOQOPMIIEHO HOOKYMEHTAJIBHO.

29. MoxeT MMEeTbCsS HEeCKOJIbKO IIJIomalloK, I'Jle BPEeMEeHHO HAaHSATHM MepCcoHall
BEIIIOJIHAET ONpelNeJIeHHBle 3aladul MCCJIemOoBaHMA. EcCau 3TM Jula DOJIYydalT
WY BBOIOAT IE€PBUUHEE IAaHHBEE, CJedyeT COXPaHMTBE 3anoucu o0 mx
kBaubmrkauuy, oOOydeHUM UM CcTaxe paboTel. ECaM TakMe JuMila BBEIIOJIHSOT
OOEBIUHEIE OllepaluMy (HaOpUMep, yXOon 3a JabopaTOpPHBIMM XMUBOTHBMM) ,
nomJjexammre Hal30py CO CTOPOHE Oo0Jjiee BEICOKOKBAIUOMIMPOBAHHOTO
nepcoHaja, TO TakKue 3anucu 00 3TUX JIMlaxX He TpebyinTCcd.

V. ObecrieueHMre KauecCcTBa

30. HeoOxomuMMmoO THWATEJIbHO CIIJIaHMPOBATH UM OpraHuM30BaTh pabdboty COK
MHOTOLIEHTPOBEIX MCCJIeIOBaHUM, UYTOOB ODeCIeuuTh COOJIoIeHMe OOmUX
IPUMHLUMUIIOBR Hajiexalel j1abopaTOpPHON NPaKTUKM OJIS HAaHHHEX MCCJIEeIOBaHUM.
[IoCKOJIBKY MCCJIeOOBAaHME IIPOBOIOUTCS HAa HECKOJIBKMX MCIBTATEJIbHEX
mjomankax, TO MOT'YT BOBHUKHYTH NPOOJIEMH C yNpaBJIeHMEM HECKOJIbKUMU
VCIHBITATENIbHEIMM IIJICManKaMM M IpoTrpaMMaMM oOeclledueHMs KadecTBa.

1. 0B6a3aHHOCTM IJIABHOTO chneumaamcTa COK

31. 'maBueM cnenmanucT COK moJpkeH NOOOEepPXMBATb KOHTAKT C oTmejsioM COK
MCHOBEITATEJIbHOM IJIomanky, 4YTOOE obecleuuTbh MHCIekTupoBaHMe COK Ha
IPOTSAXEHUM BCETO MCCIIeOOBaHUA.

32. Ocoboe BHMMaHME cCJelyeT yIelnsaTh QYHKUMOHMPOBAHMIO M BEIEHUIO
OOKYMEHTAlMM, OTHOCHAIEMCS K B3aMMOIEMCTBMIO (KOHTaAKTaM) MeXOy
UCIEITATEJbHEIMM IIJIomankaMm. OTBETCTBEHHOCTEL 3a obeclrieueHre KadecTBa
Ha Pa3JIMYHHIX IJioMankKax OOJDKHa OBTh yCTaHOBJIEHA IO Hauaja
SKCIIEPUMEHTAJIBHOM PabOoTH Ha 3TUX IJomalkax .

33. TrnaBue cneumanucTt COK obecrneumBaeT NPOBeIeHMe NPOBEPKM IIJlaHa
MCCJIeOOBAHMA U BaKJIOUUTEJILHOI'O OTUeTa Ha COOTBETCTBME NPaBMIIAM.
NucnexkTmpoBaHme COK 3akKJIOUMTEJIBHOTO OTUeTa IOOJIKHO BKJOUATH B cebsa
IIPOBEPKY HAaJNIMUMSA BCeX HEeOOXOIMMEIX MaTepMraljioB OT BeOylMX
uccienoBaTesyiey (B TOM UMCJIe HOKaszaTeNnbCTBa ODECHedeHMs KadecTbBa Ha
MCIBITATEJNIBHOY MJIOWANKe) B COCTabBe BaKJIKUMTEJBHOT'O OTdeTa. [JIaBHBM
crneuranmucTt COK ofecneumBaeT HDONIOTOBKY 3akjwodeHusa COK B OTHOWEHUU
PaboOTH, BHIIOJIHEHHOM HAa MCIHTATEJIbHOM IJIoWlalke, BKJIOUAS 3aKJIOUEeHMS



COK coO BCeéeX MCHOBTATEJbHEBEIX IIJIONMAaIOK WMJIM CCBUJIKM Ha HMX.

2. ObazsaHHocTM COK HMCHOBITATEJILHOM IIJIOWAaIKMU

34. Kak mOpaBujiO, PYKOBOICTBO KaxXIOV MCIBITATEJILHOM IIJIOUWAIKM HeCeT
OTBETCTBEHHOCTEL 33 COOTBETCTBYyIlEe ODECIeUeHe KadyeCTBa B OTHOIEHUN
YacTM MCCJIeOOBaHMsA, NPOoBemeHHOM Ha momanke. COK Ha kaxnow
MICHOEITATEJILHOM MJIoMAalKe NOJIKHAa NPOBEPATH pPa3deliel IIJlaHa MCCIeIOBaHuUA,
OTHOCSHAWMECS K OollepaliMsaM, BEIIOJHAEMBM Ha njomanke. COK DojnkHa XPaHUTh
KONMI0 YTBEPXIEHHOTO IIJlaHa MCCJIeOOBaHMSA U [IONPaBOK K HeEMY.

35. COK Ha MCHBEITATEeJIbHOM IJIomalKe IOJIKHA MHCIEKTUPOBATE OTHOCANUYICS
K MCCJIeOOBRaAHMI paboTy Ha CBOEM IJIomaIKe COIJIACHO CBOMM COOCTBEHHEM
COIl, ecam mMHOe He TpebyeTcd N0 yKasaHM IJIaBHOTO cneumanmucrta COK,
npm sToM COK mMcHOelTaTesbHOM MJIoUaIKM CBOEBPEMEHHO COCTABRJISET OTUETEH
O JIOOBIX pe3yJibTaTaX MHCIEKLUMM B IMCBMEHHOM QOopMe B aIpec BenOyleIo
VCCcJieIoBaTeJIsg, PYKOBOICTBAa MCHHTATEJILHOM IIJIONAIKM, PYKOBOIUTEJS
VCCJIeOOBaHMA, PYKOBOLCTEBA MCIETATEJIbBHOM JIabopaTopUM M IJIABHOTO
crneumanamcTa COK.

36. COK Ha MCHOHTATEJNbHOM IJIomanke IOJIKHA MHCIEeKTUPOBATH yuacTue
BeylleT o MCCJieoBaTeJid B MccJeloBaHuu corjiacHo COII cBoen
MCIBITATEeJILHOM IJICWaIKM M INPpedCTaBJIATE 3aKJIIOUEeHMe, OTHOCHIeeCHd K
negarenpHocTy COK Ha MCHOEITATEJIBHOM JOWalKe.

VI. OcHOBHEHE TI'padukM padoT

37. MHOT'OLEHTPOBOE MCCJIeNOBaHMe, IJid KOTOPOT'O HaszHaueHH OonOMH Jmbo
HEeCKOJIbKO BenOyllMX MCCJlenoBaTeJiey, OOJIXHO MMEeTb OCHOBHOM I'paduk paboT
BCEX 3aIeMCTBOBAHHLX MCIHTATEJILHEX IIJIomanok. OfecrieyeHMe BHITOJIHEHMUSA
5TOTO Tpe®OoBaHMSA BXOIUT B 00S3aHHOCTU PYKOBOICTBA MCIHTATEJIHLHOM
nadopaTopUM UM PYKOBOIACTBA MCIHETATEJbHOW IJIOWAIKM.

38. B OCHOBHOM TIpadmke pad®oT IOJIKHO MMETHLCHS YHMKAJILHOE
UOeHTUOMKALMOHHOE Has3BaHME MCCJENOBAHMA, a TaKXe NPU HeOOXOIVMMOCTU
[IEPEKPECTHEE CCEUJIKM Ha MIOEHTUOMKALMOHHBIE HA3BaHMS MCIBETATEJIbHEX
mJIomanok. Ha OCHOBHEIX Tpadmkax paboT HoJokeH OBITh yKasaH PYKOBOIOUTEIb
UCcJiedoBaHMUsa, a Ha TI'paduke paboT KaxXIOoW MCIHETATEJbHOW MJomalKM -
COOTBETCTBYOIMM BeIyllMM MCCIIeOOBaTeElb.

39. Ha ocHOBHOM T'padmuke paboT, HaAxXOISIMEMCs Ha BCeX IJioMalkaxX, IOJIXHHI
OEITH YKasz3aHB OATH Hauajla M 3aBepmeHus das paboT, 3a KOTOPHE OHU
OTBEUYanT .

VII. Il;maH mccienoBaHMA

40. IOisa xaxIoTo MHOT'OLUEHTPOBOI'O MCCJIEOOBAHMA IOOJIXESH OBEITE COCTAaBJIEH



eIVHEIM IIJIaH MCCJIeOOBAaHMS. B IMJlaHe MCCIeIOBaAHMS IOJIKHE OHTH YKa3aHbL
IIOJIHEIE HAMMEHOBAHMA UM ajgpecCa BCeX 3a0eMCTBOBAHHEIX IIJIOMAIOK .

41. B mJaHe MCCJeIOoBaHMA IOJIXHH OBTH yKasaHHE UMMS UM agpec Belylux
uccJienoBaTesIeW M NopydeHHas MM dpasa mccjaenoBaHmsa. ClenyeT BKJIIOYATH
B IIJIaH MCCJIeOOBAHUS MHOOPMALIMIO, NOCTATOUHYI OJIsS YCTAHOBJIEHUS NIPSIMOTO
KOHTakTa C PYKOBOIUTEJIEM MCCJIeIOBaHMUA (HaIpuMep, HoOMep TejiedpoHa) .

42 . B rJlaHe MCCJIeIOBaHUA JOJIDKHO OHTH YKas3aHo, KaKMN[O@paBON[CO@paHHHe
Ha MeCTaX IOaHHBIe 6ynyT nIpeaCTaBJIATECA PYKOBOIMUTEJIIO MCCJIEeOOBaAHMA IIJIA
BKJIOUEHUS MX B SBAKJIOUUMTEJILHEM OTUeT.

43. Ecnu 3apaHee UMBBECTHO, CJIeOyeT ykKasaTb B IlJlaHe MCCJIemoBaHUS
MecTa, T'Ie IOOJDKHE XPaHUTbLCS IOaHHEE, MCCllelyeMble BelleCTBa
(TexapcTBeHHBIE CpenOCcTRa), OOpaszsLbl CpaBHeHMI (KOHTPOJIBHBEIE OOpasLH)
u obpasupl, COOpPaHHBE IJId XPAaHEHMS Ha PA3JIMUHBIX IIJIOLAOKaX.

44 . CrnenyeT ofecneumThb IIPenOCTaBJIeHME IIPOeKTa IlJlaHa MCCIIeIOBaHUA
BeyluyiM MCCJIenoBaTeJIAM IIJIA M3Yy4YeHUMA UM OollpeneJieHMd BO3MOXHOCTIUM
BHIIIOJIHUTE OTBEINEHHYI MM YacCTh OOUWMX MCCJIemOoBaTeJIbCKUX paboT (a Takxe
ClleluMaJIbHEIX TeXHUUEeCKUX padoT, ecCyiM 2TO NPelyCMOTPEHO I1JIaHOM
MCcCcJengoBaHmsa) .

45. Kak mpaBuMJiO, IJlaH MCCJIeIOBaHMSA COCTaBJISETCS Ha OIHOM s3HKE,
ODOBIUHO Ha TOM S3HBIKE, KOTOPBIM CBOOOOHO BJIAIEeeT PYKOBOIUTEIb
uccJgenoraHuda. g MHOTOLIEHTPOBHEX MCCJIEIOBAHUM MOXeT NOoTpeboBaThCH,
yTOOBl IIJIAH MCCJIemOoBaHMa OBJI COCTAaBJIEH Ha HECKOJBbLKMX S3BIKAX. 9TO
IOIMOJIHEHME JOJIXKHO OBIThH YKa3aHO B MCXOJHOM IlJlaHe MCCcJenoBaHus,
IepeBEeNeHHOM IlJIaHe MCCJIeOHOBaHMSA, & MCXOIHEIM S3BIK IJOKYMEHTAa IOJIKEH
OHITH yKa3aH BO BCexX €TI0 Bepcuax. JoirkeH OHTH IIPVMMEHEH MexXaHM3M
IIPOBEPKM TOUHOCTM U IIOJIHOTH II€PEeBEIeHHOTO I1JlaHa MCCJeJOBaHMA.
OTBETCTBEHHOCTBL 3a& TOYHOCTB IIepeBOoIda MOXeT OBITh BO3JIOXEHAa
PYKOBOOUTEJIEM UCCJIENOBAHMS Ha CIelMaJIucTa 10 IIepeBoJlaM M OOJIXKHAa OBITH
obopMIleHa IOOKYyMEHTAaJIbHO.

VIII. IlpoBeneHME MCCIeNOBaHUA

1. VicnelTaTenbHBEE JabopaTopuUMn

46. Eciam HnepcoHaJl He IPUCYTCTBYeT Ha MCILTAaTEeJIbHBEIX [IJIollaIkaxX B
TeueHMe BCeT'Oo pabouero BpeMeHM, MOTYT HOTpeboBaThbCH IOIOJIHUTEJIbHEE
MEPH OJIA HNOOIepXaHUS OUBUUEeCKOM COXPAaHHOCTU MCCJIeIYyEMEIX BEUeCTB
(IexapCTBEHHEIX CPeOCTRB), OOpPasLOB M OAaHHBEIX.

47 . Tlpy HEeODXOOUMMOCTM IIEPEMENeHUS OaHHHX WM MaTepraljioB MexIy
omankaMy CJjlelyeT YCTAaHOBUTHL MEXaHM3MH IOJId INOONEPXaHUS MUX
coxpaHHocTu. Ocoboe BHMMaHME CJelyeT yIeJiSThb D2JIEKTPOHHOM Iepenaue
IaHHBIX (2JIEKTPOHHAaS IMouTa, MHOOPMAalMOHHO-TeJIeKOMMYHMKAalMOHHAasS CeThb
"HnTepHeT" M T.O.) .



2. ObopynoBaHUe

48. Vcnosb3yeMoe B MCCJIeOOBaHUM O0OOpPYyINOBaHME INOJDXKHO COOTBETCTBOBATH
CBOEMYy Ha3HAUeHMI. O9TO OTHOCUTCH ¥ K KPYIHBEM MeXaHUUECKUM CPpeICTBaM,
Y K BHCOKOCIIEUMaIM3UPOBAHHOMY OOOPYyHOBAHMIO, KOTOPOE MOXET
MCIIONB30BATHLCSA Ha HEKOTOPHIX IJIOmMankKax.

49. NInsa obopyloBaHMsSa, MCIOJL3YEMOT'O B MCCJIEOOBaHUM, JOJDKHBI MMETHLCSH
PETUCTPALMOHHEE 3alMCK O IPOBEHNEeHUM TEeXHUUECKOTO OOCIYyXMBAHUA U
KaIubpPOBKM, KOTOPHIE BO BPEeMS MCIIOJb30BaHUSA ODOPYyIOBaHUS
IOOTBEPXIOANT €TI0 IPUIOIOHOCTM K MCIOJIB30BAHMIO IO HAaBHAUEHUIO.
HexoTopas anmapatypa (HaopuMep, TaKoe B34TOe B apeHOy WM JIUM3UHT
obopyIloBaHMe, KaK BeCH OJIg KPYIHBIX XMBOTHEIX M aHaJIUTUUECKOEe
000OpyIOOBaHME) MOXET HE MMETH PETMCTPALMOHHEIX 3alMCeM O IEPUOOANUECKOM
MHCIEKLUUM, OUMCTKE, TEeXHUUECKOM OOCIYyXMBaAHUM U KaJIUOPOBKe. B Taxux
cllydyaax MHQOpMalMsa HOOJUKHa OBITh BHeCeHa B IIepBMUHBIE IaHHBE 10
MCCJIeNOBRaHUI0, UYTOOH NIPOOEMOHCTPMPOBATH IPUIOIOHOCTL OOOPYIOBaHUA K
MCIIOJIB30OBAHMIO 10 Ha3HAUEHUO.

3. KOHTpOHb " ydeT MaTepMraJioOB MCCJIIeOOBaHNMA

50. JoJkHEI OBITH B HaJUMUYMM [POLENype, obecneurpBapllMe CBOSBPEMEHHYI
JOCTAaBKY B MCIIEHITATEJIBHYIO IIJIOHAaIKy MaTepMaJjioB, OTHOCAIMXCHA K
uccyelnoBaHun. HeoOxomuMo MNOONEPXMBATH IIEJIOCTHOCTHL (CTabMIILHOCTD)
INaHHBIX ¥ MaTepMaJioB BO BPEMS TPAHCIOPTUPOBKM, IIO3TOMY KpalMHE BaxXHO
MCIIOJIE30BaTh HaIeXHBIe CpelCTBa TPAHCIOPTUPOBKM U obecrieueHmsda
COXPaHHOCTM IOKYMEHTOB. HeoOXOOMMO MMETH YEeTKO OllpeIeJIeHHHE
IpoUenypPE TPAHCIOPTUPOBKM, a TaKXe UYeTKOoe paclpelesieHue
00Sa3aHHOCTEM MCIIOJIHUTEJIEM B [NPOLeCcCe TPAaHCIOPTUPOBKM HOAHHEIX U
MaTepuaJyioB.

51. Kaxnmasa oTnpaBKa MaTepuala IOJisS UCCIeIOBaHMA NOJPKHA COMNPOBOXIATEHCH
MIPUJIOXEHVEM COOTBETCTBYMIEY IOKYyMEHTalUMy, dYTOOH MNOOTBEPIUTDH
COOTBETCTBME IIPMMEHSEMEIM HOPMaM IIpaBa, HAIIPUMEpP, TaMOXeHHOMY
3aKOHOINATEJILCTBY, 3aKOHONATEJILCTBY B cbepe obOpalmeHms JieKapCTBEHHBIX
CpenCcTB, 3aKOHOINATEJILCTBY B chbepe Omosiornueckoy BesonacHocTr. Takasd
IDOKYMEHTAlUMsa IOJDKHA COHNepXaThb MHbopMAalMon, OOCTATOUHY IJId
YCTaHOBJIEHUS MNPUTOOHOCTHU MaTepMaljia K MCIOJIb30BAHMI 10 Ha3HAUEHUIO I10
NPUOBITUM Ha MeCTO. BONpocCH oOobOpMIIEHMS COOTBETCTBYHIEN HOKYMEeHTAaLUM
IOJIXHEL OBITH PENEeHH IO OTTPY3KM MaTepuaa.

52. Ecim MaTepmaJisl MCCJIEOOBaHMSA TPAHCIOPTUPYITCH MeXxIy JiollalKaMu
B OIOHOM M TOM Xe TPy30BOM NapTUM, HeODXOOMMO, YTOOB OHU OB
COOTBETCTRYIVM O0pPasOM paslesyieHH UM MIOEeHTUOMUIMPOBAHE, BO M3DexaHue
Iy TaHULE UM [NIEPEKPECTHOTO 3arpsas3HeHUs. 3To TpeboBaHMe OCOBEHHO
BaXHO COOJIIATL, €CJIM BMEeCTe TPAaHCIOPTUPYITCH MaTepHralisl OT DoJjiee ueM
OOHOTO MCCJIeNOBaHUA.

53. Ecam BO BpeMs TPaHCIOPTUPOBKM YCJIOBUS OKPyXallelM Ccpelbl MOT'YT



OKa3bIBAThb HETaTUBHOE BJMSHME Ha TPAHCIOPTUPYEMBIE MaTepMalJbl, CJlelyeT
YCTAHOBUTEL NIPOLENyPH IOJiS COXPAaHeHUS UX LeJIOCTHOCTM. MoxerT
norpe®oBaTHCS BeIOeHMEe MOHUMTOPMHIA IJig [NONTBEPXIEHMS, YTO BO BpeMs
TPAHCIOPTUPOBKM NONOEPXUBAITCHA HEOOXOIMMEIE YCJIOBMA OKpYyXawlel
cpensl.

54. CrnenyeT yIOeJiiTh BHMMaHME XPaHEHUI, BO3BpATY U YTUIM3ALUU
OCTATKOB MCCJEeIYyEeMBIX MJIM CTAHIAPTHHX BEMEeCTB, MCIOJNbL3YEMBEIX B
MCCJIeOoBaTEeNbLCKUX J1abopaTopussax.

IX. ObopmIieHME PE3YJBETATOB MCCIENOBaHUI

55. Iy KaXOOoT'O MHOTOLIEHTPOBOI'O MCCJIEOOBaHMSA CJelyeT COCTaBJIATH
EOUHEY 3aKJOUUTEJIbHHM OTUeT. 3aKJIUUTEJIbLHBEM OTUeT IOJDKEH BKJIIUATH
IOaHHBIE IO BCceM dpazaM MccJenoBaHMA. Benyumml mMcciiengoBaTeJIb COCTABJIAET
OTUeT O NPOBEIEHUM IIOPYUEHHOT'O eMy sTalla MCCJeNOBaHMA OJisd BKJIIOUEHUI
ero B 3aKJIOUUTEJILHEM OTUeT, 3aBepsdeT IMOANMChI UM yKaseBaeT JaTy. B
TOTOBOM BMIE OTUETH OOJIDKHE BKJIIOUATHL B CcebOd CBeIeHMA O NPOBEeIeHUU
cooTBeTCTBYylIMEeTro MOHMTOPMHTa COK Ha »TOM MCHOBITATEJIBHOM IJIomalKe U
MHbOPMALMIO OOCTATOUYHY IOJIS TOTO, YTOOE PYKOBOIOUTEJbL UCCJENOBAHMA MOT
COCTaBMTh IIOJIHEIM 3aKJIOUMTEJIBHBEI OTUEeT IIO BCEMY MCCJIeIOBRaHMIO. B
KaueCTBe aJIbTEPHATUBE HeOoOpabOOoTaHHBE HOAaHHEIE MOTYT NepenaBaTbCHd
BeyIVMM UCCJIEOOBaATEJIAMU PYKOBOOUTEIIO MCCJeIOBaHMsa, KOTOPHM IOJIXEH
ybeouTeCcsa, YTO BTM IOAaHHBE NPEeINCTAaBJIEHBEl B 3aKJIOUMTEJIBHOM OTueTe. B
3aKJIOUUTEJIBHOM OTUeTe, COCTAaBJIEHHOM TaKuM 00pasoM, IJOJIXHE OBTH
yKasaHe BenylMe MccJiemoBaTen M (Qas3w, 3a KOTOPEE OHM HECYT
OTBETCTBEHHOCTSD.

56. Benymme mMcciieDoBaTeNIM IOJIXHEL yKasaThb, B KakoM obwbeMe paboTa, 3a
KOTOPYI OHM OTBEeUYalnT, COOTBETCTRBYET IpaBuUjiaM, M IPMBECTM CBEIEHUHA
0 mnpoBemeHuu mHcHekumy COK Ha CcBoOe¥ MCHHITATEJIBHOM IJjoumalke. 3Ta
nHGoOpMaLIMad MOXET OBITH BKJIIOUEHa HENOCPEOCTBEHHO B 3aKJIOUMUTEJIbHEN
oTueT JMOO TpebOyeMble OaHHEE MOT'yT OBTH BKJIOUEHBE B 3afABJIEHUE
PYKOBOOMTEJIA MCCJIEOOBAHUSA O COOJIIOISHUM NPpaBMI M B 3akjodeHue COK B
3aKJIOUUTEJIbHOM OoTdeTe. [Ipy BTOM CJleOyeT IOaThb CCHJIKY Ha MCTOUHMK U3
KOTOPOTO OblJla B34Ta OaHHaAd MHOOpMaLUMa M MeCTO €TI'0 XPaHeHMS.

57. PykoBOOMTEJb MCCJEOOBAHMSA OOJIKEH MIOIONMCATHL 3aKJIOUMTEJILHEY OTUeT
Y NPOCTABUTH IATy NONNMCU, YUTOOB yIOCTOBEPMTL CBOK OTBETCTBEHHOCTBL
3a NPAaBUJILHOCTE BCEeX MB3JIOKEHHHIX B HeM OaHHHX. COOJonIeHMEe IpaBUII
IOJIKHO YKA3BBATLCS C ITOMOIILI0 CCHUIKM Ha MIPaBujia M HOPMaTKWBHEIE [IPAaBOBHE
aKTE, COOJIOIeHVE KOTOPHX 3aaBiadeTcd. JaHHoe 3agBJieHre O COOTBETCTBUK
IOJIXHO PAaCIpPOCTPaHATLCS Ha Bce Gas3bl UCCIENOBAHUS UM IOJIKHO
COTJIACOBHIBATBLCHA C MHbOpMAalMelr, NpelCTaBJIEHHOM B BasBJIEHUSAX BeOYIIMX
rccremoBaTesie. B 3aKJIOUMTEJILHOM OTUeTe TakxXe yKas3eBawnTCd
UCIOBETATEJIbHEE IIJIOMAOKM, HE COOTBETCTBYIME IIpaBMUIIaM.

58. B BakJOUUTEJILHOM OTUYeTe JOJIKHO OBITh YyKas3aHO MecTo (MecTa)
XPaHeHMrd I1JIaHa MCCJIegOBaHM4A, HpO6 nucciyiegyeMelXx M CTaHOAPTHEIX BEeIleCTB,
BrooTUMUYeCKMUX 00pasloB, MNEePBUUYHHIX NAHHBEIX M BaKJOUUTEJLHOTO OTUeTa.
OTT{eTbI, COCTaBJIEHHEIE BeIylllMMM MCCJIenOBaTeJIAMM, OOJIXHEI COIOEepXaTb



nHbopMalnmio, Kacamoiyioncs xXpaHeHUsS MaTepraJioB, 3a KOTOPHEe OHM HEeCyT
OTBETCTBEHHOCTE .

59. TlonpaBKM B 3BaKJOUUTEJIbHBIM OTUET MOXET BHOCUTE TOJIBKO
PYKOBOIOUTEJIbL MCCJIeNoBaHusa. Ecau HeoOxoOouMas MollpaBka kacaeTcs daswl,
IPOBEeIEeHHOM Ha KaKOoM—-JIMOO MCHBITATEJIbHOM ILJomalke, PYKOBOIMUTEID
VCCJIeOBaHUsa IOJIXEeH CBS3aThCS C BeOyIUMM MCCJeloBaTeJIeM, UTOOH
COTJlacoOBaTh COOTBETCTBYNIME KOPPEeKTUPYKHIME OeVCTBUSA. OTU
KOPPEeKTUPYIIME IEeMCTBUS OOJIXHBE OBITH 3apeTMCTPUPOBAHBE NOKYMEHTAJIBHO
B IIOJIHOM OOBEME.

60. Ecoiu oTyueT NOOTOTAaBJIMBAET BGHYMMﬁ]ACCHeHOBaTeHb, TO IOAHHHM OTUET
JOJIXEeH COOTBEeTCTBOBATE TEM Xe Tp@@OBaHMHM, UTO UM BaKJIOUUTEJIbLHBIM
oTueT.

X. CTaHIApPTHBEE OIEPAalMOHHEE IPOLENYyPE

6l. IlpaBuJla yCTaHaBJIMBAIT HeOOXOOMMOCTH BBEeIeHMS UM COOJI0OEeHUS
COOTBETCTBYIMX yTBepxIeHHBEX COIl. JIJiS MHOTOILEHTPOBHX MCCJIEOOBaHUM
IPMMEHSIT cJjelyllMe NpoLelyph (HO He OTI'PaHMUMBAKTCS MMM) :

BEIOOP M MOHUTOPUHT MUCHBITATEJbHEX I[1JIOMAN0K;
Haz3HaUYeHMe ¥ 3aMeHa BeOyleIo MCCJeNoBaTesis;
nepenava OaHHBIX, OUOJIOTUUECKMUX O00paszlloB M Npob MexIy IJIomaaKaMy;

IpOBEepPKa IPaBMUIJILHOCTU MJIM yTBEPXIEHME NepPeBOIOOB I1JlaHa MCCJIeOOBaHUM
minm COIl Ha MHOCTPAHHBIM S3BIK; U

XpaHeHMre, BO3BpaT M YyTUIIM3aAlllMd MCCIJIedyeEMEX VM CTAaHIOapTHEIX BelecCTsB,
VICIIOJIB3YEMEIX Ha OTIOaJIEHHBIX MCIIBEITATEJIbHEIX IIJIOMaldKaX.

62 . [IpaBruila yCTaHaABAMBAT HeOoOXoOMMOCTh Hanmuusa COIl HenoCpeICTBEHHO
B PacHOpsaXeHMM [epCcoHalla MCCJeOOBaHMSA NPU OCYLEeCTBJIEHUMU
MCCJIeNOBaTENbCKOM OEATENIBHOCTY, HE3aBUCKMO OT TOIT'O, BBIIOJHSAT JIM OHU
paboTy B IaHHHEM MOMEHT.

63. CnenyeT obecrneuuTh COBOJIOISHME I€PCOHAJIOM UCHIHTATEJIbHOM I1JIoMa KM
ee COI. Ecim Tpebyercsa, dYTOOB OHM COOJOOANM IOPyIMe NPOLenypPH,
YKa3aHHEE PYKOBOOUTEJIEM MCCJIeNOBaHuA (HanpuMmep, COIl, npencTaBJIeHHEE
PYKOBOINCTBOM MCIHTATEJbHOM JlabopaTopuM), TO 3TO TpeboBaHME IOJDKHO
OBITE yKasaHO B ILJIaHe MCCJleNOBaHMA. Benymuil mMcclIedoBaTeJIb HECET
OTBETCTBEHHOCTL 3a obecliedeHMe TOI'O, UYTOOH IIEPCOHAJI UCHETATEJbHOM
momankm 3HaJy COIl, KOTOpBE CcJenyeT CcoOjiodaThb, M MMEJ OOCTYI K
COOTBETCTBYyNIEN IOKYyMEeHTAallUN.

64. Eciu TpebyeTcs, YTOOB IIE€PCOHAJ MCHIBETATEJIbHOM IIJIOWAAOKM COOJI0nat
COIl, mpencTaBJIEHHEE PYKOBOICTBOM MCIHTATEJILHOM JjlabopaTopuu,
PYKOBOACTBO MCHHTATEJBHOM IIJIOWANKM IOOJDKHO IaThb Ha BTO IMCBbMEHHOE
corJjlacue.



65. Ecnu COIl ucnelTaTesbHOM JabopaTopuM OBJIM CO3JaHBl IIJIS
VICIIOJIb30BAHMSA Ha MCIHBEITATEJIBEHOM IJiollalke, PYKOBOICTBO MCIBTATEJIbLHOM
JabopaTopuM OOJDKHO OOeCHeunThb, YTODOBE KakuMe-JMOO MOOoCJienyrlyme
penaxkuuy COIl, BHIyCKaeMble BO BPeMA MCCJeOOBaHMS, HANPABJIAJIMCE TakKXe
¥ Ha MCHOHTATEJIbHY IJIONAIKy, a CTapble BEPCUM M3BIMAJIMCh U3
MCIIOJIbL30BAHMSA . Benmymmit mMccJiegoBaTeJIb OOJDKeH ofecleumnTh, UTOOBl BeChb
IIepCOoHaJl UCHIHTATEJIbHOM IJIoWalKM 3Hajl 0 nepecMoTpe COI M MMes OOCTYII
TOJIBKO K TeKylle¥ aKTyaJIbHOM BEPCUM.

66. Eciu Ha MCHOBITATEJIbHBIX IIJIomankax TpebyeTrcsa BHNOJHATHL COII
MCIBITATEJNIbHOY JJabopaTopmuy, MOXeT norpebdosarecda nepeson COIl Ha mnpyrue
A3EKM. B B3TOM CUTyalUuuM BaxXHO, UYTOOH JIOOBE IepeBOOEl THATEJIbLHO
IPOBEPAJMUCE, a MHCTPYKLUMM M BHAUEHME PasJIMUHBIX S3BIKOBBIX BEPCUM
OCTaBaJIMCh MIOESHTUUHBIMM . VICXOOHBIM SA3BK (SA3BEHK OPMUIMHAJA) HOOJDKEH OHITH
ykasaH B nepepeneHHbBx COII.

XI. XpaHeHMEe PEeTrUCTPalLMOHHBIX 3BalMCel M MaTepMuaJioB

67. Bo BpeMsa NpoOBeJeHMS MHOTOILIEHTPOBHEIX MCCJIEOOBaAHUNM CJelyeT yIessaTb
BHMMAaHME BPEMEHHOMY XPaHeHMIO0 MaTepuasoB. TaKue IIOMeNeHUS IJisd
XpaHeHMsa JOJDKHBI HaIeXHO 3allMilaThk 1IeJIOCTHOCTB MX COIepXuMmMoTo. Eciam
IDaHHEE XPAHATCA 3a NOpelejlaMM MCHOBTATEeJIbHOM JlabopaTopuM, CJenyeT
YIOCTOBEPUTLCA, YTO MCHHITATEJIbHAS ILJomalka MMEeeT BO3MOXHOCTHb
DecnpensaTCTBEHHOTO NOCTYIAa K JaHHBEIM, KOTOPHE MOTYT noTpeboBaTbCHa IJid
aHaluMza U IPOBEPKU.

68. Cnocof xpaHeHUS PEeTUCTPALMOHHEIX 3alucCel ¥ MaTepUaJioB IOJIKeH
COOTBETCTBOBATH TMpaBmjiaM. ECiu ToMemeHus IJisS XpPaHeHMd Ha Jjomanke
He YIOBJIETBOPST MPAaBUIIAM, PEeTUMCTPALMOHHBIE SBalUCK M MaTepMraJibl
crenyeT nepenaBaTh B apxXUB, COOTBETCTRBYWIUM TpeOOoBaHMAM MPaABUII.
69. PYKOBOICTBO MCIETATEJILHOM IJIOMANKM INOJDKHO O0eCneumTb, YTOOH

MeJIMChb BCe COOTBEeTCTBYKIME ITOKYMEHTEI, YIOOCTOBEpAKIME Yy4dYaCTHue
UCHHTATEJbHOM IIJIOMAOKM B MCCJIEOOBAHUM.

Ipunoxenue N 4

k [lpaBuiam

Hanjexamey J1abopaTOpPHOM NPaKTUKM
EBpasuiicKoOIr0 3KOHOMUUECKOI'O

cow3a B cbhepe obpawmeHusd



JIEKAPCTBEHHEIX CpPelCTB

[IOPALNOK
NPYMEHEHNA TPABWUJI HAIJIEXANENW JIABOPATOPHOW TPAKTUKN
EBPASUICKOT'O 3KOHOMUUECKOT'O COK3A B COEPE OBPAIEHNA

JJEKAPCTBEHHEX CPEJICTB K KOMIIBIOTEPU3VMPOBAHHEM CUCTEMAM

I. Ofume II0OJIOXEeHUS

KoMIbIOTEPU3MPOBAHHEE CUCTEMBl (Iajlee — CUCTEMEl) , MCIOJNb3yllMecs IpKU
IPpOBENEHUM MCCJIeOOBaHMM, OTUETH O pel3yJjibTaTaxX KOTOPBIX
IIpencCcTraBJIdnTC4Ad B YIIOJIHOMOYEHHEBEIE OPI'aHEl I'OCYyIapCTB — UYJIEHOB
EBpasmiicKOTO SKOHOMMUECKOTO Ccol3a (majlee - TOoCyIapCTBa-—uJIEHE]) B
COCTaBe PEIMCTPALMOHHOTO IOChE JIEKAPCTBEHHOTO MNpelapaTa, IOJIKHE
MMEeTEb COOTBETCTBYNIYK KOHCTPYKLMIO, OOCTATOUHYI MOIHOCTbL U OBITb
NPUTONHEIMM IOJIS LeJieM MCCJeOOBaHMS, B KOTOPHIX OHM NPMMEHSITCS.
CucTeMBl IOOJIKHEL pa3pa6aTaBaTbc2, BaJIMIMPOBATBECA M SKCIIJIyaTUPpOBaATBCH
B COOTBETCTBUM C IPMHUMIAMM IPaBUJl HaOjexaley jJabopaTOpPHOM IPpakKTUKU
EBpasuiicKOT0 BKOHOMMUECKOT'O COl3a, YTBepXIaeMblX EBpasuMCKOM
3KOHOMUUECKOM KOMMCCHEV (Imajiee — IpaBuWja), KpOMe TOI'O, IOOJIXHEL OBITH
YCTAHOBJIEHEI COOTBETCTBYKIME IIPOLelyPbl KOHTPOJIA M TEXHUMYESCKOI'O
ODCIIyXMBAHUA HOAHHBIX CUCTEM.

[log BammupaluMeM CUCTEMBl TOHMMAKT IIPOBEPKY M OOKYMEHTAaJIbHOE
InoaTBepXIeHMe IIPUTIOOHOCTNM CHMCTEM CBOEMY IIPelHa3HaAYEeHMIO.

Hpouecc BalIMIialuy HeobxoOuMM »OJjsa obecrnedeHus I'apaHTMM COOTBETCTBUA
CruCcTeM 3apaHee 3aJaHHBIM TeXHUUYEeCKNVM TPGGOBaHMHM. Bammupaumsa LDOJDKHA
OCyHWeCTBJIATECA IO HadaljJla JSKCIJIyaTaluVvMM CHUCTEMEI M IIPOBOIMUTHLCHA
HajieXalyiM O@paBOM TOJIBKO B COOTBETCTBUM C paBpaGOTaHHHM TIJIaHOM
BaJIMgalumm.

IT. lpmHUMIOBE Hazjexauwel JabopaTOpHOM NPaKTUKU

I KOMIIBIOTEPUMIMPOBaAHHBIE CHMCTEMEL

[lpy NpUMMEeHEeHWM NPVHLMUIIOB Hamjexameyr JjabopaTopHOV MNPaKTUKU K
BHIIEONMCAHHEIM CUCTEMaM CJieyeT INIPUHUMMATL BO BHMMaHMEe TpeOoBaHUS
nyskTos 52, 60, 66, 109, 116, 118 mnpaBui.

1. OBa3aHHOCTM UM OTBETCTBEHHOCTbL



PyKOBOICTBO MCIEITATEJILHOM J1abopaTopUM HeCeT OTBETCTBEHHOCTL 3a
cobnomeHre TpeOOBaHMY NpaBMJl, BKJOYAsA HAas3HAUYEHME HAa IOOJIXKHOCTDL U
50PekTUBHYID OpTraHM3alMil0 OOCTATOUHOT'O UMCJla KBAJNIUQULUMPOBAHHBEIX U
ONIEITHBIX COTPYIOHMKOB, paboTammmMx C CHUCTEeMaMM, a Takxe o0sa3aHO
obecrneurpeaThb, YTOOEl IIOMeUWeHMHa, ODOPpyINOBaHME U NPOoLenyprl 00paboTkM
IOAaHHBIX B CHUCTEeMax COOTBETCTBOBAJIM YPOBHK TEXHUUECKUX TPpeOOBaAHUM
CUCTEM M LeJiIIM MUCCJeIOBaHMM, B KOTOPBIX NPMUMEHSKTCS CUCTEMH.

PyKOBOICTBO MCIHTATEJIbHOM J1abopaTopUM HeCeT OTBETCTBEHHOCTL 3a
obecrnedyeHye COOTBETCTBMSA CUCTEM NpennojlaraceMoMy HAa3HAUYEHUDO.
PyKOBOICTBO MCIEITATEJILHOM JlabopaTopUM IOOJIKHO YyCTAHOBUTL B BUIE
IPUHATOTO MNMCHBMEHHOTO INOKYMEHTAa MNPMHUMUIIE OpTaHM3alMY M BHIIOJIHAEMEE
B 0OJIaCTM aBTOMaTM3aLMM NPOLENYyPH, TapaHTHUpyomMe pa3paboTky,
BaNIMIOALMIO, DKCIIIyaTauuio UM OOCIyXMBaHME CUCTEM B COOTBETCTBUMU C
OPpMHLMIIAMM Hajiexallel J1abopaTOopHOM NPaKTUKM.

PyKOBOICTBO MCIHIETATEJIBHOM JIabopaTopMM OOJIKHO OOeclneuMBaTh, SCHOCTH
¥ CcOOJIIOEeHME NePCOHAaJIOM JIabopaTopUM IPMHLUIIOB OPITaHMU3aLUUM U

BHIIIOJIHAEMHIX B 0OJIACTM aBToMaTM3alMM MNpPOolLenyp, a Takkxe s0OeKTUBHBIM
KOHTPOJIb COOJIIOEeHV A IOAHHEIX NPMHLMIIOB M BHIIOJIHEHMS HOAHHEX NPOLEnypP.

PYKOBOHCTBO MCIBITATEeJIbLHOM na@opaTopMM IOJIXXKHO Ha3HAaUaTb BHICSJIECHHBIX
COTPYOHMKOB, a TakxXe YCTaHOBUTL IJIS HMX OTBETCTBEHHOCTHL 3a
paszpaboTKy, BalIMIalMio, 3KCIJyaTaluio U OOCIyXMBaAHMUE CUCTeM. JaHHBEM
IIepCcoHaJl OOJDKEH MMEeTh COOTBETCTBYIYID KBaAIMOUKALIMI, OIBT U
INOCTATOUHYIO MONIOTOBKY IJIS BEIIOJIHEHUS CBOUX OOS3aHHOCTEM B
COOTBETCTBUM C TpeOOBaHMAMM [IPABUII.

PykopoOuTeIM MCCJeOOBaHMA COIJIaCHO TPGGOBaHMHM IIpaBWJI HEeCYT
OTBETCTBEHHOCTL 3a obmee InpoBeeHre MCCJIeIOBaHUM.

Ecim npu nDpoBeleHUM MCCIeIOBaHUM OyOyT MCIOJBb30BATHCH CUCTEMH,
PYKOBOLOCTBY MCIBEITATEJILHOM JIabopaTopUM HeOOXOOMMO ODEeCHeuuTh, UTOOB
PYKOBOOUTEJM MCCJEIOBAHMSA B IIOJIHOM Mepe MX MCIOJIb30BallM B
MCCJIeNOBaHUM IOJi HOOCTWXEHMS I[IOCTABJIEHHOM B MCCJIENOBAHUM LIEJNU.

OTBETCTBEHHOCTbL PYKOBOAMUTEJIS MCCJIeIOBaHMA B OTHOWEHMM oOpaleHus C
IDAaHHEIMM, [IOJIYUEeHHBIMM B BJIEKTPOHHOM BMIE, MIOEHTMUUHA OTBETCTBEHHOCTU
npu paboTe C IaHHBIMM, XPaHALMMMCS Ha OyMaXxHOM HOCUTeJle. B

MCCJIeOOBaHMAX, 3BasfBJISEeMEIX KaK COOTBETCTByWIMe TpeOOoBaHUAM NpPaBUI
cJjlenyeT MUCIOJIbB30BAaTh TOJIBKO CUMCTEMEB, IpolledmMe Npolelypy BalMOallUlM.

2. llepcoHan

[lepcoHasyl, MCNOOJIbL3YINUM CUCTEMH, HECET OTBETCTBEHHOCTL 3a
SKCIJIyaTaliMio JaHHBIX CUCTEM B COOTBETCTBUM C TpeOOBAHUAMU MOPaBUII.
[lepcoHall, KOTOPHM pazpabaTeHBaeT, BaJIUOUPYET, BKCIIIyaTUPYET U
oBCcyXMBaeT CHUCTEMB, HECEeT OTBETCTBEHHOCTHL 3a BHIIOJIHEHUE
BHINEIEPEUNCIIEHHEIX MEPONPUSTUN B COOTBETCTBUM C TpeBoBaHUSAMU NpPaBUII
M YCTAHOBJIEHHEIMM TEXHNUECKUMM HOPMaMM .



ObsazaTesbCTBa M OTBETCTBEHHOCTE CJIyXOEl OOecCledueHMd KadecTBa (majee
— COK) B OTHOWEHUM OLIEHKM CUCTEM HOOJIXKHBEI OHITH OIpeleJIeHE PYyKOBOICTBOM
VCIBITATEJNIBHOY J1abopaTopMM M BHECEHB B CJIyXeOHBE MHCTPYKLUUM U
CTAHIOAPTHEIMM OIEPAalMOHHEIMM IHIpolelypaMu (majiee — COII) . IIporpawmma
obecreueHsa KadecTea OOJDKHA BKJIINYATHE B Ccebd NPOLEenypel M MeTOIEH,
TapaHTUPYKIMe COOTBETCTBME BCEeX 3TAalloB BajluMOalUM, 3SKCIJyaTaluuu u
TEXHUUECKOT'O OOCIYyXMBAHMA KOMIBOTEPU3INPOBAHHEIX CUCTEM
YCTAHOBJIEHHEIM CTaHZapraM. Kpome TOTro, nporpamMma obeclnedeHusa
KauecTBa OOJIDKHA BKJKYATH B ceba NPpOoUelypel M MeTOIbEl YCTAaHOBKMU
NPpMOOPETEHHEX CUCTEM UM NPOLECC pas3paboTKM CUCTEM BHYTPEHHUMM CUJIAMMU
OpraHM3aluN.

[Tlepcorasr COK @moJimxeH KOHTPONIMPOBATH COOTBETCTBME CUCTEM IIPMHLMUIIAM
Hanjexamey J1abopaTOPHOM NPaKTUKM M IOOJDKEH MNPOUTHM OOyUdeHME
HeOOXOOMMBIM CIIelMaJIbHEIM (MNPOOUIILHEIM) TEXHUMUECKMM HaBHIKaAM. [lepcoHal
COK moimxeH OBITH 3HAKOM C CHUMCTEeMaMM B JOCTATOYHOM CTEeleHM, UTOOH MMEeTb
BO3MOXHOCTbL BEIHECTM B OTHOIEHMUM KaueCTBa MX BalMOalU UX OOBEKTUBHEE
3aMeyaHMsa; B HEKOTOPHIX CJIydasxX MOXeT IoTpeboBaTbCsa Ha3HaUueHMe
OpodmMIbHOTO ayomMTopa.

Ing o030pa maHHEIX nepcoHat COK moJrkeH MMEeTh HEeIOCPEeNCTBEHHBM IOCTYII
C npaBaMM [OJIb30BaTesd "TOJBbKO OJig YTeHMA" K HOAaHHBIM, XPaHAWLMMCS B
cucrTeMe.

3. O6yueHue

[lpaBMIla yCTaHaBJIMBAKT, UYTOOE B MCIBEITATEJIEHOM J1abopaTopMM MMEeJICH
KBaIMOUIMPOBAHHKM U OIBITHHM II€PpCOoHall Hanjiexalmero YPOBHSHA,
OOKYMEHTUPOBAHHEIE yUeDHBE NPOTPaMMEl IO paboTe C CucCcTeMaMM KakK IOJIg
oOydueHMsa Ha paboueM MecTe, Tak M, OPpM HeOOXOOMMOCTM, Ha BHENHUX
YUeOHEIX KypcCaxX. 3amnmMcu O HOODOOHOM OOYyUYEHMUM IOOJIKHEI OBITh COXPAaHEHEH.

BrimeykasaHHOE I[IOJIOXEHME PacCIPOCTPaHsAeTCd Ha BeChb IIepCoHall,
MCIIOJIb3YIUN B CBOeM paboTe CHUCTEMEH.

ITTI. TlomMemeHusa U OOOPyIdOBaHUE

I1a npoBemeHMrs MCCJISOOBAHMM B COOTBETCTBUMM C Tpe®oBaHUAMMU I[lpaBMII
TpedbyeTCcsa HaJlMuMe COOTBETCTBYIMX IIOMEUeHUM M O00O0pYyIOoBaHMS OJIid
obecneuenusa GOYHKUMOHUPOBAHUSA CHuCTeM. KpomMe TOTO, K CUCTEMaM
NpenbABJISRTCS Cllenylmye CcleluMalibHeEe TPpeOOoBaHUS.

1. IomMmemeHMUsa

Heobxomumo obecrneumThb @MBM‘I@CKO@ PacIlioJIOXeHMe KOMIIBIOTEPHOTI'O
aliriapaTHOTI'O O@eCHequMFI, nepm@epMﬁHbe KOMIIOHEHTOB,
KOMMYHMKALIMIOHHOTI'O O@OpyHOBaHMH " SJIEKTPOHHEIX HOCUTeJIen I/IH(l)OpMaLU/H/I



IoJId HaoJiexameIro @yHKHMOHMpOBaHMH CUCTEMEL. CﬂenyeT nuzberaThb
BOBﬂeﬁCTBMH Ha CHuCTEeMEbBl SKCTPpEeEMaJIbHEIX TeMIlepaTyp M BJIaXHOCTWM, IIBUJINV,
BJIEKTPOMATHUTHEIX [IOMEX U OJIM3KOT'O PAacCIOJIOXEHMS CUCTeM K kabejam
BEICOKOT'O HAIPAXEHMUHA, KPOMe CJlydaeB, Kor'na ODOpyHOoBaHMUE CIeLMaJibHO
IpenHa3HA4YeHO OJja paboTH B INOOOOHEIX YyCJIOBUSAX.

Taxkxe HeOOXOIMMO ODECHeuUnTh Haljiexalee 3JIeKTPONUTaHME KOMILITEPHOTO
oBopynoBaHua ¥, NPU HEeOOXOOMMOCTHM, PEe3EepPBHOE KOMUPOBAHUE WU
BecnepeborHOEe NUTaHVE CUCTEM, HEeMCIPABHOCTL KOTOPHEX MOXET MNOBJIMATH
Ha pPes’yJbTaTH UCCIIeNOBaHUA.

Heobxoomumo MMeTH CoOoTBEeTCTBYyKIME TIOMEIEHMA IOJIA 6es30mnacHOTO XPaHeHMA

BIJIEKTPOHHHIX HOCUTEJIeM MHbOpMalllM;

2. ObopynoBaHUue

AnmapaTHOE U NpoTpaMMHOe ofecrneueHue

CucreMa SBJISEeTCS TPYIINOM allapaTHBEX KOMIIOHEHTOB M COOTBETCTBYIETO
IpoTrpaMMHOTO oBecrieueHus, paszpaboTaHHHX U COOPAaHHBIX IJIS BHIIOJIHEHUSA
omnpeleJyIeHHOM QYHKUUY MUY TPYIINE OYHKIUMN.

K annapaTHOMy OOeCIeUYeHMI0 OTHOCSATCSA MaTepMaJlbHble KOMIIOHEHTH
CUCTEMHE, COCTOdllMe U3 KOMIbITepa U NepUPepPUMHEIX KOMIOHEHTOB.

[I[porpaMMHOe ofOeclieueHMUE NPEelCTAaBJIgeT COOOM KOMIIBITEPHEE IPOI'PAMMH,
yopaBagomme OYHKIMOHWPOBAHUEM CUCTEMEH.

Bce TpebBoraHusd [IpaBui, HpUMeHsSeMee K OO0pPYIOBaHMIO, B PABHOM CTEIeHU
IPUMMEHVMH K arlapaTHOMYy, ¥ NpoTpaMMHOMYy o0ecnedeHUno.

KoMMyHMKaALIMM

KOMMyHMKaHMM, OTHOCAIMeCHd K cucTreMaM, OeJIATCA Ha 2 OCHOBHEIE
KaTeIl'opumnm:

KOMMYHMKaALUMM MeXIOy KOMIIBITepaMM,
KOMMYHMKaALUM MeXOy KOMIIBITepaMM U H@pM@@pMﬁHHMM KOMIIOHEHTaMM .

Bce KOMMYHMKALMOHHEE JIMHUM SBJIAITCSA NOTEHLMAJbHEMY MCTOUHMKAMU
BO3HVMKHOBEHWMA OMM6OK, KOTOpPEIE MOIT'YT IIPMBECTHM K IIOTEepe WMIIN
[IOBPEXOEHMIO HOAHHBEIX. g obecneueHma OE30HNACHOCTM M LIEJOCTHOCTU
CUCTEeMEl OOJIKeH OBITh oDecliedeH COOTBETCTBYUMM KOHTPOJIb [IPOLIEeCCOB
paspaboTKy, BaJdMOALUMM, BKCIJIyaTalUM U TEXHUUECKOTO OOCIYyXMBAHUS
CUCTEM.



IV. TexHuueckoe OOCHIyXMBaAHME U aBapuUMHOE BOCCTAHOBJIEHUE

Bce cucTeMBl cJenyeT YCTAaHABJIMBATE U OOCHAYyXMBATH TAaKMM 00pasoM, UTOOBL
ofecrneurBaTh HEIPEPBIBHOCTL MX PaOOTHL.

1. TexHMUecKkoe OOCIIyXMBaHUE

JOJDKHEL OBITE B HaJMUUM, OPUHATEE B BUIOE NMCBMEHHOI'O IJOKYMEHTA
IpOLEeOyphl, OXBaTHRAKIME KakK [IJJAHOBOE MNPOoduiIakTMUeCKoe OOCIyXMBaHME,
TaK M yCTpaHEeHUe HEeUCIPaAaBHOCTEM CHUCTEM. OTU MNPOLEeIYyPH IOJIKHBEI UeTKO
ONpenesiaTh POJIb M OTBETCTBEHHOCTBL BOBJIEUEHHOI'O B IMIpPOLIECC
TEXHUUECKOTO OOCHYyXMBAHMA CUCTEM IIepCoHajla. B ciydasax Korzga TaKue
orepauuy 1o OOCHYyXMBAHUI TPebylT MI3IMEeHEeHMM allapaTHOTo U (Mim)
IPOTPaMMHOTO ODeclneudueHMs, MOXET BOBHMKHYTH HeOOXOIMMOCTBL IIOBTOPHOM
BaIumauum cmucreM. Bo BpeMsa PYyTMHHOM pabOTEl CHUCTEM HOOJIKHA
3aOMCHBATBLCSH MHOOpMaLMa O JIOOBIX HOpobJjieMax M HEeCOOTBETCTBUAX B
cucTeMax, a Takxe JIoOble NPeOlNPMHATEE [IepCOHAJIOM IOEeMCTBUS IO
VICIIPABJIEHUIO BOBHUKIIMX TPOOJIEM UM HECOOTBETCTBUM.

2. ABapuyHOEe BOCCTAaHOBJIEHUE

HoJrkHel OBITH B HAJMUMM, [OPUHSATHE B BUIOE NMCBMEHHOTO IOOKYyMEeHTAa
NPpOoLEenOypr, OIMCHBAKIME MEPL, KOTOPHE HEeOOXOOMMO MNPEeldlpPUHATL B Cliydyae
YACTUYHOTO WMJIM IIOJIHOTO OTKAa3a KOMIBITEPUIUPOBAHHOM CUCTEMH. MepH
MOTYT BapbMPOBATHLCH OT BallJIAHMPOBAHHOT'O COKpPAIleHMS AallapaTHOI'O
00OpPYyIOBAaHMSA CHUCTEMH IO OTKAasa OT MCIOJbL30BAHUSA CUCTEMBl M Iepexona
Ha padorTy Cc OyMaxXHHEMM HOCUTEJIAMM MHOOpMaluyu. Bce mJaHe OeViCTBUS B
ABAPUMHBIX CUTYALUSIX IOJIKHE OHTHL TIHATEJBHO OOKYMEHTUPOBAHBEL U
BaMMIMPOBAHE; OHM IOJIKHHE OOecCHeurBaThb COXPAaHEHME HEIPEePHBBHOM
L&JIOCTHOCTM IAaHHHX UM HEe OOJDKHE KaKMM-JIMOO o00pasoM yI'POXaThb
MCcJenoBaHuio. [lepcoHalsi, YyYacTBYOIUNM B NPOBEeISHMM MUCCJIeIOBAHUSA B
COOTBETCTBUM C TpeboBaHMAMM [[paBuil, OOJIXeH OBITH OCBEIOMJIEH O HAJIUUUU
IAaHHBEIX IIJIAHOB IEMCTBUS B aBAPUMHEIX CUTYALUIX.

Hpouenypbl BOCCTaHOBJIEHMA CUMCTEMEBI OOJIXHBEI 3aBMCETB OT CTEIIEHU
KPUTUMYHOCTM CUCTEMEL. Heo®xoomMMO MMETHL B HAJIUUUM PEeE3EPBHEIE KOIIMM BCeX
IIpoIrpaMm. Ecrnmn Inpouenypel BOCCTaAHOBJIECHMA BHE3EBIBAKT M3MEHEHME
allriapaTHOIT'O MJIM IIPOI'PaMMHOTI'O O@eCHequMH, MOXeT HOTpe@OBaTbCH
IIOBTOPHAaAd pBaJiMigaumda CHCTEMEH.

V. JlaHHEIE

B cooTBeTCcTBUM C TpeboBaHUAMMU [IpaBUJl MEePBUUHLBIMU ITaHHBEIMU SBJISIOTCS
OPUTMHAJIE 3alucey M OOKYMEHTAallMy, BKJIOUYas HaHHBE, KOTOPBE HAIIPAMYIO
BBEIEHE B KOMIIBIOTEP uepes uHTepberic npmbopa, KOTOPHE SBJISITCSI
pes3ynbTaTaMu OPUTUHAJBHEX SKCIEPUMEHTAJbHEX HAaOJOIEeHUN U OeNCTBUMN



B XOIOe MCCJIEOOBAHUA UM HEeOOXOOMMEBI OJIS @OpMMpOBaHMH I OL€eHKM OTuUeTa
O IOaHHOM MCCJIeOOBaHUMNM.

CucreMrel, paboTanuye B COOTBETCTBUM C TpeboBaHMAMM [[paBuil, MOTI'yT OHTH
CBSBaHH C IIE€PBMYHBMM IOAaHHBIMM C MCIIOJIb30BAHMEM Pa3JIMUHEIX HOCUTEJIEU
nHbopMauMKM (HaOpuMep, DBJIEKTPOHHBIX HOCHUTeJey MHOoOpMaluuM, pacliedaToK
C KOMIbIOTEpa MM NPpUOOPOB, a TakKXe KONUY MUKPOOMIBEMOB (MMKpoObMI) ) .
Heobxomumo, 4YTOOE BUI HOCUTEJIEM MHQOPMaLMUM IJiS [NEPBUUHBEIX INAHHBIX OBLI
onpenesieH OJjd KaxXIOoW CUCTEME.

Eciim cuCTeME MCHOJB3YyKRTCH Ojua cbopa, oO0paboTky, NPEenCTaBJIEHMSA WM
XpaHEeHUS [ePBUUHBIX IaHHEX B SJEKTPOHHOM BMIe, TO KOHOUIYypaumus
CUCTEMH BCerZa IOOoJIXHa OOecCHeuMBaTh COXPaHeHMe ayIMTOPCKUX INAaHHHBIX B
IIOJIHOM OOBeMe, UYTOOB OblJIa BO3MOXHOCTHL NPOCJIENUTL BCEe M3MEHEeHMS
IDaHHEIX, B TOM UYMCJIEe UM IEPBMUHEIX HOaHHBX. JJOJDkHaA OBITH BO3MOXHOCTD
MﬂeHTM@MKaHMM BCeX BHECEHHHEX M3MEeHeHUM IOaHHEBEIX C JIMLiaMmnm, KOTOPEIEe
BHECJIM 2TU MBMEHEHMs OPpM IoMomM (BJIEKTPOHHOM) IIOANMCK C yKal3aHUEM
BPEeMEHM U OaThl BHECEHMS M3MeHeHUM . [IPUMUMHE BHECEHMU S U3MEHEHUN IOJIKHEL
OBITE YKasaHH.

Ecny nepBUUYHBIE NAaHHEE XPAHATCSA Ha BJIEKTPOHHBIX HOCUTENAX MHbOOpMaLMM,
TO HeODXOIOMMO ODEeCIeuMThL BHIIOJIHEHME TPpeOOBaHMUM IO MX IOJTOCPOUHOMY
XPaHEHMIO B 3aBUCHUMOCTM OT TUIa XPaHUMBIX IAHHEIX M OXMIAEeMOI'O Cpoka
CIIyXOBl CHUCTeMbl. [IpM M3MEeHeHMM B CHUCTEMe allapaTHOI'O UM NPOTPaMMHOTIO
obecnedeHus INOJXKEH OBITH COXPAaHEeH HOOCTYIl K [IePBMYHEIM IaHHBEIM CTapoMn
KOHOUI'ypaluuM CUCTEMEl UM MX Oes30llacHOe XpaHeHMe OJig TapaHTUPOBaHUSA
LIeJIOCTHOCTM HOaHHHX. Takas BCIOMOTaTeJibHasa MHOoOpMalMsa, Kak XypHAaJbl
OOCITyXUBaHUSA ODOPYyINOBAHMA U IIPOTOKOJIEL KAaJIMOPOBKM, KOTOpAasd
HeoOxoOuMa OJisg NOOTBEPXIEHUS IOOCTOBEPHOCTU [NE€PBUUHBIX JaHHBIX MIIU
KOTOpas [O3BOJISET BOCCTAHOBUTL OTHEJILHEINM DKCIEPMMEHT MM BCE
MCcJenoBaHMe, INOoJIKkHa OBTH COXpaHeHa B apxuBax.

COIl mma obecneueHMda pPabOTH CUCTEMEl TakKXe ITOJDKHE ONMCHBATH

aJIb TEPHATMBHEE NPOLenypr cOopa OAaHHEIX, KOTOPBEM HEOOXOOMMO CJIEHOBAaTh
B CcJydae cboda cucTeMbl. [Ipym Takux OOCTOSTeJIbCTBAX JIOOBE BPYUYHYIO
3alliCaHHEEe TIEPBUYHEIE IOaHHBE, M B JaJibHEeMIeM BBOJIMMBE B CUCTEMY,
OOJIKHEL OBEITE UeTKO ODO3HAUEHH B KaueCTBE TaKOoI'O BMIa COOPAHHEIX ITaHHEIX
¥ COXPAHEHH B KaudeCcTBe I[NEePBUUHHIX 3anmucen. l[lpouenyps 10
PEBEPBUPOBAHMUI0O OAHHEIX, MNPOBOIOMMEE IIPM TIOMOIM aJibTEePHATMBHBIX
npouenyp (HaopuMMep, PYYHBIX 3alMceM), IOOJDKHEI CBECTM K MMHUMYMY PUCK
IOTEPM IOAaHHEIX M TapaHTMPORATH COXPaHeHMe TaKMX 3allcCeN.

B crnyuae YCTapeBaHMA CHMCTEMEI Heobxoommo IiepeBeCTr 3SJIEKTPOHHEIE
IIePBMYHEIE OAaHHEIE U3 OIOHOM CUCTEMH B IpyIryn, IIpmM 5TOM IOaHHBIM Imponecc
IOOJIXEH OBITH IJOKYMEHTHVMPOBAH HaJjleXalliM o6pa30M, a LeJIOCTHOCTb IOaHHBEIX
IIoOOTBEPXIOEHa. B cnyuae, ecmnu IOOOOHBIM IIepeHOC OaHHEIX He OCyleCTBUMM
IIpaxkTmuyeCKM, IepPBUYHEIE IOAaHHEBEIE IJOJIXHEL OBITHb IIepeHeCeHE Ha npyroﬁ
HOCUTEJIb MH@OpMaHMMliMX TOYHOE KOIIMPOBaHME IOJIXHO OBITH IIoOTBEPXOICSHO
OO Hadaljla yOaJIeHVA OPUIMHAJIbHBIX 3JIEKTPOHHEBIX 3anmcen.

VI. KowmneioTepHasd Oe30MNaCHOCTD



IJIsg 3aMTEL allapaTHOI'O OOOpPYyHOBAHUS, NPOI'PAMMHOI'O OODECHIEedYeHus U
cCaMMX IOaHHBIX OT I[IOBPEXIEeHMS, HECAaHKUMOHMPOBAHHOI'O M3MEHEHMS WIIM
IIOTEPM OaHHEIX INOJIKHEL OBITH IIPUHSATE B BUIE NIMCHBMEHHOTO HOOKYyMeHTa
npouenypel obecrneueHysa Oe30HNaCHOCTH.

B maHHOM KOHTeKCTe "0e30macHOCTh" O3HadvaeT NpeloTBpalleHue
HEeCaHKIVMOHMPOBAHHOI'O OJOCTYyIIa K OAaHHBEIM WMJIM IIpedOoTBpalleHNe MBMEeHEeHUN
KaK CUCTEMEH B 11€JIOM, TaK UM M3MEeHEeHUM IaHHEIX, XPaHamMxcsa B HeM. Clenyer
YUYMTEIBATE BO3MOXHOCTE IIOBPEXIESHMA ITaHHBEIX BUPYyCaMM WMIJIM IPYI'VIMU
InIporpaMmMaMm—areHTaMIM . ,HOJ'DKHBI OBIT b IIPMHATEL MEPEI 6GSOHaCHOCTM,
obecrneuuBamiMe LeJJOCTHOCTb IaHHHBX MNPYU KPATKOCPOYUHEIX M HOOJITOCPOYUHHIX
cOOAX CHUCTEMHI.

1. dusmueckasa 0e30NaCHOCTDHL

B meijidX OI'PaHMUYEeHMAd IJOCTyIla K KOMIIBIOTEPHOMY M KOMMYHUMKAILIMMOHHOMY
O0OPYHOOBAHUII, NEPUOEPUMHEIM KOMIIOHEHTAM M BJIEKTPOHHEIM HOCUTEJIAM
uHbopMauMM M €TI0 NPenoCTaBJIEHUMS TOJbBKO YIHNOJIHOMOUEHHOMY IepCOHAaly,
HeOOXOOMMO TIPUMEHATH (U3MUecKue Meph 0e30IaCHOCTH.

K obopynoBaHMo, KOTOPOE HE PACIOJOXEHO B CHEeLUMAaJIbHEIX "KOMIBITEPHBIX
noMemeHuax" (HanopuMmep, I[IepCOHAaJIbHEM KOMIBITEpaM M TepMMHAaJlaMm),
OOJIKHEL MIPUMMEHATHCHS KaK MMHMMYM CTaHIApPTHBE NPOLEeNyPE KOHTPOJIHS
IoCTylla, MMENIMeCs B MCIBTATEJIbHOM JiabopaTopun.

B Tex MCHBITATEJILHEX JlabopaTopMsax, TIOe Takoe obopymooBaHHUE
pacrnojiaraeTcsa yIaJIeHHO (HalnpuMep, IPU MCIOJb30BaHUM MOPTAaTUBHEE
KOMIIOHEHTORB U JIMHUM MOJIEMHOWM CBS3M), IOOJIKHE OBITH ITPOUHSITH
OOIIOJIHMTEJIbHEIE MEePEl obechneueHus QmuiamueckKoM Oe30MNaCHOCTHU.

2. Jloruueckass 0e30MaCHOCTh

UToOBE NIPEeNOTBPATUTbL HECAHKLUMOHMPOBAHHEIM HOOCTYIl K CHUCTEME,
IPOTPaMMHEIM [IPUJIOXEHMSAM M HOAHHEM, HeODOXOOMMO ODOeCIeuMThb MepPH
JIOTMUYEeCKOM 6e30IacCHOCTM IJig KaxXIOM CUCTEMH UM e€e OPpOoTpaMMHOTIO
npujoxeHusa. HeobxommMmMo obecneurBaTb MCIOJNbB30BaHME TOJIBKO
YTBEPXIOEHHEIX BEPCUM UM BAJIMIOMPOBAHHOTO NPOTPAMMHOIO OOecleueHMd.
Jlormueckas 0e30NaCHOCTb BKJOUaeT B cefd HeOOXOIMMOCTL BBeIEHUS
YVHUKAJIBHOTO MISHTUOUKATOPA [IOJIE30BATEJNIS C COOTBETCTBYKIMM 1apOJieM
I0Jid BXOIa B CcuCTeMy. JIloOOM BBOI HOAHHHEX MJIM YCTAHOBKY NPOIPaAMMHOIO
obecrneudeHyss M3 BHEMHUX MCTOUHMKOB CJIeOyeT KOHTPOIMPOBAaTh. Takue
BJIEMEHTHE KOHTPOJIS MOTYT OOecleuMBaTbCS C IIOMOIBI MNPOTPaMMHOTIO
obecnedeHMs OIEPALMOHHOM CUCTEMH KOMIbIOTEpa, CIeLUMaJIbHEX IpOoI'paMM
Be30MnacHOCTHM, BCTPOEHHBIX B [IPUJIOXKEHUS NIPOoLenyp, WM KOMOMHALMNM BCET'O
BHIIEIIEPEUMCIIEHHOTO .

3. IleJJOCTHOCTE IaHHBEX



[lonmepxaHMe LUEeJIOCTHOCTM IOAHHEIX SBJIS€TCH OOHMM M3 IJIaBHBEIX TPpeOOBaHUM
[lpaBMJI, HeOoOXOOMMO, UTOOB BECh II€PCOHaJl, CBSA3aHHHM C CUCTEMOM, OBLI
OBHAKOMJIEH U TIOHMMAaJI HEOOXOOVMMOCTE IIPMMEHEHUd Mep 0Oe30maCHOCTH.
PyKOBOICTBO MCIBEITATEJIEHOM JlabopaTopuM IOOJDKHO I'apaHTMPOBATL, UYTOOH
nepcoHaJ OBJI O3HAKOMJIEH C BAXHOCTHRIO obecrnedueHrsa Oe30NaCHOCTM NaHHBIX,
OIPUMMEHSEMEIX Npollenypax M OCODEHHOCTSX CUCTEMBI, KOTOPHE MTO3BOJISIT
obecnneunTs HaJiexalyin ee 06e30MIMaCHOCTb, a TakXe OCBeIOMJIEH O
IOCJIEOCTBUAX HECOOJIIOeHUd Mep 0e30MaCHOCTU.

OYVHKLMM CUCTEME, ofOecHeuMBaplMe LeJJIOCTHOCTL IOAaHHEX MOTI'YT BKJIOUATH
IJJaHOBOe HaOJIIeHMe 3a JOCTYIIOM K CHUCTEeMe, BHeIpeHMe NpoTpaMM
Bepubukauum GamjiIoB M OTUETOR OO MCKJIWOUEHMAX UM (MiM) IpaBuMiax.

4. Pe3epBHOE KONMPOBAHUE

PesepBHOE KONMPOBAHME MNPOTPAMMHOIT'O OOecrnedeHMs UM HOAHHHX SBJIAETCH
CTAHIAPTHOM MNPAaKTUKOM Npu padoTe C CUCTEMOM, KOTOopas MMO3BOJISET
BOCCTAHOBUTH CHCTEMY I[IOCJIe JIOOLHX HEeNoJIaIoK (HampuMep, MNOBPEeXIeHUS
IoMCKa), CTAaBANMX 10 yI'PO3y LEJIOCTHOCTH CHMCTEME. B IDaHHOM cCJjydae
IONyCKaeTCcsa BO3MOXHOCTE IIepeBOJa PE3EPBHOM KONKYY B MEPBUYUHEE NaHHLHE,
nocjyie YyeTo OHM IOJIKHE PacCMATPUBATLCS KakK TEePBUUHBEE IaHHBE.

VII. Bammupalumusa KOMIBITEPUSUMPOBAHHEIX CUCTEM

CucCcTeMB OOJDKHEI OBITH IIPMIT'OOHEI IOJIA TPEeOyCMOTPEHHOI'O Ha3HAUEeHNMA.

1. HpMeMOqHHe VICIIBITaHMA

KoMINbIOTEPpU3MPOBAHHEE CUCTEMH OOJIKHEI OHTH CHPOEKTHMPOBAHE TakK, UTOOH
COOTBETCTBOBATH TpebBoBaHMAM [IpaBuii. OHM HOOJIXHEI OHITH YCTAHOBJIEHHl B
COOTBETCTBUM C TIPEeIBAPUTEJILHO paszpaboTaHHBIM MJaHOM. I[IpM 3TOM
HeoBXOOMMO HaJlMuye COOTBETCTBYWIEN NOKYyMeHTAallMyM, [IOoITBepXIamleln,
UTO KaxIas cucTeMa Owbla paspadoTaHa oI COOTBETCTBYIIMM KOHTPOJIEM
” (MpeInouTUTEJIbHO) B COOTBETCTBUM C OOMENPU3HAHHBEIMM CTaHIAPTaMU
KauecTBa M TEeXHUUECKMMM CTaHIapTamu (Hanpumep, VCO 9001) . HOJIKHEL
OBITHL TakXe TpPelOoCTaBJIEHH OOKasaTeJIbCTBa TOTO, UTO cucTeMa Oblla
HamexanmyM oBpas3oM MNPOTeCcTUpOoBaHa UCHIHTATENLHOU JjladopaTopuer Ha
COOTBETCTBME KPUTEPUAM NIPYEMKM IO BBEIEHNUSI B PYTUHHOE MCIIOJIb30BAaHME .

[Ipouenypa oOOMLUMAJILHOTO IIPUEMOUYHOT'O MCIEITAHMA TpebyeT NpoBeldeHUS
VCHOBEITAHUM B COOTBETCTBUM C 3apaHee YyCTAHOBJIEHHEIM I1JIAHOM M COXPaHEeHUS
IJOKYMEHTMPOBAHHOTO CBMIETENbLCTBA, COHNEPXalleTo CJeOY Iy
vHGOPMAaLIMIO :

Inpouenypel MCIIBITAHVA;



IDaHHEE NPOBEOEHHOT'O MCIBITaHUSA;
pPe3yJbTaTh MCIBITAHUN;

obuuManbHas CcBoIKa OO MCHOEITAHUN;

3anMcKU O IIPUEMKE pPes3yJIbTaTOB MUCIBEITAHUA.

JonycTuMO, UYTOOH OOJibllasgd YAaCTh IOOKYMEHTAlLMM, OTHOCSIASCS K
YCTaHOBJIEHHEIM IIPOUMBBOIUTEJIEM CHUCTEMaM M CO3IaHHas B IIpollecce
pa3zpaboTKM CUCTEM, XPaHMJIaChb Ha calTe INIPOM3BOIMTEJNS. B nTOM Ciyudae,
IaHHBIE OQUIIMAJIBHOM OLIEHKUM U (MJIM) ayIuTa MNPOM3BOAUTENIS IOJDKHB OBITH
B HaJIMUMM B UCHHITATEJIEHOV JlabopaTopuu.

2. PeTpOCHeK’I‘MBHaH OLlEHKaAa

Ecnim 1nysa yXe MCIOJB30BAHHOM CUCTEME HEOOXOOMMOCTE COOJIIIEHUA
TpeboBaHUM [lpaBuijl He ObJIa NPelyCMOTPEeHa MM ykKasaHa, IOOJIKHO OHIThL B
HaJuuuMy JOKyMeHTaJlbHOe OOOCHOBAHME BO3MOXHOCTU MCIIOJIb30BaHMS TaKoOM
CMCTEME, KOTOPOE HOOJIKHO BKJIUATE B CcebOd PETPOCIEKTUBHYK OLEHKY,
VCIIOJNIb3YEeMYy IJIS BaJluIaluM (onpenesieHus TPUTOINHOCTU) CUCTEMH.

PeTpocrnekTMBHAaS OlleHKa BKJIOYAET :

cObop BCexX apxXMBHEIX 3allMCelM, CBS3aHHBIX C CUCTEMOM;
paccMoTpeHre UM COOCTBEHHO OlIeHKY 3alucel;
cocTaBJIeHME MNMCBMEHHOM CBOIKMU.

B NMCbMEHHOM CBOIKE PETPOCIEKTUMBHOM OLeHKM HeOOXOIMMO yKas3hBaTh,
Kakye mokKaszaTeJlbCTBa BaluIalMy NOCTYIIHE, a TakxXe, Kakue Waru cjenyeT
NPennpMHATE B OyIyumeM g obecliedeHMd BaluIalMM TakKoM CUCTEM.

3. KoHTpoOJb M3MEeHEeHUM

KoHTpoJsib M3MeHeHMM KaK BUI BajJdMIallM CUCTEMH O3HauvaeT YTBepXIeHUEe
Y IOOKYMEHTHUPOBaHMUE JIIOOOTO M3MeHEeHUS CUCTEMEl B TeueHMe CpoKa ee
sKCIyaTauuu. KOHTPOJb M3MEHEHUMV HeoDXOoIuMM B CJydasx, KoTaa
V3MEHEHUS MOTYT IOBJMATHL Ha CTATyC BaJluIallMM CUCTEMEH. [Ipollelyph
KOHTPOJIS MBMEHEHMUM IOJIKHH IIPUMEHSATBLCS CcpPpas’y IIOCJe IONTBEPXIeHUS
TOTOBHOCTM CUCTEMH K BKCILJIyaTalluM.

B mpouenype KOHTPOJISA MBMEHEeHMUM HOOJIKeH OBITh OIIMCaH MeTOon OLEeHKMU,
IIO3BOJIAKINY ONpenesiaTh O0O0BbeM NOBTOPHOT'O UCIHBITAHKA, HEOOXOOMMOTO OJIA
nonIepXaHUsa CUCTEMH B BaJIMOVMPOBAHHOM COCTOSHMM. B paMkKax BHIIOJIHEHUS
npolenyp KOHTPOJIS M3MEeHEeHMM IOJIDKHEl OBITh OIpeleJieHBl JiMlia,
OTBETCTBEHHEE 3a OllpenejieHre HeODOXOOMMOCTM NPOBEeIeHMS KOHTPOJIA



VU3MEHEHUV M eTo oIJobpeHUue.

HezaBMCHMMO OT MCTOUHMKA NPOMCXOXIEHUS M3MEeHeHMS (IIOCTaBJIEHHAasd
BJlIaeJiblieM IPOTPaMMHOTO OOeClleUeHMsa CUCTEeMa MJIM CUCTeMa CODOCTBEHHOMU
pa3paboTKM) COOTBETCTByIAA MHOOPMALMS OOJIXHA OBITH NpelcTaBlieHa Kak
YacThb IIpollecca KOHTPOJIA M3MeHeHMM. [Ipolenypr KOHTPOJIS U3MeHEeHUM
OOJIXHELI I'apPaHTMPOBATE LEJIOCTHOCTE IOAaHHEIX.

4. MexaHMBM NOOICPXKU

Insa ofecrneueHUs COOTBETCTBMS CUCTEMH NPEOYyCMOTPEHHOMY HASHAUESHUO
IOJDKHEl OBHITH COB3IAaHB MEXaHM3MBl NOIIEePXKM, ofecrneumpBapime KOPPEeKTHOe
bYHKUMOHMPOBAHUE M MCIIOJIb30BaHME CucTeMb. OHM MOTYT BKJIOUATH B cels
cucTeMy yrnpapJjeHus, obyueHme, OOCIYXMBAHUE, TEXHUUECKYID INOOIEPXKY,
ayouT UM (MJIM) OLEeHKY DSKCIJIyaTalMOHHEIX Hokasarejen. OlLeHKa
BKCIJIYATAalLUMOHHEX [IOoKa3aTeJiell O03HayvaeT HOMMHAJIBHBEI OCMOTP CUCTEME
yepes OonpelesyieHHBEE MNPOMEeXYTKM BPEeMeHU C LeJIbl IOOTBEepXIeHUS
COOTBETCTBUSA CUCTEMH YCTAHOBJIEHHBEIM KPUTEPUSIM OYHKLUMOHUPOBAHWS
(HanpuMep, HAISXHOCTM, UYBCTBUTEJLHOCTU, IPOMIBOICTBEHHOM
MOWHOCTM) .

VIII. IJoxyMeHTHUPpOBaHUE

[lepeumcIieHHEIE HMXE IMNONOpPa3MeJibl NPelCTaBJIART TPeOOBaHMSA 10 CO3IaHUII
MVHYMAJILHOM HNOKYMEeHTAaUUM HeOOXOOMMOM IJjid pazpaboTky, BalIuMIaluuu,
SKCIJTyaTaluM M TEXHUUECKOMY OOCIIYXVMBAHUMIO CUCTEM.

1. Tlopsanok IOeucTBUM

HeobxomuMo yTBepXIeHME IIPUHATHIX B GOpMe IMCBMEHHOTO INOKyMeHTa
IPUHUUIIOB aIMMHUCTPATUBHOTO yIpPaBJIEHMS, OIMCHBAKIMX B TOM UMUCIIe
npolecc npuodbperTenus, TpeOoBaHUS K CUCTEMe, NPOEKTUPOBAHME CUCTEMEH,
ee BaJMOalMiO, MCIBETaHME, YyCTAHOBKY, DSKCIJyaTalub, TexXHUUeCcKoe
obcayxmuBaHMe, HoOnOop IepcoHajyla OJjda paboTel C CUCTEMOM, KOHTPOJb,
ayIoIuUT, MOHMUTOPMHI U UIBATUE M3 OOpalleHMS CUCTEM.

2. OnmcaHue NPUIIOXEHUA (IPUKIAOHOTO

NPOTPaMMHOTO oOfOecledeHMs)

Kaxnpoe IIPMIJIOXEHVIE OOJIXHO COIIPOBOXIOATbCHA HOKYMGHTaHMeﬁ, B KOTOpOﬁ

IOOPOBOHO ONMCHBAKNTCSH:

HaVMEeHOBaHMeE NPUIIOXEeHUS (MIPUKIAOHOTO NPOTPaMMHOI'O ODEeCIedUeHMs) WIIN
MISHTUMOMKALMOHHOTO KOIa M IOOpOoOHOe UM dUeTKOe ONMCaHMe LeJieM



IIPMIIOXEHVIA ;

anmnapaTHoe ofecrneueHue (C HOMepaMy MOIeJiel alnapaToB), Ha KOTopoe
YCTAaHOBJIEHO NPUIIOXEHUE;

IporpaMMHOe ofecliedeHMe OIePAalMOHHOM UM OPYyIT'OM CHUCTEMEBl (HAIpUMep,
VMHCTPYMEHTOB) , UCIOJb3yeMOoe B COUYETAaHUMV C MNPUIIOXEeHUEM (TprKJIaIHBM
NpPOoTPaMMHEIM OBecredeHueM) ;

MCIIOJIb3YyEMEIe SA3HKM NPOTPaMMMPOBAHMA IJiS NPUIIOXEeHUS U (MJIuM)
MHCTPYMEHTOB Oasbl OaHHEIX;

OCHOBHEIE @yHKHMM, BEITIOJIHAEMEIE IIPUMIIOXEHUEM,;

0030p TMIIOB M NOTOKOB IAaHHEIX (IOM3alrHa ©0a3 OaHHBIX), CBS3aHHEIX C
IPUJIOXEHUEM

CTPYKTYPH Galjior, coobmeHMsa o0 ommbKax M aBapMsax, a TakKxXe aJITOPUTMEL,
CBS3aHHBIE C TIPUJIOXEHUEM,

KOMIIOHEHTEl NPUJIOXEeHMUS (NPUKJIAOHOT'O NPOTPaMMHOTO oODecliedeHUs) C
yKaszsaHreM HOMEPOBR BEPCUM;

KOHOUTypalMa M KOMMYyHMKALMOHHEIE CBA3M MEeXIYy MOIYJIAMMU IIPUIIOXEHUS
(MpMKJIaOHOTO HNPOTPaMMHOTO ODeCIledueHMs), a TakKxe MexIy Oo0opyIoBaHMUEM
U IPYTVMM CHUCTEMaMM.

3. CTaHOapTHHEE OIEPALMOHHEE [IPOLEIYPH

Bosipmlag yacTh OOKYMEHTalLMM, CRBS3aHHOM C MCIOJIB30BaHMEM CUCTEM,
IOOJDKHa OBITh NperncTaBJeHa B ¢oopme COII. JTanuwele COIl ODOJDKHEL BKJIOUATH B
TOM UYMCJIe CcJjlemyiuye BUIOE paboT:

npouenypsl no paboTe c cucTemMamMM (annapaTHHE cpelcTBa (NIporpaMMHOE
obecrneueHue) ) U 0OA3aHHOCTM (OTBETCTBEHHOCTL) BOBJIEUEHHOTI'O B paboTy
C CHUCTeMOM IepcoHalJa;

npouenypr o obecrnedeHuio Mep 0e30MacHOCTM, IIPUMEHSMMXCS IJiS
oDHapyXeHMS U MNPpeloTBPalleHMs HeCaHKUMOHMPOBAHHOT'O HOOCTYIAa K
nporpaMMe M BHECeHMS B Hee MU3MeHeHUM;

IpoLenyphl IO BHECEHMIO M3MEHEHMUM B NpOoTpaMMy, aBTOPM3aALMM TaKMX
MBMEHEeHUN M MX SBaluCH;

IpoLUelypE 10 BHECEHMIO M3MEHEeHUlM B O00OpyINOoBaHMe (amnnapaTHEE CpelcTBa
(mporpaMMHOEe ofOecledeHMre)) M aBTOpM3aLUMM TaKUX M3MEeHEeHUM, B TOM
upcie, IpY HeOOXOOMMOCTM MNPOBeIeHMEe MCILITaHUM Nepel MCIIOJbL30BaHUeEM
OBOpPYynOBAHUA;

IIpouenypel II1O IIPOBEOEHVMIO IIepMOoOVMdYeCKOI'O NVCIIBITaHMA HaOjeXalleI'o
QYHKHMOHMPOBaHMH BCelM CHUCTEMEl MJIM €€ COCTABHEIX YacCTelM M 3alMCU JaHHBX



MCIBEITAHUN;

NpoLenypsl OOCIIYyXMBaHMSA KOMIBIOTEPUBUMPOBAHHEIX CUCTEM M JIHOOOTO
CONyTCTBYKRIETO ODOOPYINOBAHUA;

npouenype pas’paboTKM NPOTPAMMHOTO OOECHIeUYeHMS U NPUEMOUHBIX
VCIBITAHMM, a TaKXe NPOLEeIypPH 3allucCK BCeX MNPMEMOYHEIX MCIBITAHMN;

Inpouenyprl IO Pe3€epPBHOMY KOIMPOBAHMK BCeX XPAHMMBIX IOAaHHEBEIX, a TaKXe
[IJIAHBEl OEeVICTBUSA B cJlydyae IIOJIOMKM;

InpoLuenyprel apXMBVMPOBAHMA M M3BJIEUEHMA BCeX IJOKYMEHTOB, INPOI'PaMMHOI'O
obecrnieyeHusa u KOMIIBIOTEPHEIX IOAHHEIX;

Inpouenypel MOHMTOPVIHI'a M ayIMMTa KOMIIBIOTEPUMIVMPOBAHHEIX CHCTEM.

IX. ApPXWUBH

TpeboBaHua [IpaBuil IO APXUBMPOBAHMK HOAHHEIX CJIeOyeT IIPUMMEHHATH
[IOCJIeDOBATEJIbHO KO BCEM TUIIAM IAaHHEIX. HeoOXommMoO, YTOOBl 3JIEKTPOHHBIE
IDaHHBIE XPaHUIMCBh Ha TOM Xe ypOBHE KOHTPOJS IOCTyla K HUM,
MHIOESKCHUPOBAHMA M COOTBETCTBYKIEI'O M3BJIEUEHMHA, KaK VM IpyI'Me TUIIEL
OAaHHEBIX .

Ecim 3JIeKTPOHHBIE ODaHHEIE O HECKOJIBKUX MCCJIeIOBAHUAX XPAHATCH Ha OOHOM
HOCUTe e MHpopMauuM (HaOopMMep, OUCKe MM MaTHMTHOM JIeHTe) , TpebyeTcs
COo3IOaHMe NOIPOOHOTO yKaszaTelld PAacCIOJIOXEeHMS TaKMX IaHHBIX.

MoxeT OBTE HeOOXOIOMMEIM ODeCIIedeHMEe MCIETATEJIbHEX JabopaTopum
cpencTBaMM KOHTPOJIA OKpyXawlleM cpenrl, 4Y4TOOB I'apaHTMPOBAThb
LEJIOCTHOCTDb XPAaHMMBIX SJIEKTPOHHBIX IAHHEIX. ECIM CylleCcTBYyeT
HeOOXOOMMOCTb B CO3IOaHUM IOOIOJIHUTEJIBHEIX apXMBHBIX [IOMEUEHUM, TO
PYKOBOACTBO MCIHIHTATEJBHOM JIabopaTopuM IOOJIKHO OOeCIeuMThb, YTOOB
YIIOJIHOMOUEHHHM [IepPCOHAaJl, OTBETCTBEHHHM 3a ylIpaBJIeHUEe apxuBamy, OBLI
COOTBETCTBYKUMM 0O0pPasoM MAOEHTUOMUMPOBAH, M HOOCTYI K apXubBy OBLI
BO3MOXEH TOJIBKO IJIS INAHHOT'O YIIOJIHOMOUEHHOTO IepcoHalla. Takxe
HeOOXOOMMO BHENPUTH NPOLEOYPB, I'apaHTUPpYyKIMEe, UYTO LEJIOCTHOCTD
DAHHBIX XPAaHALMXCS B BJIEKTPOHHOM BMIOE B TeUEHME IJIMTEJIBHOI'O BPEeMeHU
He OyIeT HapylleHa.

Heobxomumo paszpaboTaTb M NPUHATH B BUIE IMCBMEHHOT'O HOOKYMeHTa
Ipouenypr, obecneuMBaKllMe HENPEPBBHYK CUMTEHBAEMOCTH IAaHHEIX B
cllydasax, KoTga IpennojlaraeTcsa BO3HMKHOBEHMe NpobJjieM C HNOJITOCPOUHBIM
IOOCTYIIOM K HOAHHBEIM MJIM BO3HUKAET HeOOXOIMMOCTB MBBATUS CUCTEM U3
obpamenusa. TakyumMM OPOLEOypPaMy MOT'YT OBTH, HANpPUMEeP, HIPOM3BOICTBO
TBEPIBEIX KONUM B GopMe pacrnedaTkM C [NPUMHTEPa WM IIe€PEeHOC IaHHHX B
IPpyTyI0 CUCTEMY .

XpaHAmMeCcs B BJIEKTPOHHOM BUIE INaHHBEIE He CJIeyeT YHUUTOXaThb 0es
paspemeHys PYKOBOACTBA MCIHETATEJILHOM JabopaTopum u 6es
COOTBETCTBYNRIETO INOKYMEHTUPOBAHUA (QaKTa YHUUTOXEHUs. [IpyTrue



XpaHdamuyecsa B JabopaTopuM IJid HOoOOepXaHUsa QYHKUMOHMPOBAHMS CUCTEM

TakMe IaHHBEe, Kak MCXOIHBIM KOI M 3alucKu O paszpaboTke, BaaIumauuy,

SKCIJIyaTauum, OOCIYXMBAHUM M MOHUTOPUHIE CUCTEM, CJEOYeT XPaHUTL I10
KpavHel Mepe B TeueHMe TOI'O Xe CPOoKa, UTO M 3anmcu o6 McclemoBaHUM,
CBS3aHHBEIE C JaHHBIMM CUCTEMaMMU.

IpunoxeHue N 5

k IlpaBuiiam

Hanjexamey J1abopaTOpPHOM NPaKTUKM
EBpasuiickoro SKOHOMUUECKOTO
cow3a B cbhepe obpameHusd

JIEKAPCTBEHHEBEIX CpelCTB

TPEBOBAHVIA
K POJIM U OBA3AHHOCTAM CIIOHCOPA B COOTBETCTBUIM C IIPABMIIAMU
HAIJIEXAINEN JIABOPATOPHOM MNPAKTUKM EBPABUICKOI'O
SKOHOMMUYECKOI'O COK3A B COEPE OEPAIEHVA

JJEKAPCTBEHHBEIX CPEICTB

1. OOume II0OJIOXEeHUS

B paMkax NPpOBeIeHMS INOKJIMHUUECKUX (HEeKJIMHMUECKUX) MCCIJIelOoBaHUM
CIIOHCOPAa MCCJIENOBAHUSA MMEEeT MNPSMBEIE UM KOCBEeHHEE 00sa3aHHOCTM. CIIOHCOP
ABJISETCS CTOPOHOM, HauMHAKIENW OIHO MM HECKOJIBKO MCCJeIOBaHWM, U
HaNpaMyl [NPpemoCTaBJIgAeT Pe3yJbTaTh MCCJeIOBaHUM B YIIOJIHOMOUEHHBE
OPTaHH I'OCYyIapCTB — WJEHOB EBpaszsmMCcKOIO DKOHOMMYUECKOT'O con3a (Iajee
- TocymapcTBa-uJjieHs) . CIIOHCOP NPMHMMAET AKTUMBHOE ydacCTHUe B
IIOOTBEPXIEHUNM COOTBETCTBUA BCEX HOOKJIIMHUUESCKMUX (HEKJIMHUUECKUX)
MCCJIeNOBaHUY 0e30MacCHOCTM 3I0POBBI0 UeJIOBEeKa UM OKPYXAaKIEeW Cpens
IpMHLMIIAM IpaBUJl Haojlexauey J1abopaTOopHOM NIpaKTukM EBpas3mMicKOTO
SKOHOMMUECKOTO Coi3a B cdepe obpaleHMsa JIEKAPCTBEHHEIX CPeInCTB,
YTBEPXIaeMEX EBRpPa3UMMCKOM DKOHOMUUECKOM KOMMUCCHEN (Iajlee - HNpaBMia) .
CIIOHCOP He MOXeT IIoJlaraThbCsa TOJIbKO Ha BaBEepPeHUSa MCIBITATeJIbHBX
JabopaTopui, HaAHSATEX OJS NPOBEHNeHMUSA TaKMUX MCCIeIOBaHuM, O
COOTBETCTBUM [NPOBENEHHEX padoT TpebOoBaHMAM IPaABUII.



CrIOHCOPOM MOXET OBITH :

Iuio (dusmueckoe MM DPUONUYECKOoe (KOMIIaHMsa, KOpIopallus, accoumaumda,
HaydyHOE MJIM akaIeMUuecKoe yUpexIeHre, TOCYIOAPCTBEHHHM OPTaH MM eTo
CTPYKTYPHOE Nnompa3nejieHre, a Takxe Jiobol OpyTroMr opraH, ofpa30BaHHEBIM
Ha B3aKOHHOM OCHOBAaHMMU) ), KOTOPOEe HaAUMHAET U obecreumBaeT
@MHaHCMpOBaHMe n IOpyryn IIOMOIb IIPM IIPOBeIIeHNVMM IOOKJIMHMYUECKUX
(HEKJIMHUUECKMX) MCCJIemoBaHuM 0es30MNacHOCTUM 3IO0POBLS uUeJIOBeKa U
OKpYyXallel cpensl;

auuo (dusuueckoe MM OPUIOMUECKOEe), KOTOpoe MNPenOCTaBJISeT pesyJibTaTH
OOKJIMHMYUECKUX (HEKJIMHMUECKMX) MCCJeOOoBaHUM 0e30IaCHOCTU 3I0POBbLA
yeJloBeKa M OKpyXalleM cpelbl B YyIIOJIHOMOUEHHEE OPTaHH IJig perucTpaluu
NpoOyKTa MM B IOPpyTUX LeJdx, Korzga TpebyeTcsa coOJoIeHMe IpaBUIl.

2. 0OBsA3aHHOCTM CIIOHCOPA

CIIOHCOP OOJIXEH 3HATh TpeOOBaHMA IPABUII, B YACTHOCTHU T€, KOTOPHE MMEKT
OTHOUIIEHME K PYKOBONCTBY MCIETATEJIEHOM JIaDopaTopUM M PYKOBOIOUTEJIO
MCCJlenoBaHuAa (BenylleMy MCCJIemoBaTelNn) .

Ecinm kakmMe—-TO 4aCTU MUCCIIeOOBaHMUA rnepenanTCcd CIIOHCOPOM Ha BEIIIOJIHEHME
Cy@HOﬂpHHQMKaM, CIIOHCOpPp OOJIX€H 3HaTb, YTO OTBETCTBEHHOCTL 34

IIpoBeleHre MCCIJIEOOBAHMA B LIEJIOM JIEXNMT Ha PpYKOBOIMUTEJIe MCCJIeOBaHMA,
BKJIOUAA OTBETCTBEHHOCTL 3a IOTOCTOBEPHOCTBH IIE€PBUYHEIX IOAHHEIX VM OTUYET.

[IpM MHULMUPOBAHUM NOKJIMHUUECKUX (HEKJIMHUUECKUX) MCCIJeIOBaHUM
©e30MacCHOCTM 3I0POBLI UeJIOBEeKAa UM OKpyXallel Ccpelbl CIIOHCOP IOJIXEeH
YIOCTOBEPUTHLCA, YTO MCIHHTATENIbHAS JlabopaTopus MNOOXOOUT IJIsS
IpoBeJeHMsa ONpeleljIeHHOTO BUIa MCCJeIOBaHMS COTJIaCHO IpaBMJiaM.
CrnnoHcop o06sa3aH COOOMUTE MUCIETATEJILHOM JlabopaTopum, UTO MCCIJIeNoBaHue
IOJIDXHO TPOBOOMTBLCS COIJIACHO IpaBuUJiaM.

CIIOHCOP BIIpaBe IIPUMEHATHL Pas3JIMUHEIE CIIOCODB OLIEHKM CIIOCODOHOCTHU
UCIHHTAaTENIbHOY JlabopaTopuM IMPOBECTU MCCJIeNOBaHME COTJIACHO IpaBUJIaM.
[Ip 3TOM OH IOOJIXEH MNPOaHaJlM3UPOBaATh PaboTy UCHIETATEIEHONM JJabopaTopun
IO MPOBeleHMs MCCJIeNOBaHMsA, a Takxe B XOIe MCCJeOoBaHMa (HanpuMmep,
C YUEeTOM CTPYKTYPH, MNPOIOJIXMUTEJIEHOCTM M CJIOXHOCTM MCCJIeIOBaHUA) ,
4yTOOBE yOemImMThbCd, YTO TEeXHUUeCKMEe CpencTBa, O0OopyIdoBaHue,
CTaHIOAPTHEE OlepallMOHHEE MNPOLEeIypPH M IIepCOoHall JadopaTopuM OTBeuaiT
TpeboBaHUAM NpaBuil. Ecau uMcCOHTaTesibHas JjabopaTopus ydacTBYyeT B
CUCTEMe KOHTPOJII COOTBETCTBMA JlabopaTopu¥ TpebOoBaHMAM
3aKOHOINATENILCTBA T'OCYINAPCTB — UYJIEHOB EBPa3UMCKOI'O 3KOHOMMUUECKOTO
cow3a (majiee — TOCyIapCTBO-UJIeH), kK paboTe IomnyckKaeTcs NPUBJIEKATH
YIIOJIHOMOUEHHHM OpTaH TocylapcTBa-u4JjieHa IJiA OIpelleJIeHMs CcTaTyca
COOTBETCTBMUSA MCIBITATEJILHONM JlabopaTopmuyu TpeOOoBaHUAM IpaBUII
(MockoJIbKY, HECMOTPS Ha IOT'OBOPHEIE TPpebOBaHMUS O KOHPUIEHIIMAJIbHOCTH,
YIIOJIHOMOUEHHHM OpT'aH T'oCylapcTBa-djieHa MMeeT JOCTYIl KO BCEeM JaHHBM
VICIIEITATEJIbHOM JlabopaTopuM O COOJIOOEHMM HACTOSWMX HPaBUIl.) .



Eciu B yIOJIHOMOUEHHHBM OPTaH TocyldapCTBa-uyjieHa NPeIOoCTaBJISAKTCS
pe3syJibTaTEl HECKOJIBKUX I/ICCJ'Ie,I[OBaHMﬁ B OOHOM pPeIrmMCTpalMOHHOM IOCbe,
OTBETCTBEHHOCTEL 3a IOCTOBEPHOCTE BCET'O PETUCTPALMOHHOT'O NOChHE JIEXUT
Ha CcloHcope. Heobxoammo, UTOOB CIIOHCOP YCTAHOBUJI COOTBETCTBYIYIO
CBA3b MeXOy e€Ir'0 IIOJIHOMOUYHEIMM IIpencTraBuTesjiaMM 1M BCeMM CTOpOHaMHI,
YyUacTBYKUIMMM B TPOBEOEHUM MCCJIeNOBaHMUA, HANPpUMep, PYKOBOIMTEJIEM
VCCcJieIoBaHusa, CHayxOoy obeclieueHUS KadvecTBa U PYKOBOJICTBOM
VCIIEITATEeJIbHOY JlabopaTopun.

YIIOJIHOMOUEHHHE OpTaHb T'OCYIapCTB-UJIEHOB MOTYT TpeOOoOBaTh OT
CIIOHCOPOB YTBEPXIEeHMS IlJlaHa MCCJIEIOBaHMUS, €CJM DTO YCTAHOBJIEHO B
3aKOHOINATEJNILCTBE TOCylapCTBa-uJjieHa UM CBS3aHO C IIPaBOBHMU
OCOOEHHOCTAMM YIOOCTOBEPEHUS OTBETCTBEHHOCTM 3a Pes’yJibTaThH
MUCCIIegoBaHUM.

ECiv apxXuB MCHOBITATENLHOMV JabopaTopuu, B CBA3M C NpPeKpameHreMm ee
IesaTeJIbHOCTY, [EepeldaH B apxXMB CIIOHCOPAa, TO CIOHCOP HOJIXEeH OOECIeUnTh
BO3MOXHOCTEL HAaIJIEXAUET'O XPAaHEHUS U UMIBJIEUEHUS M3 apxXMpBa IJIAHOB
VCCIeNOBAHUN, MNEPBUYHLIX JIaHHBEIX, OOPasloB, MNPOO UCHHTYEMBX U
CTAHIOAPTHEX 00pas3lOB M 3aKJIOUMTEJILHEX OTUYETOB COIJIACHO TpeBOBaHMAM
IpaBuiI.

CIIOHCOP OOJIKEH COOOmATH MCIBETATEJIbLHOM JJabopaTopmun O JIOOHX M3BECTHBIX
IIOTEHIMAJILHEIX ONAaCHOCTSAX MCCJIENyeMOT'O BelmecCTBa (JIEKAPCTBEHHOTO
cpencTBa) IJid 3I0POBbsSA UYeJIOBEeKa MM OKpyXawlel Cpelrl, a TaKxXe O
3alMTHEIX Mepax, KOTOPBE IOJIKHHE OBITH MNPEeINPUHSTH IIePCOHAJIOM
VCIIEITATEeJIbHOY JlabopaTopun.

3. OmnmcaHMe CBOMCTB MCCJIENYyeMOT'O BelleCTBa

(JlexkapCTBEHHOT'O CpencTBa)

TpeboBaHMsa NPABUII BKJOUAT TpeOOBaHMS K OIMCAHMUIO CBOMCTB
MCCJIenyeMOT'O BelleCTBa (JIEeKapCTBEHHOTO CpPencTBa) (HanopuMmMep, IYHKTEH
44, 45 y nomnyHkT "a" nmyHKTa 65), COIJIaCHO KOTOPBIM HEOOXOIMMO TOUHO
yKaseBaTh Ha3BaHME UCCIIeIyeMOT'O BelleCTBa (JIEKAapPCTBEHHOT'O CPelCcTRBa)
n ero ceoMcTBa. OnpemejieHMe CBOMCTB MCCIeIyeMOI'O BelleCTBa
(TekapCTBEHHOT'O CpelCTBa) MOXET BHIIOJHSTbH Kak MCHBTaTeJbHas
nabopatropusa, paboTamimas N0 KOHTPAKTY, Tak M caM CIOHCOop. Eciam
CBOMCTBAa MCCJIENYEeMOTO BelecTBa (JIEKAPCTBEHHOT'O CPeACTRBa) ONpeneisall
CIIOHCOP, »TOT QakT OoJkeH OBThH yKasaH B 3akKJIouUMTEJIbHOM OTUeTe.
CIIOHCOP HOOJIXEH YUMTHBATH, YTO IIPU ONpPEeNesIeHMM CBOMCTB MCCJIENYyeMOTO
BemecCcTBa (JIEKAaPCTBEHHOT'O CPEeICTBa) HEe B COOTBETCTBUM C NpPaBUIIAMU
MCCcllenoBaHMe MOXEeT OBITb OTKJIOHEHO YIIOJIHOMOYEHHBIMM OpITaHamu
TOCYyIapCTB—UYJIEHOB.

Eciu mHdoOpMaumsa O CBOMCTBAaX MCCJEOyeMOI'O BelleCTBa (JIeKapCTBEHHOTO
cpeICcTBa) He IIpencTaBJieHa CIOHCOPOM MCHBITATEJIBHOM JlabopaTopuy,
paboTanimen Mo KOHTPpakTy, 3TOT QakT TaKxe IoJkeH OBTb ykKasaH B
3aKJIOUUTEJILHOM OTUeTe.



4. HpeﬂCTaBﬂeHMe JaHHBIX B YIIOJIHOMOUYEHHEIE OPI'aHEI

OkoHUYATeNbHAS OTBETCTBEHHOCTEL 3a HAYUHYI INOCTOBEPHOCTL UCCIIENOBAaHUS
JIEXUT Ha PYKOBOIOUTEJIEe MUCCJEeNOBaHMS, a HE Ha CIOHCOpe, O00A3aHHOCTHLIO
KOTOPOTO ABJISEeTCS MNPUHATUE pPemeHMUs M0 Pel’yibTaTaM MCCJeIOBaHui O
NpenoCTaBJIEHUM WMJIM HENIPeNOoCTaBJIEHUM MCCJIEeOyeMOI'O BelleCTBa
(JlekapCTBEHHOT'O CPEONCTBA) Ha PETUMCTPALMIO B YIOJHOMOUEHHE OpPITaH
(PKCHNEePTHYO OpPraHM3alMbo) I'OCYyIapCTB-UJIEHOB.

IpunoxeHue N 6

k IlpaBuiiam

Hamjexamey J1abopaTOpPHOM IPaKTUKU
EBpasuiickKoTro SKOHOMUUECKOTO
coow3a B cbhepe obpaleHud

JIEKAPCTBEHHEIX CpPelCTB

[IOPANOK
NPYMEHEHNA TPABWUJI HAIJIEXANENW JIABOPATOPHOW TPAKTUKN
EBPASUICKOT'O 3KOHOMUUYECKOT'O COK3A B COEPE OBPAIEHNA

JJEKAPCTBEHHEX CPEICTB K KPATKOCPOYHBM MCCIJIEIJOBAHMAM

I. OBume II0OJIOXEeHUS

1. IpaBuna Hanjexauwey JabopaTOPHOM NPakKTUKM EBPasUMCKOTO
SKOHOMUUECKOTO COI3a, YTBepxIaeMbele EBpasuUMCKOM 2KOHOMUUECKOM
KoMMCCHENV (Inajilee - IpaBuWjla) comepxaT obmue TpeOOBAHMA U IPMMEHVMEL
KO BCeM BHUIAM MCCJIeOOBaHMUM. B yCJOBMAX IOEeMCTBUS NPABUII KOHTPOJb
YIIOJIHOMOUEHHEX OPIaHOB I'OCYyIapCTB-UJIEHOB 3a COOJI0IEeHMEM
YCTaHOBJIEHHEIX HOPM, O0a3UPYKRIMXCS Ha CYyULEeCTBOBAHUM KOHKPETHEIX
METOHNOB M TEXHMUECKMX IIPMEMOB B paMkaxX KPaTKOCPOUHHIX MCCJIEeNOBaHUN
3aTpyIOHEH.

2. K KPaTKOCPOUYHEIM OUOJIOTUMUECKUM MCCJIENOBAHUAM OTHOCSAT MCCJIEOOBAHUS
C KOPOTKUMM IIeprMOIOM IIPOBEIEHNMA UM HIUMPOKUMM IMAalla30HOM IIPVMMEHSAEMBIX



PYTMHHEIX [POLEenyp: MU3ydeHMe OCTPOM TOKCUUHOCTHU, PSSO MCCIeIOBaHUM
MYyTaT€HHOCTM M MCCJIeOOBAHUSA OCTPOM SKOTOKCUUHOCTMU U IOP.

3. OUBMUECKUMU U XUMMUUECKMMM MCCJIEeOOBAHMUAMM CUMTATCHI Te
MCCJIeNOBaHUA, aHaJIU3E M M3MEPeHMs, KOTOPHE MMEIT Mallyk
NPOOOJIXKMUTEJIBHOCTE (KakK NpaBuJio, He Oojiee 1 paboueym Henmem),
3aOeMCTBYIOT ULIKMPOKO MCIOJIb3YyEeMbEle MEeTOOUKM UM JAkT
JIETKOBOCIIPOMBBOIUMEE PEe3yJIbTATH, 3adacTyl IpencTaBJIEHHBE B BUIE
IIPOCTEIX UMCJIEHHBEIX BEJIMUMH MJIM CJIOBECHBIX BHPAXEHUN.

4. TpaIMLUMOHHEE OQOUBUKO-XMMMUECKME MCCJIeNOBaHMA BKJIOUAKT B cebga
onpenejieHMEe XVMUUECKUX CBOMCTB, TeMIepaTyphl JaBJIeHUS, YIPYyT'OCTU
napa, kxosdduLIMeHTa pacHnpelesyieHMsa, B3PHEBUATHX CBOMCTE UM IOpyTUe
nomoBHBlEe MCCJIeNOBaHUA, IOJIS KOTOPHIX CYHNECTBYIT MHCTPYKLMUM I10
IPpOBENEeHUI0 TeCTOB. OONHAKO YIOJIHOMOUEHHEE OpT'aHbl B IOCylapcCTBax -
usieHax Coo3a IOOJIKHE YyTOUHMUTL, KakMe U3 DBTUX aHAJIMB0B IJOJIKHE
IpelCTaBJIATLECS MM Ha pPacCMOTPEeHMe U Kakue HeODOXOIMMO BEHIIOJIHATH
COTJIAaCHO IIpaBMJIaM.

IT1. [IporpaMMma obecHnedeHHMs KadecTBa

5. McneTaTenbHasa IJiollalka IOOJDKHA MMETh NOKYMEHTUPOBAHHYK NPOTpaMMy
obecnedeHus KaudecTBa, 4YTOOB NPOBOAOMMEE Ha HEWM MCCJIeIOBaHUS
COOTBETCTBOBANIM MNPMHLMUIIAM NPaABUI.

6. VMHCHeKUMM MCCJIeIOBaHUM IJIaHUPYIOTCS B COOTBETCTBUM C XPOHOJIOTHUEMN
STUX UCCJIeOOBaAHMUY, OOBUYHO C NPUBA3KOM K IIE€PBOMY BTAally, OIpelesisioleMy
OCHOBHEIE (asb B3KCIIEPUMEHTA.

7. VIHCIIeKUUM MCIBTATEJIBHEIX I[IJIOMAOOK OCHOBEBAKTCHA HEe Ha KOHKPETHBIX
MCCJIeOOBaHMAX, a OXBaTHBAalT obuee oDOpyIdoBaHME (NPMOOPH M annapaTh)
M BMIOBEI OEeATEJIbHOCTIM B PaMKaX naGOpaTopMM (BCHOMOI‘aTeJIbeIe CJ’Iy')KGI:I,
KOMIITBIOTEPHAaA CHCTeMa, CllelMalJlbHaAd IIoOAT'OTOBKaA, DKOJIOTMUECKUM
MOHUTOPMHT, TEeXHUUeCKoe OOCIyXMBaHMe, KaJIubpoBKa M T.I.) .

8. VHCIEKLUUM MNPOLIECCOB TaKXe IMPOBOOATCS BHE 3aBUCUMOCTM OT
KOHKPETHEX MCCJIeIOBaHMM. VX BEBIIIOJIHAIT C 1LeJIbI0 MOHMTOPUHTA ollepalnm
Y TEeXHOJIOTMUYECKUX IPOLIECCOB LIUKIJIMUECKOT'O XapakTepa, Kak IpaBuUJIO, Ha
BHIODOPOUYHOM OCHOBe. JJaHHHE MHCIEKUUM MMEKT MeCTO B CJjlyyae, eCcJu
Kakasa-JIubo ornepaunmrs OUYeHb UacCTO IIOBTOPSETCS B paMKax MCIHTAaTeJIbHOM
nabopaTopun, B CBA3UM C UeM I[IPOBEIEHME OPMEHTUPOBAHHOTO Ha
VCCcJieIOBaHMe KOHTPOJISA CUMTaeTCsa HeDPOEeKTUMBHEIM UJIM HENPaKTUUYHBEIM. [Ipu
opTraHM3alluM OPUEHTUPOBAHHHIX Ha TEXHOJIOTUIO IPOBEPOK, KOTOPHE
OXBaTHBAKT ®asbel C OUEeHb BHCOKOM YaCTOTOM IIOBTOPEHMUS, DSMIMPUUECKUE
STalre HEKOTOPHIX MCCJIEOOBaAHUM MOTYT OTHOEJIbHO He IPOBEPSTbCH.

ITI. ODA3aHHOCTM IIEPCOHajla IO ODEeCHEeUeHMI KadecTBa

9. IlepcoHas 1o oOOEeClHedYeHMI KadecTBa O0OS3aH BHIIOJHATL B TOM UMUCJIE



crnenymomve QYHKIIWMA :

a) obecneuMBaTH HAJIMUME DK3EMIIJIASPOB BCEX YTBEPXIEHHEIX IIJIAHOB
MCCJIeNOBaHMA M CTAHIOAPTHHEIX OIEepPalMOHHBIX Opolenyp (manee - COI),
VCIIOJIbBYEMEIX B MCIEITATEJILHOM LEHTPEe, M OOCTYI K TeKylleMy BapMaHTy
OCHOBHOTO IJIaHA-TpadmkKa MCCIeOOBAaHUM;

©) MIpPoBepsATh, YTOOH IJIaH-TpPadMK MCCIeIOoBaHMS CcoIepxalJl MHbopMalluio,
HeoOXoouMylo OJisa CcoOJIomeHMs NpaBuili. HaHHasa NPpoBepKa IOJIKHA OBITh
OJOKYMEHTVPOBAHAa,

B) OCyHmEeCTBIIATHE CUCTeMaTUUECKUN KOHTPOJIb 3a IIpoBedeHMEM BCeX
MCCJIEIOBAHUM B COOTBETCTBUU C InpasmiiaMr, OOCTYIIHOCTEBI IIJIAHOB
ucciyiegosaHma u COII IIepCOHally, BOBJIEYEHHOMY B IIpOBeIEcHVE
MCcCcJIegOBaHMA,

T') BHOCUTBL B SBaKJIOUMTEJILHBEI OTUET INONI'OTOBJIEHHOE U IOIOIMCAHHOE
3aKJIOUYEHMVE O BMIAX MHCIIEKLUMOHHHX [IPOBEPOK UM HATaX MX [NPOBENEeHUd C
nubopmaurer o0 sTanax IPOBEPSEeMOTO MCCJENOBaHMSA M HaTe lepelaun
PEe3yJbETATOB MHCIEKTUPOBAHMA AIMMHUCTPALMM MCIHBEITATEJIBHOT'O LEeHTPa,
PYKOBOIUTEJIO MCCJIEOOBAHMSA M OTBETCTBEHHOMY MCCJIENOBATEJIN. JTO
3aKJIUEeHVEe TakXe IOJIKHO COoImepXaTh MHbopMAalMio O TOM, UTO MNEePBUUHLE
IDaHHBIE MCCJIeIOBAHMSA OTPAXEHH B S3aKJIOUMTEJIBHOM OTUETE INOCTOBEPHO.

10. B CcBA3M C BHCOKOM IIOBTOPAEMOCTBI UM TUIOBEM XapaKTepoM
OllpeneJIeHHBIX CTaHIAPTHBIX KPAaTKOCPOUHBIX MCCJIENOBAaHUIN B XOone
SMIOUPUUIECKOM (asz3el MCCllenoBaHUA Clyxbe obeclieueHMs kadecTBa (Iajee
- COK) HeT HeOOXOOMMOCTM MHCIEKTUPOBATH IO OTIOEJILHOCTU KaxIoe
ucciyenopaHue. [Ipy sTOM OONyCKaeTcsa, YTOOB OPMEHTMPOBAHHASA Ha
TEeXHOJIOTHUI0 NpoTpaMMa KOHTPOJIS OXBaTeBaJla BCe BUIOH MCCJIeIOBaHMM. B
COIl obecnedeHusa KayeCcTBa CJIeOyeT OTOBOPUTH NEPUOOAUYHOCTL MHCIEKIIUM,
IPUMHMMAas BO BHMMAHME UMCJIEHHOCTB, I[IOBTOPAEMOCTH M (MIJIM) CJOXHOCTH
BKCIEePUMMEHTOR, IIPOBOIOMMEIX B JabopaTopum. YacToTa MHCIEKLUM
yTouHdgeTCsa B cooTBeTcTBybLMx COIl obecrnedeHusa kKadecTsa, U MMeHHO COII
TapaHTUPYT PeTyJISPHOCTE KOHTPOJISA BCeX IPOLEeCCOB Takor'o pona.

11. Ecam OTCYyTCTBYIT OTIEJIbHEIE OPMEHTHMPOBAHHEIE Ha MCCJeOOBAaHUE
MHCIIEKLUMM, TO B OoTueTe 00 ofecleudyeHMM KadueCTBa IOOJDKHO UYeTKO
OMMUCHBATHLCHA, KOTJa U KakKue BUIH MHCHIEKIUNM (HanpuMep, WHCHIEeKIUU
npouenyp) NOpOoBOIMIMCH. JokJaIHas 3amnucka, npencraejenHasa COK,
oBs3aHa MNOATBEPXIATH IIPOBEHNEHME ayIuTa 3BaKJIOUUTEJIbBHOTO OTYeTa.

IV. IoMemeHMsa OJI9 MCCJISeIOBAaHUM

12. PasmMeph, YCTPOMCTBO M PaCIOJIOXEeHME IIOMEUeHUM IJIS MNPpOoBedeHUsS
VCCJIeIOBaHUM HOOJIKHEL OTBEUATh 3aladaM MCCJemoBaHUM. [IoMemeHMS IOJIKHBL
OBITE YCTPOEHH TakK, YTOOH MX IIJIAHMPOBKA OKa3bIBajla MUHMMAJIbLHOE BIIMAHUE
Ha XOI MCCJIeOOBaHUM.

13. TloMeumeHMs OOJIKHEL OHBITH CIIJIAHMPOBAHBI TakKMM o06pasoM, YTOOH OBJIO
ofecreuyeHo MakCHMMaJIbHO M30JIMPOBAHHOE IIPOBEeIIeHME UCCIJIeIOBaHUM



PasJIVYHEIX BUIOOB (TUIIOB) .

V. ObopynopaHMe, MaTepHuaJbl M PEaKTUBEL

14. B COOTBETCTBRYWIMX CJydasax KaJlMOpoBKa IoJkHa oOecleuuTb CBSA3b
U3MEPEHUM C QYyHIAMEeHTAaJIbHEIMU (OU3UUYECKUMM BeJIMUMHAaMM, 3allaHHBMU
COOTBETCTBYKUMMHM YIOJHOMOUYEHHEIMM OpTaHaMM I'OCyIapCTB—UYJIEHOB.
ObopynoOBaHME IOOJDXKHO NEPUOIMYECKM IIOBEPATHCH OJid ODeCleueHUd
TOUHOCTM M3BMEPEHMSa B TedeHMe IIMTEJIBHOT'O BpeMeHM. BemecTsa,
MCIIOJIb3YEMEIe IJis KaJIMOPOBKM, pPacCMaTpMBaKLTCS KaK CTaHIapTHHE
oBpaslEl, HO He HnomjexaT o0043aTeJIbHOMY XPaHEeHUD.

VI. TecT-cucTeMbBl

1. dusmueckasa (XMMMUECKAas) TeCcT-CcHucTeMa

15. CrnenyeT NepuUOOMYECKM IIPOBEPHATH, UYMUCTUTL, PEMOHTUMPOBATL U
KaIubpoBRaTh OOOPYyIORaHME, NPUMeHSeMoe B (QU3MUeCKUX (XUMUUECKUX)
MCccJIegoBaHmax B coorBeTcTBuM ¢ COIl, Kak yKazsaHO B IIYHKTEe 8 HACTOAMEI O
IPUIIOXEHUS .

2. Buojiormueckas TecT-CcucTeMa

16. Ina xXpaHeHUs, pasMeleHus, o0paboTkM M BalMTE OUMOJIOTUYECKUX
CHUCTeM IOJIXHElI OBHTh CO3IaHHE HaZIJexauye yCJOBUS, obecleuuBallye
IOCTOBEPHOCTDB I[IOJIyYaeMbIXx PesyJibTaTOB (B COOTBETCTBUM C IIYHKTOM 35
IpaBRmi) .

17. BHOBBH IIOJIYyUEHHHE TECT-CUCTEMH XMBOTHOTO U PaACTUTEJILHOTO
IPOMUCXOXIOEHMS IOJIKHE OBITH MBOJIMPOBAHEL OJIS OLIEHKM COCTOSHUS UX
300POBLSA. [IPpM BO3HUKHOBEHUM 3aD0JI€BAHUA MUJIM CMEPTHU IaHHYIO MNIapTUIO HE
VICIIOJIb3YIOT B MCCJIEOOBAHUU U TIPU HEOOXOIMMOCTM IIOJBEPITakT
Des00JIe3HEHHOV BBTaHa3uM. Ha MOMEHT Hauajla MCCJIeNOBaHUsa BCe CUCTEME
IOJIXHEI OBITE 3II0POBH . TE€CT-CUCTEMBI, Y KOTOPHIX B XOIe MCCJIeIOBaHUs ObBLIM
BHIABJIEHH 3a00JiIeBaHUS M TPABMEH, CJelyeT M30JMPOBATH M JIEUUTL, e€CJIHU
5TO HeOOXOOMMO IJIS IIOJIHOTH MCCJIeNOBaHMSA. IMATHO3H UM JIeUeHUE JIOOHIX
3abo0JyieBaHUN KakK B XOIe MCCJIeOOBaHMA, TakK M OO eT'0 Hadajla DOJIXHBEl OBITb
IOKYMEHTMPOBAHE B COOTBETCTBUM C IIYHKTOM 36 MIpPaBWI) .

18. IosrxHa OHTH HpelyCMOTPeHa perucTpalMsa OaHHHX 00 MCTOUYHMKAX
TEeCT-CUCTEM, TaTaxX UX NOCTYIJIEHMS M COCTOSHMM Ha MOMEHT IIOCTYILJIEHUS
B COOTBETCTBUM C NyHKTOM 37 NpaBUIl.

19. Hepen IIepBOHa4YaAJIbHEIM BBEIEHVIEM B 6MOJ’IOI‘MT-I6CKYIO TEeCT—CHUucCcTrTeMy
VCIIBITYEMOT'O MJIM CTaHIapTHOI'O obBbeKTa MCCIIeIOBaHUS OMOJOTMUUECKMUE
TeCT—CHUCTEeMBl IOOJIXHEI HpOIZTI/I Ineprnon akxkkJIMmMaTmMs3allnlu, OOCTATOYUHBI IJIS



agalrliTalury K yCJIOBUMAM MCCJIEeOJOBAHMA B COOTBETCTBUMM C IITYHKTOM 38 InIpaBuil.

20. Bcsa mHbOpMauMsa, HeoOxoIMMas IJiS HaOJiexalley MIOeHTUdburKalumm
TEeCT-CUCTEMH, IoJkHa OBTbL yKasaHa Ha IOBepsSXxX IIOMeUleHUM WIIu
KOoHTeVHepax. OTHOeJIbHEIE TEeCT-CUCTEME, KOTOPHE IEPEeBONOATCS M3 OIHUX
IIOMENEHUM MJIM KOHTEMHEPOB B IIpOollecce UMCCJIeNOBaHMA B IpPyTMe, IOOJDKHEL
VMETH COOTBETCTRBYIYI MAPKUPOBKY B COOTBETCTBUM C NYyHKTOM 39 npaBMI.

21. TlloMemeHMss ¥ KOHTEMHEPH IJiS COINEepXaHMus TEeCT-CUCTEM IOIJIeXaT
peryisapHoOM yDopke UM CaHuTapHOM obpaboTke. MaTepmalitl, KOHTaKTUPYyIMe
C TeCT—CMCTeMOﬁ, He IOOJIXHEI COIepXaThb 3aIl'PA3HAKNINMX BeEUleCTB B
KOJIMYECTBAaX, CIOCOOHEIX MOBJMSATL Ha XOI MCCJeOOBaHMus. [[OOCTUIKY IJiS
XVMBOTHEIX CJiegyeT CBOEBPEMEHHO MEHATH. Bce CJlydyan MWCIIOJIB30OBAHUA
NeCTULMOOB HOOJIKHE OBITH ITOKYMEHTMPOBAHH B COOTBETCTBMUM C NYHKTOM 40
npaBUIl.

3. OnmcaHuUe

22. Ins Tecrt-cucTeM in vitro TpebyeTca BeCTM OTUETHOCTHL IJiS
IOKYMEHTAJILHOTO MNOATBEPXISHUS pPOCTa, XUIHECIOCOOHOCTM UM OTCYTCTBUSA
3apaxeHusa NapTum TecT-cucTeM. JIsg MCCIeloBaHuM in vitro BaxHoO, UTOOH
Brta ompemnesyieHa MOOJMHHOCTL U 3adUKCUPOBAHE NPOUCXOXISHME, CyOmTaMM
U pexuM OOCIIyXMBAHUSA TECT—-CUCTEME.

23. OmnpenejieHMe XaPaKTEPUCTUK TECT-CUCTEMB HEeODOXOIMMO, B IIEPBYIO
ouepenb, IJIS MCCJemoBaHmuM in vitro. I'smaBHeM Tpe®OBaHMEM SBJISETCS
obecrneueHye TOTO, UYTOOHB MCIOJIL30BaJlaCb TECT-CHUCTEeMa, OINMCAHHAasS B
JlaHe MCCJIeOOBaHUSa M CBOOOIHAS OT 3apaxXeHus. 9TOT0 MOXHO JOCTUTHYTE,
HaOpyMep, C IOMOIBI MNepMOIMUEeCKOTO aHaliM3a I'eHeTUUYECKUX MapKepos,
KapMOTUIIOB WMJIM TecTa Ha MMUKOIIJIa3MH.

4. Vzoaaumuss TeCT-CUCTEM

24. B ciydyae C KPAaTKOCPOUHHMM OMOJIOTHUUECKMMU MCCIIEOOBAHUAMU MOXHO
He Tpe@DBaTb obocobJyieHMa XMBOTHHIX U pPacTmUTEeJIbHEIX TEeCTOBEIX CHUCTEM.
B COIl mcneTaTeJbHOM JlabopaTopum cjenyeT ONpelesIMTh NPUHIIMUI OLIeHKM
COCTOSHMSA 3TO0POBbA (HANpMUMEpP, apPXMBHEE QaMJibl O KOJIOHUM U IIOCTABIIMKE,
HabOJIIeHMs, CEPOJIOTUUYECKUM aHaliM3) U IHocienyiilye IeMCTBUS.

25. [Ipu KOHTPOJIE MHTEePOepUPpynIMX MaTEPHUAJIOB B MCCJIeIOBaHKAX in vitro
HeobOxonmumMmo obecneumThb, UYTOOB BOJA, CTEKJISHHAaS NOCyda M Ipodee
JnabopaTopHoe OOOPYyIOBaHME HEe COINepXaJiM BeleCTB, KOTOPHE MOITYT
IOMellaTh MPOBEIEHMUIO UCIIEITaHUY . UTOOH BEIIOJHUTE OaHHY 3aJdady, B IJIaH
VCCJIeIOBaHUA CJIeOyeT BKJIIUUTHL KOHTPOJIbHBEIE TPYIINBE. BHIIOJHEHUID 3TOM
3amauy TaKXe MOI'yT IIOMOYb IepMOoIMUecKMe MNPOBepKU JiabopaTOoOpPHBIX
CUCTEM.

5. OnmcaHue CBOMCTB KyJIbTYypPallbHEIX Cpen



26. HOJIXHBI OOKYMEHTAJIbHO IONTBEPXIOATbCH THUIE Cpel, KOMIIOHEHTH U
HOMepa napTuy cpen (T.e. aHTUOMOTUKOB, CHBOPOTKM M T.H.). B COII
cyenyeT pacCMOTPEeThb NOATOTOBKY M IIPMEMKY TakKUX Ccpen.

6. VIcrnoJsib30BaHME TeCT—-CUCTEMH

27. B OollpeneJIEHHBIX obcTOoaTENILCTBAX OOIIyCKaeTCAd IIOBTOPHOE
MCIIOJIBE30BaHVIE XVMBOTHBIX OPI'aHVM3MOB WMIJIM OIOHOBPEMEHHOE TeCTUMPOBAHIME
HEeCKOJIBKMX MCIIBITYEMBIX O0OBEeKTOB Ha OIOHOM XMBOTHOM. OCOOEHHO BaXHOM
3amadven OJid OOKJIMHUUECKUX (HEeKJIMHMUECKUX) MCCIJIeIOBaHUM SBJISETCSH TO,
yTOOB 0OA3aTeJIbHO COXpPaHA4dJIaChb BCA apXMBHaAd IOOKYyMeHTallMd O IIPOoIJIOM
VICIIOJIB30OBAHUNM XMBOTHEIX, a TaKXe YIOMMHAHINE 00 »TOM B 3aKJUUTEJILEHOM
oTueTe. Takxe HeOOXOIOMMO JOKYMEeHTAaJIbHO IoOoTBepIMThb, YWTO MeTOIbL
IIOBTOPHOIT'O MCIIOJIb3OBaAHMA TeCT—-CHMCTeM He CO3IalT IIoMeX IIPVM OlLlEHKe
nuccJiegyeMelXx BeleCTB.

VII. lVccanenyeMele BellecTBa (JIeKapCTBEHHBEE CpPelCcTBa)

1 oOpaslbl CpaBHeHMS (KOHTPOJIbHBEIE OOpasLbl)

28. HeobOxomuMMmo MHNpPelCTaBUTb B OTUeTax O IIPOBEIEeHHBIX MCCIeIOBaHUAX
vHbopMalIMoO (IOaHHBE) OJIS aleKBaTHOT'O COCTAaBJIEHUS CcClHeluuduKalum B
OTHOIEHUNY KaxXIOoMW CepuM MCCIenyeMOoTO BelecTBa (JIeKapCTBEHHOTO
cpencTBa) M obpaslla CpaBHeHUS (KOHTPOJILHOTO obpasiia). YToOw
ofecneunTs NPUHATME eOMHOM CIeumMrKalumMy MCCIelyeMEX BelleCTB BO BCeX
TocyIapCcTBax—ujeHax, CJelyeT COCTAaBJSATHL 5Ty MHOOPMALIMIO B
COOTBETCTBUM C MNpaBuUJlaMM. ECIIM UCHOHTYEMEY OOBEKT HAXOOAMUTCS Ha PaHHEN
cTamuu paszpaboTkKM, OONYCKAETCS BHIIOJHUTH AaHAJUTUUECKOE ONMCaHue
XapaKTEepPUCTUK [IOCJe MNPOoBeIeHUs OUMOJIOTUMUYECKOTO MCCIIenoBaHus. TeMm He
MeHee IO HOAaTH Haudajla MCCJIeIOBAaHUA CJeNyeT MNOJYyUYUTH OIpeleJIeHHEBE
CBeIeHMs O XUMMUECKOM CTPYKType MCCJIeOyeMoIro BelleCTBa.

29. Ins obecrneuyeHUs TNPUHATUS Pe3yJIBTATOB MNPOBEIEHHEIX MCCJIEOOBAaHUN
BO BCeX I'OCyHapCTBax-ujleHax CcJleyeT, €CJM 3TO [NPMMEHMUMO, OIpelelIUTh
CTabUIIBHOCTL MCCJIeOyeMOI'0 M CTAaHHAPTHOT'O OOBEKTOB B JiabopaTOPHBIX
YCJIOBUSAX XPAaHEHUS.

30. B cryuae 3HAUMTEJIBHHX PACXOXIESHUM B 0OD0A3aTeJIbHEIX TpeOOBaHUAX
TOCYHOAapCTB—UJIEHOB KacCaTeJIbHO KOJMUECTBEHHOT'O OlpelesleHUS
KOHUEHTpaluuM, CTabUIJIbHOCTU M I'OMOT'€HHOCTM MCCJIeOYyeMOI'O BelleCcTBa
(TexapCTBEHHOTO CpPenCTBa) B HocUTeJle (BCIOMOTATEJILHOM BelleCTBe), a
TaKXe OTCYTCTBMSA BOBMOXHOCTM NapajljleJIbHO BHIIOJIHUTH IIONOOHEE aHAaJIM3EL
IJIs OINpPeleJIEHHEX KPAaTKOCPOUHEIX OMOJIOTUMUYECKMUX TECTOB, €CJU
IIPOMEXYTOK BPEMEHM MeXOy NONTOTOBKOM U IIPUMMeHEeHMEeM ODBUYHO CTaOMIIbLHOM
cyBbCTaHUMM COCTAaBJIAET HECKOJIbKO MMHYT, OIlpenejieHue CcTabuJIbHOCTHU
TEeCTUPYEMOTO ODBbeKTa, Kak NPpaBMJIO, He ABJISETCS aKTyallbHEM. [0 3TUM
IpuyyHaM OUeHb BAaXHO 3apaHee yKas3eHBaTb M YTBEPXIDAaThb B I1JIaHE



MCCJIeIOBaHMA aHaJIMTUMYeCKUeEe Tp@@OBaHMH, a TaKXe YUUTEIBATb MX
JOCTMXEHNVE B 3aKJIDUMTEJIBHOM OTYEeTEe.

31. JaHHBIE, OTHOCHAMMECS K NOYyHKTYy 47 nOpaBuil, MOT'YT OTCYTCTBOBAaThHL B
ciydyae ou3nUeckUx (XUMMUUECKUX) MCCIemOoBaHUM, MNPOBOIAMMEIX C LEeJIbI MUX
IOJIyUYeHMS .

VIII. CraHmapTHEE OlepalMOHHBE IPOllelyprl

32. IlpuMepHl, OPUBEIEeHHBIE B NIYyHKTe 52 NIpaBUJl, OTHOCATCHA
InperMymeCTBEHHO K OMOJIOTMUECKMM TeCcT-CUCcTeMaM U’ IIOTOMY MOIT'YT HeEe
COOTBETCTBOBATEL KOHTEKCTY OUBMUECKUX (XUMUUECKMUX) MCCIIEeOOBaHUM.
PyKOBOICTBO MCIHEITATEJIEHOM JlabopaTopmMM HEeCeT OTBETCTBEHHOCTHL 3a
Haamuue COIl mjisa BCcexX NPOBOOMMEIX B JIaDopaTopMSaX aHaJiM30B.

IX. IllpoBemeHMe MCCIIEeOOBAHUA

[l;1an mcciemoBaHusa (paszzen 1 dyactm IV npaBMil)

33. IlymaH mccJlemoBaHMS B IMCBbMEHHOM BUMIEe IOOJIXeH OBITbH paszpaboTaH »o
HadaJjla MCCcJenopaHusa. IlJIaH MCCIenoBaHMA IOOJIKEH OBITb YyTBEPXIEH
IIOONMCHI PYKOBOIMUTEJIA UCCJIEOOBAHMSA C yKa3aHMEM NATH M BEPUOMUMPOBAH
B COOTBETCTBUM C NIyHKTOM 53 mpaBui nepcoHajyioM COK. IljlaH MCCJIeIOBaHUSA
TakKXe IOOJIKEeH OBITh yTBEPXIEH aIMMHMUCTPALMEM MCIHIBITATEJIBHOTO LEeHTpa U
CIIOHCOPOM MCCJIEOOBAHMSA, €CJM DTOTO TpebyeT 3aKOHONATEJIBECTBO
TOCYHAapCTB—YJIEHOB WMJIM BaKOHOIATEJIbCTBO I'OCylapCTBa, Ha TEppUTOPUN
KOTOPOT'O HNPOBOOUTCS MCCIeIOBaHUE.

34. OCHOBHOM IIJIaH MCCJIEOOBaHMS MOXET OBITH IOIOJIHEH CIelMaJlbHEMU
IPUJIOXEHUAMM IJI NPOBeOeHUS KPaTKOCPOUHEIX MCCJIEeHOBaHUM B
COOTBETCTBUM C INYHKTOM 56 NpaBMJI.

35. ECJM KOHKPETHOE KPATKOCPOUHOE MCCJIENOBaHME WM Cepus IMONODOHHIX
MCCJIeNOBAHUM PEeTyJISPHO NIPOBOIOMTCS B PaMKax MCIHTATEJILHOM
JadopaTopuM, MOXET OKaszsaTbCHd LEeJIeCOOOPAa3HEIM COCTABJIEHME OIHOTO
ofmero IJlaHa MCCJelOBaHMsa, coIepXxamero OOJIbIyld YacTh OCHOBHOMU
nunbopMaumu. OH BapaHee YyTBEPXIAaeTCHd PYKOBOICTBOM MCIEITATEJILHOM
JadopaTopuUM M PYKOBOOUTEJIAMM MCCJIEeOOBaHMSA, OTBETCTBEHHBIMUM 3a
nomoBOHEIEe MCCJIegoBaHMS, a Takxe COK.

[IpuiioxeHMsa, OTHOCHAWMECSH K MCCJIEeOOBAHMK M BXOOAIME B JaHHEM I[IJIaH (T.e.
NonpoOHBIe IJaHHEE 10 TECTUPYyeMOMY OOBLEKTY, IIaTe Haudajla 3KCIepuMeHTa) ,
cyenyeT MNPelCcTaBJISTb B BUIE IOMNOJIHUTEJIBLHOTO JOKYMEeHTa, KOTOPHIM
IIOONMCEIBAETCSH TOJIBKO YIIOJIHOMOUEHHEIM PYKOBOOMUTEJIEM MCCJEIOBAHUA C
yKazaHMeM OaThl. 9TOT OOBbeOMHEHHHEM OOKYMEeHT — OOmWMM IIJIaH MCCJIeOOBAHMUS
Y CBS3aHHBIE C IIJIaHOM NPUJIIOXEHMA O KaXIOMy KOHKPETHOMY MCCJIeOIOBaHUIO
- NPencTaBJIglT COOOM IIJIaH MCCJeOOoBaHMS. JOMNOJHMUTEJIbHEE IPUIIOXEHMS
cyenyeT Hes3aMeIJIMTEJIbHO MIPelCTaBJISTh PYKOBOICTBY MCIBTATEJILHOM



nabopaTopum M coTpynHukam COK.

ComepxaHMe IJlaHa MCCJEeOOBaHUA

36. ConmepxaHmue OOmETO IJlaHa MCCJIeOOBaHUS M CBS3aHHOTO C HUMU
IPUJIIOXEHMS JOJDKHO COOTBETCTBOBATH OINMCAHHOMY B pasaejie 2 dvacTtu 1V
u pazmese 2 yacTy V OPaBUJI CO CJEeIyRIMMMY YyTOUHEHUSIMM.

37. MHdopmMmaumsa O xXapaKTepe U LesM MCCJeOOBaHMS MOXeT OBITbH He
0043aTesIbHOM, €CJIM OHa COOEPXUTCH B ONMCaAaHMM IM3aMHa (IpoekTa)
MCCJIegOBaHMS .

38. PaccMoOTpeHME BOIPOCOB, YKa3aHHHX B ab3allax BTOPOM — IISTOM
nonnyHkra "a" nyHkTa 57 nOpaBMi, MOT'YT MCKJWOUATBHLCS NIPU (U3IUUECKUX
(XMMUeCKUX) MCCJIeIOBAHUSX.

"w "

39. MubopmMmaliMiO, YKaz3aHHYW B abzalle mecToM NoAnyHkTa "n" nyHkTa 57
IpaBMJI B LI€JIOM IOONyCKaeTCd NPpenCTaBUTb B KpaTKoM, obobmanumelr dopwme
MM CO CCHUJIKOM Ha cooTeeTcTByumMre COII amb0 pyKOBOICTBA IIO
TEeCTUPOBAHUD.

X. IlpencrTapBJjieHME OTUETHOCTM IO pesyJibTaTaM MCCJIeOOBaHMA

40. [Io OKOHUAHMM KaAXIOI'O MCCJIeOOBAHMS IOJIXKeH OBTHh INOIATOTOBJIEH
3AKJIOUUMTEJILHEY OTUueT. B Cllydae KpaTKOCPOUWHEIX UCCJIeOOBaHUM B
CTaHHapTM3OBaHHHﬁ BAKJIOUMTEJILHEIM OTUeT JOIIyCKaeTCd BKJIIOYATH
cooTepeTCTByKlIEee TIIPMIIOXEHVIEe B COOTBETCTBUMM C IIYHKTOM 61 HpaBMH).

Ecam oCcymecTBJISITCH KPATKOCPOUHBIE BKCIEPUMMEHTE C MCIOJIb30BAHUEM
ofmMX IJIAHOB MCCJEeNOBAaHMA, MOXeT OBITh LeJIeCOOOPa3HBEIM COCTABJIEHUE
CTaHIAPTU30BAHHEIX 3aKJIOUMTEJIBHEIX OTUETOB, coIepXammx OOJIbUYI Y4acThb
HeOOXOOMMOM NIJIS TakMx OTUeTOB obmeM MHbopMaluy B Buie mabjoHa. OHU
3apaHee YTBEPXOAalTCSa PYKOBOOCTBOM MCIHTATEJIBHOM JlabopaTopuMr, a
TaKXe PYKOBOIOUTEJIAMM MCCJEIOOBAHMA, OTBETCTBEHHEIMM 3a NPOBEIEHUE
MONOOHBIX MCCJIeNOoBaHMUM. JONOJHUTEJNbHasS MHOOpMAlLMsa O KOHKPETHBIX
MICCJIEOOBAHMAX, BKJIKUYaeMas B TakMe OTUeTH (HaopuMep, oompobHasa
vHQoOpMallMsa O TECTUPYEMOM OOBEKTE U IMNOJIYUEHHEIX UMCJIEHHBIX Pel3yJjibTaTax)
MOXeT OBTE 3aTeM OoQopmMIIeHa B KadeCTBe IOONOJIHUTEJBHOTO HOOKYMEHTAa,
IOONMCAHHOTO PYKOBOIMUTEJIEM MCCJIeOHOBaHMS C yKasaHMeM OaTel. He
IOONYyCKAaeTCHd MCIOJIB30BAHME CTAHOAPTUIOBAHHOI'O BaKJIOUUTEJIBHOTO
oTyeTa, B Cllydae, €CJM IIJIaH MUCCJIEeOOBAHUS M3MEHAETCH
(mepecMaTpMBaeTCsd) MIM B HEM JOeJIAlTCS NONPAaBKM OO MJIM BO BpeMd
IpOBEOEeHMA MCCyenosaHuda. COOTBETCTBYHIME IOINOJIHEHMA 0O0A3aTeJIbHO
IOJIXHEl BHOCUTBCS B CTAHIAPTU30BAHHBIM 3BaKJIIOUUMTEJILHEM OTUET.

41. ComepxaHMe B3BaKJOUUTEJILHOTO OTYeTa B IIOJIHOM oObeMe (T.e.
CTAHOAPTMR0BAHHOTO 3aKJIOUMTEJIEHOTO OTUeTa M CBSA3aHHOIO C
MCCJIeOOBaHMEM IIPUJIOXEHMA) IOOJDKHO COIJIaCOBHBATLCS C ONMCAHHEIM B
paszneie 2 yacTu V NpaBujl C BO3BMOXHBMY OTCTYIIJIEHUAMM, yKas3aHHBMMY HUXE .



42 . BakJOUUTEJIbHBIM OTUeT JOJIKEH COIepXaThb CJenyllyl MHOopMaliMio, HO
He OTI'pPaHUUMBATLCS €I0:

a) MOeHTUOMKALMOHHEE NaHHBEE OTHOCUTEJILHO MCCJIENOBAHUSL, MCCIEedyeMOTO
Y CTAHIOAPTHOTO BENECTRBA:

©) pasBepHYTOe HaVMMeHOBAHUE;

B) MIOEeHTUOMKALIMOHHBEIE NAaHHBE OTHOCUTEJIBHO TECTUPYEMOTO OO0BekKTa — KOOI
niM HaumMmeHoBaHue (IUPAC, CAS-HOMep, OMOJIOTMUECKME XAPaKTEPUCTUKU U
T.IO.);

T') XMMMUECKOE HaMMeHOBaHUuE MﬂeHTM@MHMpy@mee CTaHIOaApTHOE BeleCTBO;,

II) XapaKTepUCTUKM UCCIJeIyeMOT'O BelleCcTBa (JIeKapCTBEHHOT'O CpPelICcTRBa),
BKJIOUAd UMCTOTY, CTabOMJIBHOCTBE M OIHOPOHNHOCTBE (HOAONYHKT "a" nOyHKTa
65 npaswui) .

XapaKTepMCTMKa mccJjienyemMoro BemecTBa (HeKapCTBeHHOPO CpeHCTBa),
BKJIIOWad 4YMCTOTY, CTabuUIIBLHOCTL U OOHOPOIOHOCTE, MOXET OKa3daTbCHA
HeaKTyaanoﬁ, eCJIM NcCcCcJjlegoBaHMe IIpOoOBOIMTCA OJId YCTAHOBJIEHMA OTUX
JaHHBIX ;

e) mBakjywoueHye COK, B KOTOPOM MNePeUMuCIISITCS BUIB M IaTH IPOBEIEHHBIX
VIHCIIEKLUMM, BKJIOUYAA IPOMHCIEKTMPOBAHHEE D3Tallbl, a TakKXe IaTel
HAIPaBJIEHMA OTUETOB O pPEe3yJbTaTaxX MHCIEKUUM aIMUHUCTPALUM,
PYKOBOOMUTEJIO MCCJEIOBAHMSA M OTBETCTBEHHEIM MUCCJeIOoBaTesaM (eciu
OpMMeHMMO) . JlaHHOEe 3aKJINUeHMEe CJIJYyXUT HOOTBEPXIeHMEM TOI'O, YTO B
3AKJIOUUTEJIBHOM OTUEeTe OTPAXEHH I[IE€PBUYHBEIE IOaHHBEE B COOTBETCTBUM C
noanyHkTom "3" nyHkTa 65 npaBuil.

45, Ilpu HeOOXOOMMOCTM TpebyeTcsa OTpa3UTbh QakT IpOoBeIdeHMd ayduTa

Inpouenyp MmMCcCcJiegOBaHMA. B sakmoueHur COK HeoOXOoOMMO TakKXe OOHOB3HAUHO
YKasz3aTb, dYTO BAKJIOUMTEJIbLHEIM OTUeT nomBeprajyicd ayanutTry.

[Ipunoxenme N 7

k [lpaBuiiam

Hajexamey J1abopaTOpPHOM NIpPakKTUKU
EBpasmuiicKOTO BSKOHOMUUECKOT'O
coow3a B cbhepe obpaleHUd

JIEKAPCTBEHHEIX CpPpelCTB



OBIIME TPEBOBAHUVA
K NOPAIKY IPOBEIEHMA HNOKJIMHVYECKNMX (HEKJIIMHUYECKNUX)

VICCJIEJOBAHUNM JIEKAPCTBEHHHX CPEJICTB

[Mesibio OOKJIMHMUECKMUX (HEeKJIMHUUECKMX) MCCJeIOBaHUM JieKapCTBEHHBIX
CPEeOCTR ABJIAETCH INOJIydeHMEe HaydHBIMM MeTONaMM BHe OpIraHM3Ma dejioBeKa
PEeE3YJILTATOB OLIEHKM UM IOOKAa3aTeJIbCTBE Oe30MNaCHOCTM, KadeCTBa U
50OeKTUBHOCTHM JIEKAPCTBEHHEIX CPEnCTB.

JOKIMHMYUECKOe (HEeKJIMHMUECKOe) Hu3yueHue 0Oe30IIaCHOCTHU JIeKapCTBEHHBIX
CPeNCTB IMPOBOOMUTCS C cobOJjmoIeHMeM TpebOoBaHMUM MNPaBMIJI HaIJjexalemn
J1afopaTopHOM MNPAaKTUKM EBPasmMCcKOI'O BKOHOMMYECKOI'O Co3a,
YTBEPXIOAaeMEX EBpPa3muMCKOM 3KOHOMMUECKOM KOMMCCHENM, obecleurBaeT
HeOOXOOUMHEIM YPOBEHL KauyeCTBa M BOCIPOU3BOIAMMOCTE MOJIYUEHHEIX ITAaHHBIX .

JOoKJIMHUYUECKOE (HeKﬂMHquCKOe) U3ydveHNre JIEKapPpCTBEHHEX CpPpelICTB
IIpoBOIOIMTCHA 11O ClleOylVM HallpaBJIECHUMAM:

n3ydeHre QapMakoJIOTUM JIEKAPCTBEHHOTO CpPencTBa (IepBMUUYHAS U
BTOPMUHAaa dapMakKoOMHAMMKA M QapMaKoJoTUsa 0e30nacCHOCTM, GapMakKoJIOTUS
JIEKaPCTBEHHOTO B3aUMMOIEMCTBUA) ;

u3ydyeHre odapMakOoKMHETUKM JIEKAPCTBEHHOTO cpencTBa (abcopbumsa,
pacrnpemneyieHre, MeTab®oJM3M, BHBeIOeHMe, QapMakOoKMHETUUeCKOoe
JIeKapCTBEHHOE B3aUMOIEVCTBMUE, MHHE MCCJeIOoBaHMS (QapMaKOKUMHETUKU) ;

TOKCUKOJIOTUUECKHMUE MCCJeNOoBaHUSA (TOKCUUHOCTH M OOHOKPATHOM I
IIOBTOPHOM BBEeIE€HMAX JIEKaApPCTBEHHOI'O CpernCcTBa, I'€eHOTOKCUMYHOCTL,
KaHIEepPOI'eHHOCTh, pPellpOoOyKTMBHAA TOKCUYHOCTL, 9M6pMOTOKCMQHOCTb,
MeCTHaA IIepPeHOCHMMOCTBb, VHEE MVMCCJIeOOBaHMA TOKCUYHOCTHU) .

IOnsa opraHMBalUM M NPOBEeIeHMS NOKJIMHMUUECKOTO (HEeKJIMHMUECKOIO)
MCCJIeOOBaHMA JIEKAPCTBEHHOTO CpeICTBa pas3paboTuuKM JieKapCTBEHHHBIX
CpeICTB BIPaBe IIPMBJIEKATb HAYUYHO-MCCJIeDOBATEJIbCKME OpraHM3aluM,
NPpOdUIILHEE YUpEeXIOeHMUS BEHCUEIO NpodeCCHOHaNIbHOTO OD0pasoBaHMSA, MHHE
opraHmu3aluM, MMellye HeOOXOOMMYI MaTepMaJlbHO-TeXHUUeCckyl 0asy u
KBAJIUQULMPOBAHHEIX CIELUMaJIMCTOR B COOTBETCTBYyUEN OOJIaCTHU
MCCJIeNOBaHUS .

HeobxomuMmen1 oOBEM UM METOIOJIOTUS IIpoBeeHMAd OOKJIMHMUYECKUX
(HEKJIMHUUECKMX) MCCJIeIOoBaHUM JIEKAPCTBEHHEIX CpelCTB OlIpeleJIdI0TCH
3aaHHBIMM @apMaKOHOPquCKMMM ¥ TOKCUKOJIOTMUYECKMMM CBOMCTBAaMU
JIEKAPCTBEHHOI'O CpeacCTiBa U criocobomMm erTo InpomsBoaCTRERa.



Ipunoxexnme N 8

k [lpaBuiam

Hamjexamey J1abopaTOpPHOM NIpPaKTUKU
EBpasmuiicKOTO BSKOHOMUUECKOT'O
coow3a B cbhepe obpaleHud

JIEKAPCTBEHHEIX CpPelCTB

PYKOBOJICTBO
[I0 OBMEHY MHO®OPMAIVEN MEXIY YIIOJJHOMOYEHHHMM OPT'AHAMM
TOCYIAPCTB - UJIEHOB EBPASRUMCKOI'O 3KOHOMUYECKOI'O CON3A
B OTHOWEHUNM CHCTEM KOHTPOJIS COBJIOOEHMS [IPABMJI HAIJIEXALEN
JIABOPATOPHOM I[PAKTUKM EBPARUMCKOI'O 3KOHOMMUECKOI'O COK3A
B COEPE OEPAIEHNVA JIEKAPCTBEHHHX CPEIOCTB
1. YHOoJsiHOMOUEHHEE OPTaHHE T'OCYINAPCTB - UJIEHOB EBPA3UMCKOTO
SKOHOMMUYECKOT'O COoK3a (majiee - TOoCyIapCTBa-4JIeHH) IIPU IPOBEIeHUU
CHUCTEeM KOHTPOJIS COBJIIeHMS MPaBUJI HaIJexamer J1ad®opaTOopHOM NPaKTUKU
EBpasmuiicKOTO 3KOHOMMUYECKOTO COl3a, YTBEepXIaeMbBX EBpasuMCKOM
SKOHOMUUECKOM KOMMCCHUEMN (majiee — IpaBuijia) OOMeHMBATCS CcJelyolen

nHboOpMaL e :

HaMMeHOBaHMe, OpTaHM3allMOHHas GopMa UM OopTraHM3allMOHHAas CTPYKTypa
YIIOJIHOMOUYEHHOT' O oOpT'aHa IocylapcTBa-uJieHa;

IpoLUelypr, NPOBOIMMEE B XOIe MHCIEeKUMUM JabopaTopuM UM ayOUTOB
VCCJIEeOOBAaHUM, IIEePUOOMYHOCTHL MHCHEKUUV M (MIM) Kpurepun rpadmxos
IpOBENEeHUs MHCIEeKLUN;

KOJIMUECTBO M KBaIMOMKALMUM MHCIEKTOPOB;

IeMCTBUSA, NPellNpMHMMAaeMbe YIIOJIHOMOUEHHHM OPI'aHOM T'OCylapcTBa-uJjieHa
B CJlydyae OOHaApPyXeHMS HECOOTBETCTBMS MCHBEITATEJIBHOM JjlabopaTopuu
TpeOOBaHMAM MPaBUII, BKJKUAS BO3MOXHOCTH COOOWATH MNPM HEOOXOOMMOCTU
IPYyTMM TOCylapcCTBaM-—uJieHaM PesyJibTaThl MHCIEKLMUM MCIBETAaTEJbHBIX
nadopaTopuy M ayOUTOB MCCJEeOOBaHMM, NPOBOAOMMEIX B DTUX JIabopaTopuax;

MEPEl O 3alMTe KOHOUIOEHLMAJNIbLHOCTU MHOOPpMAaLIUM;

NpolLenypr, HeOoOXOoIMMBIE IJiS Hauaja M NPOBeJeHUS MHCIEKLUM



VICTIEITATEJILHEIX JIabopaTopuUy UM ayIMTOB MCCJIEOOBaAHUM MO 3alpocy IPYIUX
TOCYyIapCTB-UJIEHOB U IMPOLENYPH MNOIATOTOBKM OTUeTa O NPOBEIEHHHX
MHCIEeKUUaSX (ayomrax) ;

IpoUenypPE OJiS IIOJIyYeHMS YIHNOJIHOMOUEHHEM OPI'aHOM OIHOIO
rocymapcTBa-ujieHa MHOopMaLuM OO UCIHIBITATEJILHEIX JIabopaTopUax OPpYyIToI'o
ToCyIapCTBa-4jieHa, KOTOPBE NPOUIM MHCHEKLMIO YIOJHOMOUEHHOTO OpTraHa
3TOTO TOCyHapcCTBa-4JjieHa, BKJIOUAS pPe3yJIbTaTh OLEHKM COOTBETCTBUS
TakKux JabopaTopul TpeOOBaHUAM NPaBUII;

BIVIIOEBL MCCHGHOBaHMﬁ, KOTOpPEIE IIPOBOOATCHA B MHCIIEKTUMPOBAHHEBIX
VICIIEITATEJIb HEIX J'Ia@OpaTOpMFIX B COOTBETCTBMM C IIpaBMJIaMM.

2. B cniyyae oOOHapyXeHMs B MUCIHTATEJIEHOM JlabopaTopumM CepbesHBIX
OTKJIOHEHUM OT TpeBOBaHUN NPaBUJI, KOTOPEE MOI'yT IOBJIMATL HAa
crneuudmuueckme BUIEL MCCJIEOOBaHWM, YIIOJHOMOYEHHE OpT'aH
TocymapcTBa-uJjieHa BIPaBe CcoobmmTb 00 OOHAPYXEeHHHX CEPbE3HBEIX
OTKJIOHEHMAX COOTBETCTBYOIMM YIIOJHOMOYUEHHEM OpPITaHaM IPYITUX
TOCYyIapCTB—UYJIEHOB.

3. CBemeHuMs O HaMMEHOBAaHMM JlabopaTopuMi, NOMJIEeXallMxX MHCIEKLUMSAM B
paMKax CHUCTEMB KOHTPOJS COBJIoIeHUsS MNpaBUJl, CTENeHb COOTBETCTBUS
TpeOGOBaHMAM MNPABMJI M HATH NPOBEOEHUS MHCIEKLMM IOJDKHEL
NpPenoCTaBIATLCS YIOJHOMOUEHHHEMM OpTaHaMuM TOoCylapCTBa-ujieHa I10
3aNpoCcy YIHIOJIHOMOUEHHEIX OPTaHOB OPYyTIMUX I[OCYIOAapPCTB-4YJIEHOB (B
COOTBETCTBUM C npuijoxeHmem N 9 npaBwmi) .

B crnyuae, eciu yTBEPXIEHME CUCTEME KOHTPOJA COOJIIOISHMS IIPABUIL B
TOoCymapCTBe—4JIeHE elle He NIPOBEIEeHO UM B CJlydae, €CIM yIIOJHOMOYEHHBIM
OpraH I'oCylapCTBa-4JIeHA HE MOXET OLEHUTH IIPMEMIIEMOCTB CUCTEM
KOHTPOJIA CO@J‘IEO,HGHM,CI InpaBmJI B IOIPYyI'MX T'OCydmapcCTBaX—4dJIeHaX TOJIBKO Ha
OCHOBaHMM OOMeHa MNMCBMEeHHOM MHOQoOpMalMmelM, IOONyCcKaeTCs IIpoBeleHUue
KOHCyJ’IbTaLI,I/Iﬁ 1z o6cy>1<;1eHme PeE3YyIIbTATOB MHCIIEKTUPOBAHMA MCIIEITAaTEeJIbHEIX
JadopaTopuM B paMkax BB3aMMOIESMCTBUA YIOJIHOMOUEHHBIX OPITaHOB C
OKCIHEePTHEIM KOMMTETOM I10 JIEKAPCTBEHHBIM CPEenCTBaM.

Ecim B TocylapcCTBe-uJIeHEe CylecTByeT Oojiee OINHOI'O YIIOJIHOMOUEHHOTO
opTraHa, ofecrneuMBawIETO KOHTPOJIL COOJOOeHMsa TpeOOoBaHUNM NpaBuU,
cienyeT obecrneumTbh MX B3aMMOINEMCTBME U HAJIWUMEe eIOMHOM CUCTEMEB
KOHTPOJIS B TOCyIDapCTBe-uJiIeHe, a TakKXe CcJeOyeT YyCTaHOBUTH
YIIOJIHOMOUEHHHM OPpI'aH, KOTOPHM OyIeT OTBEeYaThb 3a B3aMMOIEMCTBME B
paMKax CUCTEMB KOHTPOJISA COBJIIAEeHMS NpaBMJl C YIIOJHOMOUYEHHBIMM OpT'aHaMM
IPYTUX TOCYINapCTB-UJIEHOB.

Ecay ynoJHOMOUEHHOMY OPTaHy OHOHOTO M3 TOCYyIapCTB-UJIEHOB HEeOOXOIMMO
NOJNIyUMTh aKTyaJlbHYI MHQOpMALMIO O CTaTyCe COOTBETCTBMSA IIpaBUilaM
VCIHEITATEJIbHOY JIabopaTopuM, PAaCIOJIOXKEHHOM B OPYI'OM
ToCcymapCTBe-uJjieHe, TO YIOJIHOMOUEHHEM OpI'aH BIpaBe 3alpOCUThb
YIIOJIHOMOYEHHEM OpT'aH 2TOT0 TOCyIapCTBa-ujieHa MHUIMMPOBATH
CIeLUMAaJIbHEM ayIOUT IOaHHOM JlabopaTopuM M NPeOCTaBUTL €TI0 pe3yJibTaTH
IJis OLIeHKM.

Mexny YIIOJIHOMOUEHHBIMM OpTaHaMM TI'OCYOapCTB—UJIEHOB IOJIKHO



OCYHWEeCTBJIATECSH B3aMMONEMCTBME 10 OQMLUMAJILHO ONpeleJIeHHEM KaHajlaM
nHbopMauMu. [IpM 3TOM IO B3aAMMHOMY COIJIAUWIEHMIO YIIOJIHOMOUEHHHEX OPI'aHOB
TOCYyIapCTB-UJIEHOB HONyckaeTcs oOMeH uHbOopMaLMelM 10 HeodUlMaJibHBIM
KaHajlaM CBa3M, a Takxe oOMeH MHQoOpMallMeM B paMKax B3aMMONEeMCTBUS
OTHOEeJNIbHEIX (QapMalleBTUUECKUX MHCIEKTOPaTOB.

dapMalleBTUUECKME MHCIEKTOpaTa KaXIoI'o M3 IOCyIapCTB-UYJIEHOB BIIPaBe
IPUCYTCTBOBATL [NIPM MHCIEKUMM MCIBITATEJIBHOM JIabopaTopUM MM ayIoUuTe
MCCJIeOOBaHMs, KOTOPBM NPOBOIUTCS B OPYTMX TOCyHapCTBax-ujieHax
bapMalleBTUUECKUMM MHCIEKTOpAaTaMM MX YIOJIHOMOUEHHBEIX OPIT'aHOB. B 3TUx
crlydasax oQMUMAJIBHEM 3alpoC YIOJHOMOYUEHHOTO opraHa
rocyIapcTBa-ujieHa, KOTOPHM MB3BABJSET XeJlaHMe OUHOTO NPUCYTCTBUS
CBOMX (apMaleBTUUECKMX MHCIEKTOPOB Ha MHCIEKLUM MCIHTATEJILHOM
JabopaTopuM MIM ayIuTe MCCJIeNOBaHMUSA IOOJDXKEeH NOCTYIUTH
3a0JIaTOBPEMEHHO B CPOK, YCTAHOBJIEHHEM PYKOBOICTBOM II10 KadeCTBY
bapMaLleBTUUECKOTO MHCIIEKTOpAaTa, Ha TEePpPUTOPMM IocCymapcTBa-udJjieHa
KOTOPOTO BHIIOJIHAETCS TaKasd MHCHIeKUMA (ayIUT) . YIOJIHOMOUEHHEE OPI'aHH
TocyIapcTBa-ujieHa, [IOJyYMBUIME TakKOoM¥ 3alpoc, He BIpaBe oOTKaszaThb
bapMalleBTUUECKMM MHCIEKTOpaM OIPyT'OoT'0 I'OCyIdapCTBa-dJieHa y4aCTBOBATH
B MHCIEeKUMM (aygure) .

IpunoxeHue N 9

k [lpaBuiiam

Hanjexamey J1abopaTOpPHOM NPaKTUKMU
EBpasuicKOIr0 3KOHOMUUECKOI'O
cow3a B cbhepe obpawmeHusd

JIEKAPCTBEHHEBEIX CpelCTB

PYKOBOJICTBO
OJIA YIIOJIJHOMOUYEHHEIX OPT'AHOB T'OCYIAPCTB - UWJIEHOB
EBPA3SUMCKOTO 3KOHOMUUECKOT'O COK3A IO KOHTPOJIO COBJIOOEHUA
MIPABIJI HAIJIEXANEV JIABOPATOPHOM MPAKTUKM EBPASUMCKOTO
SKOHOMMUYECKOI'O COK3A B COEPE OEPANEHVA JIEKAPCTBEHHEX
CPEICTB IIPM IIOANT'OTOBKE OE30POB ITPOMHCIIEKTVPOBAHHEX

VICIIHTATEJILHHX JIABOPATOPUNM WM AYINTOB



OTOEJIbHEX MVCCJIEOOBAHUN

1. B ciyyae BOBHMKHOBEHUSA Pas3HOTJIACUM MeXIy YIIOJIHOMOUEHHBIMM OpT'aHaMM
TOCYyIapCTB — UYJIEHOB EBPaszmMMCKOTO SKOHOMUUECKOTO Col3a (majee -
ToCyllapCTBa—-4JIEHE) IIPU OlleHKe CcTaTyca MUCHHTAaTeJIbHHX JilabopaTopul,
NPOoMENIIMX MHCIIEKILMIO Ha COOTBETCTBME TpebOBaHUAM MPaBUJI HaIOJexalen
J1abopaTOPHOM MNPaKTUKM EBPA3UNCKOTO DKOHOMMYECKOIT'O COK03a,
YTBEPXIaeMeM ERpPa3UMCKOM DKOHOMUUECKOV KOMMUCCHEN (majiee — npabuia),
WM ayIOUTOB OTHEJIBHEIX MCCJIEOOBAHUNM YIIOJHOMOUEHHEIE OPI'aHEI
TocynmapcTBa-uJjieHa, bapMalueBTHUUECKUM MHCIEKTOPAT KOTOPOT'O BHIIOJIHSIJI
MHCIIEKLMIO UCIEITATEJIbEHOM JlabopaTopun (ayOuUT OTOEJIBHOT'O UCCIIEOOBAHNS)
epenamnT KpaTKue OO30PHl BHIIOJIHEHHEIX MHCIIEKLMM MCIEITATEJbHBIX
JabopaTopuM MM ayOUTOB MCCJIENOBAHMM B EBPaA3UNCKYID DKOHOMUYUECKYIO
KOMMCCUIO (IIJIS PacCMOTPEeHMS pasHOoTIJlacuu) .

2. YkaszsaHHBIe OO30PH OOJIXHE COIEpPXaThb CJEOYIYID MUHMMAJIbHYIO
vHbopMalIMoo, KOTOopas IIO3BOJISET IPOBECTUM PACCMOTPEeHUEe pPes3yJIbTaTOoB
MHCHeKuuM (aynomura) :

yKa3aHVe HaVMeHOBAaHUSA IIPOBepPeHHOM JJabopaTopulM (MI0o3BOJIAKIEE €€ TOUHO
UOeHTUOMUIMPOBATHL, TO €CThb Ha3BaHMe JjabopaTopuu, Topola u
ToCyIapCTBa, Ha TEPPUTOPUM KOTOPOTO OHa PAacCIIOJIoOXeHa (B TOM YMCIEe U
B OTHOUEHUM IPOMHCIIEKTHMPOBAHHEIX 3apyOeXHEX JiabopaTopul) ) ;

MeCcsl M T'OI MNPOBEIeHMS MHCIEeKLUUMU U IPY HaJlMuuy OaTa BHHEeCeHUS
IOCJIeIHETO 3BaKJIUeHMs O CTaTyCe COOTBETCTBUSA JabopaTopmmu
(mccrenoBaHmsa) TpebOoOBaHUAM NPaBUII;

onMCaHue IPOBEPKM C IIOJIHEIM M TOOPODOHEIM yKa3aHMEM €& Bula [IPOBEPKMU
(MHCnekuMsa coOJioOeHMd NpaBMIl M (MJIM) ayIuUT MCCJIeOOBaHUA),
CTaHIAPTHOCTU MNPOBENeHMUs (CTaHIapTHAaS MJIM HeCTaHIapTHAas MHCHIeKUUS) ,
yyacTmsa B HeY YIOJIHOMOYEHHHX OPI'aHOB (dapMalleBTHUUYeCKUX
MHCIIEKTOPATOR) IPYTMX TI'OCYOapCTB-YJIEHORB) ;

crieumanmM3anusa IPOBEPEeHHOM J1abopaTopum;

BEICTABJIEHHEM CTATyC COOTBETCTBMSA MCIHTATEJILHOM JlabopaTopum
(oTHmenbHOTO MCCIIeIOBaHMsa) TpeOoBaHMAM NPaBUII;

JI00BIe KOMMEHTAapUM B OTHOIEHUM IMPOBEeIeHHOW MHCHeKUMM (ayauTa);
BHISABJIEHHEIE OTKJIOHEHUS (KPUTUUECKME, CepbesHBEe MM Ipouue) ;

3aKJIOUEHVE O COOTBETCTBUM MCIHTATEJILHON JjlabopaTopuu (OTOEJIBHOT'O
MCCIenoBaHus) TpeOoBaHUAM MNPaBUII.

3. CreneHb COOTBETCTBUS MCIHTATEJILHOM J'Ia@OpaTOpMM Tpe@OBaHMHM
InpaBmJl CBA3aHa C BMIOM IIPOBOIOVIMEIX MCCJIeIOBaHUM UM OOJIDKHA ORTH

OIIHO3HAYHO yKasaHa B KpaTkoM obszope:

@MBMKO—XMMMHGCKMG MCCJIeIOBaHMA,



MCCIIeJOBaAHMA TOKCUMYHOCTU,

MCCJIegOBaHMA MyTAaI'€éHHOCTU,

AHAJIUTUUECKME M KIMHUUYECKME XUMMUECKME MCCJIeOOBaHUSI;
IpyTMe MCCJIenoBaHMsa (C ykaszaHuMeM Buia) .

4. JonyckaeTcsa ykKasaHMe HECKOJbKMX BUIOB MNPOBOIUMEIX MCCJIeIOBaHUM,
a Takxe ux 0OoJjiee JeTaJIM3UMPOBAHHOE yKa3aHMue, €CJIM B3TO HeOOXOIMMO IJid
OlLIEHKM CTEIEeHU COOTBETCTBUA U QOPMYJIMPOBKM BaKJIOUEHUS .

5. Iynsg ykazaHMsS CcTaTyca COOTBETCTBUA JabopaTopul cienyeT
MCIIOJIb30BaTh TpM KaTeropum: "cooreercTByeT", "He cooTBeTCcTByeT",
"olleHKa He 3BaBeplieHa (C yKasaHMeM IPpUMUMHEBL) ".

Beungy TOTO, CcTaTyc "olleHka He 3aBepmeHa" MoxeT OBITh MCTOJIKOBAH
IO-pas’HOMYy, €TI0 YKa3aHMue JOJIKHO COMNPOBOXIAaThCS IIOSCHEHUAMM B 0630pe.
Takue IOSCHEHMsS CTaTyca OLEHKM IOJIKHH BKJIOUATL QOPMYJIMPOBKM,
[IO3BOJIAKIIME YCTAHOBUTHL IIPUUMHY HEBO3MOXHOCTM OLEHUTHL CTATYyC Kak
COOTBETCTRYKIMY MJIM HECOOTBETCTBYyUMM (HanpuMmep, "MIPOBOOUTCSH
IIOBTOPHAad MHCIEKLUMA, KOTopas He 3aBepuieHa", "OTBeT M3 MCHIBETATEJbHOM
nabopaTopuUM 3a 3aMeudaHMus [0 MHCHeKUUuM (ayIuTy) He IIOCTYIIUI
(oTsoxen)", "aIMMHMCTPATMBHAaS Opollelypa MHCIEeKUMM (ayImTa) He
3apepmeHa" u T.O.) .

6. Ilpu QGOPMYyJIMPOBKE 3BakKJIUEeHMS O COOTBETCTBUU (M HalpaBJISHUMU
YIIOJIHOMOYUEHHEIM OpTaHaM IPYyIMX IOCYINApCTB—UJIEHOB 3aKJIOUEHUM O
COOTBETCTBUM, IHOJIXHA MCIOJIE30BATbLCA TEPMMHOJIOTMHA, YCTAaHOBJIEHHAS
npaBuiiaMM NpoBendeHMs QapMalleBTUUECKUMX MHCIEKLMUM, YyTBepXIaeMbMM
ERpaszuiickol 3KOHOMMUECKOM KOMMCCHUEN M ODmMMM TPeOOBaHUAMM K CUCTEME
KadecTBa GapMaleBTUUECKMUX MHCIEKTOPATOBR I'OCYINapCTB — UJIEHOB
EBpasmuiicKOTO BSKOHOMMUECKOT'O COl3a, YTBepXIaeMbMM EBpasumickom
SKOHOMUUECKOM KOMMCCHUEN.

7. KpaTkue OO30pHl BHIIOJIHEHHEIX MHCIIEKLUMM MCIHOBEITATEJIbLHEX JlabopaTopuit
WM ayOIUTOB MCCJIeIOBaHMUM, NOCTYNMBIIME B EBPa3UMCKYID SKOHOMUUECKYIO
KOMMUCCHUIO IJIS PaCCMOTPEHUS Pas3HOIJIACUM MeXOy YIIOJHOMOYEHHBIMM
opraHaMM TOCYHapCTB-UJIEHOB IIPM OlleHKe CTaTycCa MCIHTAaTeJIbHBIX
JabopaTopuil MIM ayIUTOB OTHEJIbHHIX MCCJIeNOBaHUNM NYyOIUKYITCS B
VHTETPUPOBAHHONM MHOOPMALUMOHHOM cucTeMe EBRpPas3mMMCKOTO DKOHOMUUECKOTO
coo3a IOJd IOOCTylla YIOJIHOMOUEHHHX OPI'aHOB (YIIOJHOMOUEHHBIX
opraHM3alLuy) ITOCyIapCTB-UJIEHOB M IO 3alpoCy MOTYT NIPeNOCTaBJIATHCH
OOIEeCTBEHHOCTHA.



