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OG0 yrBepxnennu [Ipasun Hagexkameii 1aboparopHoii npakTuku EBpasmiickoro
SKOHOMHYECKOTI'0 COI03a B cepe 00pameHns IEKapCTBEHHBIX CPEACTB

Pemenue CoBera EBpazuiickoil s5koHOMUYeCKON Komuccuu ot 3 HosiOpst 2016 roma Ne 81
B cootBercTBuM co cratbel 30 JloroBopa o EBpa3suiiCkoM 3KOHOMHUYECKOM COKO3€ OT 29
mast 2014 rona, crateeit 6 CoryameHus O €IUHBIX MPUHITUIIAX U MPaBUJIAX O0OpalieHus
JIEKApCTBEHHBIX CPEJCTB B paMKax EBpa3niicCKOro 3KOHOMHYECKOTO cOr03a OT 23 nekadps
2014 roma, mynktom 87 mnpunoxenus Ne 1 k Permamenty paGorbl EBpasuiickoi
DKOHOMUYECKOM KOMHMCCHUHU, YTBepxkIAeHHOMY Pemenuem Bricmiero EBpasuiickoro
HKOHOMHUYECKOTO coBeTa oT 23 nexadps 2014 r. Ne 98, u Pemenuem Briciiero EBpaswuiickoro
sKOHOMHUYECKOTO coBeTa oT 23 naekadbpst 2014 r. Ne 108 «O peanuzaruu CorjaimieHus o
€IMHBIX TPUHIUMNAX M MpaBWiIaXx OOpalleHus] JEeKapCTBEHHBIX CPEJACTB B paMKax
EBpaszuiickoro 3x0HOMHUYECKOTO coro3a» CoBeT EBpa3uilcKoll 3KOHOMHYECKONW KOMHUCCHH
P e m ®u I
1. YTBepauth npuiaraemeie [IpaBuiia Hajiexaiiei 1adopaTOpHOM MPAKTUKU
EBpazuiickoro s5KOHOMHYECKOTO COI03a B c(pepe oOpaleHus JIEKapCTBEHHBIX CPEJICTB (J1aee
- Il paBwumTma)
2. HWHcnekTtupoBaHue cooTBeTCTBUS I[IpaBuiam mnpoBoauTCS B paMmKax
(hapMareBTUUYECKUX WHCIEKIIMA B COOTBETCTBUH C MPOLEAYpaMU, yCTAHOBICHHBIMU
3aKOHOJIATEIBLCTBOM TOCYIAPCTB - WICHOB EBpa3nuiiCKOro 3KOHOMUYECKOTO COI03a C YYETOM
pPEKOMEH AU, colepKamuxcs B pasaenax VII u VIII [IpaBum.
UcnbiTaTensuble 1abopaTopuu rocy1apcTB - WieHOB EBpa3zuiickoro 3KOHOMHUYECKOTO
COI03a TAKXKE CUMTAIOTCS COOTBETCTBYIOIMMHU [IpaBuiiam B ciryyae, €Clu YyIOJIHOMOYEHHBIM
OpraHoM B COOTBETCTBHM C 3aKOHOJATEIbCTBOM TIoOCyAapcTBa - wieHa EBpasuiickoro
SKOHOMHUYECKOT'0 COI03a IMPU3HAHO COOTBETCTBUE 3TUX MCIBITATEIBHBIX JIabOpaTopuii
TpeOOBaHUSM JIOKYMEHTOB B 00JIaCTH CTaHAAPTU3AIUW, WUJICHTUYHBIX JIOKYMEHTaM,
YyKa3aHHBIM B NYHKTE 1 [IpaBud.
3. Hacrosimee Pemenune BctymaeTr B cuily 1o ucredeHuu 10 kameHaapHbIX THEW C JaThl
BcTyIuieHus: B cuy [lpotokoina, moanucanHoro 2 aexadps 2015 roga, o mpucoeiMHEHUU
PecnyOonukun Apmenuss k CorjiameHur0 O €IUWHBIX MPUHLIMIAX W MpaBujax oOpaiieHus
JIEKApCTBEHHBIX CPEJICTB B paMKax EBpa3uiickoro SKOHOMHUYECKOTO cOio3a OT 23 nmexadps
2014 rona, HO He paHee 4yeM Mo ucTedeHuu 10 KaleHAapHBIX JHEU ¢ JaThl 0QUIIHMATBLHOTO
OITyOJIMKOBAHUS HACTOSIIEro Perenus.

Unensl CoBera EBpasniickoil 9KOHOMHMIECKOM KOMUCCHM:



Ot Pecny6auxu OT Pecny6amkuOT Pecny6nuku OT Ksipreizckoii Ot Poccuiickoit

ApmMerny Bemapycs Kazaxcran PecryCimxm Ddepepanym
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YTBEPXJJEH BbI

Pemeunuem CoBerTa

EBpasuiickou DKOHOMHYECKOU KOMUCCHUHU

oT 3 HosiOpst 2016 1. Ne 81

ITPABHAJIA

HaJjIexamei 1ab0opaTopHO# MpaKTHKH

EBpa3uniickoro 3kx0OHOMHIECKOT0 COI03a B cepe oOpameHus
JIKapCTBEHHBIX CPEZICTB

I. OOmue moyoxeHus

1. Hacrosimue IlpaBuiia mpuMeEHSIOTCS B LEJSX NPOBEACHUS AOKIMHHUYECKHUX (
HEKJIMHUYECKUX) MCCIIEOBAaHNN O€30MMACHOCTH JIEKAPCTBEHHBIX CPEACTB U (WJIM) BELIECTB,
coJiepKaluxcs B JIEKapCTBEHHBIX Mpenaparax. Hacrosuue [IpaBuna pa3paboTaHbl ¢ 1ENbIO
TrapMOHH3AIIMU MEKYHApPOIHBIX JOTOBOPOB M aKTOB, COCTABIIAIOIMIKX MpaBo EBpasuiickoro
PKOHOMHYECKOT0 coro3a (jaee — Coro3), B 001acT oOpalleHus JIEKapCTBEHHBIX CPEACTB C
3aKOHOJaTeNlbcTBOM EBpomeiickoro coro3a B 3TOH 00jJacTH C y4eToM TpeOoBaHUU
EBpomneiickoro coroza u Opranu3aiuy 3JKOHOMUUECKOro coTpyanuuectBa u pazButus (OOCP
). IIpu sTom ObuUTM HcmoNib30BaHbl JOKyMeHThl ODCP cepuu «llpuHuunel Hamiexaien
nabopaTOpHOI MPAKTUKKA U MOHUTOpHHTA cooTBeTCTBU»: ENV/MC/CHEM(98)17 (OECD —
[Ipunnunel Hajexame nadopatopuoit npaktuku), OECD/GD(95)66 (PykoBonctBo mo
npoueaypaM MOHMTOpUHTa cooTBeTcTBUs mpunHmunam GLP), OECD/GD(95)67 (
PykoBOICTBO 1O MPOBEACHUIO HHCIEKIMH UCMBITATEIbHBIX IEHTPOB M ayJaUTOB
uccinenosanuit), OCDE/GD(95)115 (Ilpumenenue mnpunnunoB GLP «k
KOMITbIoTepu3upoBanHbIM cuctemam), ENV/IM/MONO(99)20 (Ob6ecnieuenne kadecTBa B
cootBercTBUM ¢ puHimnamu GLP), ENV/JM/MONO(99)23 (ITpumenenue npuniunos GLP
K KpaTkocpouHbIM wuccienoBanusm), ENV/JM/MONO(99)24 (Poms u o0s3aHHOCTH
PYKOBOJUTENS UCClieioBaHui B cooTBeTcTBUU ¢ npuHItuniamu GLP), ENV/MC/CHEM(98)16
(Pons u obsa3anHOCTH crioHcOpa B cooTBeTcTBUU ¢ npuHiunamu GLP), ENV/IM/MONO(
2002)9 (Opranuzamnusi ¥ yrpaBJIeHHE HCCICIOBAHUIMHU, MPOBOJUMBIMU Ha HECKOJIBKUX
uccnenoBarenbckux miomanakax), ENV/JIM/MONO(2004)26 (ITpumenenue npunnunoB GLP
K uccienoBanusam in vitro), ENV/JM/MONO(2007)10 (Opranuzaiusi 1 KOHTPOJIb apXHUBOB).

2. Hactossmme IlpaBuna MpUHUMAIOTCS B IEJSIX 3alIUTHI 3J0POBHS YEIOBEKA,
o0OecredeHns] COMOCTAaBUMOI'0 Ka4yeCTBa PEe3yJIbTaTOB JOKIMHUYECKUX (HEKIMHUYECKUX )
uccienoBanuii B pamkax Coro3a, ycTpaHEeHUsI TEXHUYECKUX 0aphepoB BO B3aMMHOM TOPIoOBIIE



U TPUMEHSIIOTCS NpPU MIPOBEACHUHM JOKIMHUYECKUX (HEKIMHMYECKUX) HCCIIEeI0BAHUM
0€e30MacHOCTH BEIIECTB, coaepKauuxcs B JIEKAPCTBEHHBIX CpeACcTBax.

3. UcnpiTyeMble 00BEKTHI MOTYT OBITh KaK CHHTETHUECKON MPUPOABI, TaK U OMOTEHHOTO
IPOUCXOXKJICHHUSI, a TAKXKE MPEACTABISATh COOOM KUBbIe opraHu3Mbl. Llenpio uccienoBanus
TUX 0OBEKTOB SBISETCS MOJyUYEeHUE JAHHBIX 00 MX CBOMCTBaxX W (Myin) O€30MaCHOCTH IS
310pPOBbA YyeJIOBEKA U OKpyXarwuiei CpenBbl.

4. ConocTaBUMO€E Ka4€CTBO PE3yJIbTATOB UCIIBITAHUM SBJISIETCSI OCHOBOW JIJI1 B3aUMHOT03
NpU3HAHUS YNOJHOMOYEHHBIMU OpraHamMM rocynapcts — ujeHoB Coroza (nanee —
roCyJapCTBa-WICHbI) MOJTYYEHHBIX JAHHBIX, YTO MO3BOJUT HCKIIOYUTH JOMOJHUTEIbHBIC
U3JIEPKKH, CBSI3aHHBIE C TNOBTOPHBIM ITPOBEJCHHUEM JOKIMHUYECKUX (HEKIMHUYECKHX)
ucclea0BaHUM B KaxXJa0M rocyjaapcTBe-4JieHE.

5. JoknuHuveckrue (HEKIIMHUYECKUE) UCCIIET0BAHNS U HEKJIMHUYECKHE HCCIIEIOBAHUS
0€30MacHOCTU JJI 3J0pPOBbSl YEJIOBEKA M OKPYXAIoIIed cpejbl, B OTHOIIEHUH KOTOPBIX
npumeHstoTes HacTosmue [IpaBuia, BKiro4aroT B ce0s padoTy, IPOBOJUMYIO B JJaOOpaTOpHUH
U B MU B a p uU U

6. Hacrosmue [IpaBuia npuMeHsSIOTCS B OTHOIIEHUH JOKIMHUYECKUX (HEKIMHUYECKUX )
uccie0oBaHuil 0e30MacHOCTH Ui 3/10pOBbs YEJIOBEKA U OKPYXKAroIIe cpenbl, MpOBeICHNE
KOTOPBIX HEOOXOIUMO JIJISl PETUCTPALIH JIEKAPCTBEHHBIX CPEJICTB.

II. Onpenencansa

7. Husa uenein Hactosmux I[IpaBun UCMONB3YIOTCS MOHATUS, KOTOPHIE O3HAYAIOT
CcCae gy o mee
«anmapatHoe obOecneuenue» (hardware) — Qu3ndyeckue KOMIIOHEHTHI
KOMITBIOTEPU3UPOBAHHONW CHCTEMBI, BKIIIOUAst KOMIBIOTEP U €T0 epu(EPHITHBIC KOMITOHEHTHI
5
«acentuueckue ycioBus» (aseptic conditions) — ycioBust pabodeil cpenbl, TP KOTOPBIX
BO3MOXHOCTh MHKPOOHOTO W (MJIM) BHUPYCHOTO 3apa)KCHHUs CBEleHA K MHHUMYMY;
«ayaut ucciaenoBanus» (study audit) — cucTemaTHdyeckoe, HE3aBUCHUMOE U
JTOKYMEHTHPOBAHHOE CpPAaBHEHUE TEPBUYHBIX JAHHBIX W HUMEIONMEH K HUM OTHOIICHHE
UHDOpPMAIIMK C TIPOMEKYTOUYHBIM M 3aKIFOYUTEIBHBIM OTYETOM C IICJIBIO OIpEICICHHUS
TOYHOCTH TIPEIOCTABJICHUS MMEPBUYHBIX JAHHBIX, TPOBEJACHUS UCIBITAHUS COTJIACHO TIAHY
UCCJIEIOBAHMS M CTAH/IAPTHBIM OINEPALMOHHBIM MPOIEAypaM, MOJTYUYEHUsS JOTMOTHUTEIHHOM
nHpopMaIu, HE yKa3aHHOW B OTYETE, W OMPEACIICHUS CTEICHW BIUSHHUS METOOB,
MPUMEHSEMBIX TIPU TOJYUYEHUW JJaHHBIX, Ha JOCTOBEPHOCTh ATHUX JaHHBIX Y BCEX
BOBJCYCHHBIX B MCCIIETOBaHUE CTOPOH;
«Banuaanus» (validation) — JOKyMEHTalbHOE MOATBEPKIEHUE TOTO, YTO MPOIECC,
MPOBOJMMBIA B TIpeJeliax YCTaHOBJICHHBIX I1apaMETPOB, MOXET OCYIIECTBIATHCS
2¢bheKTUuBHO u c BOCIPOU3BOJUMBIMU pe3yiabTaTaMu;



«BaNHMIANNS KOMIIBIOTEPU3UPOBAHHOM cucTemMbl» (validation of a computerised system) —
JTOKYMEHTAJIBHOE TIOATBEPKJACHUE BBICOKOW CTETNEHH TapaHTHH COOTBETCTBUS
KOMIBIOTEPU3UPOBAHHON CHUCTEMBI OIPEACICHHBIM XapaKTEPUCTUKAM, a JIaHHBIX,
MOJIY9aeMbIX C TTOMOIIBIO 3TOM KOMITbIOTEPU3MPOBAHHOW CHUCTEMBI, — 3aJJTAHHOMY YPOBHIO
KadyecTBa u JOCTOBEPHOCTH;

«BeyIHi (OTBETCTBEHHBIN) Uccaea0oBaTeIby (principal investigator) — U0, KOTOPOE B
ClIydae TMPOBEJCHUS HCCICIOBAHUN Ha HECKOJIBKHX IUIOMAAKaX (MYJIbTUIICHTPOBBIC
UCCJIEIOBAHUS) IEHCTBYET OT UMEHU PYKOBOJIUTENSI UCCIIEIOBAHUS U HECET OTBETCTBEHHOCTh
3a onpeneieHHbIE ba3ml UCCIEAOBAHUS;

«BUBapuit» (vivarium) — 37aHUE WIA OTACIbHOE MOMEIICHUE TIPHU UCCIE0BATEIBCKON
OpraHu3aIliy, KOTOPBIC MPEIHA3HAYCHBI ISl COJEpPXKaHUS J1a0OPATOPHBIX JKMBOTHBIX B
COOTBETCTBHUU C TPABOBBIMH HOPMAaMH HCIIOJIb30BAaHUS >KUBOTHBIX IPU TMPOBEIACHUU
JOKJIMHUYECKUX (HEKIMHUYECKUX) HCcieaoBaHui. BuBapuii MoxeT ObITh oOecrieueH
YCIOBUSMH M 00OpYyJAOBaHWUEM [Jisi MPOBEICHHS DKCIEPUMEHTOB HAJ COJEPKAITUMUCS
KUBOTHBIMH, @ TaKXXe BBINOJHATh (DYHKIMU MUTOMHUKA JJII UX pa3BEICHUs; TCHHas
Tpanchekuus» (gene transfection) — BBeaeHue uyxkepoaHoil, momojguutenbHour JIHK (
OJTMHOYHBIE WU MHO>XECTBEHHBIE TeHBI) B KJIETKY-X03I1UHAa;

«1aTta Hayana uccienoBaHus» (study initiation date) — pmata moamucaHus IJIaHa

UCCIeTOBAHUS PYKOBOJIHUTEIEM UCCIIETOBAHUS;
«J1aTa Hayajia ’KcrnepuMeHTa» (experimental starting date) — mara mosydeHus MepBbIX
cnenupuIeCKUX TaHHBIX UCCIIETOBAHUS;
«1aTa OKOHYaHUsS uccienoBanus» (study completion date) — mara moanucaHus
3aKJIIYUTEIBHOTO oTYeTa PYKOBOJUTEIEM HUCCICeIOBAHUS;
«J1aTa OKOHYaHUS dKcrepuMeHTa» (experimental completion date) — mocnegnuii 1eHb
MONYYCHUS JTaHHBIX B UCCICIOBAHUU;

«ztoroBopy» (contract) — moAMMUCaHHOE coTJaneHue (B MMCbMEHHON (opMe C yKa3aHUEM
JaThl MOAMKUCAHUS) MEXAY ABYMS WM 0oJjiee CTOPOHAMH, COJIepXKaIlee TOrOBOPEHHOCTH,
Kacaroluecs pacmpeneiaeHuss oobema padboT, mpas, 00sA3aHHOCTEH, U MPU HEOOXOIUMOCTH
peryjiupyroiiee buHaHCOBBIE BOIMPOCH;

«JIOKIMHUYECKoe (HekIuHu4Yeckoe) uccienoBanue» (preclinical study (trial)) —
XUMHUYECKoe, (U3MUecKoe, OUOIOTHYECKOe, MUKPOOMOJIIOTHYEeCcKoe, (PapMaKoIOru4ecKoe,
TOKCHUKOJIOTHYECKOE U JIPYTro€ IKCIEPUMEHTAIBbHOE UCCIIEIOBAHNE UM CEPUS NCCIIEA0BAHUM
10 U3YYEHHUIO UCCIEAYEMOro BEIIECTBa (JIEKAPCTBEHHOI'O CPEJCTBA) MYTEM IPUMEHEHHUS
Hay4YHbIX METOJIOB OLIEHOK B UENAX H3Yy4YEHHUs creuupuyueckoro AEHCTBUS U (MIIM)
I 0Ka3aTeJNbCTB 0e30MacHOCTH inIe: 310POBBS YeJOBEKAa;

«okyMeHTanus» (documentation) — ohopMIIEHHBIE B YCTAHOBJIEHHOM MOPSAKE 3aMUCU
m000ro BHJAA, ONUCHIBAIOUIME JIMOO PErMCTPUPYIOIIME METOJbI, OpraHMU3auui0 U (Uin)
pe3ynbTaThl JOKIMHUYECKOTO (HEKJIMHUYECKOTO) MCCIEI0BaHUS JIEKAPCTBEHHOIO CPEJICTBA,
bakTopHI, BJIUSIOIINE Ha uccieJoBaHue, U NPUHSITHIE MEpBHI;



«M3MEHEeHUs IiaHa uccienoBanus» (study plan amendment) —mpeaHamepeHHbIE
MOTpaBKX (M3MEHEHMS ), BHOCHUMBIC B TIJIaH UCCIICIOBAHUS ITOCIIC 1aThl Havajia UCCIICI0BAHMUS,
«HHCTEKTOp» (inspector) — MU0, MPOBOASAIIEE MHCTICKIIUN UCTIBITATEIIbHBIX JIA00PATOPHIA
U ayJUThl JOKJIMHUYECKUX (HCKIMHUYECKHMX) HCCICIOBAHUN JICKAPCTBEHHBIX CPEJICTB OT
HMCHH YIOOJIHOMOYEHHOTO opraHa;
«MHCIIEKITMS UCTIBITATENIbHOM JTabopaTopum» (test facility inspection) —ipoBepka Ha MecTe
YIIOJTHOMOYEHHBIMHA OpPTaHaMH TPOIEAYyp W TPAKTHUYECKUX NEeUCTBUH JrabopaTopuu s
OIICHKH COOTBETCTBHS MPHUHIIUIAM HajIekarlel 1abopaTopHoii mpakTuku. B xome Takoit
WHCICKIIMM W3y4YaloTCA CTPYKTypa YNOpPaBICHUS U OIEPAIMOHHBIC TIPOIETYPHI
UCIIBITATeNIbHON J1abOpaTOpPUHU, MHTEPBHIOUPYETCS OCHOBHOM TEXHUYECKUW TEPCOHAI,
MIPOBEPSIOTCS KAYeCTBO M JIOCTOBEPHOCTH JIAHHBIX, IMOJYYCHHBIX B JIAOOpAaTOpPUHU, U B
3aKIIOYECHUEC TOTOBUTCH OTYET,;
«HUCcHIbITaTeIbHAs TUTOMIaKay (test site) — MecTo MpOBENEeHHs KaKoro-iudo sTarna
HcCaTenoBAaHUSI,;

«HMCCe0OBaHNEe Ha HECKOJIBKUX ILIommaakaxy» (multi-site study) —ucciaenoBanue, ¢asbl
KOTOPOTO MpoBoaATCs Oosiee ueM Ha 1 turomaake. MccnenoBanus Ha HECKOJIBKUX TUTOIIAIKaX
MPOBOJIAT, €CIIM HEOOXOMMO HCIIOJIH30BaTh reorpauuecku yaalleHHbIe, OpTraHu3aliOHHO
000CO0JICHHBIE UM UHBIM 00pa3oM OTJIeJICHHBIC UCIIBITATeIbHbIE TUIOMAaKku. K HUM MOXeT
OTHOCHUTBCS OTJIE] OpPraHU3alUK, OCYIIECTBISIIONTUN (QYHKIIMM UCIBITATEILHON TIIOMIAIKH,
€CIM JPYyro OTAed 3TOW K€ OpraHu3aluu OCYIIECTBIsAEeT (DYHKUHUHM HCIBITATEIHHOM
nTabopaTopuHu,;

«uccaenoBanus in vitro» (In vitro studies) — ucciaeqoBanus, B KOTOPBIX B KaUeCTBE
TECT-CHCTEM HCIOJB3YIOTCS HE MHOTOKJIETOUYHBIC I[EJIOCTHBIE OPTaHU3MBI, a
MUKPOOPTaHU3MBbI, WU MaTepual, W30JUPOBAHHBIA OT LETOCTHBIX OPraHU3MOB, WJIH HX
UMHUTANusA. bBOJNBIMMHCTBO HCCICAOBAHUN in  Vitro SIBISIOTCS KpPaTKOCPOYHBIMHU
ucCie0BaHusIMU. J[J TaKuX MCCIIeIOBAaHUHN CIIEAyeT UCIIOIh30BaTh B KAYECTBE PYKOBOJICTBA
nojoxkeHus mnpuiioxkenus Ne 1 x HactosmuMm [lpaBunam, 4ToOBI 00JIETUYHTH pPabOTy
PYKOBOJUTEIIS HCCIIETOBAHUS u oTIena obecreueHus KauyeCcTBa;

«HMcclieoBaTeIbCKasl OpraHu3anus (UCIbITaTeNbHBIN IeHTp)» (test facility) —
nabopaTopus (OpraHusanus), UMEIoIas He0OX0AUMYI0 MaTEpPHUAIbHO-TEXHUYECKYIO 0a3y U
KBaTU(UIIMPOBAHHBIN TEepCOHAN JJIS MPOBEACHUS TOKIUHUYECKUX (HEKIMHUYECKUX )
HUCCICNOBAaHUM  JICKAPCTBEHHBIX  CPEACTB B COOTBETCTBYIOMmEH  o0nacTu;

«HCCIieyeMoe BeIIecTBO (JIeKapCTBEHHOE CpelcTBO)» (test item) — BemiecTBO (
JIEKapCTBEHHOE CPEJICTBO), MOIeXKallee UCCIEIOBAHUIO; «UCXOIHBIA Koa» (source code) —
OpUTHHAIbHASI KOMIIBIOTEPHAS MPOTPAMMa, COCTaBIICHHAS B MPUTOIHON ISl uTeHUs1 popme (
Ha SI3bIKE MPOTPAMMHPOBAHMS), KOTOPYIO HEOOXOAMMO IMEPEBECTH B MAIIMHOYUTAEMYIO
dbopMy, Tpexme dYeM OHa  MOXET OBITh  HCIOJHEHA  KOMIBIOTEPOM;

«kanubpoBka» (calibration) — COBOKYIHOCThH OIEpalii, yCTaHABIMBAOIINX
COOTHOIIIEHNE MEXKIy 3HAYECHHWEM BEJIIMYUHBI, TOJYYCHHBIM HCIOJIB3YEMBIM TPHUOOPOM, H



3HAYEHUEM  3TON  BEIUYUHBI, ONpEeNeNsiEMBIM  C  TIOMOLIBIO  3TAJIOHA;
«xjetounble TuHUM» (cell lines) — KIeTKH, KOTOpbIE MOJABEPTIUCH F€HETUUECKOMY
M3MEHEHHUIO 10 UMMOPTAJIU3allUK U KOTOPBIE BCIEJICTBUE 3TOTO CIIOCOOHBI pa3MHOXKAThCS B
TEUEHHE MPOJJICHHBIX MEPUOAOB 1IN VIro WU MOTYT YBEJIMYMBATHCA U MOJBEPTraThCS
KPUOKOHCEpPBALUHU B 0aHKe KJIETOK;
«KOMIIBIOTEPU3UPOBaHHAS cuctemay (computerised system) — rpymnmna KOMIOHEHTOB
anmapaTHbIX CPEJICTB M CBA3AHHOIO C HUMH NPOTrPaMMHOrO OOECHEUYEHHMs, a TaKKe
nabopaTopHOro MTPUOOPHOr0 OOOPYAOBAHUS, CBA3AHHOTO WJIM HWHTETPUPOBAHHOTO C
KOMITBIOTEPOM, pa3pabOTaHHBIX U COOPAHHBIX VISl BBIIOJHEHUS ONPEIeICHHON (PYHKIIUU UIH
T py I o b byHKIOIHH,
«KOMIIbIOTEpHass 0e30macHOCTh» (computer security) — oOecrnedeHHue 3allUThI
KOMIBIOTEPHOTO ammnapaTHOr0 M MPOrpaMMHOrO OOECHEUYEeHMs] OT CIIyYalHOro Wiu
YMBIIJIEHHOTO J0CTYyTa, UCTIOIb30BaHMs, MOJU(DUKAIINY, YHUUTOXKEHUS WIH pas3rialieHus.
Takas 06€301acHOCTh OTHOCUTCS TAKXKE K IEPCOHANY, JaHHBIM, KOMMYHHKAIIUOHHBIM CBSI35M,
busznueckon u JOTUYECKOU 3aIUTe KOMIBIOTEPHBIX UHCTAJUISIUN;
«KOHTpPOJIb U3MEHEHUI» (change control) — mocTosiHHAS OLIEHKA U JOKYMEHTUPOBAHUE
CUCTEMHBIX ONEpalUi U W3MEHEHHH C LIEeNbI0 ONpesesieHnss HeoOXOIMMOCTH MPOBEIECHUS
npolecca BaJuJalMy TOCJI€ MOSIBICHHUS B CHUCTEME KaKuxX-nbo u3MeHenuil. KoHTposb
W3MEHEHUH KacaeTcsl He TOJIbKO KOMIBIOTEPU3UPOBAHHBIX CUCTEM, HO U IPYTUX IPOLIECCOB,
CBSI3aHHBIX C JOKJIMHUYECKUM (HEKIMHUYECKUM) UCCIEIOBAaHUEM, IPOBOJUMBIM B
COOTBETCTBUH C HAaCTOSUUMHU [IpaBunamu;
«koH(pUIeHITMATLHOCTEY (confidentiality (privacy)) — HEOOXOIUMOCTh XpaHEHHS B TailHE
MHpOpMaluM, NpUHAJIEKAIEH CcrnoHcopy U (MIM)UcHbITaTENbHOW J1abopaTtopuu;
«KpaTKocpouHoe uccienoBanue» (short-term study) — uiccienoBanue, mpoBOJIUMOE B
KOPOTKHE CpPOKM C NPUMEHEHHEM CTaHIApPTHBIX HIMPOKO PACIPOCTPAHEHHBIX METOJIOB;
«KpUTEpUU TpPUEMKU» (acceptance criteria) — JOKYMEHTAJIBHO TMOATBEPIKICHHbBIC
KPUTEpPUHU, KOTOPHIM HEOOXOJMMO COOTBETCTBOBATH JUIsl YCHEIIHOTO 3aBEpIICHUs dTana
UCCIIEI0OBaHUSA uian BBITIOJTHEHU ST TpeOoBaHUl MMOCTaBKH,;
«xkputudeckue (aswl» (critical phases) — ompenesieHHbIC TPOLEAYPHl W BUJIBI
NEATEIbHOCTH B paMKax HUCCIEJOBaHMS, TOYHOE M IPABUIbHOE HMCIOJIHEHUE KOTOPBIX
ABJSETCS HEOOXOJUMBIM YCIOBUEM ISl KadecTBa, JOCTOBEPHOCTH U HAJEKHOCTH
MoJiydyaeMblX pe3yJlbTAaTOB UCCIENOBaHUA;
«MOHUTOPHUHT» (monitoring) — mpoIeaypa KOHTPOJS COOTBETCTBUS MPOBOJIUMOTO
JOKJIMHUYECKOTO (HEKIMHUYECKOT0) UCCIEOBaHUs U 00eCriedeHusl ero npoBeieHus, coopa
JTAHHBIX W TIPEICTABICHUSI PE3YyJIbTATOB UCCIICIOBAHUS TUIaHY, CTAHAAPTHBIM OMEPaAIlMOHHBIM
npoueaypam u TpeOOBaHUAM HAaCTOSUUX [IpaBum;
«HaJIexalas JabopaTopHas mpakThka (mpaBuiia JiabopaTopHoi mpakTuku)» (Good
Laboratory Practice, GLP) — cucrema TpebGoBaHUl K OpraHM3alllM, IUIAHUPOBAHUIO U
MPOBEACHUIO JOKIMHUYECKUX (HEKIMHUYECKUX) MCCIEIOBAHUN BEIECTB (J€KapCTBEHHBIX



CPeACTB),0(pOPMIICHHIO PE3YJIHTATOB U KOHTPOJIIO KadecTBa YKa3aHHBIX HCCIIEIOBaHUM;
«HEKJIMHUYECKOE MCClieZIoBaHne 0€30MacHOCTH IS 3I0POBbS UEIOBEKa U OKPYKAIOIIeH
cpenb» (non-clinical health and environmental safety study) — onbIT win cepus ONBITOB, B
KOTOPBIX HCCIEyeMOe BEIIECTBO MPOXOIAUT MPOBEPKY B JTAOOPATOPHBIX YCIOBHSX WIH B
OKpY>Kalollle cpejie ¢ LEeIbl0 MOJyYeHUs JaHHBIX O €ro CBOMCTBaxX U (Miu) 0€30MacHOCTH,
HampaBJsieMBbIX B YyINOJTHOMOYEHHBIE OpTaHBbl;
«HocuTenb (pactBopuTenb)» (vehicle) — BemecTBo, UCHONIB3yEMOE /1JIS CMEIIUBAHUS,
JTUCTIEPTUPOBAHUS UJIM PACTBOPEHUSI UCCIETYEeMOro BEIIeCTBA(JIEKAPCTBEHHOT'O CPECTBA)
niau 00pasiia cpaBHEHUsI (KOHTPOJBHOTO 00pa3iia) U Mo3BOJIsOINIee 00JIETYUTh €T0 BBEJACHUE
B TECT-CHUCTEMY ;
«obecrneueHne kadecTBa» (quality assurance) — COBOKYIMHOCTb CUCTEMATHYECKUX U
MJIAHOMEPHBIX JCHCTBUNA, 00ECTICYMBAIOIINX COOTBETCTBUE IMPOBOJAMMOTO HCCIIECIOBAHUS
TpeOOBaHUAM HaCTOS U UX I[IpaBun;
«o0pasel cpaBHeHUsI (KOHTPOJIbHBINA 00pa3e)» (reference item (control item)) — oOpazen
BelecTBa (JE€KapCTBEHHOTO CPENICTBA), MCIOJIB3YEMbIA JIsi CPABHEHHUSI C HCCIETyEMbIM
BEIIIECTBOM (JIEKAPCTBEHHBIM CPEJICTBOM) W OIICHKH HAyYHBIMH METOJaMH O0e30TMacHOCTH
HCCIIelyeMOro BelniecTBa(JIEKApCTBEHHOTO CPEJACTBAa) MyTEM TaKOTO CpaBHEHUS UX
bU3NYEeCKUX, XHUMHUYECKUX, OHOJOrMYeckux U  (papMaleBTUUECKUX  CBOMCTB;
«obpasmel (poOb1)» (specimen (supplements)) — Marepuainbl, MOJyYEHHBIC U3
UCTIBITATEIbHOM TECT-CUCTEMBbl C 1EJIbI0 M3YUEeHHUs, aHalhu3a UMW COXPAHEHHS;
«oOIIenpru3HaHHbIe TEXHUYECKHE CTaHmapTh» (recognised technical standards) —
CTaHAapThl, NPUHATHIE HAUMOHAIBHBIMU WJIM MEXKIYHApPOJAHBIMU OpTaHaMH IO
crangaptuzauu (I'OCT, mexxrocynapctBennble ctanaapthl),ctangaptel OECD Organisation
of Economic Co-operation and Development(Opranuzamuu 3>KOHOMHUYECKOTO
coTpynHudectBa u paszButus), I[SO,International organization for standartization (
Mexnynaponnoit opranuzanuu no cragnaptusamnun, MCO), IEEE, Institute of Electrical and
Electronics Engineers (MHCcTUTYyTa MHXKEHEPOB MO AJIEKTPOTEXHUKE U DJIEKTPOHUKE) U T. 1.);
«Opra” 1Mo KOHTporo cobmoaeHust Hactosamux [IpaBuwm» (GLP monitoring authority) —
OpraH ToCyJlapCTBa-uJieHa, YIOJHOMOYEHHBIH Ha MPOBEJIECHHE KOHTPOJS COOMIOICHUS
UCITBITATeIbHBIMA JTa00paTOPUSIMH Ha TEPPUTOPHUH TOCYIapCTBa-wieHa HacTosmux [IpaBumn
IIPY BBITIOJTHEHUU JOKIMHUYECKUX (HEKJIMHUYECKUX) UCCIIeIOBAaHUMN JIEKAPCTBEHHBIX CPEJICTB
5
«ocHOBHOM Tpadux» (master schedule) — rpaduk pabor oGobmiaromero ypoBHs,
OTpaXKalolUi TEKYIIyl0 WHPOpPMAIMIO O CTaJAUM M COCTOSHUMU BCEX HCCIICIOBAaHHUN B
HCOBTATEIbHOM HEHTpE;
«OTKJIOHEHHE OT IuIaHa ucciegoBanus» (study plan deviation) —HenpemHamepeHHOE
OTCTYIUICHUE OT TIJIaHa MCCIEAOBAHUS MMOCIE JaThl Ha4ajla UCCIEOBAHUS; «TaTCHTOBAHHBIN
matepuan» (proprietary material) — wmaTepuan, 3alIMIIEHHBIA 3aKOHOJATEIbCTBOM
rocyaapcTBa-ujieHa (0 MaTeHTax, aBTOPCKOM MpaBe MIIM TOBAPHBIX 3HAKAX) OT HE3aKOHHOTO



MCMNOJNIb30BAaHMUSE;

«TepBUYHBIE JaHHbIE» (raw data) — UCXOHBIE 3aMUCH U TOKYMEHTalusl (MX 3aBEpEHHBIC
KOIUU) KOTOPBIE SBIISIOTCS PE3yJbTaTOM MEPBOHAYAIBHBIX HAOMIOIEHUN U JESTEIbHOCTH B
npoliecce uccienoBanus. llepBuyHbie naHHBIE MOTYT TaKXe BKJIIOYATh B ceOsi, Hapumep,
dororpaduu, MHUKPODUIBMBI HUIW MUKPOPUIIH, MAIIUHOYUTAEMbIE HOCHUTENH,
POJMKTOBAHHBIE HAOJIO/ICHUS, 3alIMCaHHbIEC JAHHBIE C ABTOMATHU3MPOBAHHOW anmaparyphbl
WM JTH00BIE APYTHe CPeACcTBa XpaHEHUs MH(POpPMaLMH, CIOCOOHBIE 00ECIEUnTh HAAEKHOE
XpaHeHne nHGOpMaIMK B T€UEHUE NIEPUO/Ia BPEMEHH, YKa3aHHOTO B pazaene VI HacTosmmx
I p a B nu n ;

«TmepBUYHBIC KIETKuW» (primary cells) — KJIeTKH, W30JIMPOBAHHBIE M3 OpTraHU3Ma
KUBOTHOTO MJIM PACTUTEIBHOIO HMCTOYHHKA M HMMEIOIIME OrpaHUUYECHHYIO
NPOAONXKHUTEINbHOCTH KHU3HU,

«IEePEeKPECTHOE 3arpsi3HEHUE» (cross-contamination) — 3arpsi3HEHUE HUCCIIEYyEMOTO
BEILECTBA JIUOO TECT-CUCTEMBI JPYTUM UCCIIETYEMBIM BEIIECTBOM MJIU APYTOW TECT-CUCTEMOM
, KOTOpOE MPOUCXOAUT HETIPETHAMEPEHHO U MTPU KOTOPOM HapyIIaeTCs CTENeHb XUMHUECKON
YUCTOTHI UCCIIEYEMOTO BElIECTBA 178107 MOBPEXKAAETCS TECT-CUCTEMA;

«tepudepuiinpie KOMIOHEHTHD» (peripheral components) — 1r060€ CBSI3aHHOE C TTOMOIIBIO
uHTepdeiica o0opyaoBaHue MO0 BCIIOMOraTellbHbIE WA YJaJ€HHbIE KOMIIOHEHTHI, B TOM
qucie OPUHTEPHI, MOJEMBI, TEPMHUHAJbI U T. a.;

«m1ad (IIPOTOKOJI, MporpamMma) ucciieioBanus» (study plan) (manee —mian) — TIOKyMEHT,
CoJiepKalluii OCHOBHBIE 3aJa4M, METOJOJIOTHIO, MPOLEAYPHI, CTATUCTUYECKUE ACIIEKTHI,
OpraHu3alliIo0 U TUIAHUPOBAHUE PECYPCOB JOKIMHUYECKOTO (HEKJIMHUYECKOTO) UCCIIEI0BAHUS
(BKJIFOUAs €T0 3TAlbl U YaCTH), a TAKXKE MEPBI 10 00ECIIEYEHUI0 0€30MMaCHOCTH YYaCTBYOIIHNX
B HeEeM CHUCTEM ;

«ToBepKa cpenctBa uzMepeHuit» (verification of instrumentation) —COBOKYITHOCTH
omeparuii, BHIMOJHIEMBIX TOCYJIapCTBEHHOM METPOJOTHYECKON CIIyKOOW WM JIPYyTUMH
aKKpEIUTOBAHHBIMH FOPUIUYECKUMHU JIMIIAMUA C LEJIBI0 ONPEACIICHUS U TOATBEPKICHUS
COOTBETCTBHSI CpPEJCTBA H3MEPEHUU YCTAHOBIEHHBIM METPOJIOTHYECKUM TpeOOBaHUAM;

«MOCTaBIIMKY» (supplier) — 1opuaudeckoe JUI0, BRIMOIHAIONIEE B paMKaX JOTOBOpaA C
UCIIBITATENIbHON J1abopaTtopueid 00s3aTeabCcTBA MO OOECIEUEHUI0 O000pYJIOBAHUEM,
peaKkTUBaMH, PaCXOIHBIMH MaTEpHAIaMH, TECT-CUCTEMAMH JOKIMHUYECKUX (HEKIUHUYECKUX
) MCCIIeagoBaHH,;

«IPUEMOYHOE HCTBITaHHE» (acceptance testing) — BBHIMOJHEHHOE MO YCTAaHOBJICHHOM
(dbopme KcnbITaHuE KOMIIBIOTEPU3UPOBAHHONW CUCTEMBI B MpeAIoaraeMoil paboueit cpeje ¢
LEJIbI0 ONPEEICHNUS] COOTBETCTBUSL ATOW CHUCTEMbl KPUTEPUSM MPUEMKHU HCIBITATEIbHON
nabopatopu, a  TakKXke  MNPUEMIEMOCTH  CHCTE€MBbl  JUIS  DKCILUIyaTalluu;

«IpOTPpaMMHOE 00ECTICUCHHE — OTlepallMoHHas cucteMay (software —operating system) —
nporpaMma Wik Habop mporpamm, CTaHAAPTHHIX (PYTHHHBIX) IPOrpPaMM U MOANPOTPAMM,
KOHTPOJIMPYIOIUX padoTy KommnbroTepa. OnepandoHHas CHUCTEMa MOXKET IPEea0CTaBUTh



TaKue YCIyTd, KaK paclpejieieHue pecypcoB, MJIaHUpOBaHUE paldOT, yIrpaBieHHUE BBOJIOM(
BBEIBOJJOM) u YyOpaBJICHHUC JTaHHBIMHU;

«mporpaMmMHOe obecrieueHue — mpuioxkenune» (software —application) — mporpamma,
npuoOpeTeHHass WM pa3paboTaHHas, aJanTUpPOBaHHAsS WM TPHUCIOCOOJICHHAS K
TpeOOBaHUSM HCHBITATENIBHONW JIa0OpPaTOpUU C IENbI0 KOHTPOJS MpoIeccoB, cbOopa,
00paboTkH, npeaCcTaBICHUS U (nnn) apXUBUPOBAHUS JTaHHBIX;

«pe3epBHOE KonupoBaHuey» (back-up) — Mepa, npeagnpuHuMaeMas 1Jisi BOCCTAaHOBJIEHUS
(bainoB JaHHBIX M MPOTPAMMHOI0 OOECIeUeHUs, BO30OHOBICHHUS 00paOOTKU JTaHHBIX WITU
WCTIOJIb30BaHUs AbTEPHATUBHOTO KOMITBIOTEPHOTO 00OPYIOBAHHMSI MOCIIE CUCTEMHOTO cOO0s
U I u aBapwwmwu,;

«pestome (aBrobuorpadus)» (curriculum vitae) — JOKYMEHT, MOJITBEPKIAOIIUN
obpa3oBaHue, npodecCuoOHaAIbHY IO MOJATOTOBKY u OTIBIT;

«PYKOBOJUTENb HccaenoBanus» (study director) — nuio, OTBETCTBEHHOE 3a oOliee
MIPOBEICHHUE TOKJIMHUYECKOTO (HEKJIIMHUYECKOI0) UCCIIEI0BAHMS O€30MaCHOCTHU ISl 3J0POBbS
yenoBeKa u OKpyXKarire i Cpellbl;

«PYKOBOJICTBO HCIIBITATEIBHOIO yyacTKa» (test site management) —Jiniia, Ha3HAYEHHbIE
OTBETCTBEHHBIMH 32 KOHTPOJIb ATANIOB MCCIICIOBAHUS U MTPOBEICHUE UCCIIEIOBAHUS COTIACHO
HacTOSIIUM [ITpaBumawm;

«PYKOBOJCTBO MCCIIEJ0BATEIILCKOM OpraHu3aIiuy (MCIBITaTEILHOTO IeHTpa)» (test facility
management) — Juna, oOJajarollhe MOJTHOMOYMSIMU M HECyLIMe OTBETCTBEHHOCTH 3a
opraHu3anuio U (QyHKIIMOHUPOBAHKUE HCIBITATEIHHOW JTa0OpaTOPUU COTIACHO HACTOSIIIIM
IT paBwuaxawm,;

«cepusi» (batch) — onpeneneHHOe KOTMYECTBO WM MAPTUS UCCIETYEMOIrO BEIECTBa,
MIPOU3BEJICHHOTO B TEUEHHUE 3apaHee YCTAHOBICEHHOTO MPOU3BOJCTBEHHOIO IUKJIA B TaKOM
dbopme, Korga MpenanosaraeTcs OAHOPOIHOCTH COJAEPKAHHUS BCETO KOJIMYECTBa (MapTHH)
BEIIECTBA WU DOTO COJEpXKaHHE [OJDKHO XapaKTepH30BaThCS Kak TaKOBOE;

«cucrtema obecrnieyeHusi kauectBa» (quality assurance programme) —KOMIIJIEKC MeED,
HaIpaBJIEHHBIX Ha COOJIOJICHUE MEepCcoHAIoM Hactosmux [IpaBun, npegHasHAYCHHBIA IS
oOecrieueHus yNpaBJICHUs] UCTIBITATENIHLHOU 1abopaTopuell B COOTBETCTBUU C HACTOSIIIUMU
Il paBumamu,;

«cnenudukaus Ha UCCISAYeMOe BEIIECTBO (JIEKAPCTBEHHOE CpesIcTBO)» (specification
on test item) — MOKyMEHT, cojaepxkauuii uHdopmanuio 00 HCCIeayeMOM BellecTBe (
TEKaAapCTBEHHOM CpeacTBE);

«cnenudukanus Ha TecT-cucTeMbl» (specification on test-system) —AOKYMEHT,
yCTaHABIUBAK UK TpeboBaHUS K TEeCT-CUCTEMaM;
«cmoHCOp (pa3paboTUUK JIEKAPCTBEHHOI'O CPEACTBa)» (sponsor) —pu3nUecKoe WIu
IOPUIUYECKOE JIUIIO0, KOTOPOE HHUITMUPYET, o0ecreunBaeT u(WiK) yTBEPKIAaeT MPOBEACHHUE
JTOKJIMHUYECKOTO (HEKIIMHUYECKOI0)UcCaeoBaHusl 0€301MacHOCTH IJisl 3/J0pPOBbs YelloBeKa U
HKOJIOTHYECKOM Oe30macHoCTH, 0QPOPMIIIET 3aKa3 U HECET OTBETCTBEHHOCTD 32 OPTaHU3AIIHIO



u buHaHCcUpOBaHHE TaKOT O UCCIIETOBAHUSA;
«cTangaptHeie onepainronubie mponeaypsl (COII)» (standard operating procedures (
SOPs) — nokyMeHTaIbHO 0(OpMIIEHHBIE TPOIEYPhI, B KOTOPBIX OMUCAH CIIOCOO MPOBEACHUS
UCCJIE0BaHUsl UM OCYILIECTBIICHUS NESITEIbHOCTH, HE MU3JI0KEHHBIA MOAPOOHO B MIaHe (
MpOTOKOJE, MOpOrpaMMe)uiad  yKa3aHUAX MO  NPOBEACHUIO  HUCCIEIOBAHUN;
«TecT-cuctemay (test system) — ucmosib3yemMasi B MCCIEAOBAHUM OMOJIOTHYECKas,
XUMUYECKasl, pU3nuecKass CUCTEMa, aHAJUTUYECKOEe O0OpYIOBAaHHME WJIM UX KOMOMHALWS;
«TOKCHUKOTEHOMHKa» (toxicogenomics) — HCCJIEOBAHUE pPEaKIMU TeHOMa Ha
cTpecc-(paKkTOpbl OKPYXKaIOIIEeH cpelbl WM TOKCHYHBIE BEIIECTBA C LIEJIbIO OMpPEIEIICHUS
COOTHOILIEHHUS MEXY TOKCUYECKHUMU PEAKIIMSIMUA HAa TOKCUYHBIE BEIIECTBA U UBMEHEHUSIMU B
T€HETUYECKUX MPOPUIsIX 0OBEKTOB, OABEPIIINXCS BO3ICUCTBUIO ITUX TOKCUYHBIX BEIIECTB;
«TOKCMKOMeTabOHOMHUKa» (toxicometabonomics) — KOJIMYECTBEHHOE H3MEpPECHHUC
3aBUCSAIIEH OT BpEMEHU MHOTIOMApaMEeTPUUYECKON METabOIMUYECKON peakiMyi KUBBIX CUCTEM
Ha MNaTO()U3UOJIOTUUECKUE CTUMYJbl HJIM TEHETUYECKYI0 MOJIUPUKAIUIO TyTEM
CUCTEMATHYECKOI0 HM3Y4YEHHUs] COCTaBa OMOXKUJIKOCTH C HCIOJIb30BAHUEM TEXHOJIOTUU
SIEPHOTO MarHuTHOro pe3oHanca (JIMP) pacno3naBanus Habopa, Jjisi ONpeAesieHUsl CBS3U
TOKCUYHOCTH OpraHa-MUIIEHU CO CHEKTpaibHbIMU Habopamu SIMP u ompeneneHus HOBBIX
CYppOTraTHBIX MapKepoB TOKCUYHOCTH;

«TOKCUYHOCTBY (toxicity) — Mepa BpeIHOTO BO3JEHCTBHS UCCIEIyeMOr0 MaTepuala Ha
OpraHu3M B  YyCIOBHUSX  OJHOKPAaTHOrO  HWJIM  MHOTOKPAaTHOTO  BBEJCHUS;

«TpaHCTEHHbIE KJIeTKn» (transgenic cells) — kneTku, nomy4usime Tpanchekuo 1 umu
0oJiee Uy KEpOJHOTO I'eHa M BCJIEJCTBHUE ITOT0 UMEIOIIME XapaKTEPUCTUKU U (PYHKIIUH,
KOTOPBIE B POJIUTEIHCKOMN KJIETKE OOBIYHO OTCYTCTBYIOT WJIM MPUCYTCTBYIOT TOJIBKO C HU3KUM
YPOBHEM DKCOPECCHUH;

«yTNOJITHOMOYEHHBIN opran» (regulatory authority) — opran rocynapcTBa-ujieHa,
OCYIIECTBIAIONINI KOHTPOJb OOpaIleHus JEeKapCTBEHHBIX CPEACTB HA TEPPUTOPUU ITOTO
rocyanapcTBa,;

«AJIEKTPOHHAs MOANUCHY (electronic signature) — 3amuch B BUJE MAarHUTHBIX UMITYJIbCOB
WM TpaHCcasuus (KOMIMIISIMS) KOMIBIOTEPHBIX JAaHHBIX JIFOOOTO0 CUMBOJA WU
MOCJIEIOBATEIbHOCTH CUMBOJIOB, BBIMOJHSIEMBIX, aJalTUPOBAHHBIX WM aBTOPU30BAHHBIX
JUIIOM B KayecTBe  DJKBUBAJIEHTa €TI0 COOCTBEHHOPYYHOU  TOJAIMUCH;

«atan (¢asza)» (phase) — ompeneaeHHbIH OTIACIBHBIA BUJ JOKIMHUYECKOTO (
HEKJIMHUYECKOT0) MCCJIeIOBAHMS, TPOBOIMMBINA OJHOM M3 UCTIBITATEIBHBIX IUIOMIAJ0K MPH
OCYUIECTBICHUH MHOTOIIEHTPOBOT'O UCCIIEI0BAHMUS.

II1. OCHOBHBIE MOJIOXKCHHUA



1. CucreMa oOecrieaeHN KadecTBa
O6mas madopmanua

8. WcnpiTaTenpHas gabopaTopus, MPOBOJAIIAS JTOKIMHUYECKUE (HEKIMHUYECKUE)
UCCIIEIOBAHMS JOJDKHA HUMETh JOKYMEHTAJIBHO O(OPMIICEHHYIO CHUCTEMY OOeCIeUYeHUs
KauecTBa JJIsl TapaHTHUM TOrO, YTO MCCIEAOBAHUS TMPOBOJATCS COTJACHO HACTOAIIUM
I paBumaxawm

9. Cucrema obOecrieueHHs] KayecTBa JOJDKHA MUMETh YTBEPKJACHHBIE CTaHIAPTHHIC
onepannonHsie npouenypsl (ganee — COII), B KOTOpHIX MOAPOOHO W MOCIEIOBATEIBHO
OIMKCHIBAETCS TIOPSIOK OCYIIIECTBICHUS BCEX JTAOOPATOPHBIX M IPOU3BOJICTBEHHBIX OMEPAIIUA
, B K JT IO 94 a 4

a) TOCTYIUICHUE, UICHTU(DUKAIMIO, MapKUPOBKY, 00paboTKy, oTtbop mpoO,
WCIIOJIb30BAHNE, XPAaHCHWE W YHHUYTOKCHHE (YTHUIIM3AIIUIO)UCCICIYEMBIX BEIICCTB (
JIEKApPCTBEHHBIX CpPEeICTB) 151 o0pa3mnoB CpPaBHEHHUS,

0) oOcinyXuBaHHE M TIOBEPKY H3MEPUTEIBbHBIX MNPUOOPOB U 0OOpYIOBaHUS;

B) TMIPUTOTOBJIIEHWE PEAKTUBOB, MHUTATEIBHBIX Cped, KOPMOB;

r) BeJeHue 3amnucedd, OTYETOB U HUX XpaHEHHUE;

n) oOCiayXWBaHWE TOMEIICHUH, B KOTOPBIX IMPOBOJIMUTCS HCCICIOBAHUC,

€) MpueM, TPAHCIIOPTUPOBKY, pa3MEIlleHHue, OMMCaHUe, UICHTU(PUKAIIUIO UCCIIETyEMBIX

BEINlIECTB u TECT-CHUCTEM;
) OCYIIECTBJICHHUE TUIaHa (ITPOTOKOJIA, MPOTPaMMbI) (J1ajiee — IJIaH) Mo 00ECTICUCHHTIO
KauyecTBa JOKJIMHUYECKOTO (HEKJITMHUYECKOTO) UCCIIEIOBAHUS.

10. PykoBoauTeNb UCHBITATENBHON Ta0OpATOPUM Ha3HAYAET JIMIL, OTBETCTBEHHBIX 32
cucteMy oO0ecledyeHuss KadecTBa M 0OecHeyuBaloUuX €€ COOMI0JIEHHEe APYTruMHU
COTPYAHUKAMH HCIBITATEIbHON J1a0OpaTOpUU. DTU HE3aBHCUMBIE JUIA HE JOJIKHBI OBITh
3a1€ICTBOBAHbl OJHOBPEMEHHO B IIPOBEJICHHUM MCCIIEIOBAHUSA U IPOBEPKE KA4ECTBA ITOTO
UCCIIEIOBAHMSL.

OO0s3aHHOCTH ITEPCOHAJIA, OTBETCTBEHHOTO
3a 00ecIe9cHHUE Ka9eCTBa

11. OGs3aHHOCTH TEpCOHANa, OTBETCTBEHHOTO 32 00eCIeYeHHE KauecTBa, BKIIOYAIOT B
c e 60 s
a) pa3padotky COII u ux BHEIpEeHHE B UCIIBITATEILHON Ta00OpAaTOPUN, CUCTEMAaTHYECKas
npoBepkKa U X COONWIAEHUS;
0) mpoBeeHNE WHCIEKIHUH C IETbI0 MOATBEPKICHUSI COOTBETCTBUS HCCIIETOBAHUS
HactosmuM [IpaBuiam, JOCTYITHOCTH JJI TiepcoHaia miaHa uccienosanus U COIl, a Takxke
MoJATBEepXAeHne (akTa WX HUCHOJHEHHUS TPU TPOBEACHUU  HUCCIETOBAHUSA,
B) MPOBEPKY 3aKITIOYUTEIHHBIX OTYETOB JJIsI MOJATBEPKACHUS TOTO, YTO METOIIBI,



poLeaypbl, HAOTIOJEHUS U Pe3yJbTaThl U3JI0KEHBl TOYHO U B MOJHOM Mepe oTpa)xaroT
MEPBUYHBIE JaHHBIE UCCIENOBAHUN;
I') cooOlIeHne B MUCbMEHHOM BHI€ (OTYET) O pe3yJbTaTaX MHCHEKUUNH PYKOBOJCTBY
UCHBITATENbHOM 1a00paTOpUu, PYKOBOJUTENIO UCCIIEAOBAHMS, BEAYILIEMY UCCIIEI0BATENIO U,
pHu HEOOXOIUMOCTH, ApyTUM PYKOBOAALIUM paboTHUKAM;
1) TOJITOTOBKY M TOJIIMMCAHNE 3aKIIOUCHHUS, IPUIIAraeMoro K 3aKII0YUTEILHOMY OTYETY,
B KOTOPOM YKAa3bIBalOTCS THUIIbl MHCIIEKIINI, 1aThl UX MPOBEAEHUS, BKIIOYasi HH(POpMALIHIO 00
JTanax MpOBEPSEMOr0 MCCIENOBaHUA, U JaThl IIEpeladyd pe3ysIbTaTOB MHCIEKTUPOBAHUS
PYKOBOJCTBY HMCIBITATEIbHON 1ab0OpaTOpUH, PyKOBOJUTEIIO HMCCIEIOBAHMUS U BEAyLIEMY
HCCJIEIOBATENI0. DTO 3aKIIOUYEHHE TAKXKE JIOJDKHO CoJepKaThb MH(POPMAILUIO O TOM, UTO
IIEPBUYHBIC JAHHBIE UCCIENOBAHUS OTPAKEHBI B 3AKIIOUYNTEIILHOM OTYETE JOCTOBEPHO.

2. IlepcoHan HCTIHITATENHFHOM TabopaTopun

OO0s3aHHOCTH PYKOBOJICTBA HCILITATEILHOM 1abopaTopuu

12. PyKOBOJCTBO MCHBITATEIHHOW JTAOOPATOPUHU JTOJKHO 00ECTICUHTh COOTBETCTBUE
BBITIOJTHS € MBI X pabor HAacCTOAII UM [IpaBumnam.
13. PykoBonctBO HCOBITATEIbHOMN nabopatopuu:
a) obecneynBaeT HAIMYKE JOCTATOYHOT0l KOJMYECTBA COTPYAHUKOB, COOTBETCTBYIOIIETO
000pyI0BaHUs, CPEJCTB U MATEPUAJIOB JJII CBOEBPEMEHHOTO M HAJUIEKAILET0 MPOBEICHUS
MmccleanoBaHUH,
0) oOecrneunBaeT BEJEHHUE yueTa 3amuced o KBaidudukKaluuu, oOy4yeHHH, OMbBITE U
KOMIIETEHIIUU CIEIHUAIMCTOB U TEXHUYECKOTO TIEPCOHANIa HCIMBITATeILHON 1abopaTopuw;
B) oOecreuyMBaeT 4YETKOE IMOHMMaHUE OO0SI3aHHOCTEH BCEMH COTPYIHUKAMHU
UCIIBITATEeNIbHON JIA0OpaTOpUH U, MPU HEOOXOAUMOCTH, OOECIIEUNBAET UX COOTBETCTBYIOIINE
obyudueHHue U NOATOTOBKY;
r) yrBepxkaaer COIl u u3meHeHus, BHOCUMbIE B HUX, OOECIIEUNBAET UX BBINOJHEHHUE;
n) o0OecrieynBaeT HaJW4yMe CHCTEMbl O0OECNEeueHHs KadyecTBa M Ha3HAYaeT JIHII,
OTBETCTBEHHBIX 3a CUCTEMY obecnedeHus Ka4yecTBa;
€) Ha3HA4YaeT PYKOBOAMUTENS MCCIEIOBAHUS U3 YUCIA COTPYJIHHKOB HCHBITATEIbLHON
1ab0paTOpUU, UMEIOIIUX KBATM(PUKAILIMIO, COOTBETCTBYIOUIYIO LIEJISIM UCCIEOBaHUs, TIEpe
HayaJioOM KaXKJOT0 HCCIEAOBaHMUS. 3aMeHa PYKOBOJUTEINSI HCCIEAOBAHHS IMPOBOJUTCS
COTJIACHO YCTaHOBJIGHHOW MpoleAype M JOJDKHA ObITh JOKYMEHTAIbHO O(GOpPMIEHA;
) B Clyd4ae IpPOBEACHHUS MHOTOLEHTPOBOIO MCCIEIOBAaHHUS HAa3HaydaeT MpHU
HEOOXOJAMMOCTH BEAYIIEro HMCCIEeNOBATElNsd, UMEIOIIEr0 COOTBETCTBYIOIIEE 00Opa3oBaHUE,
KBaJU(PUKAMIO M ONBIT. 3aMEHa BEAYLIEro MCCIEN0BaTENs] MPOBOAUTCS COTJIACHO
YCTAaHOBJIGHHOW  mpoleaype W JOJDKHAa  ObITh  JOKYMEHTAJIbHO  OQOpMIICHA;
3) o0OecreunBaeT yTBEPKACHUE PYKOBOJUTENEM HCCIEIOBAHUS TJIaHA UCCIEIOBAHUS;



1) KOHTPOJUPYET, YTOOBI PYKOBOJUTENh MCCIEIOBAHMS MPEIOCTABUI YTBEPKIACHHBIH
IJiaH UcclieJOBaHUs nepcoHany oTnena obecrieueHUs KayecTBa;
K) oOecrieunBaet BegeHue ooHoBisiemoro nepedds COII (¢ coxpaneHueM mpeb Ty X
penaaxinuiu);
) Ha3HayaeT COTPYJAHHKA, OTBETCTBEHHOTO 3a BEJICHHUE apXHBa;
M) oOecmedyuBaeT BeJAEHHE OCHOBHOro rpaduka;
H) B CJIydae MPOBEICHUS MHOTOIEHTPOBOTO HKCCIEIOBaHHUS OOECIeunBacT
B3aMMOJICHICTBUE PYKOBOJUTENS] MCCIEIOBAHUSA, BEIAYyIIETO HCCIEeA0OBATENs, JIHUII,
OTBETCTBEHHBIX 3a CHCTEMYy OOECIICUCHHS KadecTBa, W TEpPCOHaNa, Y4YacTBYIOIIETO B
NPOBEICHUU UCCIECTOBAHUSI;
0) ompeenseT MPOLeayPsl IS KOHTPOJIS MCIOJIB30BaHHUS KOMITBIOTEPU3UPOBAHHBIX
CHCTEM TI0 Ha3HAYEHWIO, oOOecreumBaeT WX Balujanuio, (YHKIHOHUPOBAHUE U
oOcy>KUBaHHUE COMIACHO HacTosMM [IpaBuiiam.

OO6s3aHHOCTH PYKOBOAUTEIS UCCIICHOBAHHU

14. PykoBoauTenp MCCIENOBAHUS SIBISETCS LIEHTPAIN30BAHHBIM KOHTPOJIUPYIOIIUM
JIMLIOM B MCCIIEJOBAHUU U HECET OTBETCTBEHHOCTH 3a IIPOBEACHUE UCCIEA0BAHUA B LIEJIOM U
IIOArOTOBKY 3aKJIFOYUTEIBHOIO OTYETa O IPOBEICHHOM HCCIEIOBaHUU. B nomosiHeHue K
nyHKTy 15 nHacroswmux IIpaBun ponb M JOMKHOCTHBIE OOS3aHHOCTH PYKOBOJIUTEIS
WCCJIEI0BAHMSI, YKa3aHbl B IpuiiokeHnH Ne 2 k HacTosmuM [IpaBunam.

15. PykoBoauTeIb HCCIICAOBAHHS:

a) COTJIaCOBBIBAET IUIAH MCCJIE0BAaHUS W BHOCHUMBIC B HETO M3MEHEHUs, 3aBEPSAET UX
MOJIIHUCDH IO c yKa3aHUuEeM JTaTHI;
0) opraHu3yeT NpPOBEJIEHUE NOKIMHUYECKOTO (HEKIMHHYECKOTO)UCCIEIOBAHUS,
pacmnpenenseT 00s3aHHOCTH MEXIY y4acTHUKaAMU HCCIIEIOBAHHUS
B) KOHTPOJUPYET CBOEBPEMEHHOE MPEAOCTABICHHUE MEPCOHAITY OT/ENIa 00eCIeUeHUs
KauecTBa KOMUHU TIaHa MCCIICI0OBaHUS U U3MEHEHUN COTJIACHO TpeOOBaHUSAM K IIPOBEICHUIO

MCCIeaToOBaHUSHI,;

r) oOecrieunBaeT MPEeAOCTaBICHUE MEPCOHANY TIaHA MCCISIOBAHUS M W3MEHECHUH, a

T a K X ¢ C O II
1) OTBeYaeT 3a OGOpPMIICHHE IIaHA HCCICAOBAaHUS, 3aKIOYHUTEIHLHOIO OTYETa H

b

BHOCH MBI X B H U X M3MEHECHUN;
) obecrieunBaeT coOI0ACHNE IPOLIEYP, YKA3aHHBIX B IJIaHE UCCIIEOBAHUS, OLICHUBAET
U JOKYMEHTHUPYET BIUSHHE JIOObIX OTKJIOHEHHWU OT IJIaHa MCCIICJJOBaHMS Ha KayecTBO M
JOCTOBEPHOCTh pE3yJbTAaTOB HCCIEAOBAHUS, MPU HEOOXOIUMOCTH MPEAIPUHUMAET
COOTBETCTBYOIIHE KOPPEKTHUPYIOLIHUE MEPONPUATHS;
) oOecreunBaeT MpPaBUIIBHOE AOKYMEHTaJIbHOE O(DOpMIIEHHUE U PETUCTPALHUIO



OTBETCTBEHHBIM epCOHATIOM BCEX MOJTY4YEeHHBIX MEePBUYHBIX  JaHHBIX;
3) KOHTPOJMPYET MPOBEACHHE BalUIAIUM KOMIBIOTCPU3UPOBAHHBIX CHUCTEM,
HCMONb3YyeMBIX B UCCIECNOBAHUM,;
1) TIO/IMMCHIBACT 3aKIIIOUYUTEIILHBIN OTUET (C YKa3aHUEM MPU3HAHUS OTBETCTBEHHOCTH 3a
JIOCTOBEPHOCTh JTAHHBIX W COOTBETCTBHsSI MCCIENOBaHMS HacTtosmuM [lpaBwiam u matsel
ODoaNnuCaHISH) ;
K) KOHTPOJIMPYET apXWBUPOBAHWE TUTAHA HMCCIICIOBAHMS, 3aKIIOUUTEIHPHOTO OTYETA,
MEPBUYHBIX JAHHBIX M BCEH TOKYMEHTAIIUU MTOCJIe OKOHYAHUS (MPEKPaIECHUs) UCCIEeIOBAHUS.

OO6sA3aHHOCTH BEAYIIETO HCCIIE0BATEILA

16. Benymuii uccienoBarenb JOMKEH 00€CTIEUUTD MPOBEJACHUE TOPYUECHHOM eMy JacTu (
ATara) UCCiae0BaHusl B COOTBETCTBUM C HacTosimumu [IpaBunamu.

OO6s3aHHOCTH TIEPCOHAJIA, YIACTBYIOMIETO B HCCIICAOBAHIH

17. IlepcoHnan, y4acTBYIOIIMIA B IPOBEACHUHN UCCIICIOBAHMS, JOJKEH 3HATh U COOIIOIAaTh
HAacCTOSIHUE [IpaBuma.
18. Tlepconan, ydyacTBYIOIIMI B HCCIEAOBAHUM, JOJDKEH UMETh JOCTYN K IUIAHY
uccienoBanus u COIl, oTHOcsmuMesa K ero GyHKIUSAM B pamMKax uccienoBanus. JroOwie
OTKJIOHEHMSI OT IUJIaHa MCCIEAOBAHUS NOJKHBI OBITh JOKYMEHTaJbHO OGOPMIEHBI H
NepeIaHbl HAMIPSMYIO PYKOBOJUTEIIO UCCAEAOBaHUS U (W) IPU HEOOXOAMMOCTH BEAYLIEMY
HCCIaenoBaTEI .

19. IlepcoHnain, y4acTBYIOIIMH B HCCIE€AOBAHUU, HECET OTBETCTBEHHOCThH 3a
CBOEBPEMEHHYI0 M TOYHYIO PETHCTPALMI0 IEPBUYHBIX JAHHBIX M HX COOTBETCTBHUE
HACTOSAUIUM [IpaBunawm, a TaKXe 3a Ka4eCTBO ATUX JaHHBIX.

20. IlepcoHai, y4aCTBYIOIIHM B UCCIEIOBAHUH, TOJKEH MPUMEHSITH 03/I0POBUTEIbHbBIC
npoPUIaKTUYECKUE MEphl B IEISX MUHUMM3ALUMU pUCKA ISl 3J0POBbS U 00ECIeYMBAThH
JOCTOBEPHOCTh  pE3yJIbTaTOB  HccienoBaHusa. Ilepconanm poibkeH  cooOaTh
COOTBETCTBYIOIIEMY JIMIy O CAHUTAPHBIX WIJIM MEIUIMHCKHUX YCIOBHSX C IEIbI0 HUX
YCTPAaHEHUs U HEJIONYILEHUS BIMSHUS HAa UCCIIEA0OBAHME.

3. IloMemenus I HCCIeOBAHMM

O6mas madopmManu

21. Ilomenienus, npeiHa3HaYEHHbIE JIJIS1 IPOBEACHUS JOKIMHUYECKUX (HEKIMHUYECKHX )
UCCJIEI0BAHNM, MPOEKTUPYIOTCS, PACHONIaraloTCa M AKCILTyaTUPYIOTCA B LEIAX oOecreueHus
KadyecTBa NPOBOIUMBIX UCCIENOBAHUM.

22. CTpyKTypa HCHBITaTEIbHOUN J1a0OpaTOpUM JOJKHA 00ECIeUuBaTh aJCKBATHYIO



CTCIICHb pa3/IeJICHUs Pa3HbIX BUIOB JCATCILHOCTH JUIS HAJUICHKAIIETO IIPOBEICHHS KaXKI0TO
HCCIIEIOBAHUS.

IToMemenys I TECT-CHCTEM

23. UcneiTaTenpHas JlabopaTopus JOJDKHA UMETh I0OCTaTOYHOE KOJMYECTBO TOMEIIECHUN
M 30H IS HU30JSIUM TECT-CUCTEM, B KOTOPBIX 3aJ€MCTBOBAHBI BEIIECTBA WIIH
MUKPOOPraHU3Mbl C M3BECTHOM WJIM MOTEHUUAIBHOM OHUOJOTMYECKOW OMAaCHOCTBIO.

24. JloykHBI OBITH 000OPYIOBAHBI CIICHIUAJIBHBIC TOMEILICHUS! ¥ 30HBI JJIsl TUATHOCTUKH,
UCCJIEIOBAHMS U KOHTPOJIS 3a00JI€BaHMM, YTOOBI HE NOMYCTUTHh MOBPEKIECHUS TECT-CUCTEM.

25. JlomxHbl OBITH 000PYI0OBAHBI OT/ICJIbHBIC TOMEIICHUS WA 30HBI JIJISI XPAHEHUS ChIPbS
U 000pyJOBaHUS, HMCHOJb3yEMbIX B HUCCIEIOBAHUMU, U OOECIEUEHUs] COOTBETCTBYIOIIEH
3aIUTHI OT 3apAXKEHUsI, 3arPSIZHEHUS WU TTOBPEKICHUS.

IloMemenns 411 MaHAITYISAANA C HCCIICTYEMBIMHA
BeMIECTBaMH (JIeKapCTBEHHEIMHU CPEICTBAMHK)
¥ o0pa3naMu cpaBHEHHA (KOHTPOJIBFHBIMH 00pa3amMu)

26. Jlns mpenoTBpalieHus 3arpsa3HeHUs WIM CMEITUBAaHUS JOJKHBI OBITh 000PYTI0BaHbI
OT/ACIbHBIC TOMEIIEHUSI W 30HBI JJIS MOJYyYEHUS M XPaHEHHS HCCIEAYEMbIX BeIIeCTB (
JEKapCTBEHHBIX CPEACTB) © 00pa3loB cpaBHEHUS (KOHTPOJBHBIX 0OpasloB).

27. IlomeuieHusi UaM 30HBI JJISI XPAHEHUS HMCIBITYEMbIX BEIIECTB JIOJKHBI OBITH
OTJENEeHbl OT O00ECHEeUMBAIOIINX COXPAHEHUE COCTaBa, KOHIEHTPAllMU, YHUCTOTHI,
CTaOMJIBHOCTU U 0€30IacCHOE XpaHEHWE OMACHBIX BEIIECTB KOMHAT WJIM 30H, B KOTOPBIX
pa3MealTCs TECT-CUCTEMBI.

IloMemenus mis ApXHUBHPOBAHHUA

28. IloMemienust s apXUBUPOBAHUS TOJDKHBI ObITH 000PYIOBaHBI ISl 00€CIeUeHUS
0e30MacHOro XpaHEHUs IUIAHOB MCCIIEOBaHUS, NEPBUYHBIX JAHHBIX, 3aKIIOYUTEIbHBIX
OTYETOB, MPOO HCHBITYEMBbIX BelleCTB W 00pa3noB. B momemieHun apxuBa JOJKHBI
MOJIEP’KUBATHCS YCIOBUS PEeKUMa XpaHEHHUs, 00eCIIeUnBaIOIIUE 3aIUTYy €ro COACPHKUMOTo
OT MPEKAECBPEMEHHON OPYH.

Vnanenue (YHHITOXEHHE) OTXOLOB

29. O6paboTka 1 yaaaeHue OTXOA0B JOJDKHBI ObITh BBITIOJHEHBI TAKUM 00pa3oM, YTOObI
HE MMOJBEPTHYTH OMMACHOCTHU MPOBEICHUE UCCIEOBAaHUN U HE UCKA3UTh MX Pe3yabTaThl. J{is
3TOro Tpedyercs 00eCIeYnTh COOTBETCTBYIOIIME YCIOBUS /i cOOpa, XpaHEHHUS M BHIBO3a
OTXOJIOB, a TakKXe IS BBIMIOJHECHHUS MPOLEAYp WX IE3aKTHUBAIMW M TIOCJICAYIOIIEH
TPaHCIIOPTHPOBKH.



4. O60opynoBaHUe, MaTepUAILI M PEAKTHBEI

30. O6opyaoBaHue, BKIIIOYasT KOMIIBIOTEPU3UPOBAHHBIE CUCTEMBI, HCTIOJIb3yEeMbI€ TS
cOopa U XpaHEeHHUsI TaHHbBIX U JJI1 KOHTPOJIS (PaKTOPOB OKPYXkKAIOLIEH Cpe/ibl, KOTOPbIE UMEIOT
OTHOIIICHHE K HCCIEIOBAHUIO, JOKHBI OBITh Pa3MEIICHbl WU YCTAHOBJICHBI C YYETOM
0COOEHHOCTEM, 11eNiel U Ha3HAUEHHUS, COOTBETCTBYIOIIMX BUAaM MPOBOAUMBIX UCCIIEIOBAHUI.
O6opynoBaHue, UCHIOIB3yEMOE B HCCIEIOBAHUH, HEOOXOIMMO MEPUOAMUECKH TOBEPraTh
TEXHUYECKOMY 00CITy)KMBAaHUIO, KAIIMOPOBKE U OUYUCTKE B COOTBETCTBUU C IPUHATHIMU B BUJIC
NMUCbMEHHOTO JOKYMEHTA 51 YTBEPKIACHHBIMU COII.

31. O6opynoBanue U MaTepualibl, UCIOJb3yEeMbI€ B HCCIEJOBAHUU, HE JOJIKHBI
OKa3bIBaTh OTPHUIIATEIBHOTO BIUSHUS Ha TECT-CUCTEMBI.
32. XuMuuecKkue BeIeCcTBa, PEAKTUBBI M PACTBOPHI JOJDKHBI OBITH MAapKUPOBAHBI C
yKa3zaHHMeM cocTaBa (MpuU HEOOXOAUMOCTH — KOHIIEHTpallMu), CpOKa TOJHOCTH U
0COOEHHOCTSIX XpaHeHUs. B Hamnunu nomkHa ObITh HHpOpMaIUs 00 UICTOYHUKE TTOTyUCHUS,
JaTe MPUTOTOBJICHUS U CTaOMIbHOCTH. CPOK TOJHOCTH MOKET OBITh MPOJIJIEH HA OCHOBAHUU
JOKYMEHTAJIBHO O(POPMIIEHHOM OLIEHKH WJIA aHAJIU3a.

5. TecT-cucTEeMBI

duznueckue (XUMUIECKHUE)

33. Ob6opynoBaHue, UCIIONB3yeMOE IS (PHU3UKO-XUMHUECKUX UCCIICIOBAHUH, TOJDKHO
COOTBETCTBOBATH BUJAM MPOBOTUMBIX WUCCIIeOBaHUM.
34. HeoOxonumMo o0ecrieuuTh HaJCKHOCTh (PU3NIECKUX (XUMUYECKUX )TECT-CUCTEM.

buonormaeckue

35. Heob6xonumo oOecneunTh HaajexKalue yCIOBHUS ISl pa3MEIleHHs, XPaHCHHUS,
00paboOTKH U coJepKaHUS OUOJIOTUUYECKUX TECT-CUCTEM C IIeJIbI0 O0ecredeHus
HEO0OXOAUMOTO KadyecTBa UCCIIEJOBAaHHUS.

36. BHOBb MOJIy4eHHBIE )KMBOTHBIC M PACTHTEIBHBIC TECT-CUCTEMBI JOJIKHBI OBITh
M30JIUPOBAHBl B COOTBETCTBUU C YCTAHOBIICHHBIMHM TIporeaypamu. K mMomeHTy Hadama
MCCJIEAOBAHUS TECT-CHCTEMBbl JOJDKHBI TPOWUTH KapaHTHH, MPOIEAypYy MAOMycKa K
WCIIOJIb30BAHUIO W COOTBETCTBOBATh BHAY W IEISIM HCCIETOBAaHUSA. TeCT-CHCTEMEI,
NOpa)KCHHBIE OO0JIE3HBIO WM TIOBPEKJICHHBIC B XOJE HCCIEIOBAHUSA, MOJDKHBI OBITH
M30JIMPOBAHBI ¥ TIPOJICUYCHBI, TIPU HEOOXOAMMOCTH IETOCTHOCTh NCCIIEAOBAHMS TOJKHA OBIThH
coxpaHeHa. Bce naHHbIe TIO TUArHOCTUKE U JICUCHHIO 3a00JI€BaHMM O Hayaja M B XOJE
HUCClIeI0BaHUS JOJIKHBI PETHCTPUPOBATHCS JTOKYMEHTaJbHO.

37. Heo6x0aMMO BECTH PETUCTPAINIO NCTOYHHUKA MOJYyYSHUS, aThl U YCIOBHM MPUEMKH



TECT-CHUCTG®EM

38. buosiornyeckue TeCT-CUCTEMbI IOJKHBI aJJalITUPOBATHCS K YCIOBUSIM UCCIICIOBAHUIN
B TEUECHHE COOTBETCTBYIOIIETO NIEPHO/IA BPEMEHU E€PE/l TEPBBIM BBEJCHUEM (IIPUMEHEHUEM )
UCCIIelyeMOro BellecTBa MM  o0pas3la cpaBHEHUsS (KOHTPOJBHOTO  00pasua).

39. Ucnonb3zyeMble TECT-CUCTEMBI HEOOXOIMMO OOECIEYUTh COOTBETCTBYIOIIEH
MapKHUPOBKOU sl 179'¢ HaJJiexKallen UJACHTUPUKAIIUH.

40. ITpu “cnoJIb30BaHUU MMOMEIICHUS WJIKM KOHTEHHEPHI C TECT-CUCTEMAMU HEOOXOAUMO
MEPUOIMYECKH TIO/IBEpraTh CaHUTapHON 00pabdoTke. JIr0O6ok MaTepual, KOHTAKTUPYIOIIHMA €
TECT-CUCTEMOM, HE TIOJKEH COJICPKaTh 3arpsI3HSIIOINE areHThI BhIIIE pa3pelIeHHOTO YPOBHS,
JOMYCKAOUIEro MpoBeJeHrue ucciaeqoBanus. [1oacTum 1yisi KUBOTHBIX JTOKEH MEHSTHCS B
COOTBETCTBUM C MPUHATBIMU HOpMaMu. JlaHHbIE 00 HWCIOJBb30BAHUU CPEACTB OOPHOBI C
BPEAUTEIISIMH JIOJDKHBI OBITH JOKYMEHTHPOBAHBI.

6. UcnuITyeMble BemecTBa (JIEKapCTBEHHBIC CPEICTBA)
¥ 00pasisl cpaBHEHHA (KOHTPOJIBHBIE 00pa3ibl)

ITorydaerne, o6paboTka, oT60p mpob u XpaHeHHe

41. Heob6xoauMo oOecrneunTh HAIMYKUE W TOJJIepKaHue WH(pOpMalu 0 CBOMCTBAX
MCCIIETyeMOT0 BEIIECTBA (JIEKApCTBEHHOTO CPEACTBA) U 00pa3LlOB CpaBHEHHSI (KOHTPOIBHBIX
00pas1oB), AaTe MOJYyUEHUSs, CPOKE TOJAHOCTH, MTOJIyYEHHOM M UCIIOJIb30BAHHOM KOJIMYECTBE B
McCcClIeaoBaHMSHIX.

42. JlomkHbI OBITH OMpeIeeHbI TPOLEAYPHI O OOPAIICHUIO C TECTUPYEMBIM BEIIECTBOM
U BEILIECTBOM CPaBHEHHUS (KOHTPOJbHBIM BEIIECTBOM), UX XPAaHEHHIO U MCIOJIb30BAHUIO C
1eaplo o0ecrneueHrs CTa0MIBbHOCTH W TOMOT€HHOCTH, HCKIIOUEHHS KOHTAaMHUHAIIMH U
nepenyTBsBAaHUSE.
43. Ha xoHTeilHepe s XpaHEHUs AOJDKHA OBITh yKazaHa HMACHTU(DHUIUpPYIOLIas
uHdOpMaIus, CpOK FTOJTHOCTH U OCOOCHHOCTH XPAHECHHUS.

Omucanue CBOMCTB

44. Kaxjoe ucciemayeMoe BEeIecTBO (JIeKapCTBEHHOE CPEACTBO) U 00Opasel cpaBHEHUS (
KOHTPOJIbHBIA 00pa3zell) A0HKHBI ObITh COOTBETCTBYIOIIMM 00pa3oM HUJEHTU(DUIIMPOBAHBI (
HampuMep, HUMETh KOJ, HUJICHTU(HUKAIMOHHBIM HOMEpP IO peecTpy XHUMHUYECKOH
pedepatuBHO C1yk0b1 AMepHUKaHCKOTO XuMuueckoro oomectBa (CAS-HoMep) ¢ ykazaHUEM
Ha3BaHUS, (U3MUYECKUX, XUMUYECKHUX, OHMOJOTUYECKUX, (apMaKOIOTHYECKUX CBOICTB.

45. B xaxaoMm ucciaeqoBaHUM HEOOXOJMMO 3HATh HOMEp CEpPUHU, YUCTOTY, COCTaB,
KOHILICHTPAIMIO W JIpyTHE€ XapaKTepUCTHUKU HUCCIEAYyEeMOro BellecTBa (JI€KapCTBEHHOTO
CpencCTBa) u 00pa3ios CpaBHEHUS (KOHTPOJBHBIX 00pasios).



46. B Tex ciydasx, KOrja HCCIeIyeMoe BEIIeCTBO (JIEKapCTBEHHOE CPEJICTBO)
MPE0CTaBICHO CIIOHCOPOM, CIIOHCOPOM (Ppa3pabOTUYMKOM) U UCTIBITATEILHOM JabopaTtopuei
JI0JDKHA OBITh pa3paboTaHa COBMECTHAs TMpoIeAypa MO TPOBEPKE MOMIUHHOCTU
UCCIEeIyEeMOTO BEIIEeCTBA (1eKapCTBEHHOTO CpelCTBa).

47. Heo6X0auMo 3HaTh O CTAaOMJIBHOCTH UCIBITYEMOTO BEHIECTBA (JI€KAPCTBEHHOTO
cpeacTBa) U 00pasIoB CpaBHEHUS (KOHTPOJBHBIX O0Opas3IOB) B YCIOBUSIX XpaHEHHS U
npoBeneHusl uccienoBanuii. Ecim mccnemyemoe BemecTBO (JIE€KapCTBEHHOE CPEACTBO)
MIPUMEHSIETCS CO BCIIOMOTATEIbHBIMU MaTepHaiaMy, HEOOXOAUMO OIMPEACIUTh TOMOTEHHOCTh
KOHIICHTPAIMI0 M CTaOMIBHOCTh MCCIEAyeMOTO BEIIeCTBAa B JOTOM MaTepuare.

48. B KkaxJa0oM HcCCleIOBaHUHU, KPOME KPATKOCPOUHBIX, HEOOXOAMMO 00eCTeyuTh
apXWBHOE XpaHEHHE 00pa3loB KaXKIOW CEPUM HCCIIEIyEeMOrO BemlecTBa (JIEKApCTBEHHOTO

b

CpeICTBa) ISl aHAJTUTUYECKUX IICNICH.

7. CTaHIapTHEIC ONIEPAllMOHHEIC IPOLEAYPEI

49. UcnpiTaTenbHast 1abopatopus A0KHA UMETh mucbMeHHO odopmienHbie COII,
YTBEPKACHHBIE PYKOBOJCTBOM HCIIBITATEILHON JA0OpAaTOPUU W TpeJHa3HAYEHHBIE IS
oOecreyeHHs KadyecTBa M JIOCTOBEPHOCTHU JAHHBIX, IOJYYEHHBIX HCIHBITATEIbHON
nabopaTopueil B XoJie IPOBEICHUS HCCleIoBaHnl. BHeCeHe U3MEHEHU B CTaHIapTHbHIC
OTNepaloOHHbIE MPOLEAYPHl JOKHO OBITH OJ0OPEHO PYKOBOJCTBOM HCIBITATEIHHON
TabopaTtTopumu

50. B kax0M OTJIeTbHOM MOJIpa3/ieIeHUH U (UJIK) Ha KaKJI0U IUIOIIaKe UCTIHITaTeIbHON
nabopaTopuu goixkHA ObITh Konus fercTBytomux COIl, oTHOCSIMMXCS K BX AesiTenbHOCTH. B
KayecTBE JONMOJHUTENbHBIX MaTepuasioB K 3TUM COIl MOXKHO UCHOJIB30BAThH
onyOJIMKOBaHHbIE MOHOTpaduM, aHAIUTUYECKHE METOJIbl, CTaTbU U PYKOBOJCTBA.

[Ipu opranuzaiuu UCCIEIOBaHUM HA HECKOJIBKUX IJIONIAIKaX HEe0OX0AUMO cOO01aTh
TpeOoOBaHUs MIPUITOKEHHU S No 3 K HACTOS UM [IpaBunam.

51. OtknoHenus ot COII, nMeronmux OTHONIEHHWE K MCCIIEIOBAHMIO, JTOJKHBI OBITH
JOKYMEHTaJIbHO O(GOpPMIICHBI, YTBEPKICHBl PYKOBOJAUTEIEM HCCIEIOBAHUS U BEIYLIUM
HcciaenoBaTelieM B YCTAaHOBIEHHOM nopsaKke.

52. COIl nomxkubl OBITH pa3zpaboTaHbl, B YACTHOCTH, ISl CJICAYIOIIUX BHUIOB
NESITEIbHOCTA UCHOBITATEIbHONW JabopaTopuu, (MEpedYeHb SBISIETCS MPUMEPHBIM):

a) ucclieayeMble BellecTBa (JIGKapCTBEHHBIE CpPEJICTBA) M 00pas3ibl CpaBHEHUS (
KOHTPOJIbHBIE 00pa3Ilbl): MOJy4YeHUE, UACHTU(DUKALINS, MAPKUPOBKa, 00paboTKa, 0TOOp Mpoo
u X paHeE€EeHHe ,;

0) oOopynoBaHHWe, MaTepualbl U PEAKTUBBI: 00OPYJAOBAaHHUE: HCIOJb30BAHUE,
oOcnmy>XKMBaHUE, OYHCTKA U KaIMOPOBKA; KOMITBIOTEPU3UPOBAHHBIE CHUCTEMBI: Banuaanus (
MpOBEJCHHAsT B COOTBETCTBUU C TPEeOOBAHUSIMH, YKa3aHHBIMU B mpuiaoxeHun Ne 4 k
HacrosuM [IpaBunam), dyHKIMOHUpOBaHUE, 00CTy)KHBaHUE, OE30MACHOCTh, KOHTPOJb 3a



M3MEHEHUSIMU M PE3E€pPBHAsI CUCTEMa; MaTEPHAIIbl, PEAKTUBBI M PACTBOPHI: IPUTOTOBIICHUE U
M apEKHUUpPOBEKa,;

B) perucTpariusi, MoAroToOBKa OTUYETOB, COXPAHEHHE: KOJIUPOBAHUE HCCIICIOBAHUM, COOP
JAHHBIX, TOJATOTOBKAa OTYETOB, CHCTEMbl HHJICKCAIlMHU, 00pabOTKa JaHHBIX, BKJIIOUas
HUCIIOJIb30BAHUE KOMITBIOTEPU3UPOBAHHBIX CUCTEM;

I') TECT-CUCTEMBI (B HEOOXOJUMBIX CIydasiX):MOATOTOBKA MOMEIICHUN U YCIOBUU
XpaHEHUSI TECT-CHCTEM; MPOIEAyphl MOTYyYCHUS, Mepeaadu, HaIJIeKaIlero pa3MerieHus,
XpaHEHUs, ONUCAHUs, UICHTH(UKAIIMNA U 00PA0OTKU TECT-CUCTEM; TIOJITOTOBKA TECT-CUCTEM,
HAOJIOJICHUS] W aHAJIM3bI TIepe]] HadajoM, B TCUYCHUE W TIO 3aBEPIICHUH HCCIICIOBAHWS;
pa3MeIieHue TECT-CUCTEM Ha UCTBITYEMBIX TIoIagKax;

1) mpoleaypbl o0ecreyeHus KauecTBa: paboTa mepcoHaja CiyKObl oOecreueHus
kauectBa (mamee — COK) mo maHMpOBaHWIO, COCTaBJICHUIO rpaduka, MPOBEACHUIO,
JOKYMEHTAJIbHOMY O()OPMIIEHHUIO U TIOJIFTOTOBKE OTYETOB 00 MHCIEKIIMSIX.

IV. IlpoBenenne ucciexoBaHus

1. Inan uccienoBaHus

53. ITlepen HayalioM KaXJOr0 HCCIEIOBAaHUS JOJKEH OBITh HAINKMCaH IJIaH,
YTBEPKJICHHBIII PYKOBOJUTENEM HCCIENOBaHUS U MpoBepeHHbIN mpencraBureniem COK
UcCIe0BaTeNbCckoil naboparopun. IlnaH cormacyercss pyKOBOACTBOM HMCHBITATEIbHOM
nabopaTopuu M CIOHCOPOM (pa3pabOTYMKOM), €CITU 3TO YCTAHOBIICHO 3aKOHOJATEIbCTBOM
rocyiapcTB-YJIE€HORB.

[1nan uccnenoBanus JOJKEH OBITH YTBEPKJICH MOAMKUCHIO PYKOBOIUTESI UCCIIEIOBAHUS C
YyKa3aHUEM qTaTBH .
Poib 1 00513aHHOCTH CITIOHCOpPA B paMKaXxX MPOBEACHUS JOKIUHUYECKUX (HEKIIMHUYECKUX )
UCCIENOBAaHUNA TpUBENEHbl B TmpuiaoxeHnu Ne 5 k HacrosmuMm IIpaBuiam.

54. TlonmpaBku K IUJIaHY HMCCIIE€AOBAHUSA JIOJKHBI ObITh OOOCHOBaHBI, 0J00OpPEHBI
JATUPOBAHHOW TMOJMHUCHIO PYKOBOJIMUTENS HCCIEAOBAHUS W TPUOOIIEHBI K IUIaHYy
MmcciaengoBaH 4

55. OTkJIOHEHHUSI OT TUIaHA KMCCIEAOBAHMS JTOJKHBI OBITH OMUCAHBI, OOBSICHEHBI,
0/100peHBI, CBOEBPEMEHHO JaTUPOBAHBI PYKOBOAUTENEM HWCCIEAOBAHUS WU BEAYIIUM
UCCEe0BaTeIeM U JOJKHBI XPAHUThCS C TMEPBUYHBIMU JIAHHBIMU MCCIIEJOBAHUS.

56. IIpu KpaTKOCPOYHBIX HUCCIEIOBAHUSIX MOXKHO HCIOJIb30BaTh OOLIMNA TIaH

UCCIIEJOBAHUSA C COOTBETCTBYIOUUMHU NPUJIOKECHUSIMHU.

TpeGoBaHUs K TPOBENCHUIO KPATKOCPOUYHBIX UCCIEOBAaHUN B paMKaxX JOKIMHUYECKHX (
HEKJIMHUYECKUX) UCCIEIOBAHUN JIEKAPCTBEHHBIX CPEICTB (BEIIECTB) MPUBEACHBI B
npuioxkeHuu Ne 6 k HactosimuM [IpaBunam.



2. ConepxxaHue IIaHa UCCIICAOBAHUA

57. I1nan ucciaeqoBaHus TOMKEH, B YaCTHOCTH, COJEPKATh CIEAYIONTYI0 HH(POpMAITHUIO:
a) uaeHTU(PUKALKSA UCCIIEIOBAHUS, UCCIIEIYEMOTO BEIIeCTBa (JIEKapCTBEHHOTO CPE/ICTBA)
u oOpasna CpaBHEHHUS (KOHTPOJIBHOTO oOpas3na):
Ha3BaHUE C KpPAaTKUM OINMCAaHUEM Ju3ailHAa HCCJIEJOBaHUS;
uHpopmanuga O LeJsX W 3ajJayax  HUccleJOBaHUA;
UACHTU(PHUKALUS UCCIEAYEMOT0 BellecTBa (JIEKAPCTBEHHOTO CpeACTBa)uepe3 KO HIIn
Ha3BaHME (3aMECTUTEIBHON U pauKano-(QyHKIIMOHAILHON HOMEHKIaType MexXIyHapoaHOro
coro3a Teopetuueckoil u npukianHod xumun (IUPAC); uaeHTuduKaliMOHHBIN HOMEDP MO
peecTpy XuMHUYECKON pedepaTUBHON CIYKObl AMEPUKAHCKOTO XMMHUYECKOro obrmiecTBa (
CAS-nowmep), OMOJIOTUYECKHUE CBOMCTBa u T. a.);
UCCIIEyEeMO€E BEUIECTBO (JIEKAPCTBEHHOE CPEJICTBO) (E€r0 ONMHUCAHUE
npupojaa NPOUCXOKIACHUS U XapaKTEPUCTHUKH);
0) undopmarust o croHcope (pa3pabOTYMKE) W HCHBITATEIbHON JabopaTopuu:
Ha3BaHUE u anpec CIIOHCOpa (pa3zpaboruuka);
Ha3BaHUS U a/ipeca 3aJ€iCTBOBAHHBIX UCIBITATEIbHBIX JIAOOPATOPUI U UCTIBITATENBHBIX
o Ja o o a g o K ;
bamunus, uMs, OT4ECTBO (IIPU HAJIUYUHU) U AJPEC PYKOBOAMUTENS HMCCIEAOBAHHUS;
dbamMunus uMs, oT4ecTBO (IIPU HAJIMYUU) U aJIpeC BEAYIIEro UcciaeaoBaTens, paMuiInu
ucciegoBarenei, NpUHUMABIIUX ydacTue B uccieJ0BaHUM;
B) JaThl: JaTa YTBEPXKIACHMS IUIaHA HUCCIEIOBaHUSA C MOAINUCHIO PYKOBOJIMTENS
ucciaemgoBaHSH;
JaTa yTBEPKACHUS IUIaHA UCCJIEAOBaHUS C MOJANKMCHIO PYKOBOJICTBA UCIBITATEIbHON
nabopatopuu u CIIOHCOpa (pa3zpaboTumka);
IpeanojiaraéMple AaThl Hayajda M 3aBEPUICHHUS SKCIEPUMEHTAIbHBIX pPadoT;
') METOJIbI UCCIIEIOBAHUM, C YKa3aHUEM MOAPOOHOTO ONMKMCAHUS METO/I0B HCCIIEIOBAaHUH,
HAaMMEHOBAaHHUM TECT-CHCTEM, UCIOJIb3YEMBbIX B UCCIIEIOBAHUH, C 0OOCHOBAHUEM HMX BBIOOpA,
CHIOCO0O0B U MyTEW BBEIECHUS UCCIIEyeMOI0 BEIECTBA (JIEKAPCTBEHHOTO CPEICTBA), METO/IOB
CTaTUCTUYECKOM 00pabOTKH, WHBIX CBEJCHUH MO TMPOBEACHUIO UCCIEIOBAHUM;
1) CoIeprKaHUEe TUIaHa UCCIeA0BaHUs (IMMyHKTBI, KOTOPbIE MTPUMEHHUMBI):000CHOBaHUE
BHIOODpaA TECT-CUCTEMBI;
OMHCAaHUE TECT-CUCTEMBI (HallpuMep, BUJ, IITaMM, CyOIITaMM, HCTOYHHUK TOTy4YEHUs,
KOJIMYECTBO, BUJ KUBOTHBIX, UX Macca Teja, MoJI, BO3pacT U JApyras BakHas MH(POpPMAIIHS;
croco0 MPUMEHEHHUs U MIPUYMHA TAKOTO BBIOOpA; YPOBHM 1103 U (WJIM) KOHLIEHTPALIHH,
gyacTtoTa u NPOJOJIKUTEIbHOCTD NPUMEHECHUS,
noApoOHass UHPpopMaLUsA O CTPYKType (Iu3aiiHe) ucciaeoBaHus, BKIIOUYas ONMHCaHUE
XPOHOJIOTHH, BCEX METOJOB, MaTE€pUaJOB M YCIOBMI, BHJIa M YaCTOThl MPOBEIAECHHBIX
aHaJIu30B, U3MEPECHUN, HaONI0JeHU I u HCCICIOBAHUM;



e) AJOKYMCHTAIM:A I10 UCCIICAOBAHNIO B BUJC CIIMCKAa JOKYMCHTOB HUCCIICOOBAaHUA, KOTOPEIC
JOJDKHBI OBITH 3aIT0JIHEHBI U COXpPaHCHBI.

3. IIpoBenenne uccnea0BaHAA

58. Kaxxaomy HCCIeOBaHUIO JOJXKEH OBITh MPUCBOCH YHHUKAJIBHBIA HOMep. Bce
UCIIOJIb3YEeMbIC B HUCCIEIOBAHUM OOpa3Iibl, 00OPYJOBAaHWE W MaTEpPHUAIbl JOJKHBI OBITh
JOKYMEHTAJIBHO OTPAKEHBI B MAaTEPHUAIAX HCCIENOBAHUA C LENbI0 UX MPOCIECKUBAEMOCTH.
UccnenoBanure AOMKHO TPOBOAUTHCS COTJAaCHO TIaHy wuccienoBanusa. OOpasibl
UCCJIEAYEeMbIX BEIECTB (JIEKAPCTBEHHBIX CPENICTB) M OOpaslibl CpaBHEHUS (KOHTPOJIbHbBIC
00pa3Iipl) TOKHBI OBITH MAPKUPOBAHBI COOTBETCTBYIOIIUMH 00pa3oM, 00ECIeUHUBAIOIIUM HX
unentudukanuro. OOmue TpeOoBaHUS K MOPSAIKY MPOBEACHUS MCCIIEIOBAaHUN yKa3aHbl B
NPUIOXKEHUU Ne 7 K HaCcTOSAIUM I[IpaBunam.

59. Bce nannbie, moxydaeMble B XOJ€ UCCIIENOBAHMS, JOHKHBI OBITh 3apETUCTPUPOBAHBI
IpU UX MOJYYEHUU HE3aMEIJIMTENIbHO, TOYHO U aKKYpPaTHO JHUIIOM, KOTOPOE MOJYYHIIO 3TU
JAHHBIE, C MPOCTABICHUEM JAaTUPOBAHHOW MOJAMUCH WCHOJHUTENA. Bce BHOCHUMBIE
M3MEHEHUsl B MEPBUYHbBIC JAHHBIC JOJKHBI OBITH CIENAaHbI TakK, YTOOBI OCTaBajach BUIHA
MepBOHAYANIbHAS 3aMUCh, TP ATOM YKa3bIBAIOTCS MPUYMHBI UCIIPABJICHUS C JaTUPOBAHHOM
MOANUCHIO TOTO auna, KOTOpOE BHECIIO UCIIPaBJIECHHUE.

60. Ecnu nepBUYHBIE JaHHBIE PETUCTPUPYIOTCS C MOMOIIbI0 KOMIIBIOTEPA, H0JKHA ObITh
uH(popManus 0 JuIle, OTBETCTBEHHOM 3a BBOJ ATUX JAHHBIX B KOMIIBIOTEP B MOMEHT UX
nojaydeHus. J(u3ailH KOMIBIOTEPU3UPOBAHHOW CHUCTEMBI JOJKEH OBITh TaKWM, YTOOBI
MPEIOCTABIAThL BO3MOXHOCTh MPOBEACHUS MOJHOTO ayJIuTa JJIEKTPOHHBIX [aHHBIX M
NOKa3bIBaTh BCE MCIIPABJIIEHUS MEPBUYHBIX JAHHBIX C COXPAHEHHEM IIE€PBOHAYAIBHBIX
OpPUTMHAIBHBIX JaHHBIX. J[oMHa OBITh MpeNCcTaBI€HA BO3MOXKHOCThH CBSI3aTh BHECEHHBIC
UCIIPABJIEHUS C JIUIIOM, UX CHEJIABIIMM, HAalpUMEpP, C MOMOIIbIO AATUPOBAHHOM 3alKCHU
HCTIOJB30BAHUSI KOMIIBIOTEPU3UPOBAHHONW CHUCTEMBl WJIA JAaTUPOBAHHOM HJIEKTPOHHOMN
noanucu. JlomkHa ObITh yKa3aHa MPUYMHA BHECEHHS] N3MEHEHU B TIEPBUYHBIE DJIEKTPOHHBIE
naHHbie. Benenuwe 3amuceil TOJMBKO B AJEKTPOHHOM BHJIE JOIMYCKAETCs MPU HAIUYUU
BAJIUJIUPOBAHHBIX KOMITBIOTEPU3UPOBAHHBIX CUCTEM.

V. OdpopmireHne pe3yIbTaTOB UCCICAOBAHHUA

1. O6mas mapopMarms.

61. JIns KaxXa0ro ucciie1oBaHus TOTOBUTCS 3aKJIIOUUTENbHBIA oTYET. [Ipu nmpoBenenun
KPaTKOCPOYHBIX  MCCJEJAOBAaHUW  CIEAYEeT MNOATOTOBUTH  CTAHIAPTHU30BAHHBIN
3aKJIFOUUTENIBHBIN OTUET CO CIENHUAIBHBIM MPHIOKEHHEM 00 0COOCHHOCTSX UCCIEIOBAHMUS.
[Ipyn npoBeneHUH OOJTOCPOYHBIX HCCIEAOBAHUMN CIEAYET MPEAYCMOTPETh MOIATOTOBKY



MPOMEXYTOUHBIX OTYETOB.

62. OTyeThl BEAYLIMX HCCIEAOBATEIIEH M CHEIUAIMCTOB, 3aJCMCTBOBAHHBIX B
HCCICIOBAHNH, JOJDKHBI OBITh MMH COOCTBEHHOPYYHO IIOJIMMCAHBI M JAaTHPOBAHBI.
3aKIIOYUTENIBHBIA OTYET JOJDKEH OBITh TMOJAMUCAH U JaTUPOBAH PYKOBOJIUTEIEM
MCCIIEIOBAHUSI CO CBUJIETENILCTBOM O MPUHSATUUA OTBETCTBEHHOCTH 32 IOCTOBEPHOCTD JTAHHBIX.
JloiokHa OBITH yKa3aHa CTENEeHb COOTBETCTBHUS NMPHUHIMIIAM HaJIexaliend JabopatopHon
MPAKTUKUA. 3aKITIOYUTEIbHBI OTYET JOJKEH OBITh CKPEIJIEH IeYaThi0 OpraHu3allui.

63. I3MeHeHUsa U OOIIOJIHEHHUS, BHOCUMbBIE B 3aKJIIOUUTEIbHBIN OTYET, JOJIKHBI OBITh

npencTaBlieHbl B opme mompaBok K oTdeTy. HeoOXoaumo TOYHO yKa3aTh NPUYUHY
WCIIPABJICHUN WIIM JOTIOJIHEHUH. Bce mompaBku MOJDKHBI OBITH TMOANMCAHBI M JATHPOBAHBI
PYKOBOJIUTEJIEM HCCIIEIOBaHUs, KaK 3TO yKa3aHO B a03aile BTOPOM IMyHKTa 62 HACTOSIIINX
IT p a B wmw n

64. V3menenue ¢Qopmara 3aKIIOUYUTEIBHOTO OTYETa COTJIACHO TpPeOOBaHUAM
rOCyJIapCTBEHHOW PErucTpalvii WM YNOJHOMOYEHHOTO OpraHa HE pacCcMaTpUBAaETCAd Kak
JIOTIOJTHEHHUE WJIH TIOMPABKA B 3aKJIIOYUTEIbHBIA OTUET.

2. ConmepxaHue 3aKIIOYMTEIIHFHOIO OTIETa.

65. 3aKIIOYUTENBHBIM OTYET JIOJDKEH BKJIIOUYATh CIEAYIONIUE pa3aesbl:
a) UASHTU(UKAIUS UCCIIEIOBAHMS, HCCIEIYEMOTO BEIIEeCTBa (JIEKApCTBEHHOTO CPEICTBA)
u oOpasma CpaBHEHUS (KOHTPOJIBHOTO obOpaszma):
Ha3BaHUWE MCCIENOBAaHUSI C KpaTKUM OINHCaHUEM JH3aiiHa,
UACHTU(PHUKALUS UCCIEAYEMOTO BellecTBa (JIEKApCTBEHHOTO CPeACTBa)uepe3 Ko HIn
Ha3BaHWe (MO 3aMECTHTENBHOW W paauKano-(QyHKIMOHAIBbHOW HOMEHKIAType
MexayHapoaHOro cor3a Teopetnueckod u mnpukiagHoil xumuu (IUPAC);
UACHTU(DUKAIMOHHBIA HOMEp IO peecTpy XHMHUYECKOW pedepatuBHONH CIyKObBI
Awmepukanckoro xumuueckoro oomiectsa (CAS-Homep), Ouosiornyeckue CBOMCTBA U T. 1.);
uneHTudukamnus obpasia cpaBHeHUs (KOHTPOJIBHOrO o0Opasiia) M0 HAaMMEHOBAaHUIO;
XapaKTepUCTHKA CBOWCTB UCCIIETyeMOro BellecTBa (JEKapCTBEHHOTO CPECTBA), BKIIOYAS
4YUCTOTY, CTaOUIABHOCTD u TOMOTEHHOCTH;
0) undopmanus o crnoHcope (pa3pabOTYMKE) W MCHBITATEIbHON JabopaTopHu:
Ha3BaHUE u anpec CIIOHCOpa (pa3paborunka);
HA3BaHUA W aJipeca 3aJIeHCTBOBAHHBIX MCTIBITATEIIBHBIX JTA0OPATOPUI U UCTIBITATEIHHBIX
o J1 o0 Im aago K ;
bamunus, UM, OT4eCTBO (MPU HATUYUHU) U AJTPEC PYKOBOJUTENS HCCIEAOBAHUS;
dbamunus, uMs, OTYECTBO (MPU HAJIUYMHU) U aApec BEAYIIEro HCCIeIoBaTes;
dbamunuu, MeHa, oT4yecTBa (IPU HATUYUHN) CIIEIUATICTOB, MPEJCTABUBIINX CBOM OTUYETHI
s COCTaBJICHHUS OKOHYATEIbHOTO oTYEeTa.
B) JaThl, yKa3aHHBIC KaK JaThl Hayaja W 3aBEPIICHUS IKCIIEPUMEHTOB B paMKaX BCETO



UCCIEAOBAHUSI u ero 3TAMOB;
r) neau U 3ajgauu UCCIEeJOBaHUS,;
1) ONHCAHWE HCIOJb3YEMbIX MAaTEpPHAIOB W METOJOB HCCIEIOBAHUN:

OINMKMCAaHHUE UCCIIEyeMOro BellecTBa (JIEKapCTBEHHOTO CPEJICTBA),BKIIIOYAsI CBEACHUS O €r0
(UBUYECKUX, XUMHUYECKUX, OUOJOTHUECKUX U (hapMalleBTUYCCKUX CBONCTBAX, COCTABE
TOTOBOW JEKAapCTBEHHOM bopMBI;

XapaKkTepUCTHUKa U 0OOCHOBAHUE TECT-CUCTEMBI, OTOOPAHHOM ISl JOKIMHUYECKHUX
McclaeagoBaHIM,;

BU/JI, BO3PACT, KOJUUYECTBO KUBOTHBIX B KaXKJIOM TpyIIIe, MOJI, TOKa3aTelib MacChl Tea,
MCTOYHUK U TUT KOpMa (B CIIy4ae UCIOJIb30BAHUSI OMOIOTMUECKON TeCT-CUCTEMBI (JKUBOTHBIX
) ) ;

pPEXUM J1O3UPOBAHUSA, KPATHOCTh M NMYTh BBEICHUS HCCIEIYEeMOIo BemlecTBa (

JEKapCTBEHHOTO cpencrtBa);
cXema MPOBEJICHUS TOKIMHUYECKOr0 (HEKIMHUYECKOT0) UCCIIEI0BAHMS HCCIIEyEMOTO

BEeleCTBA (1exapCTBEHHOTO CpeacTBa);

ONKMCAaHUE METOJOB CTAaTUCTHYECKOM 00pabOTKM pe3ysibTaToB;

€) CCBUIKM Ha PyKOBOACTBa OpraHu3alnud 3JKOHOMUYECKOTO COTPYAHUYECTBA U Pa3BUTHS,

WHBIE JIOKYMEHTHI IO MPOBEICHUIO MCCIIEAOBAHUM, MPU3HABAEMbIe B IOCYyAapCTBax-4JICHAX;
xK ) pPpe3ynabTartBH

KpaTKHu# 00630pD pe3yJlbTaTOB;

BCs wH(poOpMamus W OaHHBIC, MPEAYCMOTPEHHBIC TIJIAHOM WCCIICIOBaAHUSA,
Ipe0CTaBICHNE PE3yJIbTATOB, BKJIOUAsl PacyeThl, KOJUYECTBEHHOE OIMpE/ICIICHHE
CTaTUCTUYECKON 3HAYMMOCTH, 00oOMmaromue Tadnauibl (rpaduku) ¢ COOTBETCTBYIONIEH

CTAaTUCTUYECKOMU o0paboTKoOM u KOMMEHTapUAMH K HUM;

olleHKa U oO0cyXJeHue pe3yabTaTOB MU  BBIBOJBI;

3) 3akntoueHue npeacraBuress COK ¢ mpuiokeHneM cnucka NpoBEICHHBIX WHCHEKIINI
M0 MCCIEJAOBAHUIO C YyKa3aHMEM HUX JaT, OTYETOB O IMPOBEJCHHBIX MPOBEPKAX C
YBEJIOMJICHUEM PYKOBOJICTBA HWCCJIEAOBATEIHCKOW JTa00OpaTOp U PYKOBOIUTEIS
uccienoBanus. B 3akitoyeHUH MOMKHO OBITh YKa3aHO MOJTBEPKICHUE TPOBEPKH H
COOTBETCTBUSI HUCXOJHBIX JAHHBIX UCCJIEIOBAaHUS JaHHBIM, COJEpXKAIIUMCS B
3AKIIOYUTEIBHOM OTYeTEe;

1) XpaHeHue (apxuBUpoBaHue). MecTa xpaHeHus T1aHa, Mpod UCCIeayeMoro BemecTna (
JIEKapCTBEHHOTO CPEJICTBA) U 00pa3IoB CpaBHEHUS (KOHTPOJIBHBIX 00pa3lioB), MEPBUYHBIX
JaHHBIX 3aKJIIOYUTEIBHOTO OTYETA.

VI. XpaneHre JOKyMEHTOB ¥ MaTCpHAJIOB

66. JIOKyMEHTBI, UMEIOIINE OTHOLICHHUE K NCCIEIOBAHNIO, JOJKHBI XPAHUTHCS B apXHUBax
B TEUEHHE HE MEHEE 5 JIET MOociie OKOHYaHUsl OOpAIlEHUs JIEKAPCTBEHHOTO CPEACTBA, ECIH



MHOM  CpPOK  HE  YCTAaHOBJEH  3aKOHOJATEIbCTBOM  TOCYIapCTB-YJICHOB:
MJaH MCCJIeA0BaHUs, TMEPBUYHBIC JaHHBIE, MPOOBI HCCIEAyeMOro BemecTBa (
JEKApCTBEHHOTO CpEJCTBAa) W 00pa3loB CpaBHEHHUS (KOHTPOJBHBIX OOpa3IoB) W
3aKJAIOYUTENbHBIN OTYeT 0 KaXXJJ0M UCCJIEIOBAHUH,;
JOKYMEHTBl O TPOBEACHHBIX HWHCHEKIHUIX ©W  ayJuTax;
JOKYMEHTBHI O KBalU(PUKAIUAX, OOy4EHUH, OMBITE U JOJIKHOCTHBIE MHCTPYKIIUU
mnepecoH alIlla,;
JOKYMEHTbI M OTYeThl 00 HCHOJB30BAaHUM W KaduOpoOBKEe OOOpYIOBaHUS,
JTOKYMEHTHI O BaJUJallMd KOMIBIOTEPU3UPOBAHHBIX CHCTEM;
JOKYMEHTBI 060 BCEX Npeabl Ay uX COII;
JOKYMEHTBl O KOHTpOJI€ COCTOSHUS OKpyXaromed cpensl. I[Ipu orcyTcTBuuU
YCTAHOBJIEHHOTO MEPUOJa XPAHEHUSI JTOKYMEHTOB OKOHYATEJIbHOE PEIICHUE O BPEMEHU
XpaHEeHHs JTIOObIX MaTEpPHATIOB UCCIEAOBAHUS JTOJDKHO OBITh TOKYMEHTaIbHO O(OPMIICHO.
Ecnu npoObl HCIIBITYEMOT0 BEIeCTBA (JEKAPCTBEHHOI'O CPEACTBA) M KOHTPOJIBHBIX 00pa3lioB
WIM caMH 00pa3lbl YTUIU3UPYIOTCS 10 HCTEYEHHUs TpeOyemoro rnepuoja XpaHEHHUs IO
KaKOU-TM0O0 MpUYMHE, 3TO TOJKHO OBITh IOKYMEHTAJIbHO O(POPMIIEHO (C YKa3aHUEM MPUUMH)
. IIpoGsI uccnegyemoro BemiecTBa (JIEKAPCTBEHHOT'O CPEICTBA) U KOHTPOJIBHBIX 00pa3IioB
WM caMu oOpasibl JOJDKHBI XPAHUTHCS B T€UEHUE NMEPUOJA BPEMEHH, MO3BOJSIONIETO C
Yy4ETOM KadyecTBa npenapara MNPOBECTH 1794 OLIEHKY.
67. JlanHble, XpaHUMbIE B apXHUBaX, JAOHKHBI ObITh UIEHTU(DUIIMPOBAHBI, YTO 00JEryaer
yHOPSTOYEHHOE XpaHEeHHe U U3BJIEUECHUE uHpOpMAIIHH.
68. [locTyn K apxuBaMm JOJKEH UMETh MEPCOHaN, YIIOJTHOMOUYEHHBIH PYKOBOJICTBOM.
[lepemenienne NaHHBIX M3 apXWBa M B apXUB JOJYKHO TIIATEIBHO PETHMCTPUPOBATHCS.
69. Ecnu ucneiTaTenpHas 1abopaTopusi WM apXUB HUCHIBITATENBHON J1abopaTopud,
paboTaroIINiA 10 KOHTPAKTY, MPEKPAIAET ACSITENbHOCTh U HE UMEET NMPABONPEEMHUKA, aPXHB
JIOJIKEH OBITh TIEPE/IaH B apXHUBBI CIIOHCOPOB UCCIIEAOBAHMS (Pa3pabOTIYNKOB).

VII. HucnextupoBanue. IIponeaypsl KOHTPOIIA
co0IIroIeHNs IpaBMJI HajjIeKamen 1abopaTOpHO# MpaKTHKA

1. PykoBOACTBO HHCIEKTHPOBAHAEM

70. TocynapctBa-ujieHbl B pamMkax HacTtosmux [lpaBun:

a) 00ecrneynBarOT HEMOCPEACTBEHHYI) OTBETCTBEHHOCTh OPraHoB (OpraHHU3alUi),
KOHTPOJIMPYIOIIMX BBIMOJHEHUE HacTosmux [IpaBui, 3a mogbdop KBamu(UIIMPOBAHHBIX
KaJpoB (MHCHEKTOPOB), HMMEIOIUX HEOOXOJUMBIN TEXHUYECKUN (HAY4YHBIN) OIBIT;
0) myONMHUKYIOT TOKYMEHTHI, pa3paboTaHHbIC B pa3BUTHE HAacTosAmuX [IpaBun B mpeaenax
CBOEH TEPPUTODPHUU;
B) MyOJMKYIOT TOKYMEHTHI O TIPOBEJACHUN WHCICKIIUNA, HHCTPYKIIMH, TIEPHOTAIHOCTh



WHCIIEKIUU 151 (nnn) rpaduku MPOBEAECHUSA WHCIIEKIIHUW;
r) oOMeHuBaKTCAd MHpOpPMAIME B OTHOIIEHHH CUCTEM KOHTPOJS COOTBETCTBUS

UCTIBITATENBHBIX ~ JIa0opaTopuil  (MJIOMaA0K) TpeOOBaHHWSM  3aKOHOJATEIHCTB
rocyJapcTB-4JIEHOB C LIeNbl0 coOmoieHns HacTosmux [IpaBun cornacHo npuioxkenuto Ne 8
K HacToOSIO UM [IpaBunawm;

1) BEAyT y4eT MHCIEKIIMI HCIBITATENbHBIX JJa0opaTopuil (U UX cTaryca COOTBETCTBUS
HactosiuuM [lpaBuiiaM) U ayauTOB MCCIEAOBAaHUN M MyOJHKYIOT MH(pOpMaLui o0 3TOM B
OTKPBITBIX UCTOYHUKAX, COTJIACHO MpuiioxeHuto Ne 9 k Hactosmum [IpaBunam.

2. KoHQHaeHIaIEHOCTD

71. TocynapcTBa-uieHbl B paMkax Hactosmux IIpaBun:
a) o0ecrneunBalOT COO0ICHNE KOHPUACHIIUATIBHOCTH HE TOJIBKO UHCIIEKTOPAaMH, HO U
JIPYTUMH JIMIIAMHU, HMEIOIIMMHU JOCTYII K KOH(PUISHIINAILHOH HHOOPMAIIMU B pe3yJIbTaTe
OCYIIIECTBIICHHS JEATCIBHOCTH MO HMHCIEKTUPOBAHUIO COOJIOAeHUs HacTosmux I[IpaBui;
0) obecneynBaIOT IMPEACTABICHUE ITOJHBIX OTYETOB 00 MHCHEKIIUSIX HCIBITATCIbHBIX
JTa00paToOpuid M ayJuTax UCCIEIOBAaHUH, 3a UCKITIOUYEHUEM JOCTYNa K KOMMEPUYECKHA BaKHOU
1 KOoH(pUAEHIMaNbHOU UH(POpMAIINU, KOTOPBIMA MPEAOCTABISAETCA TOJIBKO YIIOJTHOMOYEHHBIM
opraHaM rocyaapCTB-4JICHOB.

3. Ilepconan u 00y4ueHHe HHCIIEKTOPOB

72. YIOTHOMOYEHHbIE OpraHbl rOCYJIapCTB-YIECHOB B paMkax Hactosmux [IpaBun:
a) obOecrneyuBalOT HEOOXOIUMOE KOJHYECTBO HHCIEKTOPOB [JIS BBIMOJIHECHUS
(dbapMareBTUYECKOTO HMHCIEKTUPOBAHUS HUCMBITATEIBHBIX Ja0OpaTOpuil B paMKax
coOnoIeHu TpeOoOBaHUM HACTOSIIUX [IpaBumn;
0) oOecmeynBalOT HEOOXOAMMYIO KBadU(PUKAIUIO W OOy4YeHHWE HHCIIEKTOPOB;
B) TapaHTUPYIOT OTCYTCTBHE (PMHAHCOBOTO WJIM JPYroro MHTEpeca y MHCHEKIIMOHHOTO
MepcoHasa, BKIOYas SKCIEePTOB, pabOTAIOMINX M0 KOHTPAKTY, NPU MPOBEICHUN UHCIEKIINU
UCIIBITATeNILHBIX JIA0OpaTOpUil MIIM ayJIuTa HMCCIENOBAaHUN, a TakXke y KOMIAHUM,
COIOHCHUPYIOUIHUX Takue UCCleqOBaHUS,;
r) 00ecreunBarOT HHCIIEKTOPOB HEOOXOIMMBIMU CPEJICTBAMH HICHTU(DHUKAIIMY (HATTPUMED
, YyIOCTOBEpPEHHUEM ).
73. Tpebyemoe KONHMYECTBO HHCIEKTOPOB 3aBUCHUT  OT:
KOJIMYECTBA 3a/IeHICTBOBAHHBIX HCIBITATEIbHBIX JTA0OPAaTOPUN B CUCTEME KOHTPOJIS
COOTBETCTBHS MCIBITATENBHBIX JabopaTopuii (IJIOMA0K) TPEOOBAHMIM 3aKOHOIATEIHLCTBA
rocyjaapcTBa-djieHa C I[E€JbIO0 coOmtoeHus HACTOSIIUX [IpaBuin;
NEePUOJUYHOCTH OIEHKH CTAaTyca COOTBETCTBUS HCIBITATEIbHBIX Ja0opaTopuid
HAacTOSAILW UM [TpaBumawm;
KOJIMYECTBA M CJIOKHOCTU MCCJIEJOBAaHUN, MPOBOJUMBIX HCIBITATECIHLHBIMU



nabopaTopusSIMUu,;
KOJIMYECTBA CHELHUAIbHBIX WHCHEKLUUN WM ayJIUTOB, NPOBOAUMBIX IO 3alpocam
YyIOJIHOMOUYEHHBX OpraHoB.
74. NucnexkTtopamu MOTYT OBITH:
JHIIA U3 YKCTIa TTOCTOSIHHOTO MITaTa YIOJIHOMOYEHHOTO OpraHa wiu (apMaieBTHIECKOTO
MHCIODEKTOpara,
JULa U3 4Yucia IMOCTOSIHHOTIO IITaTa OpraHa, padoTaroLero HE3aBUCUMO OT
YyOIOIHOMOYEHHOTO oprasna;
WA, HAHATHIE YIIOJHOMOYEHHBIM OPraHOM MO KOHTPAKTy WM APYrUM oOpa3om Ijs
MNPOBEACHUS HWHCIEKIUH HCIBITATENbHBIX Ja0OpaTOpUil WM ayJUTOB HCCICAOBaHUM.
B nocnennux 2 ciydasxX yIOJHOMOYEHHBIA OpPraH HECET HCKIIOYUTEIbHYIO
OTBETCTBEHHOCTh 3a OIIPEJEIICHUE COOTBETCTBUSA MCIBITATENIbHBIX JIAOOpAaTOpHiA
TpeOoBaHusAM Hactosuux [IpaBui, kauecTBO (IPUEMIIEMOCTb) ayJUTa UCCIEIOBAaHUS U 3a
mo0ble IeMCTBUSA, OCHOBAHHBIE HAa pe3ysibTaTaX MHCIEKLIMA MCHBITATEIbHBIX JIa0OpaTOpUil
U AayaIUTOB UCCIENOBAaHUN.
75. UHCnIeKTOPBI JOJIKHBI UMETh HEOOXOIMMbIE KBATU(DPHUKALIMIO U MPAKTUYECKHUI OIBIT B
psAAe HAay4YHBIX IUCUMIUIAH, HMMEKIIIMX OTHOLICHHE K HCCICHOBAaHUAM XUMUYECKUX
coeMHeHU (BKJIIOYas JIEKapCTBEHHbIE cpeacTBa). B pamkax B3auMoJelcTBHS
YIIOJIJHOMOYEHHBIC OpPraHbl IOCYJapCTB-UYJICHOB: JIOrOBApPUBAIOTCI O COOTBETCTBYIOILIEM
0Oy4E€HHH MHCIEKTOPOB C YYETOM WHIMBUIYAJIbHBIX KBAIM(PUKALUN M ONBITA; MPOBOIAT
KOHCYJIbTAllUM, BKJIKOYas B COOTBETCTBYIOUIMX CJIydasiXx COBMECTHbIE OOydaromue
MEpOIIPUATUA C INEPCOHAJIOM YIOJHOMOYEHHBIX OpPraHOB JPYIUX T'OCYIapCTB-YICHOB C
LEJIBI0 COJNEUCTBHUS MEXAYHAPOJHOW COTJIACOBAHHOCTH B MCTOJKOBAaHMM W IPUMEHEHUU
npUHLIKIIOB HacTosAuwmx [IpaBui, a Takxke npu npoueaype HHCTIEKTUPOBAHUS UX COOTIOACHMUS

4. CractemMa KOHTPOJIA COOTBETCTBHA HCIBITATEILHEIX JJa00paTOopHit
TpeOOBaHMAM 3aKOHOAATENHECTB IOCYapCTB-LICHOB

76. IlpumeHeHne npuHUUNOB HacToAmuUX [IpaBua Kk gaHHBIM MO 0€30MACHOCTU IS
3I0POBbSI U OKPY’KaIOIIEH Cpeabl, COOPAaHHBIM B PETYIATOPHBIX LENAX, AOJKHO OBITH
oOsa3aTenbHbIM. JloikeH ObITh pa3paloTaH MEXaHM3M, B COOTBETCTBUM C KOTOPBIM
UCIIBITAaTEIbHbIE JTA0OPATOPUU MOTYT (DYHKIMOHUPOBATh B COOTBETCTBHM C HACTOSIIUMHU
IIpaBunaMu, ¥ KOTOPBIA IPOBEPSAETCSA COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM OpPIaHOM.

77. UncnexktupoBanue cobstofeHusi Hactosmux [IpaBun mpoBoauTcss B pamKax
(bapmaleBTUYECKUX HMHCIEKIUN, MPEeTyCMOTPEHHBIX MEXIYHAapOJHBIMH JOTOBOPAMH U
aKTaMM, cocTaBisroIMMU IpaBo Coro3a, U NpeJHa3HA4YeHO U JOKa3aTesbcTBa TOro, 4TO
UCIIBITATENbHBIE JIA0OpAaTOpUM NPUMEHSIOT HacTtosimue IlpaBuna mnpu mnpoBeneHUU
UCCJIEIOBAHUNA U MOT'YT FrapaHTUPOBATh, YTO MOJYyYEHHBIE JAHHBIE HMEIOT COOTBETCTBYIOILIEE



HOpPpMawmw KauduecTBO.
78. I'ocynapcTBa-wieHbl MyOIUKYIOT HHPOPMAIUIO O CUCTEMaX KOHTPOJISI COOTBETCTBUS
UCTIBITATENBHBIX ~ JIa0opaTopuil  (MJIOMaA0K) TpeOOBaHHWSM  3aKOHOJATEIHCTB
rocyJIapCTB-UJICHOB (Jlajieeé — CUCTEeMa KOHTPOJIS) C ILENbI0 COOMIOJECHUS Haiexaleu
nabopaTopHOW TIpakTUKH. Takas mHGOpMAIUS JOKHA, B YACTHOCTH, ONPEACISITh 00BEM U
mMacmTab CHUCTEM BI KOHTPOJISA.
CucreMa KOHTpOJsL COOJIIOJEHUS HAJIeKAIIEH Ja00paTOPHOM MPAKTUKU MOXKET
BKJIFOYATh TOJIBKO OTPAaHHMYEHHOE KOJMYECTBO HCCIEAYEMBIX BEIIECTB (JI€KapCTBEHHBIX
cpeactB). OObeM MHCIEKTUPOBAHUS JIOKEH OBITh OMNPENENICH C y4eTOM KaK KaTeropui
JIEKapCTBEHHBIX CPEJACTB, TaK M BUJOB HMCCIEIOBAaHUW, MPOBOJUMBIX B OTHOUIEHHUH HX,
Harpumep, Gu3nuecKue, XUMUIECKHE, TOKCUKOJIOTHUECKHE U (MJIH) SKOTOKCHUKOJIOTHYECKHE.
79. CucteMa KOHTPOJISI COONIIOACHUS HAaATIexKalen J1a00paTopHOl MPAKTUKU BKIIIOYAET: a)
MOJIOKEHUS 00 MHCHEKIUSAX HCTBITATeNbHBIX JabopaTopuil. DTH WHCHIEKIUU BKIIOYAIOT
MHCTIEKIMUA OOIIEero XapakTepa U ayAuThl UCCIEIOBaHUM, TEKYIIMX WJIM 3aBEPIICHHBIX;
0) MOJOKEHUSI O CHEIUATBbHBIX MHCIEKIUSAX UCIBITATENbHBIX JabopaTopuil (ayaurax
MCCIIEIOBAHUI) 110 3aIIPOCy YIIOJHOMOYEHHOI0 opraHa (HarmpuMep, TpoBOJAUMBIE MO 3aMpoCy
MOCJI€ MPEOCTABIICHUS IaHHBIX B YIIOJTHOMOYEHHBIN OpPraH); B) yKa3aHUE HA MEXAHU3MBbI, B
COOTBETCTBHUH C KOTOPHIMH HCIIBITATEIbHBIC JTAOOPATOPUM BKIIFOUAIOTCS B CUCTEMY KOHTPOJIS;
r) TOJOXEHHE O MPEJOCTABICHUU HWHGPOPMAIIUU O KATETOPUSIX HWHCHEKIUM
UCHBITATEIbHBIX nabopatopuit (aynurax UCCIeI0OBaHU);
1) yKa3zaHue Ha IMOJHOMOYMSI MHCIEKTOPOB B OTHOLICHUHM HUX HAXOXICHUS B
UCIIBITATENIbHONW Ja00paTopuM M JOCTyNa K JaHHBIM, SBJSIOIMIMMCS COOCTBEHHOCTHIO
uchbITaTeNIbHOW Jabopatopun (Bkirouas oOpasubl, COIIl, gokymeHTtanuioo u T. 1.);
€) OmMcaHue MPOILEeAYp HHCIEKIHH HCIBITATEIbHOU J1abOpaTopuu U ayJIuTOB
HCCIICIOBAHUS I TOATBEPKACHUs coOmtonenuss Hactosmux [lpaBuin. J{omkHbI OBITH
OMHCaHBbl MPOIEAYPHI, KOTOpbIe OYyJyT UCIOJB30BAHBI IJI M3YYEHUS OPraHU3AIMOHHBIX
MPOIIECCOB M YCJIOBUM, B COOTBETCTBUU C KOTOPBIMH HCCJIEOBAHUS IIJIAHUPYIOTCS,
MPOBOJIATCSI, KOHTPOJHUPYIOTCS U PErucTpupyrorcsa. TpeOoBaHUs K TakuM Mpoleaypam
U3J10KEHBI B paszjaeiax 6 - 9 yactu VII  wHacroamux  IlpaBwun;
’K) OMHMCAHHWE JEUCTBHUH, KOTOPbIE MOTYT OBITh MPEANPHUHATHI MOCIE MPOBEACHUS
WHCIIEKIIMIM UCTIBITATENIbHBIX JIA0OPATOPHM U ayJUTOB HCCIEIOBaHUM.

5. Ilocnenyromue AeHCTBUA IIOCIIE IIPOBEICHHUA
HMHCTIEKIUH UCILITATEIbHBIX 1a00paTopHii
¥ ayJJUTOB MCCIICAOBAHUMN

80. Ilocne 3aBeplieHHs] MHCHEKUUHM HCHBITATEIbHBIX JIa0OpaTopuil M ayauTa
MCCJIEI0BAHUIM MHCTIEKTOP JIOJDKEH MOJATOTOBUTH OTYET O PE3ysibTaTaxX B MUChbMEHHOU (opme.
81. 'ocynapcTBa-usieHbl TPEANPUHUMAIOT JEUCTBUS MPU OOHAPYKEHUN HECOOTBETCTBUM



HacTosiuM IIpaBunam B XoJ€ WM MOCIE€ MNPOBEICHUS HHCIEKIUU HCIBITATEIbHBIX
nabopaTopuit unu ayauta ucciaenoBaHuil. COOTBETCTBYIOIIME ACHCTBUSA JIOJKHBI OBITh
ONHUCaHbl B JIOKYMEHTAaX oOpraHa (OpraHW3aluu), OCYIIECTBISIOIIETO WHCIEKTHUPOBAHUE.

82. Ecnu B X0/1€ MHCIIEKITUW UCTIBITATeIbHON J1a00paTOpUU WU ayJIUTa UCCIIeI0OBaHUN
oOHapy>KeHbI HECOOTBETCTBUS HacTosmuM [IpaBuiiaM, KitacCuGUIMPyEMBbIC KaK «CEPHhE3HBICH
WIH «IIPOYHe»2, UCTIBITaTeNIbHAs 1abopaTopus TOJDKHA YCTPAHUTh TaKHME HECOOTBETCTBUS.
NHcnekTop BrpaBe B OTOBOPEHHOE BPEMs BEPHYTHCS B UCIBITATEIBHYIO Ja00OpATOPUIO U
NPOBEPHUTH BHECEHHUE U3MEHEHUM.

83. Ilpu OTCYyTCTBMM HECOOTBETCTBUN WM MPHU BBISBJICHUU TOJBKO «IPOUYUX
HECOOTBETCTBUM YIOJIHOMOYEHHBIU Opras:

a) BBIJIAET 3aKJIFOYEHUE O TOM, UTO UCTBITATENIbHAS JJa0opaTOpUsl TPOUHCIIEKTUPOBAHA U
ee JeATEIbHOCTh COOTBETCTBYET HactodmuMm IlpaBunam. JlomkHbl OBITH yKa3zaHbl Jata
OPOBEJCHUSI HMHCIEKIUM W B COOTBETCTBYIOIIMX CIIydassX KaTerOpHUs MHPOBEIEHHOIO
HCCIIEIOBAHMS B UCIIBITATEILHOM 1a0OpaTOPUU HA TAHHBIM MOMEHT. DTH 3aKJIIOUECHHS MOTYT
OBITH UCTIOIB30BAHBI ISl IPEIOCTaBICHUS MH(DOPMAIIMU B YIIOJTHOMOYEHHBIE OPTaHbl JPYTUX
rocyaiapcTB-4JI€eHORB;

0) mpenocTaBisieT B YIOJIHOMOYEHHBIM OpraH, Mo 3almpocy KOTOpPOTro ObLI MPOBEICH
ayJIuT HucclieJoBaHus, noApPOOHBI T OTYEeT 0 pe3yibTarax.

84. Ilpu BBISIBICHUN KPUTUYECKUX HECOOTBETCTBUM NEUCTBUS, MPEINPUHUMAEMBIE
OpPraHoM IO KOHTPOJIO0 coOnoAeHus Hactosmux I[IpaBui, 3aBUCSAT OT KOHKPETHBIX
00CTOSITENIbCTB KaXKJIOTO Cly4yas W MPABOBBIX WM aJIMUHHUCTPATUBHBIX MOJOXKEHUM, B
COOTBETCTBUU C KOTOPBIMH ObLT YTBEPKJE€H KOHTPOJIb COOMI0eHNs HacTosmux [IpaBun B
rocyjaapcTBe-wieHe. B dacTHOCTH, MOTYT OBITh HPEANPHUHSITHI CIEAYIOIUE IEUCTBUS:

a) BbIJayYa 3aKIIOYEHUS C ONHCAaHHMEM OOHApYKEHHBIX HECOOTBETCTBHUH WIIH
MOTPEIIHOCTEH, KOTOPhIE MOTYT MOBJIUSITH HA JOCTOBEPHOCTh UCCIEOBAHUM, POBEICHHBIX B
HCHOBITATENbHOMN nabopaTopuu;

0) BbIJJauya PEKOMEHIAIMU B YIIOJHOMOYEHHBIM OpraH, 4TO UCCIEI0BaHUE MPU3HAHO
HEOJCEeUCTBUTECIAbHB M ;

B) BPEMEHHOE MPEKpallleHne MPOBEACHUS WHCIIEKIINI UCTIBITaTeIbHbBIX Ta00paTOpUN UITU
ayJUTOB UCCJIEAOBAHUN B UCTIBITATEILHON 1a00pAaTOPUU U, HAIIPUMED, U €CIIU 3TO BO3MOKHO
C aIMUHUCTPATUBHON TOUYKH 3pEHUs, yAAIICHUE UCTBITATEIbHON J1a00paTOPUU U3 CUCTEMBI
KOHTpOJsL coOntogeHuss Hactosmux [lpaBun nubo u3 nr000ro cmucka WIM peecTpa
UCIIBITATENIbHBIX JIA0OPATOPHI, MOJISKAIINX UHCIIEKIUAM coOoieHns Hactoamux [Ipasun;

r) TpeOOBaHUE BKJIIOYEHHUSI B OTYET 00 MCCIEIOBAaHUM 3aKIIOYEHUS C MOAPOOHBIM
OIMUCAHUECM HECOOTBETCTBHUH;

1) NeNcTBUA B CyJe, €CIM BO3HUKAIOT Takhe OOCTOSTENbCTBA U MPaBOBbIE (
aJIMUHUCTPATUBHBIC) MPOLETYPHI ATO TOMYCKAIOT.



6. O6mue NpHHNMITE HHCTIEKTHPOBAHHUA

85. NHcnekuuu Ha cOOTBETCTBUE HAcTosMM [IpaBuiiaMm MOTYyT MPOBOAUTHCS B 000
UCIIBITAaTEIbHON J1Ta0OpaToOpuM, HM3ydarollel AaHHbIE O O€30MacCHOCTH JIS 370POBbS U
OKpY’Karoulel cpenbl B PEryiasTOPHBIX HedsiX. MoryTr moTpedoBaThCs HMHCIEKTOPHI IS
ay/uTa JAHHBIX B OTHOLICHUH (PU3UUECKUX, XUMHUYECKHX, TOKCUKOJOTUYECKUX CBOWCTB
BEIllECTBA WJIM Mpenapara. B HEKOTOpBIX cilyyasix MHCHEKTOpaM MOKET MOTpeOOoBaThCS
MOMOIIb IKCIEPTOB B ONpeaeIeHHBIX JUCHUIIIMHAX.

86. B cBsA3u ¢ MMEIOUIMMUCS Pa3Iu4YUsIMU UCIBITAaTENbHBIX J1abopaTopuil (Kak Io
IUIAHUPOBKE, TAK U MO CTPYKTYPE YIPABICHUS ), a TAK)KE PAa3IMYHBIMHU BUAAMH BBIIOJHAEMbIX
UCCIIEIOBAaHUM, C KOTOPBIMHU CTaJKHUBAIOTCS MHCIEKTOPbI, UM HEOOXOJIMMO HCIIOIb30BATh
CBOE€ CYXKJIEHHME JJIsl OLIEHKHM CTENEeHH U o0bema COOTBETCTBUA HactoAmuMm [lpaBumam.
WHcneKTopsl JOJKHBI CTPEMUTHCS K NPUMEHEHHI0 OOBEKTHUBHOTO IOJXO0J]a MPHU OLICHKE
KOHKPETHOW HCHBITATENIbHOW J1abOpaToOpuu WM  HCCIENOBaHUS, JOCTHXKEHUS
COOTBETCTBYIOIIETO YPOBHs COOIOACHUS KaXKJI0TO MPHUHIIMIIA HaJIeKalleil 1abopaTopHOit
0 paxTMHUIKH

87. WHCcneKTopsl HE JOJDKHBI M3ydaTh HAYYHYIO CTPYKTYpPY HUCCIEIOBAHUS WU
OOBSICHEHUE PE3YJIbTaTOB B OTHOUIEHUM PUCKOB JUISl 3/10pPOBbs YEJIOBEKA WJIM OKPYKAIOIIEH
cpeabl. DTU aCHEeKThl PAaCCMATPUBAIOTCS YIOJHOMOYEHHBIMH OpraHaMH (3KCIEPTHBIMU
OpraHM3anUIMU).

88. MHCIEeKUMHU UCIBITATENbHBIX JA00OpaTOPU U ayJUThl UCCIEAOBAHUN HEU30EHKHO
HapyLIalOT UCCIIE0BATEIbCKYI0 paboTy. MHCIEKTOPHI JOKHBI OCYIIECTBIIATH CBOIO paboTy
[0 CTPOTOMY IUIaHy C y4eToM (MpH HAJIUYUU HEOOXOJUMBIX PECYpPCOB) MPEITIOKESHHUI
YIPABJISIOLIETO NEPCOHAJA UCIIBITATEIBHOM JTJA0OPATOPUH B OTHOLIEHUH BPEMEHH MTOCEIICHUS
ONpPENEIIEHHBIX IUIOIIAL0K UCIBITATEIbHON nabopaTopuu.

89. B TeueHHne MpoBeAEHUS WHCHEKIMI MCHBITATEIbHBIX JIa0OpAaTOpUil M ayIHUTOB
UCCJIEJOBAaHUI Y MHCIEKTOPOB JIOJKEH OBITh JOCTYH K KOH(UIECHIUAIbHON KOMMEPUYECKH
BAXHOU HMHpopmainuu. BaxxHo rapantupoBarh TOT (pakT, yToObl 3Ta MHPOpMaIUs Oblia
JOCTyIIHA TOJIBKO YIHOJHOMOUYEHHOMY mepcoHany. OO0s3aHHOCTU IepcoHala MO 3TOMY
BOIPOCY OMPEIEINSIIOTCSA CUCTEMOM KOHTPOIIsS coOmtoeHust HacTosiux [Ipasu.

7. IIpoueaypH HHCIIEKIIMH HCIIBITATEIBHBIX JJA0OpaTopmit

ITpenBapuTeIbHAs HHCOCKIA

90. lenp — MO3HAKOMHTH WHCIIEKTOpA C UCIBITATENIbHOW JTabopaTopueii, KoTopas
MOJICKUT MHCIEKIIMU Ha TPEAMET CTPYKTYpPbl yHpaBieHUs, PU3NUECKOTO PaCcIoIOKEHUS
30aHUU 51 BUJIOB NPOBOAUMBIX UCCIIEJOBAaHUM.

91. Ilepen mpoBeneHUEM HHCIEKIMHU UCHBITATEIBHON J1a0OpaTOpUU WIIM ayAuTa



MCCIIEJIOBAHUSI UHCTIEKTOPHI JOJDKHBI O3HAKOMHUTBCA C HMCHBITATENBLHOW JabopaTtopuen,
nojJiexanie nHcnekTupoBaHuto. Heo0XxouMo u3ydnTh BCIO CYIIECTBYIONLYIO HHPOPMALIUIO
00 UCTBITATEIHLHON JTA0OPAaTOPUHU, K KOTOPOH MOTYT OTHOCUTHCS OTYETHI O MPEIbLIYIIUX
MHCIICKUMAX, TUIAaH TOMEUIEHUM HCHbITaTeIbHOW JabopaTopuH, CTPYKTypHas cxema
OpraHu3alMM, OTYETHl 00 MCCIIETOBAHUAX, IPOTOKOJBI UCCIEIOBAHUNA U PE3IOME MTEPCOHAIA.
B Takux  JOKyMmMeHTax  JOJDKHAa — coJepiKaThes — cienylomas — uHpopMaims:

a) BUJ, BEJIMYMHA M PACHOJIOKEHHE MOMEIIEHHI HCIHBITATEIbHON J1abopaTopuu;

0) psan uccienoBaHUM, KOTOPhIE MOTYT OBITh MPOBEPEHBI BO BpPEMs WHCIECKIINU;

B) CTpPYKTypa YIpaBJ€HUs HCHOBITATEIbHON JnabopaTtopuei.

92. MHcnekTopsl NOJKHBI OTMETHTh HEAOCTAaTKH, BBISBICHHBIE MPEIbIIYyIIUMU
MHCIIEKIUSIMU UCTIBITaTeNIbHON JabopaTopuu. B citydae eciiv B McbITaTeIbHOM J1abopaTopuu
paHee He MPOBOAMINCH WHCHEKIHMH, A TOJYyYEeHHs] COOTBETCTBYIOIIEH HHMOpMaruu
IOy CKAaeTCs NpOBEJACHUE npeaBapUTEIbHOU WHCIIEKIIUU.

93. [lepcoHan ucHbITaTeNbHOU Ja00PATOPUN HEOOXOAUMO MOCTABUTh B U3BECTHOCTH O
JaTe€ U BPEMEHH MpPHE3/1a UHCIEKTOPa, BPEMEHHU €ro MOCEIICHUS U MPOJOKUTEIbHOCTH
NpeObIBaHMS B 3JaHUU. DTO MO3BOJIUT MNEPCOHANY MOATOTOBUTH HEOOXOAUMbIE TOKYMEHTHI. B
T€X CciydasX, KOrJa WHCIEKIUMU MOAJIEkKAT OMNpPEeJeICHHbIE JIOKYMEHTBl U 3alucH,
1eIecoo0pa3HbIM OyJET MOCTaBUTh 00 3TOM B M3BECTHOCTh MCHBITATENbHYIO Ja00OPaTOPUIO
3apaHee 10 Haydajia IPOBEPKH, YTOOBI ATH JaHHBIC ObLIN MPEIOCTABICHBI O€3 TPOMEIJICHUS B
TE€YEHUE MPOBEJICHUSI MHCIIEKIIMN UCTIBITATEIHHOU TaO0paTOpHUH.

KondepeHiusa B Hagalie MHCIIEKIWH

94. Ilens — nmpouHOPMHUPOBATH PYKOBOJUTENECH M MEPCOHAT HUCHBITATEIbHOU
71a00paTOpUX O MPUYMHE MPEICTOSANIEH NHCIIEKIUU HCTIBITATEIbHON 1a00paTOpUU U ayIuTe
UCCJIE0OBaHUs, ONPENEIUTh IUIOMIAJKNA HCIBITATEIbHON J1abopaTopuu U HCCIETOBaHMUS,
BbIOpaHHBIE JUIs ayAuTa, NEpPCOHAl M JOKYMEHTBI, 3aJ€HCTBOBAHHBIE B IPOBEPKE.

95. B Hauane mocCemeHUs HCIHBITATEIbHONU Ja0OpaTOpPUU C PYKOBOJAUTEIIMHU
UCIIBITaTEeNIbHON 1a00paTopuu HEOOXOIUMO OOCYAUTh aIMUHUCTPATUBHBIEC U MPAKTUUYECKUE
MOMEHTHI MHCIEKIMU JIabopaTopuHu U ayauTa uccieioBaHus. B Hauane xoHbpepeHIuun
MHCIHEKTODpP B I 0J %K HBI :

a) paccka3zarh O 1eAm W MacmTabe TPOBEPKH;

0) onucaTh JOKYMEHTAIINI0, KOTopas OyAeT HeoOXoauma JJi1 UHCTIEKIIUU UCTIBITaTeIbHON
nabopatopuu, HampuMep, MEepeYeHb TEKYIIUX M 3aBEPIICHHBIX HCCIEAOBAHUM, IUIaHBI
uccienosannii, COIl, otueTsl 00 HcciaenoBaHugax U T. 4. Ha 3To#l ctaguu HEoOXOAUMO
corjlacoBaTh BONPOC JOCTyNa M MPU HEOOXOJUMOCTH JOTOBOPUTHCS O KOMHUPOBAHUU

COOTBETCTBYIIHUX JOKYMEHTOB;
B) BBISICHUTH WJIM 3aPOCUTH MH(GOPMAIUIO O CTPYKTYpE YHpaBIeHUs (OpraHu3aluu) U

nepcoHane UCOBITATEIbHOHI nabopartopuu;



I') 3alpoCUTh MHPOPMAIMIO O MPOBEIECHUM HUCCIEAOBAaHUN, HE MOMUYMHSIOIINXCS
npuHIUIaM HacTosmux [IpaBuil, B MOMEMIEHUAX UCIBITATEIbHON Ja00paTOprn, B KOTOPBIX
MPOBOJSITCSA JNOKJIIMHUYECKUE (HEKJITMHUYECKHE) UCCIIEJOBAHUS;

1) OCYIIECTBUTH IEpPBOHAYAIBHOE ONpEAEICHUE OTIEIICHUN HCHBITATEIbHOM
nabopaTopuH, MO JJIe KA U X IpOBEPKE B Xoze WHCIEKIHUH;
€) omucaTh JOKYMEHTBl M 00pa3iipl, KOTOpble OyAyT HEOOXOAMMBI A TEKyLUIUX U
3aBEPIICHHBIX ucClieI0BaHUM, BbIOpPAaHHBIX s ayauTa;

’K) U3BECTUTh O NMPOBEJCHUHU 3AKIIOUUTEIbHON KOH(EpPEHIUU B KOHILE MHCHEKIIHH.

96. Ilepen mponoOIKEHUEM HMHCHEKIIMU UCIBITATEIbHOM 1a00paTOPUU MHCIEKTOPY
ClielyeT YCTaHOBUTh KOHTAKT CO CIy>XO0oi oOecreueHusi KadyecTBa HCIBITATEIbHON
TabopaTopuu

97. Ilpu mpoBeneHUHM WHCIEKIIMH HCIBITATEIBHOW J1abOpaTopuu OOIICTTPUHSTHIM
IpaBUJIOM  SIBISETCS  CONPOBOXJEHUME  HMHcHekTopoB  paborHukom  COK.

98. HcnekTopsl MOTYT MOTPEOOBATh OTAEIBHOE OMEILEHUE ISl IPOBEPKH TOKYMEHTOB
U OCYLIECTBIICHUS IPYTUX ACUCTBUM.

HHcnekysa opraHA3anyy U IepCcoHaIa

99. llenp — onpenenuTh: HAIMYKUE JOCTATOYHOTO KOJIUYECTBA KBATU(UIIMPOBAHHOTO
nepcoHajna, KaJpoBbIE pecypchl, HHPPACTPYKTYpy Ml TMPOBEACHUS Pa3IMYHBIX
MCCTIEJIOBAaHUN; COOTBETCTBHE TPEOOBAHUSM OPTaHU3AIMOHHON CTPYKTYPHI; MOJIUTUKY B
OTHOIIICEHNY OOYYEeHUS U KOHTPOJIS 32 COCTOSIHUEM 3JI0POBbS IEPCOHAA, COOTBETCTBYIOIIYIO
MPOBOJUMBIM UCCIIEIOBAHUSIM B HUCIIBITATEIbHON nabopaTtopuu.

100. PykoBoaCTBO UCHBITATEIBHON Ta00OpaTOPUU JTOJKHO MPEICTABUTH CIIEIYIONINE
I 0 KY M € H T Bl

a) mJdaHBbl 30 aHUS;
0) cXeMbl HAay4YHO-HCCJIEJOBAaTEIbCKOW OpraHu3aluu H

AJMUHUCTPATUBHOTO YMpPaBICHUS HUCHBITATEIbHONW JabopaTopuu;
B) p€3IOME COTPYIHUKOB, 33/ICHCTBOBAHHBIX B UCCJIEAOBAHUIX (BBIOPAHHBIX ISl AyAUTA);
T') IepeyYeHb TEKYIIUX U 3aBEPIIICHHBIX UCCIIEAOBAHMN C YKa3aHUeM HH(POPMAIIMH O BHUJIC

UCCIIEIOBAHMS, JaTax Hayaja W 3aBEpLICHMs, TECT-CUCTeME, CIoco0e MpPUMEHEHUs
HCCIIEAyEeMOT0 BeIIeCTBa u bamunuu PYKOBOJUTEINS UCCIEIOBAaHUS;
1) JOKYMEHTBI, YCTaHABJIMBAIOLIUE MTOJIUTUKY KOHTPOJISI COCTOSIHUS 3/J0POBbS IEPCOHANA;
€) onucanue paboThI MepcoHasa, MporpaMMbl OOyUYEHUs EPCOHANIA U BCE HEOOXOUMBbIE

1 0 KY M €HT B ;

k) nepeueHb COIl wucnoeiTaTenbHO  nabopatopuu;

3) crnenuduyeckue COII, uMeromnme OTHOIIEHNE K UCCICAOBAHUSIM U TPOIEAypaM,
KOTOpBIE OpOXOAAT UHCTEKIIHU IO u ayauT;

M) CIIUCOK PYKOBOJMTENEH UCCIEIOBAHNUS U CIIOHCOPOB, NMEIOIUX OTHOILIECHHUE K ayTUTY



McCCcClaengoBaH 4
101. MHMHcmexkTop AOJNXKEH MNPOBEPUTH B  YAaCTHOCTH:
a) mepeyeHb TEKYIIUX U 3aBePUICHHBIX UCCIIeI0BAaHUM IS olpeaeeHust o0beMa padoThl,
IpOJEIaHHOMU UCIBITATECIBbHON nabopaTopuei;
0) dbamuinio, UM, OTYECTBO (IPU HAIUYMU) U KBATU(PHUKALHUIO PYKOBOJMUTEIS
uccieq0BaHus, PYKOBOJUTEISA COK u ApYyroro nepcoHana;
B) Hanuuue COII 11t Bcex COOTBETCTBYIONMIMX 00JIaCTE IPOBEPKHU.

WHcnekmua mporpaMMEL 00ecTieaeHIS Ka9ecTBa

102. Ilenb — onpeAenuTb COOTBETCTBHE METOJOB O0ECIIEUEHHUsI KaueCTBa MPOBOANMBIX
UCCJIENOBaHUMU NpUHIUIIAM HACTOAIIUX IIpaBum.
103. PykoBogutens COK noka3zbiBaer cuctemsl U ciocoObl npoepku COK 1 koHTpost
UCCIIEJIOBAHUM, a TakKe croco0 peructpanuu Habmonenuii B tedenne kKoHtpossi COK.
NucnekTOpHI 710 JI 5K H bl OPOBEPUTH:
a) kBanudukauuw pykoBoauTenss u Bcero mnepconana COK;
0) nezaBucumocTh paboTel COK oT mepcoHaina, 3a€iiCTBOBAHHOTO B MCCIEIOBAHUSAX;
B) XapakTep IutaHupoBaHus U nposeaeHus uHcnekuuidi COK, KOHTpOIb KPUTUUECKHUX
ATAIOB MCCIIEIOBAHUS, UMEIOLIMECS B HAIMYUU pecypchl 1 nposeaeHus nuenekuuiit COK u
MOHMHUTODPHUHT a ;
I') €CJIM MCCIENA0BaHUs HENPOJOJKUTENBHBIE U KOHTPOJIb Ka)KJIOI'O0 HCCIIEIOBaHUS
HEBO3MOXXEH, — HaJW4yuhe JOTOBOPEHHOCTH O TMPOBEpPKE Ha BBHIOOPOYHOH OCHOBE;
n) MacmTad W TiIIyOMHY MOHUTOpPHHIA MPAKTUYECKUX JTANOB HCCIEIOBAHUS,
€) macmTad u riayOMHYy MOHHMTOPHHIA CTaHIAAPTHBIX OMepaluil MCHbITaTEeIbHON
nabopaTopudu,
x) npoueaypsl COK npu npoBepke 3aKII0YUTENHHOTO OTYETA C 1IEJIbI0 00€CTIeUeHUs €T0
COOTBETCTBHUS NEePBUYHBIM JTaHHBIM;
3) MOJy4YeHHE PYKOBOJCTBOM HCHbITaTeNbHOU nabopaTropun otdetoB n3 COK B
OTHOIIEHWHU TMPOOJEMHBIX BOMPOCOB, KOTOPHIE MOTYT MOBJIUATH Ha KadeCTBO WIIH
JOCTOBEPHOCTH UCCIENOBAHUS;
u) neucrBusi, npeanpuHumaembie COK npu oOHapyKeHUHM OTKJIOHEHUU;
K) poib COK B Tex ciydasix, KOTJa UCCIEAOBAHUSA WJIM UX YacTh MPOBOJASTCS B
KOHTPaKTHBIX UCOBITATENbHBIX nabopaTopusiX;
1) ponb COK B omnpeneneHHbIX ciydasx (MpU NEPEeCMOTpe, U3YYEHUHU U BHECEHUU
m3menennii B COII).

WHCneKyua moMeIme i HCIIITaTeIbHOM 1abopaTopun

104. Ilens — ompeaenuTb, COOTBETCTBHUE ILUIONMIAJCH, MIAHUPOBKU IMMOMEIIECHUH,
MECTOPACTIOJIOKEHHSI UCMBITATeIbHOW Jabopatopuu  TpeOOBAHUSIM  MPOBOJIUMBIX



ncCCcClIenoBaHUN
105. NucnekTOop NOJXKEH NPOBEPUTH:
a) obecreunBaeT JH IJIAHUPOBKA HCHBITATEIbHON 1a00paTOpUM aJJeKBaTHYIO CTENEHb
paszeneHuss MoMeuleHui (Hampumep, 4TOObl HMCKIIOYUTh BO3MOXHOCThH IMEepeMelInBaHUs
UCIIBITYyEMbIX BEIIECTB, »XHWBOTHBIX, KOPMOB, MAaTOJIOTHYECKUX OOpas3lmoB U T. 1.);
0) HaJIM4YKe U HaJUIeXkKalllee BBIIOJHEHUE KOHTPOJISI OKPYKAOILEl Cpesibl B KpUTUUECKUX
30Hax, HallpUMep, B BUBAPHUH U B IPYTUX MOMEUIEHUAX JJIsi OMOJIOTrMYECKUX TECT-CUCTEM, B
30H€ XpAaHEHUs MCHBITYEMbIX BELIECTB HJIM B 30HE AaHAIUTHYECKON JiabopaTopuu;
B) COOTBETCTBHE OOLIEH OpraHu3alyy MOMEIIEHUH TpeOOBaHUIM, IPEABIBISIEMbIM K
UCIBITATEIbHBIM JTA00OPATOPUSAM, M HaJU4Me MPU HEOOXOAMMOCTH MPOLEAYpHl 3allUThl U
O00pBHOBI C BpEAUTEIISIMH.

HNHucnekuus oOpameHns, ComepKaHus
H PacIOIOXKEeHU OHOJIOTMIECKUX TECT-CUCTEM

106. Llenb — onpenenuTb, UMEET JIU UCHBITaTEeNbHAS Ta00OpaTOPHs, €CIIU Pedb UIET 00
WCCIICIOBAHUAX, MPOBOJUMBIX B OTHOIICHWW XWUBOTHBIX W JAPYTUX OMOJOTHYECKUX
TECT-CUCTEM, JOCTATOYHO CPEJICTB U YCIOBHUM sl OOpallleHus ¢ HUMH, COACPKaHUS U
JIOKaJU3aIiy, TPEJIOTBPAIEHUS] CTPECCOBBIX BO3JCHCTBUN M JPYTHX MPOOJIEM, KOTOPHIC
MOTYT TOBIHSATH HAa TECT-CUCTEMY U, CJEI0BaTelIbHO, HA KadyeCTBO JaHHBIX.

107. B ucnblTaTenbHON 1a00paTOpUU MOTYT MIPOBOJUTHCS UCCIEI0BaHUsA, TpeOyrolre
WCITOJIb30BAaHUS PA3HBIX BUJIOB JKMBOTHBIX WJIM PACTEHUMN, a TAKK€ MUKPOOHBIX WU IPYTHUX
KJIETOYHBIX WJIM CYOKJIETOYHBIX CHUCTEM. BHJ HCHOJIB3YyEeMBIX TECT-CUCTEM OIpeeNsieT
aCTIEKTHI B OTHOIICHUH OOPAIICHHUS, PA3MEIICHUS 1 JIOKAJTU3AINH, KOTOPhIE OyAET MPOBEPSAThH
WHCIIEKTOP. B 3aBUCHMOCTH OT TECT-CUCTEMBI W UCXOJSl M3 CBOETO OIbITa WHCIEKTOP
mpoBEDPSAECT

a) COOTBETCTBHE MCHBITATEIHLHON Ja0OPAaTOPUU HCIOJIB3YEMbIM TECT-CUCTEMaM U
TpeOOBaHUAM UCCIENOBAaHHUI;

0) HamuuWe yCIOBHM [JI1 KapaHTHHA XWBOTHBIX W PACTEHUM, MOCTYMAIOMUX B
UCIIBITATEIbHYIO Ja00paToOpHuIo, W HajJiexaliee (pyHKIMOHUPOBAHHE JTHX IMOMEICHU;

B) HaJIMYWE YCIOBUM IJII M3OJISIITUN OOJBHBIX JKUBOTHBIX WU JPYTHX 3JIEMEHTOB
TECT-CUCTEMBI, a TaKXe >KMUBOTHBIX, IMOJO3PUTEIbHBIX Ha HaJIMYHMe 3a00JICBAaHUS WIIU
SBJISIFOIIIUX CSI BO3MOXXHBIMHU MEPEHOCUYUKAMU 3a0o0neBaHUM;

I') COOTBETCTBYIOIIUN TPEOOBAHUSIM KOHTPOJIb M PETUCTPALIUIO JAHHBIX O COCTOSHUU

3JI0POBBSI, TTOBEJCHUN WU APYTHX aCIEKTaxX, KOTOPhIE UMEIOT OTHOIICHUE K TECT-CHCTEME;
J) HaJW4ue COOTBETCTBYIOIIErO0 TpeOOBaHUSIM HajJexamero u 3()QGeKTUBHOTO
o0opyI0BaHUs sl OAJIEP KaHUST HEOOXOAMMBIX YCIIOBUN OKpY Karolleil cpeibl, TpeOyeMbIX

R KaXmaou TECT-CUCTEMB;
€) CoJiep)KaHWe B YHCTOTE KJIETOK >KUBOTHBIX, KOPMYIIEK, PE3EPBYapOB U APYTUX



KOHTEHHEPOB, a TaKXKe COMYTCTBYIOUIETO obopyaoBaHUS;
) MPOBEJCHUE MPU HEOOXOIUMOCTH MPOBEPOK YCIOBUM OKpYKAIOIIEH cpelbl U
BCIOMOTATEJbHBIX CUCTEM;
3) HaJIu4ue oOOpyJOBaHUS JJIsI YIAJCHUsS W YTHIU3ALMU OTXOJIOB KUBOTHBIX M
TECT-CHUCTEM, HaJUJIeXkallee COAEepKaHUE 3TOro OOOPYIOBAHMUS C LENbI0O MUHUMH3ALHUH
3apa)KeHus Mapa3uTaMM, 3a1axoB, OMACHOCTH BO3HUKHOBEHUs 3a00J€BaHUN U 3arpsi3HEHUS
OKpYyXamwiein Cpens;
1) HaJW4yue 30H XpaHEHUs KOpMa ISl KUBOTHBIX MJIM AHAJIOTUYHBIX MaTE€pUAIIOB IS
BCEX TECT-CUCTEM. DTH 30HBI HE JOJIKHBI UCIIOIB30BAThCS JJIsl XpaHEHUs IPYTUX MAaTepUAJIOB
(B TOM YHCJE€ HCHBITYEMBIX BEIIECTB, XMMUKATOB WU JE3MH(PUIIUPYIOMUX BEIIECTB IS
OOpBOBI C BpEAUTEISIMU) U TOJDKHBI OBITH OTZICJICHBI OT 30H, B KOTOPBIX HaXOASATCS )KUBOTHBIC
UIu coaepxarcs apyrue OUOJIOTUYECKUE TECT-CUCTEMBI;
K) 3allUTy XpaHsSIIerocs KopMa W MOJCTHJIA OT IMOBPEXKJICHUN BCIEIACTBHUE
HEOJIaronpuUsTHBIX YCIOBUIN OKPYKAIOIIEH CPebl, 3apasKEHUS WU 3arpsi3HEHUSL.

HHcnekmua 060pynoBaHiA, MaTEpPHAJIOB H PEAKTHBOB

108. Llenn — ompeaenuTb, UMEET JIM HCHbITATENbHAs J1a0OpaTOpHsi MPaBHIbHO
pa3MelIeHHOe 000py/I0BaHNE B JOCTaTOYHOM KOJMYECTBE M JOCTATOYHON MOIIHOCTH JUIS
COOTBETCTBUSl TPeOOBaHUSAM MPOBOAUMBIX HCCIEIOBAHUN, U OCYIIECTBUTH IPOBEPKY
HaJUJIeXKalel MapKUpPOBKH, HCIIOJIB30BAHHUS M XPAHEHUS MaTepHalOB, PEAKTHBOB U
OMONTOTHUYECKHUX o0Opa3noB.

109. NucnekTop T OJXKEH NPOBEPUTH:
a) YMCTOTY M HaJjexauee (QYHKIMOHUpPOBAHUE OOOpYyIOBAHHUS;
0) perucTtpauui JaHHBIX O (YHKIMOHUPOBAHUHU, COJEPKAHUU,
KaJMOpOBKE M BaJIMJALUHU U3MEPUTEIBHOIO 000pYy0BaHUA U NMpUOOPOB (BKIHOYAs
KOMIObIOTEPU3UPOBAHHBIE CUCTEMBI);

B) HAJUJIEKALIYI0 MAPKUPOBKY MAaTEPHAIOB M XUMUYECKUX PEAKTUBOB U UX XpaHEHHE MIPH
COOTBETCTBYIOLIUX TEMIIEpAaTypax, COOJIIOJEHUE CPOKOB TOJHOCTU. MapKuUpoBKa Ha
peakTHBax JOJKHA COJEPKaTh UICTOYHUK ITOJTYUYEHUs, BUJl PEAKTUBA, KOHLIEHTPALMIO U (WJIH)
APYTYIO COOTBETCTBYIOUIYIO uHbOpMaIUIO;

') HaTM4YKre Ha OMONIOrHYecKuX oOpasiax nH(OpMaIMK O TeCT-CUCTEME, UCCIEA0BaHNU,
cocTaBe u aarTe B3SATHS,

71) HE OKa3bIBAIOT JIM HUCHOJb3yeMOe 00OpYyJAOBaHWE M MaTepHaiabl 3HAYUTEIBHOIO
BJIMSIHUSI HA TECT-CUCTEMBI.

HNHcnexius TecT-cCUCTEM

110. Ilenp — ompeaenuTh HAIMYKUE COOTBETCTBYIOIIMX TPEOOBAHUSAM MPOIEAYp s
oOpallleHuss U KOHTPOJS 3a TECT-CUCTEMaMH, KOTOpPble HEOOXOIUMBI JJIsi MPOBOJIUMBIX



UCCJIEIOBAaHUN B HCIBITATENIbHON J1TaOOpaTOpUHU, HANpUMEp, XUMHYECKHE U (PU3NYECKUE
CUCTEMBI, KJIETOYHbIE M MHKPOOHBIE CHCTEMbI, PACTEHUS] U I>KUBOTHHIE.
111. [nsg ¢u3m4yeckux U XMMHUECKUX CHUCTEM HMHCIEKTOp JOJIKEH INPOBEPUTH:
a) HaJlMyue MpOoLEayphbl ONpPeaesIeHUs] CTAOMIBHOCTH HCTIBITYEMBIX U KOHTPOJIbHBIX
BEILIECTB U UCIOJIb30BaHMSI KOHTPOJBHBIX BELIECTB, YKAa3aHHBIX B IUIAHAX UCCIeAOBaHUSA (
ecnu 3TO TpeOyeTcs NJaHOM UccCleq0BaHUS);
0) perucTpauuio B aBTOMaTUYECKUX CUCTEMAX MEPBUYHBIX JAHHBIX, MOJTYYEHHBIX B BUIE
rpaduKoB, KPUBBIX caMomnucua U KOMITBIOTEPHBIX pacneyaTox;
B) AapXUBUPOBAHHUEC JAHHBIX.
112. Jlnst OMOTOTHMYECKUX TECT-CUCTEM, YYUTHIBAs COOTBETCTBYIOIIME ACIEKTHI,
MMEIOIINE OTHOIIEHUE K UX OOpallleHHIo0, Pa3MEIEHUIO U JOKAIU3alu1, UHCIIEKTOP JTOJKEH
I poOBEDPHUTH
a) COOTBETCTBUE TECT-CUCTEM YyKa3aHHbIM B IUIaHAX MCCIEOBAHUS;
0) COOTBETCTBHUE TECT-CHUCTEM MPEIbIBISIEMBIM K HHM TpPeOOBaHUSAM U IpHU
HEOOXO0AUMOCTH ux OJHO3HAYHYIO uJeHTU (D UKaIMIO B HCCJIeIOBAHUM;
B) HaJuyue JAOKYMEHTOB O NOJYYEHHH TECT-CUCTEM (KOJMYECTBO MOJIYYEHHBIX,
HCII0JIb30BAHHBIX, 3aMEHEHHBIX " YTUJIN3UPOBAHHBIX TECT-CUCTEM);
') HaJJIeXKAallyl0 UICHTU(PUKALMIO TOMEIICHUS WM KOHTEMHEPOB € TECT-CUCTEMAMHU C
yKa3aHHEM B HEel BCceil HEOoOXOoMUMOU nHdpopmanuu;
n) obecrieyeHre pa3febHOIO MPOBEACHUS HMCCIEJI0BAaHUNA Ha OJMHAKOBBIX BHUAAX
KUBOTHBIX  (OMOJIOrMYECKUX  TECT-CUCTeMax), HO Ha  pa3HbIX  BEIIECTBAX;
€) COOTBETCTBUE TPEOOBAHUSAM pa3/ieNICHUs BUAOB KUBOTHBIX U APYTUX OMOJIOTHYECKUX
TECT-CUCTEM B NOMEIIEHUAX 178101 no nepuoiam BPEMEHU;
) COOTBETCTBUE YCIOBHM COJEp>KaHUsS OMOJIOTMYECKON TECT-CHUCTEMBI YCIOBUSIM,
yKa3aHHbIM B IUIaHe ucciienoBanus uiad B COIl B OTHOIIEHMH TakuMX NapaMeTpoB, Kak
TeMInepaTypa Uiau I ¥ K JI bl JUH 51 u HOYH;
3) COOTBETCTBHE JOKYMEHTAJbHBIX 3aMUCEH PErucTpaliy, MoJydeHus, oopalieHus,
pasMEIIEeHUs] WU JIOKAJIUu3aluH, COJEpP)KAHUS M OIEHKU COCTOSIHUS TECT-CHUCTEMBI
TpeOOBaHUSIM, KOTOpBIC OMNpEeNeNIeHbl ISl 3THX MPOUEAyp Ha JTAaHHOW TeCT-CHUCTEME;
M) COOTBETCTBUE JOKYMEHTAIbHBIX 3amuceid 00 0CMOTpE, KapaHTHHE, 3a0071€Ba€MOCTH,
CMEPTHOCTH, TMOBEJCHUH, AUATHO3E€ U JICYCHUU KUBOTHBIX U PACTUTEIBHBIX TECT-CUCTEM
3anucaM pepepeHTHOM OMOIOTHMYECKOW TEeCT-CUCTEMbI, BBIOPAaHHOM MJIsI TPOBEPKHU;
K) HAJIMYME JOKyMEHTalUWH O HaJJIeXalled YTHIW3alUU TECT-CUCTEM B KOHLE
HUCCIIeI0OBaHUM.

HHCneknys HCIBITYEMbIX U KOHTPOJIBbHBIX BEIIECTB

113. Llenb — onpenenuThb, IPUMEHSIOTCS JIU B UCIIBITATEIBHOM J1a00pATOPUHU IPUHSTHIE B
BUJIE MUCbMEHHOTO JIOKyMEHTa MPOLEAYphl, MpeJHa3HAYCHHBIE JIJIsl 00ecTIeYeHUs] TapaHTUn



COOTBETCTBUS MOJJIMHHOCTH, aKTUBHOCTH M COCTaBa UCHBITYEMbBIX U KOHTPOJIBHBIX BEILIECTB
cnenuUKalsaM, a TakKe MNPOUENyphl [Js HAJJIEKAIEro MOJYYEeHUs] U XPaHEHUS
UCHOBITYEMBIX " KOHTPOJIBbHBIX BEUIECTB.
114. NHcnekTop NOJIKEH IPOBEPUTH:
a) HaJIM4YMe TOKYMEHTAJbHBIX 3alMCel O MONy4YeHUHU (BKIIOYas UIACHTU(DUKAIUIO
OTBETCTBEHHOIO JIMIIa), 00palleHnn, 0Toope Npod, UCIIOIB30BAaHUU U XPAHEHUN UCIIBITYEMBbIX
51 KOHTPOIJBbHBIX BEU[ECTB;
0) HaaMeXkallyl0o MapKHUPOBKY KOHTEHHEPOB C HCCIEAYEMBIMU M KOHTPOJbHBIMU
BE€ImeCcCTBAamwHu ,;
B) COOTBETCTBHME YCJIOBUH XpPAaHEHHMs I MOJJEpKaHUSA KOHLEHTPALMHU, YACTOTHI U
CTa0UJIBHOCTHU UCIBITYEMBIX U KOHTPOJBbHBIX BEUIECTB;
') HATMYUE TOKYMEHTAJIbHBIX 3alMCE 00 ONpeaesIeHNH OAJIMHHOCTH, YACTOTHI, COCTaBa,
CTaOMJIBHOCTH M TNPEAOTBPALICHUM 3arpsA3HEHUS] UCHBITYEMBIX U KOHTPOJIBbHBIX BEIIECTB,
eCcCIu OPUMEHMUMO ;
1) HaJlu4yue Npouenyp UIsl ONpeesIeHUs] TOMOT€HHOCTH U CTAaOMIBHOCTH CMECEH,
coJiep KallliuX MCTBITYEMbIE M KOHTPOJIbHBIE BEIIECTBA(ECIN TAKUE MPOLEAYPhl IPUMEHUMBI);
€) MapKUpPOBKY KOHTEHWHEPOB, COJAEPKALIUX CMECU WIIM PACTBOPBI HCIBITYEMBIX U
KOHTPOJIBHBIX BEIIECTB, U B COOTBETCTBYIOIIMX CIYy4YasX PETrUCTPALMIO JIAHHBIX O
TOMOTEHHOCTH u CTa0UIBHOCTH 170:¢ COIEpXKaHUL;
) B3ATHE 00pa3lloB M3 KaXJOW CEpUU HCIBITYEMBIX U KOHTPOJIbHBIX BELIECTB B
AHAIMTHUYECKUX LESAX U UX COXPAHEHHE B TEUEHHE COOTBETCTBYIOLIETO MEPHOJIa BPEMEHH (B
ciydae €Clin UCCIIEJOBAHHE JUTATCS Oonee 4 HEJleNb);
3) HaJIMYue MPOLEAYpPHl AJII OJHOBPEMEHHOIO MCIOJIb30BaHUSI HECKOJIBKUX BEUIECTB,
IIpEHAa3HAYECHHON Ul IIPEAOTBPALICHUS ITOIPEIIHOCTEN IIPU ONPENEIICHUN IOMIUHHOCTH
WJIY TIEPEKPECTHOTO 3arpsI3HEHUSL.

Hucnexknys CTaHAapTHRIX ONEPAMOHHBIX MIPOOCAYP

115. Hens — onpenenuts, UMeET JI1 ucnbiTatenbHas sadoparopust COIl B nmucbMeHHOM
(dbopmMe B OTHOIIIEHHWU BCEX BaXKHBIX ACMEKTOB CBOEH JESTEIIbHOCTH YYUTHIBASI TO, YTO OJTHUM
U3 HauOoJiee BaXXHBIX METOJOB YIPAaBICHUS MPU HHCHEKTUPOBAHUM JIESITEIbHOCTH
UCIIBITATENNhHOM JTabopaTopun sBisieTcs: ucnoiab3oBanue COIl B mucemennoit gopme. IT0
HaMpsSAMyl0 OTHOCUTCS K PYTUHHBIM OIEepalusM, MPOBOJAUMBIM B HCIBITATEIbHON
nTabdbopaTtTopumu

116. NHcnekTop JOJIKEH IIPOBEPUTH:

a) HAIM4YKME B KAKJIOM MOMENIEHUU UCIBITATEIbHON 1a00paTOpUHU COOTBETCTBYIOIIUX

YTBEPXKIECHHBIX AKTYyaJdbHBIX KONUU COII;
0) mnpoBeaeHue mnpoueayp mo mnepecmMorpy u oOHoBiaeHuw COII;
B) YTBEpXXJCHHE W JaTupoBaHHWe II0OBIX mompaBok u usMeHenuid B COII;



r) JOKYMEHTHl C peructpanueii panee mnepecMoTrpeHHbix COII;
n) vanuuue COIl, B yacTHOCTH JyIsi: ONpeAesieHUs MOJJIMHHOCTH, YUCTOTHI, COCTaBa U
CTaOMIIBHOCTH, MAPKUPOBKH HCCIIEAYEMBIX BEIIECTB (JIGKAPCTBEHHBIX CPEICTB) U 00Opa3IoB

CpPaBHEHMUS (KOHTPOJNBHBIX o0pa3mnoB);
oOpalleHusi U UCIOJIb30BaHUS HCCIIEyeMbIX BEIIECTB (JE€KapCTBEHHBIX CPEICTB) U
o0pa3os CpaBHEHUS (KOHTPOJBHBIX 00pa31oB);
oT06o0pa npoo;

XpaHEHUS] UCCIIETyEMbIX BEIIECTB (JIEKAPCTBEHHBIX CPEACTB)M 00pa3I0B CpaBHEHUS (
KOHTPOJbHEBHI X obpa3moB);
UCIIOJIH30BaHUs, 00CITY)KHUBAHUS, OYUCTKH, KATMOPOBKH U BaJTUAAIINN U3MEPUTEIHHOTO
000pyI0BaHUs, KOMITBIOTEPU3UPOBAHHBIX CUCTEM U 000PYIOBAHUS 110 KOHTPOJIIO COCTOSHUS

OKpYyXamwien Cpeasl,;
MPUTOTOBJICHUS] PEAKTUBOB U JIO3UPOBAHUS UCCIIETYEMBIX BELIECTB (JIEKAPCTBEHHBIX
CpEJICTB) u o0pa3ios CpaBHEHUS (KOHTPOJBHBIX 00pas3noB);

pEeruCTpaIii JaHHBIX, MOJTOTOBKH OTYETOB, XPAHEHHS M M3BJCUYCHHS JTOKYMEHTOB H
OTYETOB M3 apXUBA; MMOJATOTOBKH MOMEIICHUIA U KOHTPOJISI COCTOSHUS OKPY KAIOIICH cpeibl B
MOMEIIECHUSX C TECT-CUCTEMaMM,;

MOJIyYCHHS, MTePEMEIICHHUS, pPa3MEICHUs, OMMCAHKS, ONPEaCICHUS MOJIUNHHOCTH U
obOpameHus C TECT-CUCTEMaMHU,;
oOpallleHHs ¢ TeCT-CUCTEMaMH JI0 Hadalia, B TCUCHUE U IIPH 3aBEPIICHUH MCCIICIOBAHNUS;
YyTUIHU3AMUH TECT-CHCTEM;
HCIIOJIb30BAHUS OYMINAIOIINX CPEJACTB M CPEACTB s OOphOBI C BpEAUTEISAMH,
€) MEpBI TI0 peaTu3alyy IPOorpaMMbl 00ECIICUCHHS KaueCTBa.

HHucnexius npoBeACHHUS HCCIIETOBaHUS

117. Uens — OpoBepuTh HAJIMYME IJIaHA MCCIEAOBAaHMUS B MUCBMEHHOH (hopMe U
COOTBETCTBUE IIJJaHA W IPOBEICHMUS HCCIEJOBAHUSA NpUHLOMNAM Hactosmux IIpaBui.
118. NHucnekTop NOJIXKEH IIPOBEPUTH:
a) MOANKCHh PYKOBOJIMUTENS MCCIENOBAHHUS Ha IJaHE HCCIEJOBaHUsA;

0) moanmuMch W JaTUPOBAHUE PYKOBOAMUTEIEM HCCIEAOBAHHUS JIIOOBIX M3MEHEHUW I1aHa

HcCcClnenxgoBaHH;

B) PErUCTpalMI0 JaThl COIVIACOBAHHUS IJIaHA MCCJIEAOBAHUS CO CIIOHCOpPOM (B
COOTBETCTBYUHUX canydasx);
') COOTBETCTBUE U3MEPEHUI, HAOMIOAeHUI 1 o0cienoBanuii many uccienoBanus u COIL

1) TIOJTHOTY, CBOEBPEMEHHOCTh, TOYHOCTh M Pa300PUYNBOCTh PETUCTPALIMH PE3YyJIbTATOB
W3MEpeHUu, HaOII0IeHN 1 o0cleIoBaHuH, MOoANMCcaHue (MW UHUIIUAIIBI) U TaTUPOBAHUE,
€) U3MEHEHMS B IEPBUYHBIX JAHHBIX, BKJIIOYAs JaHHbBIC, XpaHUMbIC B KOMIIbIOTEpaX, HE



BHECEHA JIM HESICHOCTh B IPEABIAYIIME 3aIlMCH, BKJIIOYAs MPUYMHY HU3MEHEHHUS, JIUILIO,
OTBETCTBEHHOE 3a M3MEHEHHMEe, W JlaTy, KOrJa TaKo€ H3MEHEHHE ObUIO BHECEHO;
K) UICHTU(PUKAINIO JAHHBIX, CO3JaHHBIX MM COXPAHEHHBIX B KOMITbIOTEpE, HATHMYNE
COOTBETCTBYIOLIUX MPOLEAYP MO 3aIIUTE 3TUX JAHHBIX OT HEYNOJTHOMOYEHHBIX U3MEHEHUM
U 1 " y T € p u ;
3) HaAJEXXHOCTh, TOYHOCTh W BaJIUJALMNIO KOMITBIOTEPU3UPOBAHHBIX CHUCTEM,
HCHOJb30BaHHBIX B NUCCIENOBAaHHUH,
M) U3YUYEHHUE M OLICHKY HEIMPEIBUICHHBIX OOCTOSTEIHCTB, 3aPETUCTPUPOBAHHBIX B
MepBUYHBH X JaHHB X ;
K) COIJIaCOBAaHHOCTD U MOJHOTY PE3yJIbTATOB B OTYETAX UCCIEA0BaHUS (IPOMEKYTOUHBIX
Y 3aKJIIOUUTENIbHBIX ) U IPABUIILHOE OTOOpaKEHNUE MEPBUYHBIX JaHHBIX.

HNHcnexknys npeACTaBICHUS OTIETa
O pe3yJbTaTax UCCIICOBaHUSA

119. Lenp — onpenenuTb COOTBETCTBUE COJACPKAHUS 3aKJIIOUUTEIBHBIX OTUETOB

NPpUHIUTAM HAaCTOS U UX [IpaBux.

120. IIpu u3ydeHHHU 3aKJIIOUYUTEIBHOIO OTYETA HHCIEKTOP JOJKEH MPOBEPUTH:

a) MOJAMUCH W JAaTUPOBAHUE PYKOBOJUTEIEM HCCICAOBAHUS JJISl MOATBEPKICHUS

OTBETCTBEHHOCTH 32 BAJIUJAHOCThH UCCIEAOBAHUS U €r0 COOTBETCTBUE MPUHIMIIAM HACTOSIIINX
IT p a B u n ;

0) MOANKNCh M JAaTUPOBAHUE APYTHMMHU BEIYIIMMHU YUYEHBIMU B TOM cCllydae, €CliH

npujiararoTcs OTYETHI u3 COMYTCTBYKOUIUX JUCUUIJINH,

B) BkJwueHue otyera COK, mnoamuce u JgaTupoBaHUE;

r) BHECEHHME HM3MEHEHHUW OTBETCTBEHHBIM IE€PCOHAIOM;

1) apXHUBHOE pa3MelIeHue BceX 00pa3iioB, MPOoO U NEPBUYHBIX JIAHHBIX.

HNHcnexknys XpaHCHNA JaHHBIX

121. llenp — onpenenuTb, UMEET JIU UCHbITaTENIbHAS J1a0OPaTOPHUsI COOTBETCTBYIOIINE
JOKYMEHTBI U OTYETHI, MEPBI MPEAOCTOPOKHOCTH O OE30I1aCHOMY XPAaHEHHUIO TOKYMEHTOB U
M aTepwuadiaos

122. HNucnekTtop TONXKEH MIPOBEPUTH:
a) JOKyMEHT 00 YyTBEpXICHHHU JIUIlA, OTBETCTBEHHOTO 34 AapXHB;

0) apXHBHBIE MOMEIIEHHUS ISl XPAHEHHU [JIAHOB UCCJEI0BAHUM, IEPBUYHBIX JTaHHBIX (
BKJIIOYAsl IPEPBaHHBIC JOKIMHUYECKUE (HEKIMHUYECKUE) NCCIEAOBAHMS), 3aKITIOUNTEIbHBIX
OTYETOB, 00pa3lOB, OMOJIOrMYECKUX MPOO U JOKYMEHTOB 00 0Opa3oBaHUU U OOy4YEHUU
I e€pcoHa alIla,;

B) TOpoueaypbl g HM3BICYEHUS COXPAHEHHBIX JaHHBIX;
I') OFpaHUYEHUE JOCTYIIA K apXUBY TOJIBKO JIJIs1 YIIOJIHOMOYEHHOI'O IIEPCOHAIIA, XPAHEHHE



JOKYMEHTOB Yy N€pCOHalia, UMEIOUIEro JOCTYI K MEPBUYHBIM JAaHHBIM, claiijaM W T. [.;
J1) PEruCTPAIlMOHHBIN KypHaJl MaTE€pUaJiOB, BBIJAHHBIX U BO3BPAIEHHBIX B apXWB;
€) COXpaHeHHue JOKYMEHTOB M MaTEPHAIOB B TE€UEHUE TPEOYEMOro mepuoja BpeMEHH,
3alMTa OT YTEePH WM TMOBPEXKACHHUS IOXKAPOM, HEOJIAroNpHUSTHBIMU YCJIOBUSIMHU
OKPYXarUIEN CPEJIbl U T. 1.

8. AyauT uccieqoBaHui

123. Onenka ucnbITaTEAbHBIX JA00pAaTOPHI KaK CTaHJIapTHas Mpoleaypa BKIIOYAET B
ce0si ayauT wuccieloBaHUM (TEKyIIMX W 3aBeplieHHbIX). [IpoBenenue cnenuduyeckux
ayJIUTOB UCCIIEOBAaHUH 3a4acTyIO SIBJISIETCS TPEOOBAHMEM YIOJHOMOUYEHHOTO OpraHa, i OHU
MOTYT MPOBOJUTHCS HE3aBUCHUMO OT WMHCIEKIMM HCHBITATENbHBIX Jabopatopuii. B cuiy
MHOroo0pa3usi BHAOB JIOKIMHUYECKUX (HEKJIMHMYECKHUX)UCCIEAOBAHUM, KOTOpbIE
MOJABEPTAIOTCA ayJIUTY, YCTAHOBJIEHBI TOJIBKO OOIHME MPUHIUIIBI ayauTa HCCIEIOBAHUM.
Ayautopam U ApYyTrUM JHIaM, IPUHUMAIOIIUM y4acTue B ayJAUTe UCCIEe0BaHMM, TpeOyeTcs
chopMynupoBaTh 1 000CHOBATh HEOOXOAUMYIO IITyOMHY M MaciiTad ayJIuTa UCCIIeT0BaHU,
UCXO0/s1 U3 COOCTBEHHOro ombiTa. llenplo aynuta SBISIETCS NMPOBEPKAa BO3MOXKHOCTHU
BOCCTAHOBJICHUSI MCCJIEOBaHUS MyTEM CPaBHEHMS 3aKIIOYUTEIBHOTO OTYETA C IJIAHOM
uccienopanus, coorBercTByomuMu COII, nepBUYHBIMM JAaHHBIMU W JPYTUMU
COXpPaHEHHBIMHU MaTepuajlaMu.

124. B HEKOTOPBIX Cly4yasx ayJIUTOPaM MOXKET MOTPeOOBATHCA TMOMOIIb APYTUX
HKCIEPTOB B IMpoBeaeHUU 3P(PEKTUBHOrO ayJIuTa HCCIEAOBaHUS, HampuMep, Koria
HEOO0X0TUMO MPOBECTHU MUKPOCKOTHUIO bparMeHTOB TKaHEH.

125. Ilpu mnpoBeaeHUM ayauTa UCCIEJOBaHUS ayJUTOP JOJDKEH:
a) MpoBEpUTh (PaMUIIUU, TOTKHOCTHBIE 00SI3aHHOCTH U KPaTKOE U3JI0KEHUE 00YUCHHUS U
npoeCCUOHAIILHOTO OIbITa BBIOPAHHOTO IME€pPCOHANIA, BOBJIEYEHHOTO B TMPOBEICHUE
UCCIeI0BaHUs (MCCIIEJOBaHUM ), HAPUMEDP, PYKOBOJIUTENS UCCIEIOBAHUS U BEAYIIUX YUEHBIX
5

0) ImpoBEpUTHh HAJIWYUE JOCTATOYHOTO KOJIMYECTBA IMEpCOHaia, 0OOyYEHHOTO B

ONpeAeNeHHBIX  001acTaX Al  NpPOBENEHUS  HCCIeNoBaHUA  (MCCleloBaHUM);
B) W3Yy4YUTb OTJI€JIbHbIE NPHUCIOCOOJIEHUS WM CHelHaibHOe 000pYyJOBaHMUE,

HCIIOJIb3YEMOE B MCCIEAOBAHUU, IPOBEPHUTH JTOKYMEHTBI O KaJIUOpPOBKE, SKCIUTyaTaluud U

00CHyXHUBaHUU TaKoOTO obopylnoBaHUSA;

I) U3YYUTh JIOKYMEHTHl B OTHOLIEHWH CTAOMJIBHOCTH HCHBITYEMOTO BellecTBa (
JIEKapCTBEHHOTO CpENCTBa), pe3yJbTaThl aHAJIM30B HccieayemMoro BemiectBa  (
JIEKapCTBEHHOTO CPEACTBa) U 0Opa3loB CpaBHEHUS (KOHTPOJBHBIX OOpa3loB) U T..I.;

1) OMNpENENNTh, NPEANOUYTUTEIIBHO — IMYTEM HHTEPBBIOMPOBAHUSA, PaCIpelieliCHUuE
00s3aHHOCTEN cpenn BhIOPAHHBIX COTPYIHUKOB, IPUHUMABIIUX Y4aCTHE B UCCIEIOBAHUH, C
LEJBI0 MTOATBEPKIACHUS, YTO 3TH JUIA UMEIU JOCTATOYHO BPEMEHH ISl BHIOJIHEHHUSI CBOUX



3ajad, yKa3aHHBIX B IJjaaHe HCCIIEJOBaHUS 15010 OTYETE;
€) MOJYy4YUTh KOMHUHM BCEX JOKYMEHTOB B OTHOIIEHHHU MHPOIEAYp KOHTPOJS WU

SIBJISIFOIIUXCS. HEOTHEMJIEMOM YacThIO HMCCIEIOBaHUS, BKJIIOYas: IUIAaH MCCICIOBAHUS;
HUCIOJb3yEMBbIE COII Ha MOMEHT MPOBEACHHUS HCCIeIOBaHUS;
KypHaJIBI yueTa, 1a00paTOPHbIE KypPHAIbI, JOKYMEHTHI, padoune TaOIUIlbl, pacIIeuyaTKH
COXpPAHEHHBIX B KOMIIBIOTEPE AAHHBIX W T.A.; @ TAKXKE B COOTBETCTBYIOIIUX CIIydasix
MOBEPOYHEE pacyerThl;
3AKITKUYUTENbHB U OTYET,;

) €CIIM B MCCJIEJOBAHUAX HCIOJIb30BAJIUCh TPHI3YHBI U JIPYTUE MIICKOIMUTAIOIINE,
ayJUTOPHI TOJDKHBI UMETh BO3MOXKHOCTh YOCIUTHCS B HAIMYHUH OTIPEICIICHHOTO KOJIMYECTBA
’KUBOTHBIX B TEPHOJI C MOMEHTA UX NPUOBITHUS B UCHBITATEIbHYIO JIaOOpaTOpUIO U 10
MPOBEJCHUSI ayTOTICUU. AyAUTOPHI JODKHBI OOpAaTHTh BHUMAHHE Ha CICAYIOIIHE 3aIMCH:
perucTpaiusi Macchl Tejia )XKUBOTHBIX, MpUeMa MUIIU (BOBI), TO3UPOBAHUS U BBEIACHUS
npenapartosB u T.I.;
KJIMHUYECKUEe  HaOJIIoaeHuss W  pe3yJabTaThl  ayTOICHH,
JaHHBIC OMOXUMHUUECCKHX TECTOB;
naToMopoIOTHs.

9. 3aBepmIeHNE HHCIIEKIAN W ayAWTa HCCICHOBAaHUA

126. Ilocne oKOHYaHHWSI WHCIEKIIMU HMCIBITATEIHHON J1abOpaToOpuu WU ayJauTa
HCCIIeIOBAaHUS MHCTIEKTOP (ayAUTOP) TOJKEH MOATOTOBUTHCS K 0OCYKICHUIO PE3yJIHTaTOB C
MPEACTABUTEIISIMU HUCIIBITATEILHON JTa00paTOpuy Ha 3aKITIOYUTEILHONW KOH(PEPEHIIUH |
NOATNOTOBUTH 3aKJIIYUTENBHBI OTYET, T.€. OTYET O NPOBEACHHOW WHCIEKIIUU.

127. Ilpu UHCHIEKUHUU KPYMHOW HUCHBITATENbHOUN JIabopatopuu (BUIbI U KATETOPUU
nabopatopuii, KOTOpbhie (¢dapManeBTUUYECKU HMHCIEKTOpaT ToCyaapcTBa-djieHa
KJ1IacCUUIUPYET KaK «KPYIHbIE UCTIBITATENbHbBIE JabopaTopun», onpeaesstorcs B COII wiun
PYKOBOJICTBE TIO Ka4yeCTBY) MOTYT OBITh OOHApYKEHBI «IIPOYHE HECOOTBETCTBUS»
TpeboBaHusIM HacTosimux [IpaBuil, KOTOphIe HE OKa3bIBAIOT CEPbE3HOTO BIMSHUS Ha
JIOCTOBEPHOCTH UCCIIEIOBAHUI, POBOIUMBIX B 3TOW UCIBITATEILHOM Taboparopuu. B Takux
Clydasix HHCHEKTOpY (ayauTopy) ILeiaecooOpa3HO B OTUETe COOOIIUTH O TOM, YTO
UchbITaTeIbHAS JabdopaTopusi paboTaeT B COOTBETCTBUM C HacTosmumu [lpaBunmamu u
COIJIACHO KPUTEPUSIM, YCTAHOBJIEHHBIM YIIOJHOMOUYEHHBIM OpraHomM. Tem He MeHee,
HEKOTOPBIE JI€TAJIM HECOOTBETCTBUSI WM MOTPEIIHOCTH JOJKHBI OBITH IPEICTaBICHBI
PYKOBOJICTBY MCHBITATEIBHOM JJA0OPATOPHH, @ TAKXKE JIOJDKHBI OBITh TOJYYE€HBI TAPAHTHH CO
CTOPOHBI PYKOBOJICTBA O MPUHSITHUU COOTBETCTBYIOIIUX MEp MO UX ycTpaHeHuto. MucnekTop (
ayIUTOP) MOKET MOCETUTh UCIBITATENIbHYIO JTA0OPaTOPUIO Yepe3 OMPEACICHHBIA MEePUO
BPEMEHHU u NPOBEPUTH NPUHATHE COOTBETCTBYIONIUX Mep.

128. Ecniu B TeueHUME HMHCHEKUHU HCIBITATEIbHON JIaOOpAaTOpUM WM ayJuTa



UCCJIeIOBaHUs OOHApYKEHbl KPUTHUYECKHE WM CEpbE3HbIE HECOOTBETCTBHS MPUHLIUIIAM
Hacrosiuux [IpaBui, KOTOpblEe, MO MHEHHIO MHCIEKTOpa (ayauTopa), MOTYT MOBIMITH Ha
NOCTOBEPHOCTh HCCIENOBAHUS WJIM Ha JpYTrHe€ HCCIENOBAHUs, IPOBOIMMBIE B
UCIIBITATEILHON J1a00paTOpuU, HWHCIEKTOp (ayJaUTOp) MOJDKEH COOOIUTH 00 3TOM B
YIIOJJTHOMOYEHHBIM opraH. JlelcTBus, NpeAnpuHUMAaeMble 3TUM OpraHoM U (Win)
YIOJIHOMOYEHHBIM OPraHOM B 3aBHCHUMOCTHM OT CUTyallUHd, OyAyT 3aBHCETb OT XapakTepa u
00beMa HECOOTBETCTBHUSA, & TAKXKE OT IOPUAMYECKUX U (MM )aAMUHUCTPATUBHBIX MMOJIOKEHUN
B CUCTEME KOHTPOJIA coOnoAeHUs HACTOSIIUX IIpaBum.

129. Ecnu ayauTt ucciaeqoBaHus MPOBOAUIICA MO 3aMpOCy YIOJIHOMOYEHHOI'O OpraHa,
HEOOXOJMMO TMOJATOTOBUTH MOJHBIA OTYET O pe3ylbTaTaXx U OTIPABUTh €ro yepes
COOTBETCTBYIOIIUN YIIOJJHOMOYEHHBIN OpraH B yIIOJITHOMOYEHHBIN OpPraH.

VIIL. IIponenypa yperymmpoBaHus pa3HOTIaCHN
MEXIY YIOIHOMOYE€HHBIM OPraHOM H MCIILITaTeIbHOM Jaboparopuei

130. IIpoGaembl i pa3HOIacusi BO MHEHHUSX MEXIY MHCIIEKTOPaMH U PYKOBOJCTBOM
UCMBITATENBHON JIA0OpAaTOpUM pa3peliaroTcss B XOAE€ HHCHEKUUH HCIBITATEIbHON
nabopaTopuM WM ayJudTa HCCIedoBaHUM. B COOTBETCTBMHM ¢ yCTaHOBJICHHOU
3aKOHOJIaTEILCTBOM TOCYJapCTBA-UJIEHA MPOLEAYPOl UCIBITATENbHAS JIA0OPATOPUS MOXKET
3asBJISITh MPOTECT MPOTUB PE3YJIbTATOB HMHCIEKIUMU HCHBITATEIbHON J1abopaTopuu WU
ayJuTa MCCIEJOBAaHUN HAa COOTBETCTBUE HacrosumuMm [lpaBunam u (WiM) B OTHOLIEHUU
JNENCTBUM, KOTOPBIE ITPEUIaraeT MpeAIPUHATh YIIOJTHOMOYEHHBIN OpraH.

IX. ObecriegcHuEe Ka9eCcTBA

1. Cucrema ynpaBieHusa o0ecrieueHIeM KauecTBa

131. PykoBOJACTBO HCHBITaTEIbHON Ja0OpaTOpUM HECET OKOHYATEIbHYIO
OTBETCTBEHHOCTh 3a oOecreueHre padOoThl MCIBITATENILHONW Ja0OpaTOpUU B IIE€JIOM B
COOTBETCTBUM ¢ HactosmuMu IlpaBunamMmu. PyKOBOJICTBO MOMKET JAEJIETHPOBATH
0003HAaYEHHBIE BUJIbI JEATEIBHOCTH IO KOHTPOJIO CPEIHEMY 3BEHY PYKOBOJICTBA, HO OOIIas
OTBETCTBEHHOCTb coXpaHseTcs. HeoTbemiieMOll OTBETCTBEHHOCTBIO PYKOBOJICTBA SIBIISIECTCS
Ha3HAY€HUE U MOJ00p HEOOXOAMMOro KOJMYECTBA KBAIM(PUUIHUPOBAHHOTO U OMBITHOTO
nepcoHaia, BKJIOYas COTPYAHHMKOB, HEOOXOAUMBbIX A BeimojgHeHus ¢ynkuuii COK.

132. UcknrounTenbHasi OTBETCTBEHHOCTh PYKOBOAMUTEINS 32 BBIIOJHEHUE JOKIMHUYECKUX
(HEKJIMHUYECKUX) MCCIEIOBAaHUM JOMKHA OBITh YeTKO oOo3HaueHa. B oOsi3aHHOCTH
PYKOBOAMTEINSI BXOAUT Ha3HAYEHHWE COOTBETCTBYIOLIETO KBATH(UIUPOBAHHOIO MEpPCOHAIA
11t BeinoJHeHus HezaBucumor @pynknuu COK. [enerupoBanue pynkiuit COK, cBsi3aHHBIX
C BBIIOJHEHHMEM Hacrtosmux IlpaBui, He JOMKHO HapylmaTb HE3aBUCHMOCTD



¢dbyukuuonnpoBanus otaena COK u He momkHO mosieub BoBiedeHue nepconana COK B
MPOBEJICHUE UCCIICOBAHUS, KPOME HCIOJHEHUST (QYHKIIMU KOHTpoJis. JIKilo, Ha3HAaYUeHHOE
otBeTcTBEeHHBIM 32 COK, 10MKHO UMETh MPAMON TOCTYI K pa3HbIM YPOBHSIM PYKOBOJCTBA, B
YaCTHOCTH K PYKOBO/JICTBY HCIIBITATEILHON JJAOOPATOPUH BBICIIETO YPOBHSI.

2. KBaym¢ukanus nepcoHana orenna obecnedeHns KauecTsa

133. Ilepconan ornena COK momxeH MpoNTH COOTBETCTBYIOIIEE 00yUEHUE U UMEThH OIBIT
, HEOOXOUMBIi 17151 UCTIOJIHEHHSI CBOMX 00s13aHHOCTEN. COTPYHUKH TOJIKHBI OBITH 3HAKOMBI
C MpoleaypaMu HCCIEAOBAHUN, CTaHAApTaMH W CUCTEMAaMH, HCHOJb3yEMBIMU B
UCOBITATENbHOU nabopaTopuu.

134. Jluna, waszHadyeHHole i ucnonHenus ¢yukuuit COK, mOMKHBI MMETh
npeAcTaBieHne 00 OCHOBHBIX MPUHIMMIAX KOHTPOJUPYEMBIX BUIOB JesTelbHOCTH. OHU
TaKX€ JOJKHBI HUMETh UeTKOe IpejcTaBieHue o HacTtosamux IIpaBunax.

135. B cnyuae orcyrctBus y corpyaHuka COK cnenuanbHbIX 3HAHUN WUIH
HEOOXOIMMOCTH TMOJIyYEHHs] 3aKIIOYEHHs €Ile OJHOI0 JIMIa clieayeT OOpaTuThCs 3a
HKCIEPTHON MOMOIIBI0. PyKOBOJACTBO MOMKHO 00ECHEYUTh HAIMYHME JOKYMEHTAJIbHO
M3JI0KEHHON MporpaMMbl 00y4Y€HHUs, OXBaThIBarolleld Bce acnekThl padotsl ornena COK.
MosxeT ObITh OPraHM30BAaHO TMOCEIICHWE BHYTPEHHUX W BHEIIHMX CEMHHApPOB M KYpPCOB.
JIoJKHO OBITH MPENyCMOTPEHO O0ydYeHHEe METO/aM OOIIEHUS U YJaKUBaHUS KOH(JIMKTOB.
OOydeHue MOMKHO OBITh TOCTOSHHBIM U TMOJJIEKaTh NEPUOTUUYECKON TMPOBEPKE.

136. OOydeHune mepcoHaja OT/ejia KadyecTBa JOJKHO OBITh JOKYMEHTAJIbHO
3a)UKCUPOBAHO, a TAKXKE JIOJDKHA OBITh OICHEHA WX KOMIIETEHTHOCTh. DTH JOKYMEHTHI
JOJIKHBI IOCTOSTHHO OOHOBIIATHCSI U COXPAHATHCS.

3. Yuactue otzena obecniedeHus Ka9ecTBa
B pa3pab0TKe CTaHIapPTHHIX ONEPAMOHHBIX
IPOLECAYP U IUIAHOB HCCIICIOBAHUM

137. PykoBOACTBO HECET OTBETCTBEHHOCTH 32 pa3pabdOTKY, BBIYCK, PACIPOCTPAHEHUE U
xpanenue COII. Jlonyckaercs ydactue nepcoHana ornena COK B moaroroBke COII; HO
MPEeANnoYTUTENbHO, YT0Obl OHU TpoBepsin COII nepen nmpuMeHEHHEM C LETbI0 OLIEHKH HX

SICHOCTH 51 COOTBETCTBHUS NpUHITUTIAM HACTOSAIIUX [TpaBwui.
138. PyKoBOJCTBO JIOKHO OOECIEUUTh JTOCTYITHOCTD IJIaHa UCCIIEOBAHUS TIEPCOHATY
oTaena COK nepen HavyajaoM HCCIEIOBaHUS B esX:

KOHTPOJIA COOTBCTCTBHA IIJIaHA HMCCICAOBAHHA HNPHHIHIIAM HACTOAINUX HpaBI/IJ'I;
OICHKH COACPIKaHUA COriaiaCoBaHHOCTH IIJ1a"Ha HCCICAOBAHMHA,
ONIpCaACICHUA KPUTHYCCKUX 9TallOB HNCCIICOOBAHUA,



IUIAHUPOBAHUS  NPOTPAMMbl  MOHUTOPUHTA  HUCCIEIOBAHUSA.
139. Tlocne BHeceHMs MOMPABOK B IUIAH MCCIICIOBAHUSI KOMUU IUIaHA JOJHKHBI OBITh
nepenansl B otaes COK mig onTuMu3anny NpoBeIeHUs MOHUTOPUHTA UCCIIEI0BAHUSI.

4. acneknuu ciry 06l 00ecIie9eHns Ka4ecTBa

140. ITporpammbel COK ocHOBaHBI Ha CIEAYIOMINX BUJAX UHCIEKIIMN B 3aBUCUMOCTH OT
TOTO, YTO yKa3aHO B MporpamMme oOecleueHUs] KayecTBa M CTAaHIAAPTHBIX OMEPAIMOHHBIX
npoumweuaxgypax

a) UHCTIEKIIMKM MCCIIEIOBAHUM — WHCIIEKIUH, TpaduK MpoBeACHUSI KOTOPBIX COCTABJICH
COTJIACHO XPOHOJOTHM KOHKPETHOT'O HMCCIEIOBAHUS U BKIIOYACT OMPEACICHUE BaMKHBIX
cTaguu HCCIECEITOBAaHHUSI,;

0) MHCHEKIMU HMCHBITATEIbHBIX J1Ta0OpaTOPUN — MHCIEKUHMH (IIpOBepKa) oOuIero
o0OpyZI0BaHUS W BHJOB JESITEILHOCTH B UCIBITATENIbHON JlabopaTopuu (MOHTAX,
BCIIOMOTaTEIbHbIE CITYKOBbI, KOMIIBIOTEPHASI CUCTEMA, 00yUECHHE, MOHUTOPUHT OKPY Karolen
Cpensl, PKCcHyaTauus, KanubpoBKa 151 T. .);

B) MHCHEKIMU MPOLEAYpP — HHCIEKIIMU, KOTOpPbIE MPOBOJATCS HE3aBUCHUMO OT
KOHKPETHBIX HCCIIEAOBAaHUN. BBIMOTHAIOTCS IJII KOHTPOJIS MOPOLEAYp WU MPOILECCOB
MOBTOPSIOIETOCs XapakTepa M, Kak MPaBUII0, OCYIIECTBIISIOTCS Ha BHIOOPOYHONM OCHOBE.
[IpoBoasiTCS B TE€X ciydasix, KOTJa OJIUH U TOT K€ MPOIECC B UCIBITATEIbHON JIabopaToOpuun
OCYIIECTBIJISIETCSI OYE€Hb 4YacTO, BCIEACTBHE YETrO MPOBEACHUE MHCIEKUHMI OTAEIbHBIX
uccieoBaHuil cunTaeTcs Hed((HEKTUBHBIM WIIH Hellelecoo0pa3HbiM. ClienyeT npu3HaTh, YTO
MHCIEKINHU OTJEIbHBIX MPOIECCOB B paMKaxX KOHKPETHBIX 3TAMOB, OCYIIECTBISAEMbIX OUCHb
4acTO, MOTYT MPUBECTU K MOSBICHUIO HEKOTOPBHIX HE MPOBEPEHHBIX B MHAMBUIYAIHHOM
nopsiike HCCeIOBaHUM B Xoj/e AKCHEPUMEHTAIbHBIX ATAaIoB.

141. Heo6xoaumMo COXpaHsTh BCIO JOKYMEHTAIUIO O TAKUX MHCTICKITUSX.

IInanmposarne COK u 060cHOBaHME BHIIOB
nesTenrbHOCTH H MeToioB COK

142. Otnen COK nmoipkeH THiaTeIbHO TUIAHHPOBATH CBOIO paboTy. PabGora mepconana
otrnena COK u mporieaypsl IUIaHUPOBAHUS B OTHOILICHUH TIPOBEACHUS, TOKYMEHTUPOBAHUS U
MOATOTOBKH OTYETOB 00 MHCHEKIUSAX JOKHBI ObITh omucaHbl B cooTBeTcTBYIOomeM COII.
Heobxoaumo BecTH yueT 3ariaHupoBaHHBIX U TeKyux ucciuenoBanuid. Otaen COK nomken
MMETh JOCTYI K MOCIEAHEMY OOHOBJIEHHOMY BapUaHTy OCHOBHOTO rpaduka. Takoil yder
HeoOXxoauM IS TiaHupoBanus BusoB aestenbHoctd COK u orenku pabodeit Harpy3ku Ha
COTPYIAHHUKOB COK.

143. TIporpamma COK ¢ MHCHIEKIIUMSAMU U ayIUTaMU MOJJIEKUT TPOBEPKE B OTHOILLICHUH
opraHu3aluy u ynpasienus. Kak nepconai, Tak 1 pyKOBOJCTBO JOJIKHBI 000CHOBATh BBIOOD
METOJI0B, BEIOpAaHHBIX 17151 ucnioHenus pabotsr COK.



5. Otgetsl 06 MHECIIEKIUAX CITYKOBI 00ecIIe4eHrs Ka9ecTBa

144. YIomHOMOYEHHBIN OpraH MOXET 3alpOCUTh HH(HOPMAIUIO O BUIaX WHCIEKITNN U
JaTax UX IPOBEACHUS, BKIIIOUYas CTAAUIO (CTaJuN)UHCIEKTUPYEMOro uccienopanus. Tem He
MeHee, OOBIYHO cojJepxkaHue oT4ueToB O npoBeneHuu uHcnekuid COK He nomxHO
paccMaTpuBaThCsS OPTaHOM IO KOHTPOJIO cOOJt0IeHusl HacTosmuX [IpaBui, MOCKOJIBKY 3TO
MoxeT npenstctBoBaTh COK B moAroroBke oT4eTOB 00 MHCHEKLIMH. Y OJTHOMOYEHHBIH
OpraH MOXET NePUOANYECKU 3alpaliuBaTh JOCTYI K COAECPKAHUIO OTYETOB 00 MHCIEKLUSX,
yTOOBI MPOBEPUTH Hajuexallee ¢pyHkurnonupoanrne COK. YHonHOMOUYEHHBI OpraH He
JIOJDKEH MCIOJIb30BaTh TaKUE OTYEThl KaK CIOcO0 YCTAHOBJIEHHS HEIOCTAaTKOB B
IIPOBEJICHHBIX UCCIIEOBAaHUAX.

6. AyaWTHI JaHHBIX U 3aKJIIOYUTEIHHBIC OTICTHI

145. Ayaut nepBUYHBIX JaHHBIX ucciaenoBanus oraenoM COK moxer ObITh IpOBEEH
pasueiMmu  cnocobamu. Otaen COK Moxker nDpoBepATh JIOKYMEHTBI B XOJ€
DKCHEPUMEHTAIBHBIX 3TAllOB HCCIEIOBAHMS, MHCIEKIMN Mpolecca WM B XOJE ayauTa
3aKITIOYUTENBHBIX OTUETOB. PYKOBOJACTBO JOIKHO 00ECTIEUUTh, YTOOBI BCE 3aKIIOUYUTENbHbBIE
OTYETHl HCCJIEIOBAHUI, B OTHOLIEHHM KOTOPBIX 3asBJIIEHO COOTBETCTBHE HACTOSLIUM
[IpaBusiam, Obutu mpoBepeHbl otnenoM COK. Takoit ayauT AojxkeH ObITh MPOBEAEH Ha
3aKJIIOYNTENIbHOW CTaJWU IMOATOTOBKM IPOEKTAa OTYETA, KOrJa BCE INEPBUYHBIEC JaHHBIE
coOpaHbl u HE JIaHUpYyeTCs BHOCHUTH HUKAKHX U3MEHEHU.

146. Llenpro ayaura 3aKIIOYUTENBHOTO OTYETA SABIISIETCS OMPENECIIEHHUE TOrO, 4YTO:

UCCIIEIOBAHNE OBLIO MPOBEJEHO B COOTBETCTBUM C IUIaHOM uccienoBanus u COIlI;
uccle0BaHUE ObLIO TOYHBIM M TOJHBIM O0pa3oM OTPaXE€HO B OTYETE;
OTYET COJEPXKUT BCE DdJIEMEHTHl, TpeOyemble Hactosmumu IlpaBunamu;

OTYET XapaKTepU3yeTcs MOCIEI0BATEIbHOCTHIO U BHYTPEHHEH HEMPOTHUBOPEUYUBOCTHIO;

NEepBUYHBIEC JaHHBIE COOpPaHbI MOJHOCTHIO U B COOTBETCTBUM C TPEOOBAaHUSIMHU HACTOSIIINX
I p a B u n

147. Corpynnukam COK ciietyeT coCTaBIISITh 3aKJIIOUUTENIBHBIA OTYET 00 ayJuTe Kak
MO’KHO NOApPOOHEE, YTOOBI ObliIa BO3MOYKHOCTh BOCIIPOU3BECTH J€TalM ayauTa. JlOmKHBI
OBITh YCTaHOBJIEHBI MPOLIEAYPHI, B COOTBETCTBUU ¢ KOTOpbiMU oTaen COK Oyner y3HaBath
000 BceX JOIMOJIHEHUAX U U3MEHEHUSX B IUIAHE UCCIIEIOBAHUS U OTUYETE B XOJI€ 3Talla ayIuTa.

148. Ilepen noanucanuem 3axitoueHuss COK nomkHa MPOKOHTPOIUPOBATH, YTOOBI BCE
MpoOJIEeMHBIE BOMPOCHI, OTMEUYEHHBIE B XOJI€ ayJUTa, ObUIM COOTBETCTBYIOIIUM 00pa3zoM
OTpaX€Hbl B 3AKJIIOYUTEIBHOM OTYETE, BCE COIrJIACOBAHHBIE JEUCTBUS MO YCTPAHEHUIO
3aMeUaHuil OBLIM BBITIOJHEHBl M YTOOBI HUKAKUX WU3MEHEHUH, TPEOYIOUIUX MPOBEICHUS
JOMOJTHUTEIbHOTO ayJura, HE OBLIO BHECEHO B OTYET.



149. JIroOble ucTipaBieHUs WIK JOTIOJHEHUS 3aBEPIICHHOTO 3aKIIOUUTEIILHOTO OTYeTa
JOJDKHBI CTaTh OOBEKTOM JOMNOJHUTENbHOro ayauta co cropoHbl COK, mocne wero
HEOOXO0MMO MPEIOCTABUTh MEPECMOTPEHHOE WU TonoaHUTeNbHOoe 3akinoueHne COK.

7. 3axmoueHuE OTHOENIa 00eCIIEYCHNA Ka9eCTBa

150. INogmacannoe 3akmouenne COK mo/DKHO BKIIOYATHCS B 3aKIIFOUMTEIILHBIN OTYET, B
KOTOPOM yKa3zaHbl B COOTBeTCTBUMU ¢ NyHKTamu 140 u 142 nactosimmx IlpaBun BuAbI
MHCIIEKIINI 1 1aThl UX MPOBEAECHUS, AaThl COOOIICHUS PE3yJIbTaTOB MHCIIEKIIMN PYKOBOCTBY,
PYKOBOJUTENIO MCCIEAOBAaHUSA M, KOTJa MPUMEHUMO, BEIyILIeMy uccieqoBaTeno (
uccienoBarensiM). B 00s3aHHOCTM pPYKOBOJCTBA BXOJUT OCYIIECTBJIEHHUE MEP,
rapaHTHPYIOIIMX, 4TO 3akiarodeHue, BeiaHHoe COK cormacyercss ¢ 3asBiieHUEM
PYKOBOJIUTEJISI HMCCIIEIOBaHUS O coOMofeHun Hactosmux IIpaBuil M COOTBETCTBYET
BBIJIAHHOMY 3aKJIYUTEIbHOMY OTYETY 00 UCCIIETOBAHUM.

151. ®opmart 3axmtoueHusi COK cooTBeTcTBYET CTpyKType otuera. Heodbxoanumo, 4ToObl
3aKJIOYEHHUE COJEPKAJI0 IOJIHOE HAa3BaHUE HCCIEIOBAHMSA, NEPEYEHb BCEX MNPOLERYp
MOHUTOpUpOoBaHus, npoBeaeHHbIX COK B Xoz€ ucciieoBaHusl ¢ yKa3aHUEM JaThl U 3Tana
uccinenoBanus. B ciyyasx, KOrja MHCHEKLIHMH OTIEIbHBIX HCCIEOBAHUI HE SBISIOTCS
YacThI0 3aIUIAaHUPOBAHHOW MPOrpamMMbl OOECIEUEHHUs KadecTBa, 00s3aTEIbHO HAIUYWe
3aKJII0YEHUS], TOJIPOOHO OMKMCHIBAIOIIETO KOHTPOJIUPYIOIINE HHCIIEKIIMU, HAITPUMED, B Cllydae
KpPaTKOCPOYHBIX MCCIEAOBaHUM, KOra MPOBEACHUE MOBTOPSIIOLIUXCS MHCIEKIUN KaXXI0Iro
UCCIENOBAaHUS HelelecooOpa3Ho.

152. Cnenyet npeaycMoTpeTrhb, uToObl 3akimoueHrne COK Obu1o 3aBepIIeHO TOJIBKO TOT/a,
Korga OyJeT MOATBEPKICHO 3asBICHHE PYKOBOJMUTENSI HCCIEAOBAHUS O MPOBEICHUU
HCCIIEIOBAHNUS B COOTBETCTBHM C HacrtosmuMu lIpaBunamu. 3axmouenme COK Taxke
NoATBEpkKAaeT (PakT, 4YTO B 3aKIIOYUTEIBHOM OTYETE IMEPBUYHBIC JAaHHBIE OTPAKEHbI
JI0CTOBEpPHO. PykoBomuTenb ucciieoBaHus 00sA3aH yKa3aTh B 3aKJIIOYHUTEIBHOM OTYETE
0o0JacTU HCCIIEIOBaHUs, HE COOTBETCTBYIOIIME HacrosumuMm IlpaBuiam Hajuexaien
1a00paTOPHOI NPAKTUKHU, €CIIH TAKOBBIE UMEITUCH.

8. Cyx6a obecnieueHnsA Ka9eCTBa U HCCICAOBaHHUA,
He NpeAHa3Had9eHHEIE I IPEeICTABICHAL
B YIIOJITHOMOYECHHBIE OPTaHbI

153. CootBerctBue HacTosimuM [IpaBuiiam sBJISIETCS HOPMATUBHBIM TPEOOBAHUEM NIJIst
0J100peHHUs TOKIMHUYECKUX (HEKIMHUYECKUX) UcciienoBaHui. HekoTophie ucnbplTaTebHbIe
nabopaTopuu MPOBOAT HA OJTHOM IIJIOMIAKE UCCIIEIOBAHUS, KOTOPhIE MTPeAHA3HAYEHBI U HE
IIPEIHA3HAYEHBI IS [IPEJICTABICHUS B YIIOJTHOMOYEHHBIE Opranel. Eciau uccienoBanus, He
MPEIHA3HAYCHHBIC JUISI MPEACTABJICHHUS B YINOJHOMOYEHHBIE OpPraHbl, MPOBOIITCS HE B
COOTBETCTBUU CO CTaHJapTaMHu HaJjIeKallen J1abopaTopHO MPaKTUKH, ITO, KaK MPaBUIIO,



HETAaTUBHO BJIMSIET Ha KAYECTBO MPOBEACHUS UCCIICAOBAHMM, COOTBETCTBYIOIINX HACTOSIIIUM
I paBuunmawm

154. B cnucke uccnenoBanuii, kKoHTposaupyembix COK, momKHBI OBITH yKa3aHbI Kak
COOTBETCTBYIOIIME, TAK U HE COOTBETCTBYIOIIME HacTosiuM [IpaBunam uccienoBanus. ITO
HEOOXOAUMO [JIsi MPABUIJIBHOTO MPOBEACHUS OIEHKUW paboueld Harpy3ku, MPUTOJHOCTU
UCIIBITATEIBHBIX JJA0OPATOPUM M BOBMOXKHOCTH B3aMMHOTO BIIUSIHUS B TIPOLIECCE TIPOBEACHUS
ucnbiTanuii. J{nsg BeimosHeHuss nanHou 3amaun COK pmomkHa uMMeTh OOCTYyHD K
aKTYaJIM3UPOBAHHOMY JK3EeMIUISIPY OCHOBHOTO IUTaHa-Tpaduka. SIBISETCS HENpUeMIEMbIM
3asBJIATh O COOTBETCTBHUM MPUHILIUIIAM HaJJIexalien 1abopaToOpHON MPAKTUKHU yKE Ha4YaTOro
HCCIIeIOBaHMS, KOTOPOE M3HAYAIIbHO HE COOTBETCTBOBAIO TPpeOOBaHMAM HacTosmux [IpaBui.
Ecnu mnpoBeneHue wuccieqoBaHus, O003HAUYEHHOIO B KadeCTBE COOTBETCTBYIOIIETO
MIPUHITMIIAM HaJJIekKalller 1a00opaTOpHON MPaKTUKH, MPOJOJHKAETCS KaK MCCIIEI0OBAHHUE, HE
COOTBETCTBYIOIIIEE TpeOoBaHUSAM HacTosAmux [IpaBuia, 3TO JOMKHO OBITH YETKO
JTOKYMEHTHUPOBAHO.

9. O6ecreueHre KagecTBa B HEOOIBIIMX MCIBITATEIHHEIX 1a00paTOpHAX

155. B HeOOApIIMX HCHBITATENBHBIX Ja00OPATOPHUIX MOXKET OBITh HELeaecooOpa3HbIM
COJIEp’KaHME IIepcoHana, NnpeaHasHadyeHHoro uckirouutensHo st COK. PykoBoacTso
JOJKHO Ha3HAYUTh HE MEHEe OJAHOT0 COTPYAHHUKA C MOJHOM WM YaCTUYHOW 3aHSATOCTHIO,
orBeuaromiero 3a pabory COK. Perynspuas m mocrosHHas paborta mepconama COK
HeoOxoauMa Uil HAKOIUIEHUs ONbITa M 00ecrneyeHHs KOPPEKTHON HMHTepIpeTanuu
pesynbTatoB paborel COK. CoTpyAHUKH, TPUHHUMAIONIUME Y4acTUE B HCCIEIOBAHUSAX,
COOTBETCTBYIOIIMX HacTosAmuM [IpaBuiiam, moryT BeinosHATh GyHkunu COK B oTHOIIEHUN
JOKJIMHUYECKUX (HEKJIMHUYECKUX) HCCIEeIOBaHUN, IMPOBOJUMBIX B JAPYrMX OTAeNax
UCIIBITaTeNIbHON JabopaTopuu. JIMIIOM, HE SBISIONIMMCS IITATHBIM COTPYIHHKOM
UCIIBITaTENIbHON Jlabopatopuu, MOryT BbinouHAThea QyHkuuun COK, ecnu obecneueHa
HeoOxonumas 3¢h(eKTUBHOCTh, Tpedyemasi Uisi COOTBETCTBHS HacTosiuuM [IpaBumam.

156. TpebGoBanuss Hactosmux IIpaBun Takke MOryT ObITh NPUMEHEHBI K
MHOTOIICHTPOBBIM HCCIIEIOBAHUSM TPH YCIOBHUM YETKOTO ONpeAesieHus oOuiei
OTBETCTBEHHOCTH 32 KOOPJUHAIMIO TPOBOJIUMBIX padoT.

1Onpez[eneHI/Ie «JIOCTaTOYHBII» MPUMEHSAETCS B 3HAYEHUN «00€CIIEYNBAIOIINI BO3MOXHOCTh
[IOJIHOTO BBINOJIHEHUSI TNPOLEAYpPbl HCCIEIOBAHMI M OOecneyeHus ee KauecTBa B
UCIIBITaTEIbHON J1a0OpaTOpUM B COOTBETCTBUM C TpeOoBaHUAMHU HacTosmux [lpaBun u
PYKOBOJCTBA IO KayeCTBY JaHHOM JsabopaTopum», OINpEAeICHUE «IOAXOIALINI»
NPUMEHSAETCS B 3HAUYCHUM «OOECNEeYMBAIOIIUN NPUHLIUIUAIBHYIO BO3MOXHOCTb
OCYILECTBJIICHUSI NPOLEAYPHl HCCIECIOBAHUN B COOTBETCTBHM C METOJUKOW (METOIOM),
NpEeIyCMOTPEHHON PYKOBOJACTBOM Mo KayecTBYy Jjaboparopuu u ee COII».



’B nacrosmmx [IpaBuax MCHOJB3YIOTCA KJIACCU(PUKALMOHHBIE MOAXOAbl K BBIIBICHHBIM
HECOOTBETCTBUSAM (KKPUTUYECKHUE», KCEPHE3HBIE» U IIPOYME)), YCTAHOBIICHHBIE ITPABUIIAMU
npoBeAeHUs  (papMalleBTUYECKUX  HMHCHOEKIMWA, yTBepkaaeMbiMu  EBpasuiickoi

HKOHOMUYECKON KOMHCCHEH, C YUETOM X MPUMEHEHUS B OTHOLIEHUH OLEHKU 0€30MacHOCTH

M3y4aeMoro o0ObeKTa.
NPUITOXEHMWE Ne 1

K [IpaBunam HaJJiexaleu JmabopaTopHO#
NpaKkTUKU EBpasuiickoro DKOHOMMUUYECKOTO
cCom3a B chepe obpameHus JE€KapCTBEHHBIX
CPEACTB

TPEBOBAHUWSI

K mpuMeHeHmIo [IpaBun Hagmexameit 1abopaTopHOM

npakTHKH EBpasuiiCKOro 3KOHOMHMIECKOIO COI03a

B cepe oOpamenns 1eKapCTBEHHBIX CPEACTB AJIA HCCIIECAOBaHMHA
in vitro

I. Onpenenenms

Jlns 1eneil HaCTOSIIEero MPHJIOKEHUSI UCTOJb3YIOTCS MOHATHS, KOTOPbIE 03HAYAIOT
Cae gy o mee
«KOHTPOJIb pacTBOpUTENA (pazbaButens, Hocutens)» (control vehicle) — otnenbHas yacTb
TECT-CUCTEMBI, K KOTOPOW J00aBJIE€H pacTBOPUTENb, MIPEAHA3HAYCHHBIN TSI ONIPEICIICHHOTO
TecTupyeMoro oopasiia (00beKTa); KOHTPOJIb PACTBOPUTEINS MPEIOCTABIAECT CBUACTEILCTBO
00 OTCYTCTBHMM BJIUSHHS BBHIOPAHHOTO PACTBOPHUTENS HA TECT-CHCTEMY B (DaKTHUECKHUX
YCIOBHAX NPOBEACHHUS aHanusa,
«kpuococya» (cryovial) — crnenuanbHbI cocys ISl KPUOKOHCEPBAIIMHU, KOTOPBIM
COOTBETCTBYET OCOOBIM YCIOBHUSM, TaKUM KaK TePMETHYHOCThH 3aKPBITHS, AaXKE MPH
HKCTPEMAIbHO HU3KUX TEMIIepaTypax U Pe3KUX Ieperagax TeMIiepaTyp, BOSHUKIIUX B XOJI€
3aMOpaXHUBaHUS u OTTAWBAHUA,
«KpPUOKOHCEpBaIus» (cryopreservation) — XxpaHeHHE KJIETOK U TKaHEH B 3aMOPOKEHHOM
COCTOSHMM B  YCIOBHAX, KOTJAa WX  JKH3HECIIOCOOHOCTh  COXpaHSETCH;
«Ha0O0p ISl IPOBEICHUS UCTIBITAHUH, TeCT-HA00p» (test kit) — rOTOBBIN K UCTIOIH30BAHUIO
HA0O0p, BKIIOYAIOIIUNA BCE KOMIIOHEHTHI, HEOOXOIMMBIE JIJIsl TPOBEICHUSI aHAIIU3a, UCTIBITAHUS
(TecTupoBaHUA) Uiu WCCIIC€NOBaHUS;
«HeoOpaboTaHHBIM KOHTPOJb» (untreated control) — ornenbHas HeoOpaboTaHHAs YacTh
TECT-CUCTEMBI, KOTOpasi XPAaHUTCS B IEPBOHAYAIBHBIX YCIOBUAX KYJIbTHBHPOBAHWS;
HEe0OpabOTaHHBIA KOHTPOJb MPEIOCTABISAET UCXOIHBIE JaHHBIE O TECT-CUCTEME B YCIOBHUSIX



NPOBEAECHUS aHanu3sa,;
«OTpHIATENBHBIA KOHTPOJbY (negative control) — oTaenbHas 4acTh TECT-CHUCTEMBI,
obpaboranHas 00beKTOM (00pa3IoM), B OTHOIICHHH KOTOPOTO HM3BECTHO, YTO OTBETHOM
pEaKIMu TeCT-CUCTEMBbl Ha HEro He MOCJIEAYeT U MPU BBEACHUH OTPUIATEIIBHOTO KOHTPOJIS
TECT-CUCTEMa HE BBIJJACT OTBETHOW pEaKIMH B KOHKPETHBIX YCIOBUSAX aHAIIN3a;
«TIOJIOKUTEBHBIA KOHTPOJIBY (positive control) — oTaenbHas 4acTh TECT-CUCTEMBI,
oOpaboTaHHast 00bEKTOM (00pa3OM), B OTHOLIEHUU KOTOPOTO M3BECTHA OTBETHAS PEAKIIMs
TECT-CUCTEMBI; TOJIOKUTEIbHBI KOHTPOJIb CBHUJIETEIBCTBYET O TOM, YTO TECT-CHCTEMa
BBIJACT OTBETHYIO peaxIuio B KOHKPETHBIX yCIOBUAX aHalN3a;
«cTaHgapTHBIN 00BeKT (oOpasem)» (reference item) — pyKOBOISAIIME YKa3aHUS IO
MPOBEJICHUIO0 UCCIIEIOBAHUH in Vitro BO MHOTHX CIIy4asX MPEANUCHIBAIOT MCTIOIb30BaHUE
COOTBETCTBYIOIIUX OOBEKTOB TMOJIOKUTEIBHOTO, OTPUIATEIBHOIO KOHTPOJS U (HJIM)
KOHTPOJISl peakTuBa (pa30aBUTENIs, paCTBOPUTEINS), KOTOPHIE, HE MOTYT CIY>KUTh B KaUeCTBE

«CTaHIAPTHBIX OOBEKTOBY IS KJIACCU(UKAIIUN OTBETA TECT-CUCTEMBI HA TECTUPYEMBIH
O00BEKT, a UCTIOIB3YIOTCS JIsi KOHTPOJIS HAJJIekKallel XapaKTepUCTUKN TeCT-CUCTeMbl. Tak
KaK IIeJIb MCTIONh30BAHUS ITHX OOBEKTOB MOJOXKHUTEIBHOTO, OTPUIIATEIILHOTO KOHTPOJS U (
WJIM) KOHTPOJIS PEeakTHBAa MOXKET OBITh PACCMOTpPEHAa KaK aHaJor IEJIU HMCIOJIb30BaHUS
CTaHJIapTHOTO0 00BeKTa (00pasiia), ompeaesieHue MOCIEIHETO MOXKET TaK)Ke OTHOCUTBHCS K
TEPMUHAM «OOBEKTHI TOJOKUTEIHLHOTO, OTPUIATEILHOTO KOHTPOJIS M (WJIM) KOHTPOJIS
peakTuBa». OJHAKO CTENEHb OMNpENEICHUS UX AHATUTUYECKUX XapaKTePUCTHK MOXKET
OTJIMYAThCA OT TPEOOBaHWM, MPEIBIBISACMBIX K aHATUTUUYECKUM XapaKTePHUCTUKAM
CTaAaHJIApPTHBHIX 00BEKTOB (o6pa3moB);

«TpaHCreHHbIe KIeTKN» (transgenic cells) — kiieTku, TpaHCHEKTUPOBAHHBIE OJHUM (WU
HECKOJBKHMMH) UYXKEpPOJHBIM TeHOM (FéHamMu) W BCIEACTBHE ITOTO 001aJarolIne
XapaKTEPUCTHKAMU U QYHKIHUSIMH, KOTOPbIe OOBIYHO HE MPUCYTCTBYIOT WM MPUCYTCTBYIOT
TOJIBKO MPY HU3KUX YPOBHSIX SKCIPECCUH B POJUTEIHCKON KIIETKE.

II. O6sa3anHOCTH

1. PykoBOACTBO HCHBITATEIHHOM 1ab0opaToOpuu

Bonpmas yacte 00s3aHHOCTEN PYKOBOJCTBA MCIBITATENILHON J1a0OpATOPUU SIBISETCS
oO1eit 1 B paBHOW Mepe MPUMEHSIETCS ISl PyKOBOJCTBA MCIIBITATEIHHON JIA00pATOPUH TIPU
BBITIOJTHEHUHU HCCJIEAOBAHMUM In Vvitro W in vivo (Hampumep, TpeOOBaHHUS K PYyKOBOJCTBY
UCIIBITATENIbHON J1a00paToOpuu O HEOOXOJWMOCTH OOECHeYUTh HAIWYUE JIOCTATOUYHOTO
KOJMYECTBA KBAIM(PUIIUPOBAHHOTO TMEPCOHANa, COOTBETCTBYIOIIETO OOOpYJOBaHUS H
anmapatypsl i CBOEBPEMEHHOIO M HAJJIEXkKaIIEero MNpPOBEACHHUS MCCIEIOBAHUA).
PykoBOJACTBO HCHBITaTENBbHON J1A00OPAaTOPUM JOJKHO OBITH OCBEIOMJIEHO O TOM, 4YTO
UCCIe0BaHuE 1n Vitro MOXET COMPOBOXKAATHCS BO3J0KEHUEM Ha HETO JIOMOJHHUTEIIbHBIX



obOsi3anHOCTEW. Hampumep, pyKOBOACTBO HCHBITATEIbHOM JTa0OpaTOPUU  JOJHKHO
MPEOCTaBIATh TAPAHTUH, TOUHOT'O MOHUMAHUS MEPCOHAIOM UCTBITATEIHHOM JIabopaTopuu
BBITIOJIHAEMBIX (hyHKIMHA. /{715 uccnenoBanuii in vitro 3To MOXeT TpeOOBaTh HEOOXOAMMOCTH
NpPOBENICHUSI CIEIMaJbHOrO OOYuYeHHUs I[epcoHala MCHBITATeIbHON Jabopatopuu
aCENTUYECKUM MpOolelypaM U OOpaIllEeHUIO0 ¢ OMOJIOTUYECKU OMacHbIMU Matepuanamu. Jliis
UCCJIEIOBAHMS 1N Vitro MOTYT MOTPEOOBATHCS BBIICIECHUE CIEIUATBHBIX 30H U BBINOJTHEHUE
NpoueaAyp IS NPEeNOTBPAILLICHUS 3arpsI3HEHHS] TECT-CUCTEMBbL. Kpome TOro, pykoBOACTBO
UCIIBITATENIbHON JabopaTopuu JOJDKHO OOECTEYUTh COOTBETCTBUE MCIBITATEILHOU
nabopatopuur TpeOOBAHUSAM MPUTOHOCTH ISl UCCeAoBaHuUA. [[15 HEKOTOPBIX UCCIIeIOBAHUI
in vitro TpedyeTcs MpUMEHEHHE B TIPOIIECCe UCCIEA0BAHMUS NCKIIIOUUTEIFHO TATEHTOBAHHBIX
MaTepuagoB UM HabopoB. HecMOTps Ha TO UTO MaTepualbl, UCIIOJIb3yEMbIE B UCCIICIOBAHUH,
COOTBETCTBYIOIIIEM TpaBUjIaM HaJJIekKalel adopaTopHO mpakTuku EBpasuiickoro
HKOHOMHUYECKOTO COI03a, YTBepkAaeMbiM EBpa3uiickoii SJKOHOMUYECKONH KOMHUCCHEN (J1anee —
MPaBWIA), HOJAKHBI MPOU3BOAUTHCS U TECTUPOBATHCS HA COOTBETCTBHUE C HUCMOJb30BAHUEM
HaJJIeKaleld CUCTEMBI KauecTBa (TO €CTh OCHOBHYIO OTBETCTBEHHOCTD 32 UX COOTBETCTBHE
TpeOOBaHUSM MPaBWI HECET WU3TOTOBUTEIb WJIM TMOCTABIIUK), 00SI3aHHOCTh PYKOBOJCTBA
UCIIBITATeNIbHON JTabOpaTOPUU TMOJATBEPIUTH, YTO 3TO TECTHPOBAHWE HA COOTBETCTBHUE
COOTBETCTBYIOIIUM 00pa30M BBITIOJIHEHO MTyTEM OLICHKHU JAESITEIbHOCTH, METOJIUK U TOJIUTHUK
B 00J1aCTH KauecTBa y MOCTABIIUKOB MPOTYKIIHH.

PyxoBoauTens HCCIIEIOBaHUA

OO6mme 00s13aHHOCTH PYKOBOJMTEIS UCCIICIOBAHUS, YKA3aHHBIC B MTPABUJIAX HE 3aBUCST
OT THIA HWCCIEIOBAaHMS W TMPUMEHSIOTCS K HUCCIEAOBaHUAM in vitro. PykoBoauTensb
WCCIIEIOBAHUS TPOJIOKACT SBISATHCS TIABHBIM W €AWHCTBEHHBIM JIUIIOM B 00ECTICUCHUH
KOHTPOJISI UCCIICIOBAHUSI M HECET OTBETCTBEHHOCTD 3a O0IIee MPOBEICHNE HCCIEIOBAHUS 1
dbopMHpOBaHUE 3aKITIOYUTEIHFHOTO OTYeTa 00 HccieqoBaHUU. B mccinegoBaHmsx in vitro
PYKOBOJUTENb HCCIENOBaHUS JOJDKEH YHIENATh 0co00€ BHUMAHHUE JOKYMEHTaJIbHOMY
obopMIIeHHIO 00OCHOBaHHUSI BbHIOOpAa M XapaKTEPUCTHUKH TECT-CUCTEMBI, TO €CTh €To
00S13aHHOCTH B MCCIIEJIOBAHUAX In Vitro GoJiee CIOXKHBI JUIsl HAJIJIEKAIIETO OCYIIECTBICHHUS.
Hcnonp30BaHue OMPENCIICHHBIX BUIO0B OPraHU3MOB HEOOXOJIMMO OOOCHOBBIBATH MYTEM
JOKYMEHTAJILHOTO TOATBEPKACHUS XapaKTEPHUCTUK, KOTOPHIE NENAI0T WX MOIXOSIICH
MOJICTIBIO TSI OIEHKH HMHTEpEeCYIIMX uccienoBatenas 3¢dexToB. XapaKTepuCTHKA
OTIPENIETIEHHOTO KMBOTHOTO MO’KET OBITHh BBITIOJIHEHA IyTEM COCTABJIICHHUS TOKYMEHTA C
yKa3aHUEM BUJIA )KUBOTHOTO, IITAMMa, CyOIlITaMMa, UICTOYHUKA IMOCTaBKH, BEca TeJa, 1oJja u
B O3 pacTa

Js1st 060cHOBaHMS BBIOOpA TECT-CUCTEMBI, B YACTHOCTH, TPEOyeTCs, YTOOBI pYyKOBOIUTEIb
WCCJIEIOBaHMUS JTOKYMEHTaJbHO MOATBEPAMWI, YTO METOJ HCCIeoBaHUS ObUT 0J00peH
YIIOJTHOMOYEHHBIM OpTraHOM (PKCIEPTHOW OpraHu3aiueil) TocyaapcTBa — YJieHA



EBpa3uiickoro 3KOHOMHMYECKOTO COro3a (Jlajieeé — TOCYyJapCTBO-WICH) WM SBJSCTCS
CTPYKTYPHO, (YHKIMOHaJIbHO U (MJIM) MEXaHWUYECKH aHAJIOTUYHBIM OQUIHATBHO
0J100pEeHHOMY 3TaJJOHHOMY METOAy uccienoBanuii. [lepen ncnonb30BaHrEM HOBBIX METOJIOB
UCCJIeIOBAHUM, SBIIAIOMIMXCA CTPYKTYPHO, GYHKIMOHAIBHO U (MJIM) MEXaHUYECKH CXOJAHBIMU
¢ o(uuHatbHO OJOOPEHHBIM 3TAJOHHBIM METOJIOM HCCIEJAOBAaHUM, PYKOBOIUTEIb
MCCJIEIOBAHMS JIOJDKEH MPEAOCTaBUTh IOKYMEHTAJIBHOE MOJATBEPKACHUE O TOM, YTO HOBBIN
METOJ] MCCIIEIOBAHUN HMEET COMOCTABUMYIO 3(P(PEKTHBHOCTH IPH OLEHKE MOKa3aTenei
UCCIIelyeMOro BellecTBa (JIEKapCTBEHHOI'O CPEACTBa) C MOMOUIbIO HaJUIeKallero oopasua
CpaBHEHUS (KOHTPOJBHOTO oOpa3ma).

JlokyMeHTaibHOE O(QOPMIICHHE XapaKTEPUCTHK CHCTEM In Vitro MOXET O0Ka3aThbCs
3aTpyIHUTENbHBIM. HecMOTpss Ha TO YTO PYKOBOJWTENb HCCIEIOBAHUS, C TMOMOILIBIO
MOCTaBUIMKA MPOAYKIUHU, B PSAE CIy4aeB MOXKET OBITh CIOCOOEH JOKYMEHTAJIbHO
HNOATBEPAUTh HEKOTOPBIE XaPAKTEPUCTUKH TECT-CUCTEMBbI (HAIpUMeEp, JHUHHUIO KIETOK,
BO3pacT (macca)xu), MPOUCXOKACHUE), OH TaKKe JOJDKEH OXapaKTepU30BaTh TECT-CUCTEMY,
JOKYMEHTaJIbHO 3a(MKCUPOBaB, YTO OHA OOECIEUUBAET HEOOXOIUMYIO HAJCKHOCTh MPH
OLICHKE TOKa3aTeleil MccleayeMOoro BellecTBa (JIEKAPCTBEHHOIO CPEACTBA) C MOMOILBIO
HaJUIeKaIero oopasia cpaBHeHUs (KOHTPOJIBHOTO 00pasiia), BKI0Yasi, IpU HEOOXOIUMOCTH,
O0OBEKTHI MOJIOKUTETHHOTO, OTPULATEIBHOTO KOHTPOJISl, HEOOpaOOTAHHOTO KOHTPOJIS U (MIIH)
OOBEKTHl KOHTpOJISI pacTBoputenei. B 0coObIX ciydasx AOMyCKaeTcsl HCIOJIb30BaHUE
NaTEHTOBAHHBIX MaTEPHAJIOB WJIM HAOOPOB JJIsl MPOBEJIEHUS UCTIBITaHU in vitro. HecmoTps
Ha TO, 4TO 3((PEKTUBHOCTh TAKUX MATEPUATIOB WIIM HCIBITATEIbHBIX HAOOPOB TOJKHA OBITH
rapaHTHUPOBaHA MOCTABIIUKOM, MPOU3BOJUTEIEM HIIM MAaTEHTOOOagaTeeM, pyKOBOICTBO
UCIIBITATENIbHOM J1a0OpaTOPUU HECET OTBETCTBEHHOCTH 3@ TO, YTO BHIOPAHHBIM MOCTAaBIIUK
COOTBETCTBYET KPUTEPHSIM KauecTBa, KaK 3TO yYKa3aHO BbILIE (HAIpUMEp, MyTEM MPOBEPKU
NEeATEeIbHOCTH, METOJMK M TOJUTHUKH B OO0JIACTM KadyecTBa IMOCTAaBIIMKA MPOAYKIHUU).
PykoBonuTenp HCCIIEOBAaHUS OTBEYAET 3a IMOIATBEPKIECHHE TOrO, YTO XAPAKTEPUCTUKU
JAHHBIX MaTEpPHUaIOB WJIM HAOOPOB JACHCTBUTEIHLHO OTBEUYAIOT TPEOOBAHUSAM K KAa4eCTBY U
HAJeKHOCTU PE3YJIbTAaTOB IMPOBEJACHUS HCCIEAOBAHHMS M 4YTO HAOOPHI AJIA MPOBEIACHUS
UCCJIEIOBAHUS TOJDKHBIM 00pa3oM BAJIMIMPOBAHBI U MOJIXOMAT AJIA PEeAHA3HAYECHHON LIeTu
npuMeHeHus. [I0CKOJIbKYy KayecTBO M HAJIEKHOCTh ATUX MATEPHAIOB MJIA MCIBITATEIbHBIX
HA0OpOB HANPSIMYIO BJIMSIOT Ha KAueCTBO M HAJEKHOCTh PE3YJbTATOB HCCIEIOBAHUS,
HE00X0AMMO, YTOOBI pyKOBOAMTEIb UCCAEAOBAHUS TIIATEIbHO U3YUYHII U KPUTUYECKHA OLEHUI
IIOJTHOTY W NPUEMIIEMOCTh JOKYMEHTAIMM IO KOHTPOJI KadeCTBa, INPEICTABICHHYIO
MOCTaBUIMKOM. PyKoBOAMTENb HCCAEA0BAHUS AOKEH ObITh CIOCOOEH OIIEHUTh COOTBETCTBUE
CUCTEMBbl KayecTBa, MCIOJIb3YEeMOW H3rOTOBUTEIEM, U HMETh B HAJIWYUU JOKYMEHTHI,
HEO0OXOUMBbIE ISl OLIEHKHU MPUTOJHOCTH TECT-CUCTEMBbI ISl MCIOJIb30BaHUS B padoTe
UCIBITATEIbHOM Ja0opaTopuu (HampuMep, pe3yibTaTbl HCCIECIOBAHUM XapaKTEPUCTHUK
TECT-CUCTEMBI).



ITepconal1, y9acTBYIOIIMIA B HCCIIC{OBAaHUI

[lepconasn, ydqacTBYIOUINI B MCCIIEOBAHUN JOJIKEH TIIATEIBHO COOMIOAATh, TPEOOBAHUS
K aCeNTUYECKUM YCIOBUAM (€Cld DTH YCIOBHUS TPUMEHSIOTCS B UCHBITATEIbHOU
1a00paTOpUN), BHITIOIHATH COOTBETCTBYIOIIUE MPOIEAYPHI MPU MPOBEICHUH UCCIEIOBAaHUN
in  vitro, 4ToOB  HW30eXaTh  MATOTEHHOTO  3arpsi3HEHHS  TECT-CHUCTEMBI.
[Tepconai, y4acTBYIOMINK B UCCIEAOBAHUH JIOJDKEH MPUMEHSATh HEOOXOUMBIC METOIUKH
U TEXHHKH, 49TOOBI M30€XaTh TMEPEKPECTHOTO 3arps3HEHHS] MEXKIY TECT-CUCTEMaMH U
obecmeynTsh YUCTOTY UCCIEeIOBAHUS.
[Tepconan mccienoBaHus JOJDKEH 3HATh M CTPOTO MPHUIACPKUBATHCS TPeOOBaHUU K
M30JINPOBAHUIO TECT-CHCTEM U TPEOOBAHMI K UCCIIEIOBAHUAM C IPUMEHEHHEM OMOJIOTHYECKH
OMAaCHBIX MaTepuagoB. Bo Bpems MpoBEACHUS HCCICIOBAHUN in Vitro CIeayeT MPUMEHSTh
HaJUJIe)KAIHE MEPbl MPEIOCTOPOKHOCTH, YTOOBI CBECTH K MHUHHMYMY DPHUCKU TpH
WCITOJIb30BAHUH OTTACHBIX XUMHUYCCKHUX BEIIECTB.

III. Ob6ecrieueHUE Ka9E€CTBa

JlesiTenbHOCTh, CBsI3aHHas C ciykO0oi oOecneuenuss kadectBa (nanee —COK),
HE3HAYUTEIBHO pa3IMYacTCs I UCCIeI0BaHuM in vitro u in vivo. MccitienoBanus in vitro B
OTIENbHBIX CIy4YasgX MOTYT KJIAcCUPUIUPOBATHCA KaK KPAaTKOCPOYHBIE UCCIEAOBAHUS; B
TaKUX CIIy4asx MPUMEHAIOTCS TpeOoBaHus npuiioxkeHuss Ne 6 k npasuinam. Takum oOpaszom,
oI00HBIE MCCIIeI0BaHUsI MOTYT ObITh npouHcnekTupoBanbl COK, eciiu 3TO yCTaHOBIEHO U
JOTyCKAeTCs 3aKOHOMATEIhCTBOM TOCYJapCTB-WICHOB, HAa OCHOBE MPOTPAMMBI
MHCIIEKTUpOoBaHus mporieccoB. [IpaBumna tpedytot, uro6st COK nHCTIEKTHpOBAa, TJIaBHBIM
oOpa3oM, kpuTudeckne (ha3bl HCCISAOBAHMS, TIOITOMY HEOOX0IUMO, YTOOBI B MCCIICTOBAHMSIX
in vitro COK Obuta HOJHOCTBIO OCBEIOMJIEHA O TOM, YTO U3 ceOs IPeICcTaBISIOT
KpUTHYCCKHE (a3bl M KPUTUUECKHUE AaCIEKTHl TaKWX HCCIeI0BaHUN. PyKoBOIHTENIO
MCCJIEIOBAHMS, BEAYIIUM HCCIEAOBATENSIM U IIEPCOHATY, YUYaCTBYIOIIEMY B UCCIIEOBAHUH,
HE0OXOAMMO COBMECTHO pa3paboTaTh PyKOBOACTBO Mo mnpoBenenuto mHcnekuuiik COK B
COOTBETCTBYIOIMMX oOmactsax. [lockonbky mporpamma oOecrnedeHuss KadecTBa JOKHA
00s13aT€IbHO PACHPOCTPAHITHCA M Ha CHELUHANIbHBIE acCMeKThl UCCIEJOBAHMM 1n Vitro,
obpazoBanue u odyuenue nepconaira COK momkHO OBITH HampaBlIEHO Ha CHOCOOHOCTh
YCTAaHOBUTH MOTEHIUATBHBIE MTPOOJIEMBI B crielu(dUUecKrX o0JacTsIX MCCIEAOBAHUS in Vitro.

Cnenuduyeckue o6JacTu HCCIEAOBAHUS in Vitro, MOAJIeXaIue UHCIEKTUPOBAHUIO,
MOTYT BKJIFOYAaTh B ceOsl CIeayronue Mpoueaypsl U Mepbl (HO HE OTPAaHUYUBAIOTCS UMU):
MOHUTOPHUHT BJIMSHUS MAPTUH KOMIIOHEHTOB KJIETOUHBIX U TKaHEBBIX KYJIbTYpajIbHBIX CpE/,
SBJISIOMUXCS KPUTHUYECKH BAXHBIMU 1T 3()PEKTUBHOCTH TECT-CUCTEMBI (HATpPHUMED,
(deranpHas TeNAYbsl CBIBOPOTKA), U JAPYTHX MaTepuanoB HA 3P(HEKTUBHOCTh TECT-CUCTEMBI;

olleHKa M o0ecrnieyeHue (PyHKIIMOHATBLHOTO W (WiK) Mopdosioruueckoro craryca (u



[EJIOCTHOCTH)  KJETOK, TKaHeW W JApYruX MHAUKATOPHBIX  MaTepHaliOB;
MOHHUTOPHHT TTOTCHIIMAIBHOTO 3arps3HEHUS YyKEPOJTHBIMU KJIIETKaMHU, MUKOIIJIa3MaMH U
IApYTUMU naToOreHaAMH 1781071 IpYyTUMU CIIy4alHBIMH areHTaMu;
OYHCTKA U 00e33apaKuBaHUE 00OPYOBAHUS M aIIapaTypbl U CBEJICHHE K MUHUMYMY
MCTOYHUKOB 3arpsi3HCHUS UCCIIeayEeMBIX DIIEMEHTOB u TECT-CHCTEM;
oOecrieyeHre HaJJICKAIIETO UCTIONB30BAHUS U OOCITY)KMBAHUS CIICIIHATN3HPOBAHHOTO
obOopyanoBaHUAH,;
obOecrieueHre HaJIeKaIlel KPUOKOHCEPBAIMU W BOCCTAHOBIICHMS KJIETOK M TKaHEH;
o0ecrneyeHrne HaIeKaluX YCIOBUN IS U3BJICUCHUN MATEPHANIOB TOCIE XpaHEHUS B
3aMOPOXEHHOM COCTOSHUWU;
oOecrieueHrne CTEPUILHOCTH MAaTEPHAIOB M MTOCTaBOK, HUCIIOIB3YEMBIX IS KJICTOUYHBIX U
TKaHEBBH X KYJIBTYDP;
NOJIJIepKaHNE COOTBETCTBYIOIIETO pa3/ICICHIS MEXKIY Pa3IMIYHBIMHA HCCIEIOBAHUSIMH U
TECT-CUCTEMaMH.

IV. Ilomemenus

1. O6mme TpeGoBaHuUs

[IpaBmita ycTaHaBIMBAIOT, YTO UCTIBITATENIbHBIC JTA0OPATOPUH JTOJKHBI COOTBETCTBOBATH
TpeOOBaHUSIM, TPEABSIBISEMbIM K KQUECTBY U HAJIEKHOCTU PE3YJIbTATOB BBHIMOJIHIEMBIX B HUX
HCCIICIOBAHMM, a Tak)Ke YTO B HCIBITATEILHOM J1a00paTOpHHU CIEAYyeT IOIJAEPKHUBAThH
COOTBETCTBYIOIIEE pa3jeiicHue OOS3aHHOCTEW MepcoHaja MEXAY pa3IUuYHbIMU BHAAMU
NEATEeITLHOCTH, YTOOBI 00CCIIEUNTh HaJIICKAIIee U OCCIIPEIATCTBEHHOE BBITTOTHEHNE KaXKI0TO
ucclieIoBanus in vitro. Iy mpoBefeHUs UCCIIeOBaHUM In Vitro Kak MpaBuio HEOOXOAUMO
OTpaHMYEeHHOE pabouee MPOCTPAHCTBO M HE TPEOYETCS BBIACICHUS CIEIUATbHBIX
MOMEIIEHU, B KOTOPBIX HE JONMyCKaeTCs NPOBOJAUTH ApPYyTrue JIOKIUHUYEeCKue (
HEKJIMHUYECKHUE) UCCIIEI0OBaHUs, TO3TOMY MPU MPOBEJAECHUU UCCIEIOBaHM in Vitro cienyer
OPEINPUHATE MEPhl B IENAX O0O0eCHeUeHHUs HaJJIeKallero pas3aelicHUus pa3IudHbIX
HCCIIeIOBAHUM in Vitro, MPOBOJIUMBIX OJTHOBPEMEHHO B OJTHOM U TOM K€ 30HE (MMOMEILICHHH ).

2. IloMemenwns i TECT-CUCTEM

Jlns oGecrieueHust U30ISUUKN TECT-CUCTEM HEOOXOJUMO UMETh B HAJIMYUU JOCTATOUHOE
KOJIMYECTBO 30H (TIOMENICHUI), YTOObI CBECTH K MHUHHUMYMY BO3MOXXHOCTh 3arpsi3HEHUS
TECT-CUCTEM. BO3MOXHOCTh MOTEHIHAIBHOIO 3arpsi3HEHMS, NMEPEKPECTHOrO 3arpsi3HEHHS,
WJIU TIepENyThIBaHMS 00ObEKTOB HE JOJKHA YIPOKATh LIEJIOCTHOCTH KaXJ0M U3 TECT-CUCTEM U
OTJIEJBHBIX UCCIeA0BaHMM. [omyckaeTcss MHKYOMpOBATh KIETKU WM TKAHU, Y4aCTBYIOIIKE B
pPa3IMYHBIX MCCIEIOBAaHUSAX, B OJITHOM U TOM >XE€ HMHKyOaTope Mpu YCIOBUH, YTO HUX



pazziereHue o0ecrneyeHo B JOCTaTOYHON CTENEHHU (HarpuMep, HAHECEHBI COOTBETCTBYIOIINE
UJICHTU(DUKATOPBI, METKH WJIM MCIOJB3YEeTCA pas3eibHOE pa3MelleHue OOBEKTOB s
OTJINYUS MUCCIENOBAaHUN U T. A.), U HU OJAUH HCCIEAYEMbIiI KOMIIOHEHT HE SIBJISIETCS
JIOCTATOYHO JIETYYHUM, YTOOBI 3arpsI3HUTH JAPYyrue 0ObEeKThI UCCIIEAOBAHUS MPU COBMECTHOM
WHKyOupoBaHuu. Paznenenne kputudeckux (a3 UCCIeNOBaHUNA MOXKET OBITh BO3MOYKHBIM HE
TOJILKO B MPOCTPAHCTBE, HO U BpeMEHH. MaHUNYJSIUS C KJIETOYHBIMU WJIM TKAHEBBIMU
KyJbTypaMu (Hampumep, MpoLeaypbl CyOKYyJIbTUBUPOBAHUS, JOOABICHUE HCCIEIYyEMOIO
AJEMEHTa W T. J.) KaK MPaBWJIO, BBIMOJHAECTCS B 30HAX C BEPTUKAIBHBIM JIAMUHAPHBIM
BO3JYXOIMOTOKOM B IIENIAX 00€CTIeYeHUs CTEPUIIBHOCTH U 3alllUThl TECT-CUCTEM, TIepcCoHala,
YYacTBYIOIIIETO B UCCJIEA0OBAHUU U OKPY’KaroIIed cpeapl. B Takom ciydae COOTBETCTBYIOIIIEE
pazziefieHre s TPeNOoTBpaIleHHs] MEPEKPECTHOTO 3arpsA3HEHUS MEXAY OOBbeKTaMU
Pa3IUYHBIX UCCIEAOBAaHUN MOXKHO OOECTICUHTh IMyTEM IOCIEAOBATECIBHBIX MAHUITYJISIITUHN C
UCIIBITATEIbHBIMU TECT-CUCTEMAaMH, HMCIOJb3YEMBbIMH B KaXKJIOM W3 HCCIEIOBAHUM, C
MOMOIIBIO TINATEJIBHOM OYUCTKM M o0e33apaxuBaHus (CTepUIH3alMK) pPadodux
MOBEPXHOCTEH KaOWHETa M COOTBETCTBYIOUIErOo JabopaTopHOTOo 0OOpyJIOBaHUS,
HUCTIOJb3YyeMOr0 Ha pa3jMuHBIX JTamax wuccileaoBaHus (MIpu  HEOOXOAUMOCTH).

BaxHBIM acmieKTOM MPOBEACHUS UCCIEIOBAHUM In VItro sSBISAETCS HATHMYUE OTBEICHHBIX
30H (MOMENIEHUI) CO CIeuaIbHBIM 000pYyI0BaHHEM, O0ECIEYUBAIOIIUX JOJTOCPOYHOE
xpaHeHue tect-cucteM. O0opyI0BaHuE (B TOM YMCIIE€ KOHTEHHEPHI I XPaHEHHUs) T0JKHO
oOecreynBaTh HEOOXOAMMbBIE YCIOBHS 11l COXPAHEHUS LIEJIOCTHOCTH TECT-CUCTEM B TE€UEHUE
JUTUTEILHOTO BPEMEHH.

3. Ilomemenns g 06paboOTKH HCCIIETyEMBIX BEIECTB
(JrexkapCTBEHHBIX CPEICTB) M 00pa3noB CPaBHECHHUA
(XOHTPOJILHBIX 00pa3moB)

TpebGoBanus npaBuil K 00pabOTKE HCCIIETyEMBIX BEIECTB (JIEKAPCTBEHHBIX CPEACTB) U
00pa3ioB CpaBHEHUS (KOHTPOJBHHBIX OOpAa3I0OB) B OTHONICHHWH MPEIOTBPAIICHHUS WX
NEPEKPECTHOTO 3apaKCHUSI B PAaBHOM Mepe OTHOCSATCA K OOBIYHBIM HCCIEIOBAHUSIM U
uccienoBanusaM in vitro. [Ipu npoBeneHun ucciaeaoBaHui in vitro HEOOXOAUMO YUUTHIBATh
JOTIOTHUTEIBHBIN ACIMEKT: MOCKOJIbKY COOIIOJIEHNE CTEPUIIBHOCTHU SIBIISIETCS KPUTHYECKUM
(dbaxTopoM IS HaJJIekKAIEro MPOBEICHUSI HUCCIENOBaHUM in Vitro, cieayer o0ecleduTh,
YTOOBI TOMEIIEHUS UM 30HBI, UCIIOJIb3yEeMbIe JISI IOATOTOBKHA U CMEIITUBAHUS HCCIIETYy EMBIX
M STaJOHHBIX BEIICCTB C HOCUTEIAMH (CBSA3YIOMIMMHU BEIISCTBAMHU), ObUTH OCHAIICHBI TAKUM
o0pa3oM, 4TOOBI MOXHO OBITIO pabOTaTh B ACENTUYCCKUX YCIOBHSIX U TEM CAMBIM 3alTUTUTh
TECT-CUCTEMY M XOJI BCEro HCCJIEJAOBAaHHUS B LIEJIIOM IYTEM CBEICHUS K MUHHUMYMY
BO3MOYKHOCTH 3arpsi3HEHUS B MPOIECCE TTOATOTOBKU TECTUPYEMBIX U CTAaHIAPTHBIX 00BEKTOB
(oOpasmos).



V. O6opynoBaHHe, MaTepHAIILI M pEareHThI

CranmapTHble TpeOOBaHMsI, KOTOPBIE MPEIBSIBISIOTCSA K ammaparype, UCIOJIb3yeMOu B
MCCJIEI0BAHUSIX, TPOBOJIUMBIX B COOTBETCTBUH C TIPABUIIAMH, B PABHOW CTEMEHU MTPUMEHUMBI
U K anmnapaType AJis uccieaoBanuil in vitro. O1HaKO, UMEIOTCS ClieliMalbHbIe TPEOOBaAHUS U
0COOCHHOCTH, KOTOphIE HEOOXOJMMO YYHTBHIBAThH B paMKax HcCCleMoBaHuil in vitro. J{ms
JIOCTOBEPHOCTU M HAJIE)KHOCTHU PE3YJIbTATOB KAXKJIOr0 MCCIEIOBaHUS In Vitro HE0OXO0IUMO
obecnieunTh HaJJICKAIUE YCIOBHS IS HMCIOIB3YEeMOTO OOOpYIOBaHUSA, T.€. HYXKHO
OpPOBOJUTH €r0 peryisipHOe TeXHUUYecKoe oOciaykuBaHue (Hampumep, mKapoB cC
BEPTUKAILHBIM JJAMUHAPHBIM BO3yXOTOTOKOM HJIM HHKY0AaTOPOB), KOHTPOJIb M KaTUOPOBKY
(Hampumep, MHKPOBECOB U  MHUKpONUMNETOK) (mpu HeobxomumoctH). s
CHEIUATU3UPOBAHHOTO O00OPYJOBAaHUS CIEAyeT 3apaHee YCTAaHOBUTh KPUTHYECKUE
napameTpbl, TPEOYIOIINe MOCTOSHHOTO KOHTPOJIS UM KOHTPOJISI TIPEAEIbHBIX OTKIOHECHHM
BEJIMYMHBI, & TAK)KE MPUMEHSTh YCTAHOBKY CICIIHAIBHBIX YCTPONCTB, CUTHATU3UPYIOIMUX 00
OTKIOHEHUHU nmapamMeTpoOB.

TpeOoBaHMS MPaBWII K peareHTaM B OTHONICHUN MX MAapKUPOBKH U CPOKOB T'OJTHOCTH B
PaBHOU CTETICHU MPUMEHSIIOTCS U K PeareHTaMm, UCIIOIh3yEMBIM JIJIsl UCCIIEIOBAHUM in Vitro.

VI. TecT-cucTeMBI

TecT-cuctemsl in Vvitro — 3T0, KaK NpaBUIIO0, OMOJOTHUYECKUE CUCTEMBI, XOTSI B YaCTHBIX
ciaydasX B KaudeCTBE aJlbTePHATHBBI CTAHJAAPTHBIM MCCIEJIOBAHUSAM In Vivo, MOTYT
HCTIOJIb30BAaThCS (DUBUKO-XUMHUUYECKUE TECT-CUCTEMBI (Hampumep, KOMIUIEKT TEeHOB s
TOKCUKOT€HOMHUKH ), THOO JAPyTrue aHATUTHUSCKUE METOAOJOTHHN (HapuMep, MpHU U3y4eHUU
TOKCUKOMETa0OHOMUKH). McnbiTaTenbHbie HAOOPHI, BKJIOYAs IMATEHTOBAHHbBIC
HCIIBITaTeIbHBIE HA0OPHI, JOJKHBI TAaK)KE€ CUNTATHCS TECT-CUCTEMaMH.

1. VcnoBua mia conepxanua (XpaHEeHHS) TECT-CHCTEM

Crnenyer 3apaHee yCTaHOBUTHh TPEOOBAHUS K COAEPKAHUIO (XPAHEHUIO) TECT-CUCTEMBI,
MOJIJICP)KMBATh U BECTH MOHUTOPHHT BHEITHUX (PAKTOPOB HEOOXOIUMBIX JIJIsi 00ECIICUCHHUSI
KauecTBa U I[EJIOCTHOCTH TECT-CUCTEMbI BO BPEMSI XPAHEHUSI U B XOJ€ CAMOI0 UCCIIEAOBAHUS.

Jl1st KoHTpOJIst oOecTieueHus yCIoBUi cojiepKaHusl (XpaHEHHUs) TeCT-CUCTEM MTPUMEHSIOT
npomeaypsl JOKYMEHTAJIbHOTO yueTa:
BbIOOpa TpeOOBaHU K COJEPKAHUIO (XPAaHEHUID) TECT-CUCTEM;
mojafepKaHusl 3aJaHHBIX TMapaMeTpoB M BHEIIHHX (AKTOPOB;

MOHHUTOPHUHT KH3HECITOCOOHOCTH ¥ PEAKTUBHOCTHU TECT-CUCTEMbI, BKJIIOYAsT PETUCTPAIUIO
KOJIMYEeCTBa TIEPEeCEeBOB KJIETOK U TIOKa3aTeld BPEMEHU YABOCHUS MOMYJISAIUH.

Crnenyer perucTpupoBaTh yCIOBHS OKPYKAIOIICH cpeabl (HampuMep, YPOBEHD KHUIKOTO
a3oTa B CHCTEME KPHUOKOHCEpBAlMM JUJIsi XpaHEHWs, TeMIepaTypy, BIaXKHOCTbh U



KOHIEHTPALIMIO YIJIEKUCIIOro ra3a B MHKy0aTopax u T. 11.), @ TakKKe JIFoOble MaHUMIYJISALUU C
TECT-CHCTEMOM, HEOOXOAMMBIE IS MOAIECP)KaHUS €€ KaueCTBa U IEIOCTHOCTH (HAmpHUMep,
00paboTKa aHTUOMOTHKAMU WA MPOTUBOTPUOKOBBIMU CPEJICTBAMH, CYOKYJILTHBUPOBAHUE,
n30MpaTenbHOe KyJIbTUBHPOBAHUE JIJISI CHIDKEHHUS YaCTOTHI CIOHTAHHBIX COOBITHI MYyTAIIHiA).
CoxpaHeHre HaJIeKaIINX yCIOBUI OKpYKaroIIel cpesibl BO BpeMs XPaHEHUS TECT-CUCTEMBI
B OOJIbIIIEH CTEMEHU BIIMSIET Ha KAYECTBO JAHHBIX, MOJYYaeMBbIX OT TECT-CHUCTEMBI in Vitro,
YeM OT OOBIYHON OMOJIOTMYECKOM TECT-CUCTEMBbI, B CBSI3U C ATUM PETHCTPALMS YCIOBHIA
COJIEp)KaHUSA W XPAHEHUS TECT-CUCTEM In Vitro sBIAEeTCs 00sS3aTeNbHBIM YCIOBHEM

MOJITBEPIKICHUS Ka4eCTBA U HAICKHOCTH MOTyUYEHHBIX JaHHBIX OT 3TOTO BHJIA TECT-CUCTEM.

2. HegaBHO noIy4cHHEIE (HOBHIC) TECT-CHCTEMEI

JlokyMeHTauo, MOJy4eHHYI0 OT MOCTaBIIMKA TECT-CUCTEM In Vitro U coaep Kauiuecs B
HeHl cBedeHMs (HampuMep, MPOUCXOXKICHUE TECT-CUCTEMbI, BO3pacT (YUCIIO Iaccaxkeil),
BpeMs YJBOCHMS KJIETOK M MPOYHME COOTBETCTBYIOLIME XapaKTEPUCTHKH, MMOMOTAIoNIne
UAEHTU(ULIHIPOBATH TECT-CUCTEMY ), HEOOXOAMMO MPOAHATU3ZUPOBATh U COXPAHUTDH B 3AMMCSIX
uccienoBanud. [nd OUEHKM IKU3HECIMOCOOHOCTH, MPUTOAHOCTH (HANpUMED,
(GYyHKIMOHAIBHOTO U (MIM) MOP(OJIOTHYECKOr0 CTaTyca KJIETOK M TKaHEW, UCMBbITaHUs Ha
HaJUYHe U3BECTHOTO WJIU MPEINOJIaraéMoro MUKPOOHOTO WIJIM BUPYCHOTO 3arpsi3HEHUs) U
YyBCTBUTEIBHOCTH TECT-CUCTEMBI CJIEIYET MUCIO0JIb30BaTh MPEABAPUTEILHO YCTAHOBIICHHbBIE
kputepun. Pe3ynbTaThl TakoOW OIEHKH JKU3HECTIOCOOHOCTH, MPUTOJHOCTH U
YyBCTBUTEIBHOCTH TE€CT-CUCTEMBI JOJDKHBI ODOPMIIATHCS JOKYMEHTAIBHO M BKJIIOUYATHCS B
pEeruCTpalMoOHHbIe 3anmucu 00 uccienoBannu. Eciau Takas omeHKa HEBO3MOXKHA (Hampumep,
IPU UCTOJIB30BAHUM KYJIBTYP MEPBUYHBIX KIETOK HJIM «BOCCTAHOBJIICHHBIX OPTaHOBY) MEXKIY
MOCTABUIMKOM U TII0JIb30BAaTEJIEM JOJKEH ObITh YCTAHOBJIEH MEXAaHU3M OLEHKU H
JOKYMEHTaJIbHOTO O(QOPMIICHHUS] TMPUTOJHOCTU TECT-CHUCTEMBbI. J[aHHBIE MOHUTOPHUHTA H
peructpauuu 3QPEKTUBHOCTU TECT-CUCTEMbl B OTHOUICHUH pPEAKIUM Ha OOBEKTHI
OTPULIATEIBHOTO © MOJIOKUTEIBHOTO KOHTPOJISI MOTYT CIYXHUTh JOCTaTOYHBIM
JI0Ka3aTebCTBOM YYBCTBUTEIIBHOCTH KOHKPETHOM TecT-cucteMbl. Kakue-nubo BhISIBICHHbBIE
npoOJIeMbl C TECT-CUCTEMOM, KOTOPBhIE MOTYT IOBIHSITH Ha KAa4€CTBO, JOCTOBEPHOCThH U
HAJEKHOCTh PE3YJIbTATOB MCCIEIOBAHUS, JOJDKHBI ObITh O(OPMIIEHBI JOKYMEHTAIbHO U
MIPOAHAIU3UPOBAHBl B 3aKIIOYUTENbHOM oTuere. CieayeT yBeIOMIIATH IOCTaBIIMKA O
BBISIBJICHUU MPOOJIEM C MOCTABICHHBIMUA UM TE€CT-CUCTEMaMHM U MOJy4YaTh OT HEro OTYETHI O
MPUHATHIX KOPPEKTUPYIOLIUX MEpax.

3. 3ammcH 0 TecT-CUCTEMAX

[IpaBuia TpeOyIOT XpaHEeHUs 3amuceld 00 UCTOUHUKAX MOCTABKU, JaTe MOCTYIJICHUS U
OIICHKE COCTOSIHMSI TECT-CUCTEM TPHU WX MOCTYIUICHUH B UCIIBITATENIbHYIO JJabopaTopuro. J{is
KJIETOK M TKaHEW TaKHWE 3alMCH JOJKHBI BKIIFOYATh HE TOJBKO HETOCPEACTBEHHBIN NCTOUYHUK



MOCTaBKHU (HarpuMep, KOMMEPUYECKOT0 MOCTAaBIIMKA), HO U UCTOYHUK MPOUCXOKIACHUS ITUX
KJIETOK U TKaHEH, TO €CTh YKa3aHHEe, OTKY/1a ObLIU BbIJICJCHBI KJIIETKU WU TKaHU (Harpumep,
MEPBUYHbIE KJIECTKH WM TKAHU C JOHOPCKHMHU XapaKTEPUCTUKAMH, AJANTUPOBAHHBIC

KJIETOYHBIC JIMHUU U3 U3BECTHBIX UICTOUHHUKOB U T. [1.). [Ipoune cBeneHus NOMKHBI BKIIIOYATh:
METO/I, TOCPEACTBOM KOTOPOT0 OBLIM MU3HAYATIBHO MOJTYUYEHbI KIETKH WIM TKaHU (Harpumep,
MOJIyYeHBI M3 SKCIUIAHTOB TKAHEH, MOJy4YEeHbI MMyTeM OUOTNCHU HOPMAJBHBIX WM PAaKOBBIX
TKaHEM, MOJy4YeHbl MEPEHOCOM IE€HOB IMyTEM ILIa3MUIHOU TpaHCPEKIUU WU BUPYCHOMU

TPAaHCAYKIIUHU u T. o.);
XPOHOIOTHIO XpaHEHHUS;
KOJIMYECTBO nmaccaxeu KJIE€TOYHBIX JUHUN;

yCIOBUSA KYJIbTUBUPOBAHUSA W HMHTEpPBaNbl CYOKYJIbTUBUPOBAHUSA;
yCIOBUSA 3aMOpaXxuBaHus (pa3Mopa)XMBaHuUsg) W T. 1.
JUJist TpaHCTEHHBIX TECT-CUCTEM HEOOXOAMMO, TaK K€, YCTAHOBUTD NMPUPOJTy TPAHCTEHA U
BECTHU 3aIIMCH O COOTBETCTBYIOLIEM YIIPABIEHUHU JKCIIpeccuell TpaHCreHoB. ClieyeT yaensTh
oco00oe BHHUMaHUE HaJIeXallell MapKUPOBKE TECT-CUCTEM BO BpeMs MX XpaHEHUS U
UCIIOJIb30BAHMS, TPUHATH MEPBI MO0 0OECIIEYEHUI0 M3HOCOCTOMKOCTH TAKON MapKHUPOBKH.
CrnenyeT npuHUMaTh MEPHI MO0 00ECNEYEHHIO NMPABUIBHOW MIACHTHU(PUKALUN HUCIOIb3YyEMBIX
TECT-CUCTEM, B YACTHOCTH, €CJIM pa3Mep KOHTEHHEPOB U YCIOBHS UX XPAHEHUS MOTYT ObITh
KPUTHYECKUMHU (PaKTOpaMH IJii MApKUPOBKHU (HaIpuUMeEp, UCIOJIb30BaHHE KPUOCOCYAOB,
NOMENIEHHBIX B KUIAKUA a30T, pa3MEIIeHHEe HECKOJIbKUX TECT-CUCTEM, XpaHSAIuXcsi B 1
KOHTelHepe). TpeOboBaHMs MpaBUII K TECT-CUCTEMAM U PeareHTaM B OTHOLIEHUH MapKHUPOBKH
U CpPOKOB HUX XpaHEHHUs MPUMEHSIOTCA K HabopaMm sl TPOBEACHUS HCIBITAHUH,
UCIOJIb3YEMBIM B KaueCTBE TECT-CUCTeM In vitro. Bce HaOopel Ajisi HCHOBITaHUM,
UCIOJIb3yE€MbI€ B KaU€CTBE TECT-CUCTEM WJIM MHBIM 00pa3oM (HampuMep, B aHAJTUTHUYECKHX
LEeJAX) TOJDKHBI UMETh MAapKHpPOBKY C yKa3aHUEM Cpoka rogHocTH. IIpojnenue maHHoro
CpOKa TOAHOCTH MOXET OCYLIECTBIIATHCA TOJIBKO Ha OCHOBE JTIOKYMEHTAJIbHO O0(OpMIICHHON
OLIEHKU WS aHanu3a. HaOopel nis mpoBeeHUs UCTBITAHUM, MCMIOJb3yeMble B KaueCTBE
TECT-CUCTEM, IIPH UCTEUYEHUH CPOKA FOJTHOCTH OJTHOTO U3 KOMIIOHEHTOB MOTYT IOJBEPIaThCs
OILICHKE MPHUTOJIHOCTH, KOTOpast OPOpMISIETCS TOKYMEHTAJIbHO U CIYXKHUT J0Ka3aTeIbCTBOM
TOT0, YTO IOCJIE€ UCTEYEHUsI CPOKA TOJHOCTH PEaKIMs HaOOPOB HE OTKIOHSETCS OT paHee
OTNpEeNIeICHHBIX (apXUBHBIX) I[IOKa3aTelel KOHTpoJs (Hampumep, U3 paHee
3apErUCTPUPOBAHHBIX PEAKUUUA COOTBETCTBYIOIIEH NapTUXM HAaOOPOB ISl MPOBEICHUS
UCIBITAHUM B OTBET Ha OOBEKTHI MOJIOXKHUTEIBHOI0, OTPULATEIBHOTO KOHTPOJS U (WJIH)
KOHTPOJIsI peakTuBa (Hocutelsi, pazdaButens)). JJokymMeHTaIbHO O(QOPMIICHHOE pEIIeHUe
PYKOBOJMTENS HCCIENOBaHUS O TMPOJJIEHUH CpoKa TOJHOCTH Habopa JOJKHO
COTIPOBOXKJIATHCS MPHIIOKEHUEM JI0KA3aTENIbCTB BBIMOJHEHUS JaHHOTO BHUJA OLIEHKH.
Bo u3bexxanne BO3MOXHOTO TMEpEnyThIBaHUS, JOJDKHBI OBITh TOYHO OINpEEICHBI
HOMEHKJIaTypa TECT-CUCTEM U MapKUPOBKA TECT-CUCTEM, a BO BCEX 3aIUCAX, MTOJYYECHHBIX B



OTACIBHBIX HCCIEIOBAaHUIX, JOJIKHO HCMOJIb30BaThCS OQUIIMATBHO TPHUHSATOE B
UCIIBITaTEeNIbHON JJabopaTopuu 0003HAYEHUE TECT-CUCTEMBI.

VII. TectupyeMbie ¥ CTaHAAPTHBIE OOBEKTHI (B TOM 9HCIE 00HEKTHI
HOJIOXKUTEIILHOTO KOHTPOJIA ¥ OTPHIATEIFHOTO KOHTPOJLT)

Jist monmydenusi, 00paboTku, oTOopa nMpod, XpaHEHUsI U OMPEIETCHUS XapaKTePUCTUK
TECTUPYEMBIX M CTaHAAPTHBIX O0Opa3LOB, MCIOJIb3YEMbIX B HCCIEIOBAHMIX In Vitro, rae
MIPUMEHSIOTCSI TECT-CUCTEMBI, HE MPEABABIISIETCS HUKAKUX JOMOJHUTEIIbHBIX CIEIUaTIbHbBIX
TpeOOBaHMI KpOME MEepEUHCICHHbIX B paBuiax. [Ipu 06paboTke mpod MoryT notTpedoBaThCs
acerTUYeCKue YyCJIOBHUSA, YTOOBI H30€XKaTh MHKPOOHOTO 3apa’k€HHUSI TECT-CHCTEM.

OnpeneneHrue KOHIEHTpPAIlMU M OJHOPOJHOCTH HEOOXOIUMO i1 OOBEKTOB
MIOJIOKUTENIBHOTO KOHTPOJIS, OTPULIATEIIBHOTO KOHTPOJA U (MJIM) KOHTPOJS PEAKTHBOB (
HOCHTEJISA, pa30aBUTEIs), TOCKOIBKY HATMYME ITUX MOKA3aTeNIe MOXKET ObITh JOCTaTOYHBIM
JI0KA3aTEILCTBOM KOPPEKTHOM, OKUIAA€MOM OTBETHOM PEAKIHU TECT-CUCTEMBI HAa 3THU
00B€KTH KOHTPpOJIS .

Cpok ToiHOCTH OOBEKTOB KOHTPOJIsI (00pa3loB) TaKke MOXKET OBITh MPOJJIEH Ha
OCHOBaHWHU OIICHKU WJIM aHaln3a O(QOPMIICHHBIX NOKYMEHTaJIbHO. Takas OleHKa MOXKET
COCTOSITh M3 JIOKYMEHTAJIbHOTO 3a()MKCUPOBAHHOIO MOATBEPKACHUS TOTO, YTO PEAKIIMUS
COOTBETCTBYIOIINX TECT-CUCTEM Ha OOBEKTHI MOJOKUTEIBHOIO KOHTPOJISI, OTPULATEIBHOTO
KOHTPOJIS ¥ (MJIK) KOHTPOJISI PEAKTUBOB HE OTKJIOHSIETCSI OT apXUBHBIX MOKa3zaTenael 00bEeKTOB
KOHTPOJIS, XpaHSIMIMXCS B HCHBITaTeNbHON nabopaTopuu. B cBoro ouepenb, aHHbBIE
apXUBHBIE TMOKA3aTEIU JIOJDKHBI OBITh COMOCTABUMBI C OIYOJMKOBAHHBIMHU STaJTOHHBIMU
MOKa3aTeNIIMH.

VIII. CrangapTHEIC OIIEpalliOHHEIE ITPOLEAYPHL

B nononHenue k mpuMepam, MPUBEJACHHBIM B MYHKTE 52 MpaBuWi, B CTAHIAPTHBIX
omnepanroHHbIX Tporeaypax (mamee — COII) crnemyer omucarh BHABI JEATEIBHOCTH U
npoIiecchl, crenuduyeckue s ucciuenoanus in vitro. Takue COIl nomkHb BKIIIOYATh (HO
HE OTPAHUYUBATHCS UMU) CIEAYIOIMNE BUABI PAOOT UCTIHITATEIHLHOTO IIEHTPA, CBA3AHHBIC C
POBEJICHUEM HMCIBITAaHUN 1n Vitro: Ja00opaTopHbIE MPOIEAYPhl: MOHUTOPUHT OKPY KaroIen
Cpe/bl Ha HAIMYKE MATOT€HHBIX MUKPOOPTAaHM3MOB B BO3/yXE U Ha MOBEPXHOCTAX OOBEKTOB,
OYMCTKA W JEe3UH(EKIUs MOMEIICHUH U 000pyI0BaHUs, NEUCTBUS, MPEANPUHUMAEMbIE B
cilydae MH(EKINU WIH 3arPSI3HEHUS] B UCIIBITATEILHOMN JIaA0OpAaTOPUM WIIK 30HE MPOBEIICHUS
UCIIBITAHUSI; O0OpYJOBAaHME: HCMOJb30BAHUE, TEXHUYECKOE OOCIyKHMBaHUE, KOHTPOIb
MPOM3BOJIUTEILHOCTH, yOOpKa W o0e33apakuBaHue OOOpPYJAOBaHUS U HHCTPYMEHTOB,
UCIIOJI3yEeMBIX B PabOTE C KyJIbTypaMH KJIETOK M TKaHEH (HampuMep JIAMHUHAPHBIX MKA(QOB U
MHKY0aTOpOB), MOHUTOPUHI YPOBHS >KHJKOTO a30Ta B KOHTEHWHEpax g XpaHCHUs
TECT-CUCTEM, KaTUOPOBKA 1 MOHUTOPHUHT TEMITEPATyPhl, BIAKHOCTH U YPOBHEH yTIECKHUCIOTO



rasza B MHKyOaTopax; MaTepualbl, peareHThl U PaCTBOPHI: OLICHKA MPUTOAHOCTH, MIPOJICHHE
CPOKOB TOJHOCTH, OILIEHKAa U TOJJEp>KaHWE CTEPUILHOCTH, CKPUHHUHT PACTIPOCTPaHEHHBIX
NaTOreHHBIX KOHTAMUHAHTOB, OMMCAHKE IPOLEAYP BHIOOpA U UCIIOJIb30BAHUS PACTBOPHUTENS (
pa3z0aBHTENs, HOCUTENS), MPOLEIYyphl BepUPHUKAIUH COBMECTUMOCTH pacTBOpUTeNs (
HOCHUTE ) u TECT-CUCTEMBI;

TECT-CUCTEMBI: YCIIOBUS XPAHEHUS TECT-CUCTEM, BBIIIOJHEHHUE MPOLIETYP 3aMOPAKUBAHUS
U pa3MOpaXMBaHUS KIETOK M TKaHEH, MCCIEJOBAHME Ha PACIPOCTPAHECHHBIE MATOTEHBI,
BU3YaJIbHBIN OCMOTP Ha HaJIMUUE 3arps3HSAIOLINX BELECTB, MPOLEAypbl IPOBEPKHU (Hampumep
, C UCIOJIB30BAHHEM KpPHUTEPUEB NPHUEMIEMOCTH) A oOecredeHuss CBOWUCTB U
YYBCTBUTEJIIBHOCTH TECT-CUCTEMbI IIOCJIE€ IOCTaBKM U BO BpEMs HCIOJIb30BAHHUS B
UCIIBITaTeNIbHONW J1abopaTopuu, MOpQOoJOTHYecKas OICHKa, KOHTPOJb (PeHOoTHNma WIH
CTaOUIIBHOCTH KapUOTHIIA, KOHTPOJIb CTAOUIBHOCTH TPAaHCTEHA, PEKUM HHHUIIMHPOBAHUS
KyJbTYpBl, YCIOBHUS KyJbTHBHUPOBAaHUS C yKa3aHUEM HHTEPBAJIOB CYyOKYJIbTHUBUPOBAHUS,
00paboTka OMOJOrMYECKH ONACHBIX MaTE€pUajOB M TECT-CUCTEM, MPOLEIYpbl YTUIU3ALUU
TECT-CHCTEM ;

POBEJACHUE HCCIEAOBAHUSA: ACENTHYECKHE TEXHUKH, KPUTEPUH MPHEMIEMOCTH
JOCTOBEPHOCTH PE3yJIbTaTOB MCCIEA0BAaHNUS, KPUTEPUH /Il TOBTOPHOT'O IPOBEICHUSI aHAIN3a
5

oOecreueHne KadyecTBa: ONpeAeNIeHHe KPUTHYECKUX (a3, 4acTOTa BBHIMOJHEHHUS
WHCIIEKIINH.

IX. ITpoBeneHne ucciiexOBaHUA
¥ OTYETHI O PE3YNbTaTaX UCCIECAOBaHUS

TpebGoBanus npaBmi K 3QPEKTUBHOCTU PE3yIbTATOB UCCIEIOBAHUH N Vitro MICHTHYHbI
TpeOOBaHUSIM, TMPETABABISIEMBIM K TPOYMM BHJAM HCCICIOBAaHUA OE30MacHOCTH.
NmeroTcs criennpuiecKkre acmeKThl, XapaKTepHBIE /TSl UCCIIEIOBAHMS In Vitro, KOTOphIE
CIeAyeT OTpakaThb B IIaHE HCCICAOBAHUs, a TaKKEe B 3aKIIOYHUTEIBHOM OTYeTe 00
WCCIIEIOBAaHUN. DTH aCHEKThl HOCAT B OCHOBHOM HAyYHBIM WJIM TEXHHYECKUU Xapakrtep (
Hanpumep, TpedoBaHue, YTOOBI JII0OOH BHYTPEHHUN KOHTPOJIb (COOTBETCTBYIOLIETO 0OBEKTA
MOJIOKUTEIBHOTO KOHTPOJS, OTPUIATEIBHOTO KOHTPOJSA, KOHTPOJIS pEaKTHBA W
HeoOpaOOTaHHOTO 00BEKTA), OCYIIECTBIISIEMBIN B IEJISIX KOHTPOJIS MOTPEITHOCTEN U OLIEHKU
() PEKTUBHOCTU BCEH TECT-CUCTEMBI B IIEJIOM, BBITIOTHSJICS BO BCEX MCCIEIOBAHUIX 1N Vitro
OJHOBPEMEHHO C KOHTPOJIEM HCCIAEAYEeMOro BellecTBa (JIEKAPCTBEHHOTO CPEJCTBA)).
JlommycKaeTcsl MCTOb30BaHNE COOTBETCTBYIOIIMX PYKOBOJICTB HIIM CIPABOYHHKOB ITO
MCCJIEIOBAHMSIM 1N Vitro Jjist mosrydeHus 6osee moapoOHoN HHPOpMAIIMA OTHOCUTEIBHO TOTO,
KaKue BOMPOCHI CIEAYET OTPaXKaTh B IJIaHE MCCIIEOBAHUS U 3aKIIIOUUTEILHOM OTYETE.

X. XpaHeHue 3alMCEl 1 MaTepUaIoB



Jlnst ucciaenoBaHui in vitro IpUMEHSIOTCA O0IIMe TpeOOBaHUs MPABWI K XpaHEHUIO (
apXMBHUPOBAHUIO) MaTepUaJoB W 3amucedl o0 wucciemoBanuu. CreayeT oOecneyuThb
cCoXpaHeHHe oO0pa3IoB TECT-CUCTEM, KOTOPBIE MOTYT OBITh 3aKOHCEPBHUPOBAHBI Ha
JUTUTEIFHOE BpPEMs, OCOOEHHO B TOM ClIy4yae, €CIU JaHHBIE TECT-CHCTEMbI OTHOCHTCH K
TECT-CUCTEMaM OTPAaHWYCHHOW JOCTYNMHOCTH (HAMpUMEp, CIeNHaTbHble CYOKIOHBI
KJICTOYHBIX JIMHUW, TPAaHCTCHHBIC KIETKH W T. 1.), YTOOBI MOXXHO OBLIO MOATBEPAHTH
UJEHTUYHOCTh TECT-CHUCTEMbI U (WJIM) UMETh BO3MOXKHOCTH BOCIIPOW3BECTH PE3YJIbTATHI
MmcciaemnoBaHUSH.

HeoOxoaumMo o6ecrieunTh BO3MOKHOCTh COXpPaHEHHS MPOO UCCeyeMoro BemecTBa (
JIEKApCTBEHHOT'O CPEJICTBA) JIJISL TEX UCCIEAOBAHUM 1n Vitro, KOTOPBIE MOTYT OBITh OTHECEHBI K
KaTerOpHH KPaTKOCPOUYHBIX, OCOOCHHO B CIIy4asX, KOT/Ia HCCIICOBAHUS in Vitro COCTABIISIOT
OCHOBY HCCIEOBaHMI Oe3omacHoCcTH. Takke clemyeT XpaHUTh 3amucu 00 apXWBHBIX
pe3yibTaTax, HCIOJIb3yeMBIX JMJISI YCTAHOBIEHHUS OMYCTHMOTO AHana3oHa pPEeaKIuH
TECT-CUCTEMBI, KOTOPBIE€ TOJIYYEHBI JJs1 OOBEKTOB IMOJOXKHUTEIHHOTO KOHTPOJIS,
OTPHUIIATETTLHOTO KOHTPOJISA, KOHTPOJISI PACTBOPHUTENS, a Takke 00 HEUCIOJB3yeMBIX (

OTKJIOHEHHBIX) pe3yJbTaTax.
NHPUITOXEHMWME Ne 2

K [TpaBunam Haaglexaniewu
nabopaTtopHO# NPpaKTUKU EBpasuiickoro
DKOHOMHUUYECKOTO corw3sa B chepe

oOparieHus JICKapCTBEHHBIX CPEJICTB

TPEBOBAHUNA

K POJIH ¥ JOJDKHOCTHBEIM 0OSI3aHHOCTH PYKOBOJUTEIIA
HCCIIeIOBaHUA NPHU IIPOBEACHUHN HCCIIEIOBAHMIHA

coritacHO IlpaBunam Hajyiexamei 1a00paTOpHOM IPAKTHKH
EBpasniickoro 3kx0HOMHIECKOr0 COI03a B cepe oOpameHus
JICKapCTBEHHBIX CPEIICTB

I. Pons pykoBOAMTEN HCCIEAOBAHAA

1.Bo BpeMs mpOBeNECHUS UCCIECIOBAHUS PYKOBOAMTENDb UCCIEAOBAHUS MPEICTABISIET
co0Ol €JUHCTBEHHOE KOHTPOJHUPYIOLIEE JHIO0 C OKOHYATEJIbHOHW OTBETCTBEHHOCTBIO 3a
MOJIHOE Hay4yHOE€ pPYKOBOJCTBO HccieaoBaHueM. Bce cnyxeOHble 00S3aHHOCTH U
00s3aTeNbCTBA PYKOBOAMUTENS MCCIIEIOBAHMs, KaK 3TO YKa3aHO B MpaBUiax HaJJjexalieu
nabopaTopHOl TpakTUKU EBpasuiickoro SKOHOMHYECKOTO CO103a, YTBEPKIAEMBIX
EBpasuiickoif sKOHOMUYECKOW KOoMHUCCcHEel (fanee — mpaBuia), GOPMHUPYIOTCS HCXOJs U3
AaHHOTO mojoxkeHus. [Ipu mpoBeneHun ucciaegoBaHUSA B JTIOO0OW MOMEHT BPEMEHU MOXKET



JEHCTBOBATh TOJIBKO OJIMH PYKOBOJUTEIb, YTO UCKIIFOYAET BCAKYIO BO3MOKHOCTD ITOSIBJICHUS
KOH(QIMKTYIOIIMX PACHOPSIKEHUHM, Kak, HalpuMep, B Clydae Ha3HAYEHUsI HECKOJIbKHUX
pyKkoBoauTENElH wuccieaoBaHuss. HecmMoTps Ha TO, YTO HEKOTOpBIE JOJKHOCTHBIE
00S13aHHOCTH PYKOBOJIUTENSI UCCIEAOBAHUS MOTYT JI€JIETUPOBATHCA B Cllydae MPUBJICUCHUS
CyOnoApsIAHBIX OpraHU3alMil, OCHOBHASI €r0 OTBETCTBEHHOCTh KaK €IMHOr0 IIEHTPAIBHOIO
KOHTPOJUPYOUIETO auua HE MOXET nepenaBaThCs.

2.Hanuuue pyKOBOJIUTENS HCCIEAOBAHUS CIIYKUT FapaHTHEdl KOHTPOJS HAY4YHOM,
aAMUHHCTPATUBHOW M PETYJATOPHON COCTABISAIOIIMX HCCIeq0BaHMs. PykoBoguTesns
MCCJIEI0BAHMS OCYLIECTBISET ATy (PYHKUHUIO IyTEM COTJIaCOBaHMS JEHCTBUN YIPaBISIOLIETO
anmapara, Hay4YHOrO TepcoHala uchblTaTenbHoil  mabopatopuu u  COK.

3.1Ipu MHOTOLIEHTPOBBIX HMCCIIEIOBAHUSAX, KOTJa pabOThl MPOBOAATCS Ha OoJjiee yeM
OJIHOM HCIIBITATENbHOM IUIOAAKE U PYKOBOJIUTEIb UCCIEAOBAHUS HE MOKET OCYLIECTBISATh
HEIMOCPEICTBEHHBIN HAA30p, HCCIENOBATEIbCKUE ONEpPAllMM MOTYT KOHTPOJIUPOBATHCS
MOATOTOBJICHHBIM JIOJDKHBIM 00pa3oM, KBaJu(DUIMPOBAHHBIM W ONBITHBIM IITATHBIM
COTPYAHHUKOM (TJIaBHBIN HcclieoBaTeNb). JIeCTBYSI OT UMEHHU PYKOBOAUTENS UCCIIEI0BAHMUS,
OH HECET OTBETCTBEHHOCTh 3a IMPOBEJAEHUE KOHKPETHBIX YCTAHOBJIEHHBIX ATAaIOB
SKCIIEpUMEHTA B COOTBETCTBUH C NpaBUIaMHU.

4.J1075KHOCTh PYKOBOAMTENSL UCCIIEIOBAHUSL OOBIYHO 3aHUMAET paOOTHUK, KYpPUPYIOIIHIA

HAy4HBI€ AaCIEKThl MCCIEAOBAHWM, OTBEYAIOIIMK 3a AW3ailH W YyTBEPKICHHUE IJIaHa
UCCJIeI0BaHus, a TAaKXKe 3a OpraHu3aluio cOopa JaHHBIX, aHAJIU3 U OTYETHOCTh. Ha Hero
BO3JIaraeTcsi 00s3aHHOCTH JIeTIaTh UTOTOBBIE OOIINE BHIBOJBI IO PE3yJIbTaTaM IKCIEPUMEHTA.
PykoBoauTens Ucciie1oBaHUS KaK BEAYIIUM HayYHbIN COTPYAHUK COTPYJIHHUYAET C IPYTUMU
ucciieioBaTeNsMu W (WIHM) BEAYLIMMH HMCCIENOBATENSIMH, 3HAKOMHUTCA CO BCEMH
MIOJY4YEHHBIMM B XOJE€ OHKCIEPUMEHTA JaHHBIMHM, a TaKXE€ NPUHUMAECT M M3Yy4daeT
COOTBETCTBYIOIINE WHIMBHUAYAJIbHbIE OTYETHI, YTOOBI BKJIIOUUTH UX B 3aKIIOYUTEIbHBIN
OTYET UCCIETOBAHUI.

5.B uensx agMUHUCTPUPOBAHUS [JIs MPABUIBHOIO MPOBEAEHUS HKCHEPUMEHTA
PYKOBOJIUTEIh HCCIEAOBAHMS BIpaBe TpeOOBaTh U YCTAHABIMBATh COOTHOIICHHE TaKUX
PECYPCOB, MPEOCTABISIEMBIX PYKOBOJCTBOM J1IA00OpAaTOpUH, KaK MepcoHall, 000py0BaHUE U
MatepuajibHas 0a3a, 4ToObl OOECHEeYUTh UX HAJIMYHE B COOTBETCTBYIOLIEM KadyecTBE U
JOCTYIHOCTH COTJIACHO rpaduky UCCIIETOBaHUS.

6.KoHTpoap 3a coOMI0IeHHEM MPAaBUII TaKK€ BXOJUT B O0S3aHHOCTU PYyKOBOJUTENS
uccienoBanusi. OH HeceT OTBETCTBEHHOCTh 3a OOECHeYeHHE TOro, UYTO HCCJIEJOBAHHE
OCYILECTBIISIETCA B COOTBETCTBUU C MpaBUIaMU, JJIsl MOJATBEPKICHUS 4Yero Tpedyercs
HaJIM4YME €ro MOANUCH C YKa3aHUEM JaThl HA 3aKIFOYUTEIBHOM OTUETE UCCIIEIOBAHHUS.

I1. O6s3aHHOCTH PYKOBOACTBA HCIILITATENILHOM Ta00opaTopHA



7. PyKoBOJCTBO UCIIBITATENILHON TAOOpATOPUM HECET OTBETCTBEHHOCTD 3a O0eCreueHue
(YHKIIMOHUPOBAHUS Ja0OPATOPUU B COOTBETCTBUHU C NPaBHUJIAMH, YTO BKIIFOYACT B ceOs
3 PEKTUBHYIO OPTaHU3AIMIO ACATSILHOCTH BO BCEX 00JACTAX M Ha3HAUYCHHE JIOCTATOYHOTO
gyuciaa KBadU(DHUIIMPOBAHHBIX W OMBITHBIX COTPYJHHUKOB, B TOM YHCJIE PYKOBOJIUTEICH
WCCIICIOBAaHUSA, a TMPHU HEOOXOIUMOCTH TPOBEIACHUS WCCICAOBAHUS HAa HECKOJIBKUX
TJIOIIAIKaX —BEAYIIUX UCCIEAOBATENICH.

1. HazHadeHne pyKOBOOUTENIECH UCCIIEIOBAHUA

8. PyKkoBOJCTBO HCHBITATENBHON a0OpPATOPUU MOJKHO YTBEPIUTH JOKYMEHT,
OTNpeAesSIONMN MPOoLEeIypbl BbIOOpAa M HA3HAYEHUS] PYKOBOJUTENICH HUCCIENOBaHUS, HX
3aMECTUTENIEH U BEAYILIUX UCCIIEIOBATEINICH, €CIIU 3TO MPETYCMOTPEHO CUCTEMAaMU KOHTPOJIA
coOnroaeHus NPUHIUIIOB HaJJexalen nabopaTopHOM NPaKTUKH.

9.1lpu Ha3HaueHUU PYKOBOAUTENS HCCIEAOBAHUS, PYKOBOJACTBY HCHBITATEIbHOMN
1abopaTopuM CcleyeT O3HAKOMHUTBCSA C TEKyLIeH WM IUIaHupyeMod pabouell Harpy3Koi
JAHHOTO COTpyAHUKA. UTOOBI OLIEHUTH 00bEM padOThI, BBITOJIHIEMBIN KaXKIbIM YEJIOBEKOM B
UCIIBITATEILHON J1TabopaTopuu, CleIyeT MCIO0JIb30BaTh OCHOBHOM rpaduxk paboT, Kyna
BKJIIOUEHA MHGOPMALUS O BUAAX U CPOKAX MPOBEJICHUS IKCIEPUMEHTOB, 3aKPETUICHHBIX 3a
KaXJIbIM PYKOBOAUTEIEM UCCIEA0BAaHUA. DTOT NPUHIUII YIPABIEHUS JOJIKEH TPUMEHSITHCS
npu pacnpeneaeHuu UCCII€JOBAaHUM.

10.3ameHa pyKOBOAMTENS UCCIEAOBAaHUS U (WJIM) BEAYIIUX UCCIEIOBAaTENEH TOKHA
MPOM3BOJIUTHCS COIJIACHO YCTAHOBJICHHBIM TIpOIelypaM U JOJKHA JOKYMEHTaJIbHO
0 OPMIISATHCA.

2. O6yuenue u npodeccHoHATBHAA MOATOTOBKA
PYKOBOAMTENICH HCCIeAOBAHNUA

11.PykoBOACTBO HCHBITATEIbHON Ja0OpaTOpu OOECHEYMBAET JOKYMEHTAJIBHOE
NOJTBEpKJIeHuEe 00y4eHUs U NPOPECCUOHATBHON MOATOTOBKH PYKOBOAUTENS UCCIIEOBAHMS
M0 BCEM HalpaBlieHUAM JedrenbHocTh. OOydaronias mporpamma J0JKHA NPEI0CTaBIIATh
PYKOBOJIUTENSAM HCCIEAOBAaHMUA II0JIHOE M YETKOE IIOHMMAaHHWE IPAaBWJI M IOpsAAKa
JEeSATETbHOCTH UCTBITAaTeNIbHONW JTA00OpaTOpuM, a TakKe 3HAHME U yMEHHE NMPUMEHSTh Ha
MPaKTHKE TPeOOBAHUS NIPYTHMX MHCTPYKUUWA M PACHOPSIKEHUN, UMEIOIINX OTHOLIEHHUE K
UCIBITaTEIbHON JTa0OpaTOpUM U KOHKPETHOMY THMy HccienoBanus. lIpodeccnonanbhas
MOATOTOBKA MOXET BKJIIOYATh B C€0s OMBIT padOTHI MOJ HEMOCPEACTBEHHBIM HAaA30pPOM
KOMIIETEHTHBIX JOKHOCTHBIX Jinll. [leproasl HaOMIOAEHUS WM CTaXKUPOBKA B paMKax
KQ)KJIOTO HANpaBJIEHUS KCIIEPUMEHTAIbHBIX HUCCIEOBAaHUN, MOTYT 00€CIIEYUTh TIOHUMAaHUE
MEPCOHAIIOM COOTBETCTBYIOLIMX MPAKTUYECKUX ACIEKTOB M HAYYHBIX MPUHLHUIIOB paboThI, a
TaKXe MMOMOYb B YCTAHOBJICHUM NyTEH KOMMyHUKaluu. [locemenne BHyTpHOTPACIEBBIX U
HE3aBHCHMBIX CEMHUHApPOB U KypCOB, y4acThe B MPo(ecCHOHANbHBIX O0IIeCTBaX U JOCTYM K



CHelUaIbHON JIUTEepaType IO3BOJSAET PYKOBOAMUTENSAM MCCIEIOBAaHUS TOJACPKUBATD
TEKYILYI0O OCBEJOMIICHHOCTh O pa3paboTkax B X HayuyHOUl oOmactu. [Ipodeccuonanbnoe
pa3BUTHE JOJKHO OBITh HEMPEPHIBHBIM, @ €r0 YPOBEHb M aKTYyaJlbHOCTb IMOABEPraThCs
nepuoauueckomy nepecmotrpy. Jlioboe oOydueHue © TOATOTOBKY HEOOXOIUMO
JOKYMEHTAJIbHO TOJATBEPXKAATh M COXPAHATH 3alMCH HE MEHee 5 JIeT MOociie OKOHYAHHS
oOpalieHus JeKapCTBEHHOTO CPEACTBA, €CIIM MHOW CPOK HE YCTAHOBJIEH 3aKOHO/IATEHCTBOM
rocyJapcTB — WieHOB EBpa3niickoro 3KOHOMHUYECKOIO COr03a (J1ajiee — rocy1apcTBa-4iIeHb).

12.0¢punmnanpHbie OTYETHI O MporpaMMax OOy4YEeHHUs MOJDKHBI OTpa)XKaTh
MOCJIEIOBATEIbHOCTh TMPAKTUYECKOr0 OOy4YeHHs W JaBaTh SICHOE YKa3aHWE Ha THII
UCCIICIOBaHMS, B YIPAaBICHUH KOTOPBHIM COTPYAHUK CUHUTAETCS KOMIIETEHTHBIM.
[leprognuecku TpeOyeTcs MOTOTHUTENbHAS MOATOTOBKA MJIM TEPENOATrOTOBKa, HAMpUMep,
1ocJie BHEJIPEHHs] HOBOWM TEXHOJIOTUH, ONEpalUi UM TPeOOBaHUN HOPMATUBHBIX MPABOBBIX
aKTOB.

1. O6sA3aHHOCTH PYKOBOAUTEIIS HCCIIEAOBAHUA

13.PykoBoAUTENIEM UCCIIEIOBAHUS SBJISAETCS JUI0, KOTOPOE HECET OKOHYATEJIbHYIO
OTBETCTBEHHOCTh 33 00ECIeYeHHE JOHKHOTO HAYYHOTO YPOBHS IPOBEICHUS UCCIIEIOBAHUS U
MO’KET HOATBEPIUTH COOTBETCTBUE UCCIIEIOBAHUS MPABUIIaM.

1. Hagano uccnenoBanms

14.PykoBOANTENb UCCIIEOBAHUS JOJKEH CBOEH MOAMKUCHIO C YKa3aHUEM JaThl 0JJOOPUTH
IJIaH UCCJICOBAHUSI, KOTOPBIM MOATOTaBJIMBAETCS JO MOMEHTAa Hadayia uccieqoBanus. B
MJIaHE UCCJIEAOBAaHUS CIEAyeT YETKO yCTAaHOBUTH 1IEJH, 3a/1a4, CIIOCO0 MUX JOCTIKECHUS U
BECh XOJI JKcrmepumeHTa. JlroOble MOMONMHEHUS K IUIaHy UCCIEAOBAHUS JOJHKHBI
YTBEpKIAThCsl, COTJIACHO MpOlLEeAype NpPeayCMOTPEHHOW mpaBWiamMu. B maHe
MHOTOIIEHTPOBOTO HCCJIEAOBAHUS CIelyeT OINPEACIUTh M ONUCATh pPOJIb BEAYIIHX
uccaeoBaTeNnel, yKa3aTh KaXJ0€ MOMEIIEHHE HCHBITATeIbHOW J1abopaTopuu, a TakKxKe
KKy W3 MCHBITATEIbHBIX TUIOMIAJ0K, YYACTBYIOIIUX B OCYIIECTBICHUU IKCIIEPUMEHTA.
15.PykoBonutenp uccienoBaHusi Oeper Ha ce0si OTBETCTBEHHOCTh 3a HCCIIEIOBAHHUE,
MOJIMUCHIBas IUIAaH MCCIEAOBAHUS C YKa3aHUEM JaThl NOAIKCH, IOCIE€ Yero IUIaH
HCCIICIOBAHUSI CTAHOBUTCS OQUIIMATBHBIM JTOKYMEHTOM JIJIsl IAaHHOTO HCCJIeIOBaHus (J1aTta
Hayaja uccieqoBaHus). B oTaenbHBIX ciaydasx (eciu MNPUMEHUMO) PYKOBOJIMTEID
UCCJe0BaHusl 00513aH Takxke 00ecneuuTh MOJANKMCAHUE TJIaHa MCCIEAOBaHUS CIIOHCOPOM
HCCIICIOBAHUSI M PYKOBOJCTBOM HCIBITATEIHLHON Ja0opaTopuu, €CIu TOro TpPeOyroT
YyIOJHOMOYEHHBIE OpTraHbl rocyJ1apCTB-4JICHOB.
16.ITepen HauanoMm UCCIEAOBAHUS PYKOBOJUTENb UCCIENOBaHUS 00513aH MPEIOCTABUTD
nepcoHaiy ciyx0bl odecrieuenus kauectBa (qanee — COK) goctym k mutaHy ucciaeaoBaHus
JUTSl TPOBEPKU HAJIMUUS B HEM MOJHON MH(pOpMaIu, HE0OX0UMOM ISl COOJIFOACHUS PABUIT



17.Jo dpakTrueckoit naThl Havyajla HIKCIEPUMEHTA PYKOBOJAUTEh UCCIICIOBAHUS JTOTIKEH
o0OecreunTh BeCh NEPCOHAI, 3aHATHIN B dKcepuMeHTe (B ToM umciie corpyaHnkoB COK)
KOTMUSAMHU njaHa HCCIEeJOBaHUI.
18.Ilepen Tem, HauamoOM KaKUX-THOO pabOT MO HCCIETOBAHHUIO PYKOBOJHUTEND
UCClieIoBaHUs 00s13aH YyJOCTOBEPUTHCS B TOM, UYTO PYKOBOJICTBO HCIBITATEIbHON
1a00paToOpUn MPUBJEKIO HEOOXOIUMBIE PECYPCHI IJI pealu3allid UCCIIEI0BaHUs, a TaKKe
yOenUThCs B HAIMYUU BCEX HEOOXOUMBIX MAaTEPUANIOB JJIsl TECTUPOBAHUS U TECT-CUCTEM.

2. IIpoBeneHne uccnenoBaHAAL

19. Ha pykoBoauTeNsi UCCIeNOBaHUs BO3JIOKEHA OTBETCTBEHHOCTHh 32 KOMILIEKCHOE
ynpasieHue ucciaeaopanueM. OH JOJKEH MPEJOCTaBUTh TAPAaHTHH TOTO, YTO BBITTOHSIOTCS
BCE YCTAaHOBIICHHBIC B IIJIAHE HWCCIEIOBAHHS MPOLEIYPHI, BKJIIOYAs TMOMPABKU K IUJIAHY
UCCJICOBAHMsI, ¥ YTO BCE IOJYYCHHBIC B TCUCHHE HCCIICAOBAHUS JIAHHBIC IMOJTHOCTHIO
3aJI0OKyMEHTHpOBaHbl. JlenernpoBanue cCrnenupuIecKuX TEXHUYECKUX OOsI3aHHOCTEMH,
KBaJTU(DUIIMPOBAHHOMY TI€PCOHANly HCHBITaTEIbHONW JiabopaTtopuu (cHenuainucTaM
UCTIBITAaTEIbHON J1abopaTopuM) MOJDKHO OBbITh OQPOPMIEHO B MHUCHBMEHHOM BHJIE.

20.YuacTtue pyKOBOJMTENSI HCCIENOBAHUSA B peaM3allMU HUCCIEIOBAaHUSA JOJKHO
BKJIIOYATh B Ce0S MEPECMOTpP HCCIEAOBATEIBCKUX OIMepanui W WHQOpManuu s
obecrieyeHus] BBITIOJTHEHUS YCTAaHOBJEHHBIX B IUIAHE HCCIEJOBAHUS TPOIEAYp M HX
COTJIACOBAHHOCTH CO CTaHJAPTHBIMH OIEPAIIMOHHBIMH TMpoueaypamu. K Ttakum
MCCIIEIOBATEILCKUM OTEpPAIUsIM OTHOCST TaKKe JaHHBIC, IMOJYyYSHHBIE C TIOMOIIBIO
KOMITbIOTEpa. YTOOBI yIOCTOBEPUTH PETYIISIPHOCTh MEPECMOTPA, B OTUETAX UCCIEIOBAHUS
JTOKYMEHTATbHO (UKCUPYIOTCS BUILI U PETYISIPHOCTH MPOBEICHHS O030PHBIX MPOBEPOK.
21.ITockoabpKy BCe pellieHus, KOTOPhIE MOTYT MOBJIHAThH Ha 1IEIOCTHOCTh MCCIIEIOBAHUT,
TpeOyIOT O0I00pEeHUS] PYKOBOAUTENS HCCIEAO0BaHUS, HEOOXOAMMO 4YTOOBI OH OBLI
MHQOPMHUPOBAH O XOJI€ SKCIEPUMEHTAIbHBIX paboT. OCOOEHHO BaXXHO OOECIEUYUTH
nH(pOpMUpOBaHUE TIOCIIC BPEMEHHOTO TepephiBa YYacCTUs PYKOBOJUTEIS UCCICAOBAHUS B
UCCIIeIOBAaHUHU. JTO CleayeT o0ecredmBaTh MOCPEACTBOM COXpaHEHUs 3PGHEeKTUBHOM
KOMMYHHUKAITUH CO BCEMH HAayYHBIMH, TEXHHUYECKUMHU U PYKOBOJAIIUMHU COTPYIHHKAMU, a
MpU MHOTOIEHTPOBOM UCCIECAOBAHUU — C BeAyIIUMH wuccienoBarensimMu. [lpwu
HEO0OXOIMMOCTH YETKO ONpe/IeNICHHbIE KaHabl KOMMYHUKAIIMK 00ECIIEYMBAIOT BO3ZMOKHOCTh
OTIepaTUBHOTO WH()OPMUPOBAHUS PYKOBOJMUTEIS HCCIICIOBAHUS 00 OTKIOHEHHUSX OT IUIaHA
WCCIEJIOBAHUA, a TAKXE€ TapaHTUPYIOT JOKYMEHTAJIbHOE IMOJTBEPKIACHUE BO3HUKAIOIIUX
np o o6 1 e M
22 .Ecnu naHHbBIE UCCIIEIOBAHUS 3aITMCHIBAIOTCS HA OyMare, pyKOBOIUTEIO UCCIIEIOBAHUS
cienyer o00ecrne4uTh, 4YTOOBl TMOJYUYEHHBIE CBEJCHUS IOJHOCTBIO W TOYHO
JTOKYMEHTHPOBAIIUCh U 00pabaThIBAINCh B COOTBETCTBUMU C MpaBUjaMu. B oTHOmIEHWU



PE3yIbTATOB, MIPEACTABICHHBIX B JIEKTPOHHON (pOopME B KOMITBIOTEPU3UPOBAHHOM CHUCTEME,
00513aHHOCTH PYKOBOJUTEISI MCCICAOBAHUS OCTAIOTCA TEMH €, KaK U B OTHOIICHHUH
OyMaxkHBIX HOcuTened mHpopmauu. Kpome TOro, pykoBOJUTENIb UCCIEAOBAHUS JOKEH
yOeaUThCSI B COOTBETCTBHHM KOMITBIOTEPU3UPOBAHHBIX CHUCTEM IMPEArojiaraeMoi o01acTu
MPUMEHEHHUS, UX BAIMAAIMA U IPUTOJTHOCTH JJIsI UCIIOJIb30BAHUS B SKCIIEPUMEHTE.

3. 3aKIMOYHTEBHEIN OTYET

23. 3aKII0YUTENbHBI OTYET HUCCIEAOBAHUSA HEOOXOAMMO COCTaBISATH B (opme
JETAIM3UPOBAHHOTO JOKYMEHTa (HAay4HOr'0 OTYETa), yCTaHABJIMBAIOLIETO LEIb U 3aJa4yd
UCCIIEI0BAHNUs], ONMUCBIBAIOIIET0 MCIOJb30BAHHBIE METOJABI U MaTepHalibl, 0000LIAIOIETO
IIOJIyYCHHBIE JTaHHBIE WU MPEICTABISAIOIIETO UX AaHAIW3, a TaKXE CJICIaHHBIE BBIBOJBI.

24 PykoBOIUTENb UCCIIEIOBAHUS MOAMUCHIBAET OTUET U MPOCTABISAET AATy, YAOCTOBEPSs
OpUHATHE Ha ce0s OTBETCTBEHHOCTH 3a BEPHOCTHCBEIEHUMU, TOJBKO IOCJIE TOT0, Kak
yOeauTCs B TOM, UYTO 3aKJIIOYUTEIbHBIA OTYET AAaeT MOJHOE, JOCTOBEPHOE U TOYHOE
IpEeACTaBICHHE 00 HUCCIENOBAaHMM M ero pesynbrarax. Cienyer ykas3aTb CTEIECHb
COOTBETCTBUS MCCIIEJOBaHUS NpaBuiaM. PyKOBOJIUTENIO MCCIENOBAaHUA CIEAYET CAMOMY
yaocToBepuThcs, yTto uMmeercs 3akimoueHne COK, u Obuim 3aUKCHUpOBaHBI JIHOOBIE
PaCXOXACHUS C INIAHOM MCCIIEIOBAHUS.

4. ApxuBHI

25.1l0 OKkOHYaHUM HCCIENOBaHUS (BKIKOYAs MpPEKpalICHHE HCCIEIOBaHUSA) Ha
PYKOBOJUTENS HMCCIENOBAHUS BO3JaraeTcss oOs3aHHOCTb MO CBOEBPEMEHHOW apXHWBalUU
[JJaHa MCCIIEIOBaHUsl, 3aKIIOUYUTEIbHOIO OTYETa, MEPBUYHBIX JAHHBIX U MaTEpUAJIOB
ucclieoBaHus. B 3aKIIIOYUTENbHBIM OTUET CJIEAYeT BKIIOYUTH 3asBICHUE PYKOBOJICTBA
nabopaTtopuu, CBUIAETENCTBYIOIIEE O TOM, YTO BCE 0OPA3IIbl UCCIETYEMOr0 U CTaHIAPTHOTO
BEIIECTB, OuoJorM4Yeckue TMpoObl, NEepBUYHBIC JaHHBIE, TIUIaH HCCIEJOBaHUS,
3aKJIIOUUTEIbHBIA OTYET U JApyras COOTBETCTBYIOIIAs JOKyMEHTalUsl OyIyT XpaHUTHCS B
UCHBITaTeNIbHOU Jlabopatopuu. Ilociie nmepenayn cBelleHUi B apXUBBI, OTBETCTBEHHOCTh 32
HUX HECET PYKOBOJICTBO UCIBITATEILHON Ja00paTopuu.

5. IlpuBnedenne cyonoapsAIHON OpraHU3aIuy

26.Ecnu yacTh HCCIEIOBAHUS BBINOJIHAECTCA CYyONOAPSAHOW OpraHu3anuen,
pykoBoautens uccienoBanus (1 nepconan COK) momkeH ObITh OCBEIOMIIEH O CTEIEHU
COOTBETCTBUS TpaBUJiaM JaHHOW cyOmoapsaHoi opranuzanueit. Korma cyOnoapsiiHas
OpraHu3aius HE COOTBETCTBYET IpaBUJIAM, PYKOBOAUTEIIO HCCIEIOBAHUS HAMJICKUT B
3aKJIIOYUTENIbHOM OTUETE YKa3aTh 3TOT (PaKT.



IV. sMeHeHN K IUIaHY UCCICAOBAaHUA M OTKIIOHCHHS OT HETO

27.IlonpaBKku K MNOJaHy HCCIeAOBaHUS ciaeayeT o(OpMIsTh:
JUISl IOATBEPKACHUS NIPEJHAMEPEHHOTO U3MEHEHUS M3aliHa UCCIIEI0BAHUSI TIOCIIE JIaThI
Hayajla MCCIEJOBaHUS M A0 BCTYIUIEHMS I[UJIaHA UCCJIENOBAaHHUS B  CHUILY;
B pe3yJibTaTe HEOKUIAHHOTO MPOUCIIECTBUS B XOJ€ MCCIIEOBaHUs, KOTOpOe TpeOyeT
3HAYUTEIbHBIX KOPPEKTHUPY IO UX MeEp.
28.IlonpaBKH, CBUETENBCTBYIOIIME O PUYUHE U3MEHEHNUS, TOJKHBI II0CIEA0BATEIBHO
HYMEpOBAaThCs, MOAMUCHIBATHCS C yKa3aHMEM JaThl M HANpaBIATHCA PYKOBOJUTENIEM
ucclieJOBaHUs BCEM MOJIy4yaTeasaM HUCXOJHOTO nJjaHa UCCIIET0OBAHMUS.
29.B oTnuyue OT MOMpPaBKHU K IUJIaHY HCCIEAOBaHUSA, KOTOpas MpeacTaBisieT coOou
3aIJIaHUPOBAHHOE W3MEHEHUE B IJIAHE UCCIEAOBaHUS, OTKJIOHEHUS OT IJIaHA MCCIIEJOBAaHUS
SBJISIFOTCSL HEITPEAYCMOTPEHHBIMHA U3MEHEHUSIMH, TPOUCXOASIIMMU BO BPEMSI OCYLIECTBICHUS
JKCIepUMeHTa. B JOKyMeHTanuu mo HMCCIEIOBAHUIO CiieayeT (PUKCUPOBATh CBEIECHUS 00
UCCIEOBaHUM, B TOM YHCIIE PACXOXKIEHUE €ro ¢ IUIAHOM. J[aHHBIE OTKJIOHEHUS MOTYT
UHULIMUPOBATHCS JAPYTUMHU COTPYJHUKAMHU, 3aHSITBIMU B O3KCIEPUMEHTE, HO JOJIKHBI
CBOEBPEMEHHO OOOCHOBBIBATHCS, OJOOPATHCA W OMNUCHIBATHCS C YKAa3aHUEM JaThl
PYKOBOAMTENIEM HCCIEIOBaHUS U (MJIM) BEAYLUIMMU HCCIEIOBATEISIMHU, & TAKXKE XPAHUTHCS
BMECTE C MEPBUYHBIMHM JTaHHBIMH HCCIIEIOBAHUSA. PyKOBOOUTENb HCCIENOBaHUS 00s3aH
YTBEPXKJaTh JIOObIE TPEANPUHUMAEMbIE TEPCOHATIOM HCHBITATENBHON JabopaTopuu
KOppeKTupyromue aeictud. EMy cienyer paccMOTpeTh 11e51€c000pa3HOCTh KOHCYIbTAIIMH C
APYTUMHU HAyYHBIMU COTPYIHUKAMU IS TOTO, YTOOBI ONPEAETINTh BIMSHHUE JH000M 0100HO
MH(pOpMaLMK HA XOJ M pe3yJbTaThl UCCIEAOBAHUSA, COOOMIUTh 00 3TUX OTKIOHEHUSX B
3aKJIIOUYUTENIBHOM OTYeTE (M MPOAHAIM3UPOBATh UX MPU HEOOXOIUMOCTH).

V. Ksammdukammorssie Tpe6OBaHUA K
PYKOBOAWTEIIO HCCIICTOBAHMU

30.KBanudukanmonueie TpeOOBAaHUS K PYKOBOAMTEIIO HMCCIEAOBAaHUS 3aBUCAT OT
00s3aTeNbHBIX YCIOBUM Ka)XXJIOrO KOHKPETHOIO BHMJa HcciefoBaHus. B o0si3aHHOCTH
PYKOBOJICTBA MCHBITATENHLHON J1a0OpaTOpUM BXOJUT YCTAHOBJIEHUE ASTHUX TPEeOOBaHUMU.
PykoBoacTBO wucCHBITaTeNbHOW J1abopaToOpuu OTBEYaeT 3a BBHIOOP PYKOBOAUTENS
UCCJIeI0BaHMS, KOHTPOJb €ro JESITeNIbHOCTH U 0JJOOpEHHE €ro PelIeHU, a TakKe JTOHKHO
rapaHTHUPOBATh IIPOBEJICHHUE SKCIEPUMEHTOB B COOTBETCTBUHU C MpaBWIaMH. MUHHUMAJIbHbBIE
TpeOOBaHUS K KBAIU(PHUKALIMU, YCTAHOBJIEHHbBIE PYyKOBOJICTBOM MCIBITATENIbHOM J1ab0opaTopun
JUTSL PYKOBOJIUTENS UCCIENOBAHUS, TOJKHBI OBITh YKa3aHbl B JOKYMEHTaX KaJpOBOro ydera.
[TomuMo Hamyexaieid TEXHUYECKON MOJArOTOBKM (00Opa3oBaHMs) KOOPAUHUPYIOIIAs POJb
PYKOBOJMTENS HCCIIEIOBAaHUS TPEOYEeT, UTOObI JaHHOE JUI0 001a1aJI0 HABBIKAMU B 00JIaCTH
MEXJIMYHOCTHOW KOMMYHHKAIIMH, PEIICHUS IPOOJIEM U yIIPaBIICHUSI.



VI. BzaumopeiicTBHe B paMKaX MCCIICIOBaHUA

31.PykoBoauTeNb UCCIENOBAHUS HECET OOINYH0 OTBETCTBEHHOCTh 3a yIpaBJICHUE
UCCIIEIOBAHUEM W 3aKIIOYUTEIbHBIN oTyeT. OmpeneneHne «OTBETCTBEHHOCTh 3a o0Iee
yIpaBJICHUE UCCIEJOBAHUEM M 3aKIIOYUTENbHBIA OTYET» MOKET TOJKOBATHCA B IIMPOKOM
CMBICJIE JJISi WCCJIEIOBAaHUM, B KOTOPBIX PYKOBOJIUTENb HCCIEJOBAHUS MOXET OBITh
reorpauuecku (TEPpUTOPUANIBHO) yAaldeH OT (HAKTUYECKOr0o MecTa MPOBEACHUS
OKCIIEPUMEHTANbHON paboThl. [lpw HaTWYMKM HECKOJBKHUX YPOBHEHW YyMpaBICHWS,
uccieaoBaTeNbckoro nepconana u nepconasa COK HeoOxoaumo, 4TOOBI CyIIECTBOBAIU
YETKHUE pa3rpaHUUYCHUs MMOTHOMOYUM, KAaHAIOB KOMMYHHUKAILIMH, a TAKKE BO3JIOKEHHBIX Ha
HUX 00S3aHHOCTEH C TeM, YTOOBI PYKOBOJUTEND UCCIe0BaHUS MOT 3(h(PEKTUBHO (B MOJTHOM
0o0beMe KaK B OTHOLIEHHWM KOJMYECTBA, TAaK U B OTHOLUIEHHUH MOJYyYAaEMBIX pPE3yJbTaTOB
BBITIOJIHEHUA (DYHKIIMOHANBHBIX O0OS3aHHOCTEH) BBIMIOJHATH CBOU OO0S3aHHOCTHU
YCTAaHOBJIEHHBIE MpaBUjiaMU. Pa3rpaHnyeHus MOJHOMOYMH, BO3JIOKEHHbBIE O0S3aHHOCTH U
KaHaJIbl KOMMYHHKAIIUUA JOJDKHBI OBITh 3aKPEIyIeHbl TOKYMEHTAJIBbHO (IPUHSATHI B dopme
NUCbMEHHOTO JoKyMmeHTa).Ilpu Hanmuuuu uccnenoBaHU, MPOBOISIIMXCS HAa HECKOIBKHUX
UCOBITATENbHBIX IUIOMIAJIKaX, PYKOBOJCTBO MCHBITATEIbHON 1a00paTOpuM JOJIKHO
o0OecreurBaTh Y€TKHE KOMMYHHKAIIMOHHBIE CBSI3M MEXIY PYKOBOJMTENIEM HCCIEIO0BaHUS,
BeaymuMu  uccaenosarensmu, COK w  umccinenoBaTenbCKUM — MEPCOHAIOM.
32.B wucciegoBaHusX, B KOTOPBIX OTBETCTBEHHOCTb [EJIETUPOBAHA BEIYILIEMY
MCCJIeI0BATENI0, PYKOBOJIUTEIN UCCIIETOBAHUS JOJKHBI 00€CTIEUUTh MOAAECPKKY U KOHTPOIb
JTAHHBIX COTPYIHUKOB, YTOOBI TAPAHTHPOBATH, YTO COOTBETCTBYIOIINE ITAIbBl UCCIICOBAHUS
MPOBOJIATCS B COOTBETCTBUU C IJIAHOM HCCIIEIOBAHUS, COOTBETCTBYIOIIMMU CTAHAAPTHBIMU
onepanuoHHbIMU npoueaypamu (nanee — COII) u mpaBuinamu. Beaymuii ncciegoBaTenb
NOJDKEH HE3aMEUIMTENBHO CBS3aThCS C PYKOBOAUTEIEM HCCIENOBAHUS, €CIIH MPOU30IILIO
MIPOUCILIECTBHE, KOTOPOE MOKET OKa3aTh OTPULATENBHOE BO3JEHCTBUE HA XOJ U PE3YIbTAThI
ucciegoBanud. Bech oOmeH uHbopmanuend AOMKEH TOKYMEHTAIbHO MOATBEPKIAATHCA.
33.Ha Bcex 3Tamax sKCcrepuMeHTa 00s13aTeNbHO OCYIIECTBIIAECTCA B3aUMOACHCTBUE MEKTY
PYKOBOJIUTEIEM UCCIEN0OBaHUA u COK.
34.Takoe B3aUMOJEHCTBUE MOXET BKJIIOYaTh:
aktuBHOE npusiedeHne COK Kk cBOEBpEMEHHOMY pacCMOTPEHUIO IJIaHA MCCIIEeI0BaHUsA,
paccMoTpeHuto HOBBIX U mnepecmoTpeHHbix COII, npuBneuyenuto nepconana COK
COBEIIAHMSIM B Hauaje MPOBEACHUS HCCIENOBAHMS U PEIICHHUIO BO3MOXHBIX IMpoOIeM,
Kacaromuxcs coOtoieHus npaBuUll npu BBINTOJIHEHUHU UCCIIEIOBAHUS;
OBICTPBIII OTBET HA OTYETHI 00 MHCHEKIUU (ayAUTE) C yKa3aHUEM KOPPEKTUPYIOLIUX
JEUCTBUI U MPU HEOOXOTUMOCTH Tojajepx anue cBsi3u ¢ nepcoHanom COK, HayyHbIM U
TEXHUYECKUM MIEPCOHAIIOM C IIEJIbIO COJICUCTBUS B IPEIOCTABIECHUN OTBETOB Ha MOJYy4YE€HHbIE
B X0J/I€ MHCIIEKIMU (ay1uTa) 3aMeyaHust (BOIPOCHI).



VII. 3aMeHa pyKOBOAUTEIA HCCIICIOBAaHNA

35. PyKoBOIMTEND HCCIENOBAHUSA HECET OTBETCTBEHHOCTh 3a XOJI MCCJIEIOBAaHUS B
COOTBETCTBHHM C MpaBUiaMu B 1e0M. OH OKEH YIOCTOBEPUTHCS B TIOJIHOM COOTBETCTBUU
Ka)XJIOr0 3Tara UCCe0BaHus MPUHIIUIIAM HaJJIexaIie 1abopaTopHOM MPaKTUKH, B TOYHOM
CJIEOBAaHUU IUIaHY HMCCIEIOBaHUSA, a TaKke€ B TOM, UYTO BCE€ pPE3yJbTaThbl MCCIEIOBAHUMN
MOJHOCTBIO JIOKYMEHTUPYIOTCS. JlaHHAasT OTBETCTBEHHOCTh MOXKET OBITh IOJHOCTHIO
peanu3oBaHa B clly4yae, €CJIM PYKOBOAUTENb HCCIEIOBaHUS IMOCTOSHHO MPUCYTCTBYET B
UCIIBITATENIbHOM Ja00paTopur BO BpEeMsl NPOBEJEHUSI HCCIEJAOBaHUS. DTO HE Bcerjaa
OCYILIECTBUMO Ha MPAKTHUKE, MOCKOJIbKY HEM30€kKHO OyayT BO3ZHMKATh NEPUOJIbI KOT/Ia OH HE
HAXOJUTCS B UCIIBITATEIHLHOM J1a00OPaTOPUU U BO BpeMsI KOTOPHIX HEOOXOUMO OCYIIECTBUTH
€ro 3aMeHy. Y CJIOBHS, IPU KOTOPBIX PYKOBOJIUTEINIb UCCIEAOBAHUS MOXKET OBbITh 3aMEHEH, HE
OmpeleseHbl B NpaBWiaX, OHU JOJDKHBI pacCMaTpUBaThCA Ha YPOBHE YTBEPKIECHHBIX
ucneiTatenbHo nabopatopueir COIL. Jlanubie COIl n0oMKHBI TakkKe ONPEAEsATh
HEOOXOUMBIE NI 3aMEHbl PYKOBOJUTENS HMCCIEAOBAaHUS MPOLEAYPHl U JOKYMEHTAIUIO.

36.Pemienue o 3amMeHe PyKOBOAUTENS UCCIETOBAHUS MJIM BPEMEHHOM JICJIETUPOBAHUH €0
MOJTHOMOYUM APYTrOMY COTPYAHUKY MPUHUMAET PYKOBOJCTBO UCHBITATEILHOM JIaA0OpaTOPUH.
Bce Takue pemieHus cieayeTr NOKYMEHTHPOBaTh B MUCbMEHHOUM ¢opme. CymiecTByoT 2
YCHOBUS JIJIS1 JOJITOCPOYHBIX MCCIIEI0BAaHUM, TPU KOTOPHIX MOKET PACCMATPUBATHCS BapUAHT
3 a M € H Bbl
OKOHYaHHE CPOKa padOThl PYKOBOJUTENS UCcIeqoBaHus. B 3ToM ciydae 0053aHHOCTHIO,
MPUILIEIIEr0 Ha 3aMEHY PYKOBOJMTEIS UcciienoBaHus (mpu coneiictBuu nepconana COK),
SIBJISIETCS HEOOXOIMMOCTh B KpaT4yaliliue CPoKru yOeIUThCS B COOTBETCTBUU MCCIIEAOBAHUMA,
MPOBEICHHBIX K JaTe€ 3aMEHbl, NPUHIAMAM HaJJIexamel JabopaTopHON NPAKTHKH,
OTIYCK, HAay4HbI€ COBELIaHUS, OOJEe3Hb WJIM HECYACTHBIH clyuan.
37.KpaTKoCpOo4yHOE€ OTCYTCTBHE MOKET HE MOTpeOOBaTh (OPMaJbHON 3aMEHbI
PYKOBOAMUTEINSI UCCIEOBAHUSA, €CIIM MPU BO3HUKHOBEHUU MPOOJIEM HIIM HEMpEeABUIECHHBIX
CUTyalluid ¢ HUM MOXHO CBsi3aThcs. Eciiy B meproJ1 OTCYTCTBUSI pyKOBOJUTEIISI KCCIIEI0BAHUS
OKHJIa€TCS MPOBEJICHUE 3HAYMMBIX JTAIllOB MCCIEIOBAHUS, 9T ATaIlbl JOJKHBI OBITH JTUOO
NepeHeceHbl Ha OoJiee y100HOE BpeMs (C BHECEHUEM, B cllydae HEOOXOIUMOCTH, U3MEHEHUN
B IUIAH WCCJENOBaHMs), JU0OO JODKHA OBITh paccMOTpPEHa 3aMeHa PYKOBOJAUTENS
ucclieIoBaHusl MyTeM (OPMaTBLHOTO HA3HAYCHHUS OJIHOTO W3 COTPYJHUKOB B KauecTBE
pykoBoauTens wuccienoBanus. I[lpu KpaTKOBPEMEHHOM OTCYTCTBUM PYKOBOJUTENS
UCCJIEIOBAHMS JIOMyCKAETCAd BPEMEHHAs Mepeiaya ero MoJHOMOYMM KBaTu(UIMPOBAHHOMY
COTPYJHUKY JIJIsl BHIIOJTHEHHUS IAHHOTO KOHKPETHOTO 3Tana ucciaeaoBanus. Ecnu oTcyTcTBUE
PYKOBOJMTEIS MCCIIEIOBAHUS MOXET OBITh MPOJOIIKUTEIBHBIM, TO MPEANOUYTEHUE JOJKHO
OTJaBaTbCs 3aMEHe, a He mepenade oOs3aHHocTel. [Iporeaypa M HNPUYHMHBI 3aMEHBI
PYKOBOJMTENS WCCIEAOBAHUSA JOJKHBI OBITh JOKYMEHTUPOBAHBI M  YTBEPKICHBI
PYKOBOJICTBOM HCIIBITaTeNIbHOW nabopatopun. Clenyer TpOBOAUTH JOKYMEHTHUPOBAHUE



pE3yJIbTaTOB MNPOMEKYTOUYHOM TIPOBEPKU COOTBETCTBHUS HCCIECAOBAHUN MPUHIIATIAM
Ha/UIeXKale 1a0opaToOpHON MpPaKTUKU B ciydae OOHApyKEHHUsT HEIOCTaTKOB WJIU
OTZKIJOHTEHHH

38.IIpu BO3BpallleHUU PYKOBOJUTENS MCCIEAOBAHUS HE3aBUCUMO OT TOTO, ObLIA JU
MPOBEJCHA €r0 3aMEHA WIM Iepenadya MOJTHOMOYHMM APYTOMY COTPYAHUKY, OH JOJKEH B
KpaT4yaliliie CPOKH YCTAaHOBUTh, UMEIU JIU MECTO OTKJIOHEHHSI OT YTBEPXKJICHHOTO IJIaHa
uccnenoBanuil uin npasuii. OOHapyKEHHbIE OTKJIOHEHUS OT MPaBUJI, BOSHUKIIINUE B MEPUO]]
OTCYTCTBHSI PYKOBOIUTENS HCCIIEIOBaHUS, MOTYT OBITh 3aJJOKYMEHTHPOBAHBI TOCJIE €ro
BO3BpAILICHUS.

VIII. IIpaBoBo# cTaTyC pyKOBOAUTEIS UCCICAOBAHNSA

39.1loanuck pyKOBOAMUTENS KCCIEAOBAaHUS HA 3aKJIIOYUTEIbHOM OTYETE UMEET
IOPUINYECKYIO CHIIY U MOATBEPKIAET OTBETCTBEHHOCTh PYKOBOJMUTENS HCCIEIOBAHUS B
OTHOIIICHWU BBITIOJHEHHS HCCJICJOBAHUS B COOTBETCTBUU C TMpPaBUIaMU M B OTHOIICHUU
JNOCTOBEPHOTO TMPEACTABICHUS TMEPBUYHBIX JAHHBIX B 3aKIIOYUTEIBHOM OTYETE.
40.10puandeckass OTBETCTBEHHOCTh PYKOBOJUTEINS MCCIEIOBAHUS YCTAHABIMBACTCS
3aKOHOJATEIBCTBOM I'OCY/1apCTB-UJICHOB.
IHPUITOXEHMWE Ne 3

K [IpaBunawm Hajgnexaumeu
nabopaTtopHO# NPpaKTUKU EBpasuiickoro
DKOHOMHUUYECKOTO corw3sa B chepe

oOparieHus JICKapCTBEHHBIX CPEJICTB

IMOPAOOK

npumMeHeHns [Ipasmn Hagexamei mabopaTopHOH

IpakTUKU EBpasuiickoro 3kOHOMHYIECKOTO COI03a

B cepe oOpameHns IeKapCTBEHHBIX CPEICTB AJI1 OpraHU3aI[uI
¥ IPOBEACHUSA UCCICIOBAHUN HA HECKONBKHUX ILTOMAAKaX

I. OOmue moyoXxeHus

1. Ilox uccrnenoBanueM, MPOBOJAUMBIM Ha HECKOJIBKUX TUIOIIAIKaX, TOHUMAETCS JIF000e
HcclieJOBaHUEe, OJTallbl KOTOPOTO MPOBOASATCS OoJiee 4YeM Ha OJHOM MIIONIaJKeE.
HeoOxoauMocTh B TakuX HCCIEAOBAHUSX BO3HUKAET NPHU MCIIOJIB30BAHUU IUIONIAIOK,
KOTOPBIC YJaJeHbl MO0 TeorpauyecKoMy MPU3HAKY, OPTAaHU3AIUOHHO OTIEIEHBI WU
pasziesieHpl UHBIM 00pa3oM. B Takom ciydae oJiMH OT/Je] OpraHu3alliy JIEUCTBYET B KAUeCTBE
WCIBITATEIbHON IUIOMIAJKU, JPYrod — B KA4e€CTBE MCHOBITATEIBHOrO IIEHTpA.

2.PemieHrie 0 MPOBEJACHUU MCCIIEAOBAHUS HAa HECKOJIBKMX IUIOMIaAKaX MPUHUMAETCS



CIIOHCOPOM TI0CJI€ OOCYKJIEHUS C PYKOBOJICTBOM HCHBITATEIHLHOM Tab0paTopuu, BHIOpAaHHON
CIIOHCOPOM MEpe] HadalloM HucclieoBaHus. Mcrnoib30BaHNEe HECKOJIbKUX HCIBITATEIbHBIX
IJIOIIA/IOK YBEIMYUBAET CI0KHOCTh 3a1a4 IPOCKTUPOBAHUS U YIIPABJICHUS HCCIIEI0BAaHUEM,
YTO MPUBOJUT K JIOTIOJTHUTEIBHBIM PUCKaM JUIsI TOCTOBEPHOCTH M HAJIEKHOCTU PE3yJIHTATOB
uccnenoBanus. [loaTomy o4eHb BaKHO, 4TOOBI BCE MOTEHIMANIbHBIE YTPO3bl IIETOCTHOCTH
UCCIICIOBAHUSI HA OCHOBAHUM MPEICTABICHHON CTPYKTYPbl MCCIEIOBAaHUS HA HECKOJBKHX
mIoniagkax ObUIM OLIEHEHBI, 00S3aHHOCTH YYAaCTHHUKOB YETKO pPAacCIpellesIeHbl, a PUCKHU
CBEJIEHbl K MUHHMYMY. JloibkHa OBITH MpOBEJCHA TeXHHUUYECKas (HaydHasi) dKCIepTH3a H
BCECTOPOHHE PAacCCMOTPEHBI CTAaTyC COOTBETCTBHUS HCCIEAOBAHMS IMpaBWIaM HaJJiexKalleu
nabopaToOpHOW mNpakTUKH EBpa3wiickoro 3KOHOMHYECKOT'O0 COI03a, YTBEPKIACMbIM
EBpa3uiickoii JKOHOMHUECKONH KOMHUCCHUEH (J1ajiee — MpaBumiia), pecypchl U PeHTA0EILHOCTD
BCEX TLIAHUPYEMBIX K HCII0Jb30BaHUIO UCIIBITATEIbHBIX TIOMIAOK.

3.B ¢Bsi3U ¢ T€M, UTO pa3IuyHbIEC BUAbI UCCIEI0BATEIHCKOMN AEATEIBHOCTH MPOBOISTCS HA
Pa3HBIX IUIOLIAJKAX, IUIAHUPOBAHUE, CBSA3b U YIPABICHUE UCCIEI0OBAaHUEM UMEIOT B JJAaHHOM
cllydyae HCKJIIOYUTEIbHO Ba)XHOE 3HAYeHUE. XOTS MCCIEIOBAHUE HAa HECKOJIbKHUX
HCTOBITATENIBHBIX TIJIOMIAJIKaX COCTOUT U3 paboT, KOTOpPhIE OCYIIECTBISIOTCS KakK B
UCTIBITATENILHOM LIEHTPE, TAK U HAa BCEX HMCHBITATEIbHBIX IJIOIMIAAKAX, OHO MPEACTABIISIET
co00li eIMHOE UCCIEOBAHUE, KOTOPOE JIOJHKHO TPOBOJUTHCS B COOTBETCTBUU C MPABUIIAMHU.
DT0 03HAYAET HAJIMYHUE IS BCEX BBITTOIHIEMBIX Pa0OT OJTHOTO TJIaHa MCCIICIOBAHUS, OJTHOTO
PYKOBOJUTENSI HCCIEJOBAHWS M B HUTOr€ OJHOTO 3aKJIIOYUTEIBHOTO OTYETa.

Kpaiine BaxxHO, 9TOOBI 00beM PaOOT, BEITIOJHIEMBINA HAa Pa3HBIX IUIONIAIKaX, ObUT YETKO
OTIpe/ieJIeH Ha paHHEe! CTaIuM TUIAaHUPOBAHUS, YTOOBI 1aTh BO3MOYKHOCTh 3aMHTEPECOBAHHBIM
CTOpPOHAM COIJIacOBaTh HEOOXOAMMBIE MEpPbl KOHTPOJIS MEpe]] 3aBEpIICHUEM pa3padOTKu
IJIaHA UCCIIEJOBAHUS.

II. KommyHAKanms

4. O0s3aTeNIbHBIM YCIOBUEM YCIICIIHOTO MPOBEICHUS MCCICIOBAHMS Ha HECKOJIBKHX
TJIONIAIKAX SIBJISIETCS OCBEAOMIICHHOCTh BCEX CTOPOH O CBOMX OOS3aHHOCTSIX. UTOOBI
pacmpeseiuTh 3TH OO0S3aHHOCTH M CIPABHTLCI ¢ KAaKUMH-IHOO CHTYAIUSIMH BO BpEMs
IIPOBEJICHHSI UCCIICOBAHUS, KpaiiHe BaXKHO HaJaJWTh IMMOTOK MHGOpMaIuu B 3()PEKTUBHYIO
CBsI3b (00ECIeUnBaIONIyI0 HANEKHOEC W YCTOWYMBOE MOJJEpKaHWE KOMMYHUKAIUU, HE
NPUBOJISIICE K UCKAKCHUIO (HEBEPHOMY BOCIPHUSATHIO), HTHOPUPOBAHUIO WIIM OTCYTCTBHIO
oOpaTHOr0 curHajga B OTHOIICHWUU IepenaBaeMoil WHQOpPMAIUK) MEXKIYy CIOHCOPOM,
PYKOBOJICTBOM IIJIOIIA/IOK, PYKOBOJUTEIEM HCCIICIOBAHUS, BEAYIIUMH HCCIIEI0BATEIISIMH,
cnyx0oii oOecneuenuss kadectBa (mamee — COK) u mnepconanoM wucciegoBaHUS.

5.Mexann3m oOmeHa mHMOpMAIMEH, CBSI3aHHONW C HMCCJIEI0BaHUEM, JOJDKEH OBITh
MIPEIBApPUTEIILHO COTIIACOBaH U 0(OPMIICH TOKYMEHTAIBHO MEXKTy CTOPOHAMH, YKAa3aHHBIMA
B NYHKTE 4 HAaCTOSIIET O NPHUITOXKCHUS.



6.PykoBouTEeIH HICCIICIOBAHUS JOJKEH CBOEBPEMEHHO IMOIyYaTh HHPOPMAITHIO O X0J1¢
WCCIIEIOBAHUS HA BCEX TUIOMIAAKAX.

IT1. YnpaBnenue ucciaeqoBaHUEM

7. CnoHcop mopydaeT MPOBEICHUE HCCIIEIOBaHUsI BBHIOPAHHOW HCHBITATEIHHON
naboparopun. PyKoBOACTBO HCHBITATEIRHONW 1a0OpaTOPUM HA3HAYAET PYKOBOIUTEIS
UCCJIEOBAHUS, KOTOPHIM MOXET SIBJSATHCS JHUIO HE 0053aTeIbHO HaxoJsleecss Ha TON
MJIOIIAJKe, TAE€ MPOBOJAUTHCA OOJIbIIAs YAacTh SKCIEPUMEHTANIbHOM paboThl. Pemienue o
IPOBEJACHUU PabOTHl MO MCCIEAOBAHUIO HA JAPYTUX IUIOMIAAKaX OOBIYHO MPUHUMAETCS
PYKOBOJCTBOM HCIBITATEIbHOW J1a00OpaTOPUU TMOCIE KOHCYJbTALMU C PYKOBOJAUTEIEM
ucciaegoBaHus u CIIOHCOPOM, eclln 3TO HE0O0X0IuMO.

8.Eciu pyKoBOJIUTENIb MCCIEIOBAHUS HE MOXKET BBIMOIHATH CBOU OOS3aHHOCTH Ha

UCIIBITATEIbHON TUIOMIA/IKE U3-3a €€ TeorpauyecKoro Wk OPraHU3alMOHHOTO pa3IelieHus,
BO3HUKAET HEOOXOIMMOCTh Ha3HAUUTh BEAYIIUX HCCIEJAOBATENIe Ha HCIBITATEIbHBIX
omaakax. McrnonHenue o0s3aHHOCTEN BCIIEICTBUE OPraHU3AIMOHHOTO Pa3IeICHUs MOKET
OBITb HEBBITIOJIHUMBIM, B YaCTHOCTHU, MO MPUYUHE BPEMEHHBIX 3aTpaT Ha MPOE3[l, Pa3HBIX
YaCOBBIX TMOSICOB WJIM CJI0KHOCTEN, CBSA3aHHBIX C MEPEBOJOM C OJIHOTO S3bIKa Ha JAPYroi.
Paznenenne mo reorpaduueckoMy MPU3HAKY MOXKET OBITh CBS3aHO C YJAJCHHBIM
pacMoJIOKEHUEM TUIOMIAJKU WM HEOOXOIMMOCTHIO YIENSTh IOCTOSHHOE BHHMAaHHUE
OJTHOBPEMEHHO HECKOJbKHM HCIBITATEIbHBIM IUIONIAJAKAM, PACIOJOXKEHHBIM B pPa3HBIX
M € ¢ T a X

9.PyKOBOJICTBO MCIIBITATEIHHON JTAOOPATOPHUH M yAAJIEHHBIX UCIBITATEIBHBIX TUIOMIAI0K
JOJDKHBI TOJJEPKUBaTh MPO(GeCCHOHATbHbBIE B3aMMOOTHOILICHHS C 1IeJIbI0 00ecTedeHUs
LEJIIOCTHOCTU HucciaeaoBaHus. [IpuopuTeTsl pa3auyHBIX YYacTBYIOMIMX TPyIn Ju0O0
KOMMEpYECKHE JIOTOBOPHl W COIJIAlIEHUS O KOH(MDUIASHIIMAIbHOCTH HE JOJKHBI
MPEMSITCTBOBAaTh OOMEHY HWH(OpManuet, HeoOXOAUMOMN ISl HaAJIeKAIIETO MPOBEACHUS
UCCIIEIOBAHUS.

IV. Pacnpenenernue 06sA3aHHOCTE#H
YYaCTHHKOB HCCIICOBaHHUA U IEPCOHAIA

1. Cooncop

10.Pemenrie 0 mMpoOBEIEHUN MCCIIEIOBAHUS Ha HECKOJIBKUX ITUIOMIAAKaX TOJKHO OBIThH
TIIATETLHO PACCMOTPEHO CIIOHCOPOM COBMECTHO C QJIMUHUCTPANUEH HCIBITATEIHLHOTO
IIEHTpa 0 Hadaja uccienoBaHus. [IpeqBapuTeIbHO CIOHCOP JODKEH ONMPENeINTh, KAaKUM
obpazom Oyner oOecneuuBaThCsl COOTBETCTBUE HCCIEJOBAaHUN TMpaBUiIaM U
3aKOHOJIATENIbCTBY TOCY/IapcTBa — WieHa EBpa3suiickoro 3KOHOMHYECKOTO COlo3a (l1anee —



rocyaapctBo-uieH). CnoHCOp AOJDKEH MOHUMAaTh, YTO B pEe3yJibTaTe HCCIEIOBAHUSA Ha
HECKOJIbKUX  IJIOMajKax OyJeT COCTaBJI€H OJWH  3aKJIUYUTENBbHBIM  OTYeT.

11.CnioHcop M0KeH OBITh OCBEIOMIICH O TOM, YTO €CJIHM TUIOMIAJKA MCIOJIB3YETCS B
KaueCTBE UCTBITATEIILHOU J1abopaTopuu, 0ObEIUHSIS ATAIbl KCCIIEI0BAHUS, IPOBOJIUMOIO Ha
HECKOJIBKHUX IUIOIIAJIKaX, €€ OIepaly U MEepCOHAl, 3aJeiCTBOBAHHBIN B HCCIEIOBAHUH,
MOJ/JIEKAT KOHTPOJIIO CO CTOPOHBI PYKOBOJUTENSA HCCleloBaHusA. B 3aBucUMOCTH OT
CUTYyalliU, TAKOW KOHTPOJIb MOKET BKJIIOUATh B CEOS MOCEIICHUS IIOMIAAKA PYKOBOJICTBOM,
PYKOBOJUTEIIEM HCCIENOBaHUs M (WMIW) MHCHEKUUIO riaaBHbIM crenuanuctom COK.
PykoBogutens wucclieoBaHHS JOJDKEH YyKazaTh, B KakoM OObeMe HCCIe0BaHUE
COOTBETCTBYET MPABUIIAM.

2. PykoBOACTBO HCHLITATENBHOM J1a00paTOpHA

12. BpIOOp HCHBITATENBHBIX INIOMIAJIOK JOJKEH OBITh 0J00peH PYKOBOICTBOM
UCHBITaTeNIbHOM J1abopatopuu. PaccmaTpuBaembie BOIPOCH! AOHKHBI KacaThCsl B TOM YKCIIE
byHKIIMOHANBHOCTH U 3(G()EKTUBHOCTHM KOMMYHUKAIMU, HAJIUYUs MPaBUIBHO
oprannzoBanHoi COK, Hamuuus noaxonsiiero oO6opynoBaHMs U onbITa. PyKOBOJCTBO
UCIIBITATEIbHOM JIabopaTopuu HazHavaeT riaBHoro cneuuanucra COK, koTopblii HeceT
oOILIyl0 OTBETCTBEHHOCTh 3a OOECreYeHue KauecTBa BCETO MCCIIEJIOBAHUS B LIEJIOM.
PykoBoacTBO wucHbITaTenbHOM JnabopaTtopun nomxkHO HHPopmupoBath COK Bcex
UCIIBITATENbHBIX IUIOIIAJ0OK O MecTe HaxoxaeHus rnaBHoro cnenuanucra COK. Ecnu
BO3HHMKAET HEOOXOAUMOCTh MCIOJIb30BAHUS UCTIBITATEIBHON TUIONIAAKU, HE BKIIOYEHHOU B
CHUCTEMY KOHTpPOJI COOTBETCTBHUSI IpaBMIaM, 0OOCHOBaHHME BHIOOpA JAHHOW IUIOLIAJAKU
JOJKHO OBITh JTOKYMEHTHUPOBAHO. PyKOBOACTBO HCHBITATENBHON J1abOpaTOpuu AOHKHO
YBEOMUTH PYKOBOJCTBO MCIBITATEIbHOMN IJIOMIAJKH O TOM, YTO OHA MOXET MOABEPTHYTHCS
MHCIIEKIIMA YIIOJJHOMOUYEHHOIO OpraHa IOCyJIapCTBa-4jieHa, Ha TEPPUTOPUH KOTOPOTO
HaXOJUTCS HWCHBITaTENbHAs IUIOMAaAKa. EciM B JaHHOM TIoOCYyJIapCTBE-UJIEHE HET
COOTBETCTBYIOIIETO YIOJHOMOYEHHOIO OpraHa, HCHBITaTEIbHAs IUIONIAJKa MOXKET
MO/IBEPTHYTHCS MHCIIEKIIMH YIIOJTHOMOYEHHOTO OpraHa rocy/1apcTBa-4ieHa, B KOTOPhIi OyaeT
MPEJICTaBJICH OTUET 00 HCCe0BaHUN.

3. PyKoBOJCTBO HCIIBITATEIbHOM IIOIAAKU

13.PyKkOBOACTBO MCHBITATEIBHOMN TUIOLIAJKH HECET OTBETCTBEHHOCTH 3a IPEJOCTABICHHE
COOTBETCTBYIOIIMX PECYPCOB AJIA NPOBEJIEHUS MCCIEIOBAaHMM Ha IUIOLIAJKE U BBIOOD
BEIYIIUX HCCIeI0oBaTeNel ¢ Haexaien kpanudukamnuein. Eciiu Bo3HHKaeT HEOOXOAUMOCTb
3aMEHUTH BEAYIIUX HCCIEN0BATENE, PYKOBOACTBO MCIIBITATENIBHON IUIOIAJKH HAa3HAYAET
3aMECTUTENS BEAYILErO UCCIEN0BATENS NIOCIE KOHCYIBTALMN CO CIIOHCOPOM, PYKOBOJIUTEIIEM
UCCJIEIOBaHUSI U PYKOBOJCTBOM MCHBITaTEIbHOM JabOpaTOpuu, €CI 3TO HEOOXOAMMO.
[TogpoOHble cBeAeHUsI AOJKHBI OBITh NPEACTaBICHBl PYKOBOJIUTENIO HCCIEIOBAHUS



CBOEBPEMEHHO, YTOOBI MOXHO OBLJIO MPUHATH M JOKYMEHTAIbHO O(POPMUTH MOIMPABKY K
MUIaHy HMCCIIEOBAHUS. 3aMeCTUTENh BEAYIIETO WCCIEAOBATENs JOKEH OIICHHTHh CTaTyC
COOTBETCTBHUSI TpaBmwiaM paboT, BBIMOJHEHHBIX 10 MOMEHTAa 3aMEHBbl BEIYIIETO
MCCIIeZIOBATEIIS.

4. PykoBoaHTEH HCCIIEAOBAHUS

14.PykoBoauTENb MCCIEAOBAHUS JIOJKEH O00E€CIEYUTh MPUEMIIEMOCTb BBIOpPAHHBIX
UCTIBITAaTEIbHBIX TUIOMIAJIOK JJisi TPOBENECHUs wucciegoBanus. Jlas »Toro MoryTt
noTpeOOBaThCSI BHU3WTHI HA UCIBITATENIbHBIC TUIOMIAAKH M BCTPEYH C IIEPCOHATIOM
MCIBITATENDbHBIX mjomamgox.
15.Ecniu pyKOBOJAUTENb MCCIEAOBAHUS CUUTAET, YTO OH CaM MOXKET HampsMylo
KOHTPOJIUPOBATh pabOTy Ha OJIHOM M3 HUCIBITATENIbHBIX IUIONMIAJ0K, 0€3 HEOOXOAMMOCTH
Ha3HAYCHUS BEAYIIUX UCCIIeIoBaTeel, OH IOJKEH U3BECTUTh PYKOBOJICTBO UCTIBLITATEILHOM
71a00paTOpUM O TaKOH BO3MOXHOCTU. PYKOBOJICTBO MCHBITATEILHON Ja00paTOPUU JTOTKHO
o0ecreunTh OpraHu3anuio cooTBeTcTBYIomero Mmoautopuara COK Ha 3Toit miomanke. 1o
Mo>keT BBITOIHATE COK caMol ucnbeITaTeIbHON TUIONIAAKK WK ri1aBHbINA cnerpaauct COK.
16.PykoBOoAUTENIb HCCIENOBAHUSA HECET OTBETCTBEHHOCTH 3a YTBEPK/ICHUE IIJIaHA
HCCIIeIOBaHUs, BKIIFOYas OOBEIMHEHHWE YacTedl pabdOThI, 3a KOTOPHIC OTBEYAIOT BEIYIIHE
ucclieoBaTeNiv. PyKoBoIUTENb UCCIEIOBAHUS TaKXKE YTBEP)K/Ia€T MOMPaBKU, BHOCUT UX B
IJIaH MCCIICAOBAHUS M TOATBEPXKIAECT OTKJIOHEHUS OT IJIaHa HMCCIIEAOBAHUSA, YUUTHIBAS
COOTBETCTBYIOIIUE PaOOTHI, BBHIMOJHAEMbIC Ha UCIIBITATEIbHBIX IUIOMIA/IKaX. PykoBoauTeNb
HCCIIeIOBAaHUS HECET OTBETCTBEHHOCTHh 3a TOYHOE MH(OPMHpPOBAHHWE BCErO IEPCOHANIA O
TpeOOBaHMAX K UCCIICIOBAHUIO U JIOJKEH 00€CTICYUTh JTOCTYITHOCTD IIJIaHa MUCCIIEIOBAaHUS U
MONpPaBOK TSt BCETO nepcoHala, y4aCTBYIOIIETO B HCCIICIOBAHUH.
17.PykoBoauTe b MCCIEIOBAHUS JOJDKEH YyCTaHaBIWBATh, IOJJECPKUBAThH
COOTBETCTBYIOIINE CUCTEMbI CBSI3M MEXKIY HUM U KaXKJbIM BEAYIIMM HCCIEI0BATENIEM, a
TaK)Xe MPOBOAUTH HMX TECTUpOBaHME. B YacTHOCTM BaXXHO MPOBEPUTH MPABUIBLHOCTH
Tee(OHHBIX HOMEPOB U aPECOB JICKTPOHHON MOYTHI C MOMOIIBIO TPAHCISAIMN TECTOBBIX
IIpOTrpaMM, 4TOOBI M3YYHTh YPOBEHb CHUTHAJIA B CEIIBCKHX OTJACICHHUSAX M T. 1. BO3MOXKHO,
noTpeOyeTcsl yUUThIBaTh PA3HUILY B YaCOBBIX MosicaX. PyKOBOIUTENb UCCIIEI0BaHUS TOKEH
MOJACPKUBATH MPSIMOIl KOHTAKT C KaXKJIbIM BEAYILUM HCCJIEAOBATEIEM U HE HUCMOJIb30BATh
JUTSL OTOM 11eJIM TTOCPEHUKOB, 33 UCKIIOUYEHHUEM CITy4daeB, KOT/1a N30€KaTh 3TOr0 HEBO3MOXKHO
(Hampuwmep, HEOOXOAUMOCTh B NEepEeBOAYHKE).
18.Ha npoTskeHUHn BCEro MCCae0BaHUSI PYKOBOJUTENh UCCIASIOBAHMS JOJDKEH OBITH
JNOCTYINEH JJisi BEAYIIMX HCcaenoBaresieil. PykoBOIHWTENb HCCIEI0BaHUS JTOJDKEH
CIIocOOCTBOBATh KOOPIMHAIIMKM M CHHXPOHHM3AIIMK COOBITUI U MepeMeIeHui Tpo0, 00pa3iioB
WJIW JTAaHHBIX MEXKAY UCIBITATEIbHBIMU TUIOMIAIKAMH, a TAaK)Ke 00€CTIeYUTh, YTOOBI BEIYIIUE
HCCIIeIOBATEIIH IMOHUMaJIN MOCIEeA0BATCIILHOCTD BBITIOJTHSIEMBIX npoueayp.



19.PykoBoauTEbh UCCICAOBAHUS IOJHKEH IIPH HEOOXOIUMOCTH MOACPKHUBATh KOHTAKT C
BEAYUIUMHU HCCIEIOBATEISIMU OTHOCHUTEIIBHO pe3ynbTaToB HHCHEeKkTUpoBanusa COK
WCIIBITATEIbHBIX IUIOMAJI0K. BCE€ KOHTAKTBI MEXIY PYKOBOJUTEIEM HCCICAOBAaHUSA M
Beaymumu ucciaeaoBarensiMu uand COK  ucnbpITaTeIbHOM IUIOIIAJKH, KacaroUUecs
pe3yabTaTOB  WHCICKTHPOBAHWS, JOKHBI  OBITh  O(QOPMIICHBI  JTOKYMEHTAJIBHO.

20.PykoBouTeNh UCCAETOBAHMS JOJDKEH 00€CIIEYUTh MOJATOTOBKY 3aKIIOUUTEIIHHOTO
OTYETA C YYETOM MAaTEpPUalIOB, IMOATOTOBJIECHHBIX BEAYIIMMHU HCCIEIOBATEIAMH.

21.PykoBoauTenb UCCIIeIOBAHUS JOJDKEH 00ECIIeUNTh, YTOOBI 3aKJIIFOUYUTEIbLHBIA OTYET
ObL1 npeacTasieH rmaBHoMy crnenuanucty COK ansa npoepku. PykoBoautens uccienoBanus
MTOIMCHIBACT 3aKIIFOYUTEIBLHBIN OTYET U YKA3bIBACT ATy MOJIMHUCAHUS, YTOOBI MIOJITBEPIUTD,
YTO MPUHUMAET Ha ce0sl OTBETCTBEHHOCTH 3a IOCTOBEPHOCTH JIAaHHBIX, a TAK)KE YKa3bIBAacT, B
KaKoM 00BhEME UCCIIEIOBAHNE COOTBETCTBYET MPaBUiiaM. ITO MOKET YACTHYHO OCHOBBIBATHCSI
Ha TMHUCHBMEHHBIX TapaHTUSX, MPEJICTABICHHBIX BEAYIIMMH  HUCCIEIOBATEIAMH.

22.Ecnu Ha UCHBITATENbHBIX IUIOMIAJKaX HE ObLI Ha3HAYEH BEIYUIUN HUCCIEeI0BaTENb,
PYKOBOJUTENb HCCICIOBAHUS JOJDKEH KOHTAaKTUPOBATH HANPSAMYIO C IEPCOHAIOM,
MPOBOJSIIUM PabOTy Ha ATUX IUIOMIAJKaX. ITOT MEPCOHAN JOJKEH ObITh yYKa3aH B IJIaHE
HCCIICIOBAHMUS.

5. Bexymii ucciieoBaTenb

23. Bengymuii uccnenoBarenb ACHUCTBYET OT UMEHU PYKOBOJUTEIS HUCCIEAOBAHUS B
paMKax MOPYYEHHOr0 €My 3Tala UCCIEOBaHUS U HECET OTBETCTBEHHOCTh 3a 00ecleueHue
COOJTIOIEHUS TIPABUJI JJI 3TOTO dTana. BaxkHoe 3HaueHNE UMEIOT COTJIACOBAHHOCTh JIEHCTBUN
U OTKPBITOCTh pPabO4YMX B3aUMOOTHOILIEHUN MEXIy BEIyUIMM HCCIEeA0BaTEIeM W
PYKOBOJAUTEIEM MUCCIETOBAHUA.

24.JI0J5KHO CYIIECTBOBAThH JIOKYMEHTAIBHO O(DOPMIIEHHOE COTJIAllIEHHE O TOM, YTO
BEAYIIUN HcclienoBaTe b OyJIeT BECTU MOPYUYEHHBIM €My 3Tall B COOTBETCTBUU C IJIAHOM
ucciieIoBaHus U npaBwiamu. [loanuck BeAylmUX MCCIEIOBATENIEH Ha TUIaHE UCCIEI0BaHUS
SBJSCTCA TPUEMJIEMbIM JOKYMEHTAJIBHBIM TOATBEPKIACHUEM JTOMY 00S3aTEeIbCTRY.

25.0TKIIOHEHHUSI OT IUIaHa MCCJIEA0OBAHUS WM CTAHJAPTHBIX OMEPAlMOHHBIX Hpoueayp (
nanee — COII), oTHOCSIIUXCS K UCCIEI0BAHMIO, JOJIKHBI OBITH TOKYMEHTAIBHO O(POPMIIEHBI
Ha UCHBITATEIbHOMN MUIOIIAJKE U TOATBEPKACHBI BEIYIIUM UCCIEA0BATEIEM, O HUX CIIECIyET
TaKKe COOOUIUTh PYKOBOJUTENIO HCCIEJAOBAHUS W CBOEBPEMEHHO IMOJYyYUTh €ro
NOATBEpPXKOAEHUE.
26.Benymuii uccienoBaTenb AOJDKEH MPEICTaBUTh PYKOBOAUTEIIO HCCIIEIOBAHMS
MaTepuaibl, MO3BOJISIFOLIME MOATOTOBUTh 3aKIFOYUTEIBHBIN OTYET. DTH MaTepUAIIbI JTOJKHBI
BKJIFOYATh B C€0S MUCHMEHHOE 3asIBJICHUE OT BEAYIIETO MCCIEAOBATENS, MOATBEPKAAI0IICe
COOTBETCTBHUE TIpaBUJIaM dYacTH pabOThl, 3a KOTOPYIO OH HECET OTBETCTBEHHOCT.
27.Bengymuii uccienoBaTenb JODKEH 00eCiednTh, YTOOBI BCE JaHHBIE M 00pasIiibl, 3a



KOTOPBIC OH HCCCT OTBCTCTBCHHOCTD, ObLTH Mnepcaadbl PYKOBOAUTCIIIO UCCICAOBAHNA UJIN B
ApXWB, KaK OIIMCAaHO B IIJIAaHC HCCIICOAOBAHUAI. Eciu onu He nepcaanbl PyYKOBOAUTCIIIO
HCcCiacaoBaHusd, BC,Z[YHIHﬁ HCCIICA0BATCIIb JOJIKCH YBCIOMHUTDb PYKOBOIUTCILA UCCIICAOBAHUSA O
TOM, KOragaa M rac OHH 6y,ZIYT NNepcaaHbl B apXHB. Bo BpeMA HUCCIICAOBAHHUA BC,HYHII/Iﬁ
HCCJICI0BATCIIb HC NMCCT IIpaBa YTUIIM3UPOBATH KaKue-1m00 O6p33LII)I oe3 npeABaApUTCILHOTO
IMMCBMCHHOT'O PA3pCHICHUA PYKOBOIAUTCIIS HCCIICAOBAHUA.

6. Ilepconan, y9acTByIOIMii B IIPOBEICHUHA HCCIICOBAHNA

28. Bce cmenuanucThl M TEXHHYECKHH IMEPCOHAJ, YYAaCTBYIOIIMH B MPOBEICHUU
WCCIIEIOBAHNUS, JTOJDKHBI UMETh JOKHOCTHBICE MHCTPYKIIMH W JOKYMEHTHI 00 OOydYeHWH,
KBUIM(HUKAIMA W CTaxke paboThl, IMOATBEPIKIAOIINE HX CIIOCOOHOCTHh BBIIOIHATH
Ha3HAYCHHBIC UM 3a7aHus. Ecimm TpeGyeTcs, 9To0bl mepcoHa, YYacTBYIONIUN B IPOBEICHUN
uccinenoBanus cienoBan COIl, yTBepKAeHHBIM Ui JPYTOM HCIBITATEIIFHON ILIOIIAIKH,
m000e HEOOX0AMMOE JOTOJHUTEIBHOE 00yUeHUE JTOJKHO OBITh OPOPMIICHO JIOKYMEHTAIBHO

29.MoXeT UMEThCSI HECKOJIBKO TIIONIA/IOK, T/I€ BPEMEHHO HAHATHIN MepCOHAN BBIMOIHIET
OTIpeZieNIeHHbIe 3aJa4uM HCCleoBaHus. Eciu 3TH JuIla modydaloT WM BBOJAT MEPBUYHBIC
JaHHBIE, CIEAYET COXPAHUTH 3aMUCcH 00 WX KBaludukanuu, 00ydeHr U cTaxke pabotsl. Eciu
TaKkue JIMIa BBINOJHSIOT OOBIYHBIE ONEpaluH (HampuMep, yXona 3a JabopaTOPHBIMU
’KUBOTHBIMHU), TMOJAJIEKAIINE HAI30pPy CO CTOPOHBI 00jee BBICOKOKBAIU(ULUPOBAHHOTO
nepcoHaa, TO TaKue 3amucu 00 ATUX JIUIaX He TpeOyroTCs.

V. O0ecieucHne KagecTBa

30.Heo6xoauMo THIATENBHO CIUIAHUPOBAaTH M opraHuzoBaTh padoty COK
MHOTOIEHTPOBBIX HCCIIENOBAaHUN, YTOOBI OOECIeYUTh COOIIO/IEHNE OOIIMUX MPHUHIUIIOB
Hajulexalel JgabopaTOpHOW NpPaKTHUKU JUIsl JaHHBIX ucciaegoBaHuil. Ilockonbky
UCCIIEIOBAHUE NPOBOAUTCA HAa HECKOJBKUX HCHOBITATENBHBIX IUIONIAKaX, TO MOTYT
BO3HUKHYTbH MPOOJEMBbl C yNPaBIEHUEM HECKOJIbKUMM HCIIBITATENIbHBIMU IUIONIAJIKAMU U
nmporpaMmamu o0ecreyeHus: KauecTBa.

1. O6s3arHOCTH rmaBHOro crnemuanucra COK

31.I'maBubii cnenmanuct COK gomkeH moaaep:kuBaTh KOHTAkT ¢ oraenom COK
UCIIBITATEILHOM TIOMAAKU, YTOOBI obecreunTs mHcnektupoBanue COK Ha mpoTspkeHUH
BCETro UCCIIEeaOBaHUSI.
32.0cob60e BHUMaHHE CIEAYET yACTIATh (PYHKIIMOHUPOBAHUIO U BEICHUIO TOKYMCHTAIIUH,
OTHOCSIIENCS K B3aMMOJCHCTBUIO (KOHTAKTaM) MEXIY HCIBITATEIbHBIMU IUIOLIAKAMMU.
OTBETCTBEHHOCTHh 3a OOEcTeYeHHE KadecTBa Ha PA3UYHBIX IUIOMIAJAKAX JOJKHA OBITH



YCTaHOBJIEHA JO Hayaja »JKCIEpUMEHTaJIbHOW paboOThl Ha JTUX IUIOMIAJKAX.

33.I'nmaBubiii cnenmanuct COK obecnieurBaeT NpoBEeHUE NPOBEPKU ILJIaHA
MCCJIEA0BAHUS U 3aKIFOYUTEIIBHOIO OTYETAa HA COOTBETCTBUE MpaBuiiaM. MHCEKTHpOBaHUE
COK 3akiouMTeNbHOr0 OTYETa JOJKHO BKIIOYaTh B ce0s MPOBEPKY HAIUUUS BCEX
HEOOXOJUMBIX MAaTEpPHalOB OT BEAYIIMX HccieaoBaTenel (B TOM 4HCIE J0Ka3aTelbCTBA
o0ecrniedyeHnsl KauecTBa Ha MCMBITATENbHOM IUIOIIAKE) B COCTABE 3aKIFOYUTEILHOTO OTYETA.
I'maBneiii cnenuanuct COK obecneunBaeT noarotoBky 3akmtodeHuss COK B oTHomeHUH
paboThI, BBITIOJTHEHHON Ha MCIBITATEILHON TUTomake, Bkitovas 3akmodeHus COK co Bcex
UCIIBITATENIbHBIX IJIOMIAI0K UIN CCHUIKU HA HUX.

2. O6s3arHOocTH COK HCOBITATENHHOM IUIOMAIKH

34 Kak mnpaBuio, pyKOBOJCTBO KaXJOW MCHBITATEIbHON TNJIOMIAJKA HECET
OTBETCTBEHHOCTh 3a COOTBETCTBYIOIIEE OOECIeYeHHE KadecTBa B OTHOIICHUU YacTH
ucclieaoBanus, mposeaeHHor Ha miomaake. COK Ha Kaxa0i MCOBITATEIbHON TJIOMIAJKE
JTOJKHA TMPOBEPATh pas3jelibl IIJlaHa MCCIEIOBaHUs, OTHOCSIIUECS K OIeparusM,
BbIMOJTHAEMbIM Ha T1wiomaake. COK pomkHa XpaHUTh KOMHUIO YTBEPXKICHHOIO IIJIaHa
HCCIEeNOBaHUS n MOMpaBoOK K HEMY.

35.COK Ha ucnsITaTebHOW MJIOMIAJIKE JTOJKHA MHCIEKTUPOBATH OTHOCAIIYIOCS K
HCCIIeIOBaHUIO paboTy Ha CBOEH IuIolaike corjiacHo cBouM cobctBeHHbIM COIl, ecnu unoe
He TpeOyeTcs mo ykasanuto riaBHoro cnenuanucta COK, nmpu s3tom COK ucnpiTaTenbHOM
IJIOMIAJIKA CBOEBPEMEHHO COCTAaBIISIET OTYETHI O JIIOOBIX pe3yjbTaTax HHCHEKIHUH B
MMCHbMEHHON (opMe B aapec BEIyIIEro HCCIEeNIOBAaTeNs, PYKOBOJACTBA HMCHIBITATEIHHOU
IJIOIIAIKY, PYKOBOJUTENSI MCCIEIOBAaHMS, PYKOBOJCTBA HMCIBITATEIbHOM Jabopatopuu u
FrT1aBHOTO cneunuajgucTa COK.

36.COK Ha ucnsITaTeIbHON IUIOMIAAKE JOJKHA MHCIEKTUPOBATh y4acTHUE BEAYIIETO
ucciaegonarenas B ucciaemoBanuu corjacio COII cBoelt McHbITaTeIbHON MJIOMIAAKU M
MPEACTABIATh 3aKJIOUeHUe, oTHocsueeca k AedareabHocty COK Ha wucHbITaTeIbHOU
TUIOIIAJIKE.

VI. OcHoBHEI¢ rpaduku pabot

37. MHOTrOIIEHTPOBOE UCCIEA0BAHUE, ISl KOTOPOr0 Ha3HAYEHBI OJNH JUOO0 HECKOJIBKO
BEIIyIINX MCCIIEIOBATENEH, JOHKHO UMETh OCHOBHOM Tpaduk paboT Bcex 3a/1eCTBOBAaHHBIX
UCIIBITATENbHBIX IUIOMA0K. OOecrieueHre BBIMOJHEHHUS 3TOr0 TpeOOBAaHUS BXOJMT B
00SI3aHHOCTH PYKOBOJICTBA UCIBITATEILHOM JTa0OpaTOPUHU U PYKOBOJICTBA UCHBITATEIHHOMN
o0 J O I a g K Hu

38.B ocHoBHOM rpaduke padboT JOJKHO UMEThCS YHUKAIbHOE MICHTU(UKAIIMOHHOE
Ha3BaHUE MCCIEJOBAHMUS, a TaKXke NPU HEOOXOJUMOCTH TMEPEKPECTHhIE CCHUIKA Ha
UJIeHTU(PUKAITMOHHBIC HAa3BaHUS UCTIBITATEIbHBIX TLI0MIA0K. Ha 0CHOBHBIX rpadukax padbot



JOJDKEH OBITh yKa3aH PYKOBOJHMTENh HCCIEAOBaHMS, a Ha rpaduke paboT KaxIou
WUCIBITATENILHOW  IUIOWIAAKUM —  COOTBETCTBYIOIIMW  BEAYIIUKA  HCCIENOBATEIb.

39.Ha ocHoBHOM Tpaduke paboT, HaAXOIAIMIEMCSI Ha BCEX IUIOMIAJIKAX, JOJDKHBI OBITH
yKa3aHbl JaThl HaYayIa U 3aBepiieHus (a3 paboT, 3a KOTOPhIC OHU OTBEYAFOT.

VII. IInan ucciaenoBanus

40./Ins1 KaXXJ10ro MHOTOIIEHTPOBOTO MCCIEIOBAHUS JIOJKEH OBITh COCTABIICH €IMHBIN
IJIaH uccaeaoBanus. B mane uccneqoBaHus TOMKHBI ObITh YKa3aHbl MOJHbIE HAUMEHOBAHUS
u anpeca BCEX 3a1€CTBOBAaHHBIX NJI01aaoK.
41.B nnaHe uccienoBaHUS JOJKHBI ObITh yKa3aHbl UMS W aJ[peCc BEAYIIUX
uccienoBareneil U mopydeHHas um (asza uccnenoBanus. CrieayeT BKIOYATh B IUJIAH
ucciieoBaHus MHGPOPMAIMIO, JOCTATOYHYIO JIJIS YCTAaHOBJICHUS MPSIMOIO0 KOHTAaKTa C
PYKOBOJIUTEIEM HCCIIENOBAHUSA (HampumMmep, HOMED tenedoHa).
42.B nnaHe ucciieIoBaHus JOJKHO OBITh YKa3aHO, KAKUM 00pa3oM COOpaHHBIE HA MECTax
JTaHHBIE OYIyT TPEACTABIATHCS PYKOBOIUTEIIO HCCIECIOBAHUS IS BKIIOYEHUS UX B
3aKJTIOYUTENbHBH OTYET.
43.Ecnu 3apaHee U3BECTHO, CIEAYET YKa3aTh B IUIAHE UCCIEAOBAHUS MECTA, TAE O KHBI
XpaHUTHCS JlaHHBIE, HUCCIEIyeMble BeleCTBa (JIEKAPCTBEHHBIE CPENCTBA), 0Opa3Ilbl
cpaBHEHUs (KOHTPOJbHBIE 00pa3libl) U 00pa3libl, COOpAHHBIE JJISI XPAHEHUSI HAa Pa3IMYHBIX
om0 a1 o0 O ajgEK axXx
44.Cnenyetr obecneuuTh MpeEJCTaBICHUE MPOEKTa IUIaHA HUCCIEIOBAHUS BEIYIIUM
UCCIIEIOBATEIISIM 111 U3YUYECHUSI U ONPEICIICHUS] BO3MOKHOCTH BBIMOJHUTH OTBEJECHHYIO UM
4acTh OOILIMX MCCIENOBATENbCKUX paboT(a TakkKe CHEelUaTbHBIX TEXHUYECKUX PaboT, eciu
3TO NpeaAyCMOTPEHO MJIaHOM UCCIEIOBaHUS).
45.Kak mpaBuiio, MjiaH MCCJIEIOBAHMS COCTABIISIETCS HA OAHOM fA3BbIKE, OOBIYHO Ha TOM
SI3bIKE, KOTOPHIM CBOOOJIHO BJAJEET PYKOBOAMUTENh HCCeAOBaHUs. [[1s1 MHOTOLIEHTPOBBIX
UCCIIEIOBAHUI MOXET MOTpeOOoBaThCA, YTOOBI IUIAH HMCCIEAOBAaHUS OB COCTaBIIEH Ha
HECKOJIbKMX f3bIKax. JTO JIOMOJHEHHE JIOJKHO OBITh YKa3aHO B HCXOJIHOM ILIaHE
HCCIIEIOBAaHMS, IEPEBEACHHOM IUIAHE UCCIICIOBAHUS, 4 UCXOAHBIN A3BIK JOKYMEHTA JOJAKEH
OBITh yKa3aH BO BCeX €ro Bepcusix. JlomkeH ObITh MPUMEHEH MEXaHU3M MPOBEPKU TOYHOCTHU
Y TIOJIHOTHI NIEPEBEJICHHOT0 TU1aHa uccieaoBaHus. OTBETCTBEHHOCTh 32 TOYHOCTh MEPEBOJA
MOKET OBITh BO3JIOKEHA PYKOBOAMTEJIEM HMCCIIEIOBAHMS Ha CIENMAIIMCTA MO MEepPEeBOJaM U
J0JIKHA OBITH 0hopMIIeHA JOKYMEHTAIBHO.

VIII. ITpoBenenue ucciiexoBaHUA

1. HcoerTarensHbie 1aboparopuu



46.Ecnu nepcoHan He MPUCYTCTBYET HA UCIHBITATENbHBIX IJIONMIAJKaX B TEUEHHUE BCErO
paboyero BpeMEHHM, MOTYT MOTPeOOBATHCS JOMOJIHUTEIBHBIE MEPBI IS MOJJICpKaHUs
(GU3UYECKON COXPAHHOCTH MCCIEIYyEMBIX BEIIECTB (JI€KapCTBEHHBIX CPEICTB), 00pa3IoB U
I a H H B X

47.11pu HEOOXOAMMOCTH TIEpEMEIICHUS JAHHBIX WM MAaTEPUATIOB MEXKIY IIOMIAIKaMHU
clieyeT YCTaHOBUTh MEXaHM3MBbI ISl MOJAEpKaHus UX coxpaHHocTH. Ocoboe BHHUMaHUE
cieAyeTr yIeNsATh JJICKTPOHHOW Tmepenade JaHHbIX (PJIEKTPOHHAs  MOYTa,
MH()OPMAITMOHHO-TEIEKOMMYHHUKAIIMOHHAs ceTh «IHTepHeT» H T. 11.).

2. O6opynoBaHue

48. UcnonbszyeMoe B UCCIeA0BaHUU 000PYIOBAHUE JOJKHO COOTBETCTBOBATH CBOEMY
Ha3HAYCHHUIO. OTO OTHOCHUTCS W K KPYIMHBIM MEXaHUYECKUM CpEACTBaM, U K
BBICOKOCTICIIMATTU3UPOBAHHOMY OOOpPYJOBAaHHIO, KOTOPOE MOXKET HCIO0JIb30BaThCA Ha
HEKOTODPHBHIX napomangkKax.

49.Jlnst o0opya0BaHUS, HCIOJH3YEMOTO B HCCICIOBAHWUM, OJKHBI UMETHCS
PErUCTPAIlMOHHBIE 3aMUCU O MPOBEICHUM TEXHUYECKOro OOCIyKUBAHHUS U KaTuOPOBKH,
KOTOpbIE BO BpeMsl MCIIOJIb30BaHUS OOOpPYJOBAaHUS MOATBEPKAAIOT €ro MPUTOJHOCTH K
MCIIOJIb30BAHUIO 110 Ha3HaueHut0. Hekotopas annaparypa (Hanmpumep, Takoe B3SITOE B apeH/Iy
WA JIM3UHT OOOpyJOBaHME, KaK BECHl JJIsI KPYMHBIX >KMUBOTHBIX U aHAJIUTHUYECKOE
000pyI0BaHNE) MOKET HE UMETh PETUCTPAIIMOHHBIX 3aMKUCEH O MEePUOANUECKON MHCTICKIINH,
OYHCTKE, TEXHUYECKOM OOCIYKMBaHUU W KanuOpoBke. B Takux ciydasx uHbopmaius
I0MKHa OBITh BHECEHAa B TEPBUYHBIE JaHHBIE TIO0 MCCIEIOBAHUIO, YTOOBI
IPOJEMOHCTPUPOBATH IPUTOJAHOCTH 000PYI0OBAHUS K UCTIOIB30BAHUIO 10 HA3HAUEHUIO.

3. KoHTpON® 1 yueT MaTepuaioB HCCIEeOBaHUS

50. JlomxHBI OBITH B HATUYHUH MIPOLICYPHI, 00ECIICINBAIOIINE CBOCBPEMEHHYIO TOCTaBKY
B HCHBITATEIIBHYIO TIOMIAIKY MaTEPHAIOB, OTHOCAIIUXCS K MccienoBannio. Heo6xommmo
MOJICP)KUBATh I€JOCTHOCTh (CTAOMIBHOCTH) JaHHBIX W MaTepUajoB BO BpeMs
TPAHCIIOPTUPOBKH, IO3TOMY KpailHE BaXHO WCMOJbH30BaTh HAJICIKHBIC CpPEACTBA
TPAHCIIOPTHUPOBKU M OOECIEYEHHUsI COXPAHHOCTU JOKyMeHTOB. HeoOxonuMo uMeTh 4eTKO
OoTpeeIeHHBIC TPOIEAYPhl TPAHCIIOPTUPOBKH, a TaKXKe YETKOE pacIpeaciicHre
00sI3aHHOCTEH MCMOJHUTEIEH B MPOIECCEe TPAHCIOPTUPOBKU JAaHHBIX U MAaTEPHAIIOB.
51.Kaxnmas oTmpaBka Marepuaina sl HCCIEIOBAHHS JOJKHA COMPOBOXKIATHCS
MPUJIOKEHUEM COOTBETCTBYIOMIEH JTOKYMEHTAIlUH, YTOOBI TMOATBEPAUTH COOTBETCTBHUC
NpUMEHSIEMBIM HOpPMaM IIpaBa, HampuUMep, TaMOXXEHHOMY 3aKOHOJATEIbCTRBY,
3aKOHOJATENLCTBY B chepe oOpalieHus JIeKapCTBEHHBIX CPEJCTB, 3aKOHOIATENLCTBY B cepe
ounonoruueckoit 6e3omacHocTH. Takas JHOKyMEHTAIMsl JOJKHA COAEpKaTh HHGOpPMAIIHUIO,
JOCTATOYHYIO JUISi YCTAaHOBJICHHS TPUTOJHOCTH MaTepualia K HCIOJb30BAHUIO 10



Ha3HAUCHUIO 10 NPUOBITUM HA MecTOo. Bompockl odopmiieHHS COOTBETCTBYIOIIEH
JTOKYMEHTAIUU JOJIKHBI OBITH pELICHBI 10 OTTPY3KH MaTtepuana.
52.Ecau Matepualibl HCCIIEIOBAHUSI TPAHCTIOPTUPYIOTCS MEXKTY IUIOMIaAKaMH B OJTHOM U
TOW XK€ TPYy30BOM MapTHUH, HEOOXOIMMO, UTOOBI OHU OBLIM COOTBETCTBYIOIIUM 00pa3zoM
pazzeneHsl M UACHTU(UIUPOBAHBI, BO H30€XKaHHWE MYTAHUIBI WA TEPEKPECTHOTO
3arpsi3HeHus. OJTo TpeboBaHMEe OCOOEHHO BaXXHO COOJIOAATh, €CIU BMECTe
TPAaHCIIOPTUPYIOTCS ~ MaTepuainbl OT  Oojee  4YeM  OJHOrO  HCCJEIOBAHUA.
53.Ecnu BO BpeMsi TPaHCIIOPTUPOBKH YCIIOBHSI OKPY>KAIOIIEH Cpelibl MOTYT OKa3bIBaTh
HETaTUBHOE BIIMSHUE HA TPAHCIOPTUPYEMBIE MATEPHUAIIBI, CIEAYET YCTAHOBUTH MPOLEIYPHI
JUISL COXPAHEHHSI MX IEJIOCTHOCTH. MOXeT moTpeboBaThCS BEACHWE MOHUTOPUHTA IS
MOATBEPKIACHHUS, UTO BO BPEMS TPAHCIIOPTUPOBKH MOIICPKUBAIOTCSI HEOOXOIUMBIE YCIOBUS
OKpyXamwien Cpenbsl.
54.Cnenyer ynensiTb BHUMAaHUE XPAHEHHIO, BO3BpPATy M YTUJIM3ALHUU OCTATKOB
HCCIENYEMBIX WM CTaHAAPTHBIX BEIIECTB, HCHOJb3YEMBIX B HCCIEIOBATEIbCKUX
1a00paToOpUsX.

IX. OdopmireHne pe3yIsTaTOB HCCIIEAOBAHUA

SS. A4 KakJI0ro MHOTOLIEHTPOBOT'O HMCCJIEHOBAHMS CIEAYET COCTABIATH €IUHBIN
3aKJTIIOUUTENIBHBIA OTUET. 3aKIIOUUTENBHBIN OTUET JIOJHKEH BKIIIOYATh JIaHHBIE 1O BceM (pazam
nccienoBanus. Begymmi nuccinenoBaresib COCTABISIET OTYET O MPOBEACHUH TOPYUYEHHOTO EMY
ATana MCCIEA0BAHUA JJIs1 BKIIOUEHHUS €0 B 3aKJIIOUUTEIbHBIN OTUET, 3aBEPSIET MOANUCHIO U
YKa3bIBa€T J1aTy. B roTOBOM BHJI€ OTUYETHI JOKHBI BKIIIOYATh B C€0sl CBEJICHUS O MMPOBEICHUU
cootBeTcTBYIOIIEr0o MoHuTOopuHTra COK Ha 3TOi HcnbITaTeIbHOM MIIOMIAAKE U HH(DOPMAIUIO
JOCTATOYHYIO ISl TOr0, 4TOOBl PYKOBOAUTENb HCCIEIOBAHUS MOT COCTAaBUThH IOJIHBIN
3aKJIIOYUTENIBHBIA OTYET [0 BCEMY HCCIEIOBaHWIO. B KkadecTBe albTEpHATUBBI
HeoOpaboTaHHbBIC TAHHBIE MOTYT MEPEIABATHCS BEIYIIUMU UCCIIEI0BATEISIMUA PYKOBOIUTEIIO
UCCIIEIOBAHMS, KOTOPBIM JOJDKEH YOeIUThCS, YTO DTH JaHHBIE NPEJCTABICHBI B
3aKJIIOYUTENIbHOM OTYeTe. B 3aKilouMTEeNIbHOM OTYETEe, COCTaBJIEHHOM TaKUM 00pa3om,
JOJDKHBI OBITH yKa3aHbl BEAyIIUE HccieaoBaTenu U (asbl, 3a KOTOpPbIE OHU HECYT
OTBETCTBEHHOCTGH.

56.Benymue nccneaoBaTeny JOKHBI YKa3aTh, B KAKOM 00bemMe padoTa, 3a KOTOPYIO OHU
OTBEYAIOT, COOTBETCTBYET MPABUIIAM, U NIPUBECTHU CBEACHUS O NpoBeaeHun uHcnekuuii COK
Ha CBOEM uCHOBITATENbHOM IIomagke. OTa HH(OpManus MOXKET ObITh BKIIOYEHA
HEMOCPE/ICTBEHHO B 3aKIIOYUTEIBHBIA OTYET JNUOO0 TpeOyembie NaHHBIE MOTYT OBIThH
BKJIFOUEHBl B 3asBJICHUE PYKOBOJUTEISI HCCIEIOBaHUS O COOJIIOJICHUW MpaBuil U B
3akmouenre COK B 3akntountensHoM otyete. [Ipu 3ToM ciaeayer nath CChUIKY HA UCTOYHUK
M3 KOoToporo Obula B3sTa JaHHas wuWHGOpMANMA M MECTO €ro XpaHCHHS.
57.PyKOBOAUTENb UCCIEAOBAHUS JOJKEH MOANUCATH 3aKIIOYUTEIbHBIM OTYET U



IPOCTaBUTh ATy MOAMKMCH, YTOOBI YJJOCTOBEPUTH CBOIO OTBETCTBEHHOCTH 3a MPABUIILHOCTD
BCEX M3JIOKEHHBIX B HEM JaHHBIX. COOJII0IeHHE MTPABUJI TOJXKHO YKa3bIBATHCS C TOMOILBIO
CCBUIKM Ha MpaBHJia U HOPMATUBHBIE NPABOBBIE AKTHI, COOJIIOJIEHNE KOTOPBIX 3asIBIISIETCS.
JlanHoe 3asiBjieHHE O COOTBETCTBUU JIOJKHO PACIpPOCTPaHAThCA Ha Bce (a3bl MCClIeJOBAHUS
U JIOJUKHO COTJIACOBBIBATHCA C MH(OpMalMel, MPEeACTABICHHON B 3asBICHUSAX BEIYIIHUX
uccienoBareneil. B 3aKIIOYMTETRHOM OTYETE TAaKXKE YKa3bIBAIOTCS MCIBITATEIbHbBIC
NJO0MAaaKH, HE COOTBETCTBYIOIIHE npaBuUiaM.

58.B 3aKkII0YUTEILHOM OTYETE JIOJKHO OBITh yKa3aHO MECTO (MecTa) XpaHEHUs IuIaHa
uccaeoBaHus, Npo0 MCCIeNyeMbIX UM CTaHAAPTHBIX BELIECTB, OMOJIOTMYECKUX 0OpasIoB,
IIEPBUYHBIX JTAHHBIX M 3aKJIIOYHUTEIBHOrO oryera. OTYEeThl, COCTABICHHBIE BEIyLIUMU
MCCJIEeI0BATENSAMHU, TOJKHBI COJIEPKAaTh MH(POPMALIHIO, KaCalOIIyI0Cs XpaHEHUsI MaTepUasoB,
3a KOTOpBIE OHHU HECYT OTBETCTBEHHOCTD.

59.IlonpaBku B 3aKJIIOYUTEIBHBIA OTYET MOXKET BHOCUTH TOJBKO PYKOBOIUTEIb

uccienoBanus. Ecinu HeoOxoaumas nonpaBka kacaercs (a3bl, IPOBEJECHHON Ha KaKOW-1TM00
UCTIBITATEIbHOM TIJIOIIAJIKE, PYKOBOJIUTEIh MCCIIEIOBAHUS JOHKEH CBS3aThCSA C BEAYIIUM
UCCJIEeI0BATENIEM, YTOOBI COTJIACOBATH COOTBETCTBYIOIINE KOPPEKTUPYIOUIUE NEUCTBUS. DTH
KOPPEKTUPYIOIIHNE IEHCTBUS JOJIKHBI OBITh 3apPETUCTPUPOBAHBI JOKYMEHTAIBHO B MOJHOM
o 0 B e M e

60.Ecau oTueT MoAroTaBIMBaeT BEIYIINI UCCIEA0BATENb, TO JAHHBIA OTYET JIOJKEH
COOTBETCTBOBATh TE€M K€ TPEOOBAHUSAM, YTO U 3AKITIOYUTEIIbHBINA OTUET.

X. CraHAapTHEIE ONIEPAIHOHHBIE IIPOLEAYPHI

61.1lpaBuna ycTaHaBIMBAIOT HEOOXOJUMOCTH BBEACHHS M COOJIOJICHUS
cOOTBETCTBYOIMX yTBEPkKACHHBIX COII. I MHOTOLIEHTPOBBIX UCCIEAOBAHUN MPUMEHSIOT
CleNyIoIIue npoueaypsl (HO HE OTPaHUYUBAKOTCS UMH):
BHIOOp W  MOHHUTOPHUHI  HUCIHBITATEABHBIX  IJIOMAJOK;
Ha3Ha4YeHUEe W  3aMeHa BEAYLIero ucciaegoBaTeNs;
nepejaya JaHHBIX, OWMOJOTMYECKHUX OOpa3loB M MNPo0 MEXAYy IIONIAJIKAMU;
MpOBEpKa MPABUIBHOCTH WUJIM YTBEPKACHUE MEPEeBOAOB IaHa ucciegoBanuii uim COII
Ha MHOCTpAaHHEB U S3BIK; U
XpaHEHHE, BO3BpAaT M YTUWIM3AlHUS HCCIENYEMbIX W CTaHAApPTHBIX BEIECTB,
UCII0JIb3YEMBIX Ha OTAAJE€HHBIX MCHBITATENbHBIX IJIOMIAdKaX.
62.1lpaBuia ycranaBnuBaroT HeoOxoaumocTh Haauuus COIl HemocpeacTBEHHO B
pacnopsKEHHM MEPCOHAlla HWCCIEAOBAaHUS IPU OCYUIECTBIECHHUM HCCIEI0BATEIbCKON
NEeATEIbHOCTH, HE3aBUCUMO OT TOTO, BBIMOJHSIOT JIM OHU PaObOTy B JAaHHBI MOMEHT.
63.Crenyer obOecreunTh COOIIOACHUE MMEPCOHAIOM HCTbITaTeNbHOM 11omanku ee COIL.
Ecnu TpeOyercs, yToObl OHU cOONIOAANM APYTHe MPOLENypbl, YKa3aHHbIE PYKOBOJUTEIEM
uccinegoBanus (Hanpumep, COIIl, npeacTaBieHHbIE PYKOBOJICTBOM HCIBITATEILHOM



71a00paTopuH), TO ATO TpebOBaHUE JTOJDKHO OBITh YKa3aHO B IJIaHE UCCIIeIoBaHus. Beaymumii
uccieaoBaTellb HECET OTBETCTBEHHOCTh 3a OO0ecmeueHue TOro, 4YTOObI MepcoHal
ucneiTatensHol Tutomanku 3Han COII, kotopeie ciiemyeT cobmtonaTh, © UMEN JOCTYM K
COOTBETCTBYWIIEH JTOKYMEHTAIHUMU.

64.Eciin TpeOyetcs, 4ToObl EepCOHANl UCHbITaTeNbHOU Momanku cobmogan COIl,
OpEeJCTaBICHHBIE PYKOBOJCTBOM  MCIBITATEIBLHOW J1abopaTopuu, PYKOBOJACTBO
UCIBITATEBHON  MIOMAAKKA JOJKHO JaTh Ha ATO MNHUCHBMEHHOE  CcoTJlacue.

65.Ecimu COII ucneiTaTenbHOM 1abopatopun ObLIM CO3/IaHBI JIJIS MCIIOJIB30BAHUS HA
WCIIBITATEeIbHOM TIONIAJKEe, PYKOBOJICTBO UCTIBITATEILHOM J1a0OPaTOPUU TOKHO 00ECTICUUTh
, 4TOOBI Kakue-mn6o nocnenyromue peaakiuu COIl, BrilTyckaembple BO BpeMs UCCIIEIOBAHNUS,
HaIpaBJISJIMCh TAKXKE W HA UCIBITATECNIbHYIO TIOMIAAKY, @ CTaphle BEPCHUU H3BIMAIUCh U3
WCIIOIb30BaHus. Benmymuil mcciaegoBaTenb NOKEH 00ECIeYnTh, YTOOBI BECh IMEPCOHAT
UCTIBITAaTENbHON Momanku 3Han o nepecmorpe COIl m umen A0cTyn TOJABKO K TEKylIeH
AaKTyalbHOHU BEpCHUHU.

66.Ecnu Ha ucnbITaTeNbHBIX TUIoMaakax Tpedyercs BomouHITh COIl ncnbTaTenbHOM
nabopaTtopun, MoxeT noTpedoBatTbes nepeBoa COIl Ha npyrue s3biku. B 3Tol cutyanuu
BAXKHO, YTOOBI JIIOOBIE TMEPEBOJbI THIATEIBLHO MPOBEPSIIUCH, & UHCTPYKIIMU U 3HAYCHUE
Pa3JIMUHBIX SI3BIKOBBIX BEPCUHN OCTABAIMCh UACHTUYHBIMU. ICXOMHBIN SI3bIK (S3bIK OpUTHHAIA
) noJkeH ObITh yKa3aH B niepeBeaeHHbIX COII.

XI. XpaHeHue perucTpanyOHHBIX 3alMCEH U MaTEPHAIIOB

67. Bo BpeMs npoBeicHUsI MHOTOLIEHTPOBBIX UCCIEAOBAHUN CIIETyEeT YAEISATh BHUMAHHE
BPEMEHHOMY XPaHEHHUIO MaTepuaioB. Takue moMENmEeHHs I XPaHEHUS! JOJKHBI HAJIEKHO
3al[UINATh IEJNOCTHOCTh HX CcoJepkuMoro. Eciaum gaHHBIE XpaHATCS 3a MOpeaeaamu
UCTIBITATEIbHOM J1a00paTOpuu, CIEAYET YIOCTOBEPUTHCS, YTO MCHbITATENbHAS TUIOMIAIKA
MMEET BO3MOXXHOCTh O€CHpPEnATCTBEHHOTO0 JOCTyHa K JaHHBIM, KOTOpPbI€ MOTYT
norpedboBarhcs JUIT St aHallu3a u MPOBEPKHU.

68.Cnioco0 xpaHEHUs pPETUCTPAllMOHHBIX 3amuced W MaTepHajoB JIOJDKEH

COOTBETCTBOBaTh ImpaBwiaM. Eciu noMemieHuss I XpaHEHUs Ha IUIOMIAJKEe He
YAOBJIETBOPSIOT MpaBUiiaM, PETUCTPAIIMOHHBIC 3alIMCH U MaT€pUaJIbl CJIEAYEeT MepeaBaTh B
apXxus, COOTBETCTBYIOIIUN TpeOOBaHUAM MpaBuI.

69.PyKOBOJCTBO UCTIBITATEIBHOM MJIOIMIAIKH TOJKHO 00ECeYnTh, YTOObI UMEIHNCH BCE
COOTBETCTBYIOIIUE JTOKYMEHTHI, YAOCTOBEPSIONINE YYACTUE HCIBITATEIbHOW MIIOMIAIKU B
MCCIIEIOBAHUH.
NPUITOXEHMHUE No 4
K [IpaBunam HajJiexaneu nabopaTopHO#



NPaKTUKU EBpasuiickoro DKOHOMHUUYECKOTO
comp3a B chepe oOpameHus JE€KapCTBEHHBIX
CPEIICTB

IMOPAIOK

npumMeHeHns [Ipasmn Hagexamei mabopaTopHOH

mpakTHku EBpasuiickoro 3k0HOMH4IECKOro coio3a B cpepe oOpamenus
JIEKApCTBEHHBIX CPEJICTB K KOMITBIOTEPH3HPOBAHHEIM CHCTEMaM

I. O6mue moIoXeHus

KomnbioTepu3upoBaHHble CUCTEMBI (J1ajie€é — CHUCTEMBbl), HMCHOJIB3YIOIIHECS MPU
NPOBEACHUN HCCIENOBAHUM, OTYETHI O pE3yJbTaTaX KOTOPBIX MPEACTABISIOTCA B
YIOJIHOMOYEHHBIE OpPraHbl TOCYAapcTB — WICHOB EBpa3uiickoro 3KOHOMHUYECKOro coro3a (
Janee — roCylapCTBa-yjieHbl) B COCTaBE€ PETrUCTPALMOHHOTO JOChE JIEKAPCTBEHHOTO
npenapara, J10JKHbl UMETh COOTBETCTBYIOIIYK) KOHCTPYKIHIO, JOCTATOYHYIO MOIIHOCTh U
OBITh MPUTOAHBIMH IS II€JIEH HCCIENOBAaHUS, B KOTOPHIX OHU MPUMEHSIOTCSI. CHCTeMBI
JOJDKHBI  pa3pabaThIBaThCS, BAJTUIUPOBATHCA W IKCIUIyaTHPOBATHCS B COOTBETCTBUU C
MPUHITUTIAMY TIPABUII HAIISKAIIEH TabopaToOpHO# pakTuku EBpa3uiickoro 3KOHOMHYECKOTO
CO103a, YTBEpKaaeMbIX EBpa3uiickoii SKOHOMHUECKON KOMHUCCHEH (fanee — mpaBujia), KpoMe
TOTO, JIOJKHBI OBITHh YCTAHOBJIEHBI COOTBETCTBYIOIINUE MPOLETYPhl KOHTPOJISI U TEXHUYECKOTO
oOCHNyXHUBaHUA JlaHHBIX CUCTEM.

[Ton Banupmamnuen cCUCTEMBI MOHUMAKOT NPOBEPKY U JTOKYMEHTAIbHOE MOATBEPKIACHUE
MNPUTOAHOCTH CHUCTEM CBOEMY NMpEAHAa3HAYECHUIO.

[Iporecc Basaanuu HEOOXOAUM JIJiE 0OECIIEUECHHS] TapaHTUU COOTBETCTBHUS CHUCTEM
3apaHee 3aJIaHHBIM TEXHUYECKUM TpeOOBaHUsM. Bamumanusi mompKHA OCYIIECTBISTHCS 10
Hayaja OHKCIUTyaTalluM CUCTEMbl M MPOBOJAMUTHCS HaJJIekKalUM 00pa3oM TOJIBKO B
COOTBETCTBUHU C pa3pabOTaHHBIM IJIAHOM BaJIMIAIUH.

I1. ITprammns Hagexkamei 1abopaTOpHOM MPaKTHKHA
¥ KOMIIbIOTEPH3UPOBAHHEIC CHCTEMBI

[Ipy npuMeHEeHUU MNPUHLUIIOB HaJJIeXaluel J1abopaTOPHON NPaKTUKH K
BBIIIICONMCAHHBIM CUCTEMAaM clieyeT IPUHUMATh BO BHUMaHUE TpeOoBaHUsI IyHKTOB 52, 60,
66, 109, 116, 118 npasu.

1. O0S3aHHOCTH M OTBETCTBEHHOCTD



PykoBOJICTBO HCIIBITATENIBHOMN J1a0OPATOPUU HECET OTBETCTBEHHOCTH 3a COOJIOJICHHE
TpeOOBaHUI MpaBui, BKJIOYas Ha3HAYEHUE HA JOJHKHOCTh U 3G (PEKTUBHYIO OpraHU3aIUI0
JOCTATOYHOTO YHCJIa KBATH(UIIMPOBAHHBIX U OMBITHBIX COTPYJIHUKOB, PabOTAIOIINX C
CUCTEMaMH, a Takxke o00s3aH0 obOecrnedyuBaTh, 4TOOBI MOMEIICHUs, O00OpyJIOBaHUE U
mporeaypbl 0OpabOTKH MaHHBIX B CHUCTEMaX COOTBETCTBOBAIM YPOBHIO TEXHHYECKUX
TpeOOBaHUN CHUCTEM M LEJISIM HCCIEJOBAHUN, B KOTOPBIX MPUMEHSIOTCS CHUCTEMBI.

PykoBOJCTBO MCHBITATENRHON 1a00OPATOPUHM HECET OTBETCTBEHHOCTh 3a OOecredeHue
COOTBETCTBHSI CHCTEM IMPENINOJIaraeMoMy Ha3Ha4€HUIO. PyKOBOJICTBO HCHBITATEIbHOMN
71a00paTOpUU JTOJKHO YCTAHOBUTH B BUJIE MPUHSITOTO MUCHbMEHHOTO JOKYMEHTA MPUHITUIIBI
OpraHW3alliy U BBIMOJHSAEMbIC B 00JIACTH aBTOMATH3AIlMU MPOIEAYPhI, TAPAHTUPYIOIINE
pa3palboTKy, BaJuJallMI0, HKCIUTYaTallMi0 M OOCIy>KMBaHUE CHCTEM B COOTBETCTBUU C
NpUHLIUIAMHU HaJJexaumeu nabopaTtopHOW IMIPAKTUKH.

PykoBOACTBO HcmbITaTeNbHON J1a00OpAaTOPUM JTOKHO OOECHeYuBaTh, SICHOCTh H
COOJIIOJICHUE TEPCOHAIOM Ja00paTOPUU NPUHLMUIIOB OPTraHU3allUM U BBINOJHIEMBIX B
00J1acTH aBTOMATHU3AIMH MPOLIEAYP, a TakkKe dPPEKTUBHBIN KOHTPOIb COOJIIOCHHS JaHHBIX
MPUHIIUIIOB u BBIMOJHEHUS JaHHBIX npouenyp.

PykoBoncTBO uWcmbITaTeIbHONW J1a0OpATOPUM TOJKHO HAa3HAYaTh BBIACICHHBIX
COTPYJIHUKOB, a TaK)XK€ YCTAaHOBUTH JIJII HUX OTBETCTBEHHOCTH 3a pa3pabOTKy, BaJIHUAAIHUIO,
DKCIUTyaTaluilo W oOCHyXuBaHHE cucTeM. JlaHHBI TIepcOHANT MOJDKEH MMETh
COOTBETCTBYIOILIYIO0 KBUIM(PUKALMIO, ONBIT U JOCTATOYHYIO MOATOTOBKY JJIS BBITOJHEHUS
CBOMX o0s3aHHOCTEH B COOTBETCTBUU c TpeOOBaHUSIMU paBuIl.

PykoBoauTenu ucciaeaoBaHus COrIaCHO TPEOOBAHUSIM MPABHII HECYT OTBETCTBEHHOCTD 3a
obmiee mpoBeAeHHE wucclenoBaHui. Ecnu npu npoBeneHUM WCCIEIOBAaHUN OyayT
UCIIOJIb30BaThCSl CHUCTEMbBI, PYKOBOJICTBY HCHBITATEIbHON Ja0OpaTopuu HEOOXOJAUMO
obecreunuTh, 4TOObl PYKOBOJUTENIU HCCIECAOBAHUS B MOJHOM MEpe HMX HUCIOJb30BAIM B
UCCIIEJOBAHUM  JUISI  JIOCTUXKEHHS  IOCTAaBJIEHHOW B  HUCCIEJOBAaHUM  LIEJH.

OTBETCTBEHHOCTh PYKOBOJMUTEISI UCCIICIOBAHUS B OTHOILIICHUH OOpAIleHUs C JAaHHBIMH,
MOJTYYECHHBIMH B 3JIEKTPOHHOM BHJIE€, UJEHTUYHA OTBETCTBEHHOCTU MPHU PabOTE C JaHHBIMHU,
XpaHsSIIMMHUCA Ha OyMaxkHOM Hocutene. B wucciegoBaHusX, 3adBIIEMbIX Kak
COOTBETCTBYIOIINE TPEOOBAHUSAM TMPABUI CJIEAYET HCMOJIb30BATh TOJBKO CHUCTEMBI,
IpOoLIEIIINE MPOLEAYPY BaTuJalLUU.

2. Ilepconan

IlepcoHan, uCIONb3YIOIINI CUCTEMBI, HECET OTBETCTBEHHOCTH 3a SKCILTyaTallUI0 JaHHBIX
CHUCTEM B COOTBETCTBUM C TpeOoBaHUsIMU mpaBuil. llepconan, KoTopblii pa3pabaThiBaeT,
BAIMIUPYET, SKCITyaTUPYET U OOCIY>KHMBAET CHUCTEMbI, HECET OTBETCTBEHHOCTh 3a
BBITIOJTHEHUE BBIIIIENIEPEUUCIICHHBIX MEPOIIPUSATUM B COOTBETCTBUH C TPEOOBAHUSIMH TTPABUII
u YCTAHOBJII€EHHBIMHU TEXHUYECKUMHU HOpMaMu.



O0s3aTenbeTBa M OTBETCTBEHHOCTD CITYKObI oOecrieuenus kadectBa (manee — COK) B
OTHOILLIEHHUH OLIEHKU CHUCTEM JAOJKHBI ObITh OINpeeieHbl PYKOBOJICTBOM MCIBITATEIbHON
1a00paTOpUU U BHECEHBI B CIyXEOHbIE MHCTPYKIHMU W CTAaHAAPTHBIMU OINEpPAlMOHHBIMU
npouenypamu (nanee — COII). [Iporpamma obecrnieuenust kauecTBa JA0HKHA BKIIIOUATh B ce0s
NpOUEaypbl M METOAbl, TapaHTHUPYIOLUIME COOTBETCTBME BCEX 3TAlOB BalUIALlHH,
AKCIUTyaTalluM M TEXHUYECKOTO OOCITyXUBaHUA KOMIIbIOTEPU3UPOBAHHBIX CHUCTEM
YCTaHOBJIEHHbIM cTaHgaptam. Kpome Toro, mporpamma oOecrnedyeHus KayecTBa JOJIKHA
BKJIFOYATh B c€0sl MPOIEAYPhl U METOJbl YCTAHOBKM MPUOOPETEHHBIX CHUCTEM U TPOIIECC
pa3paboTku CUCTEM BHYTPEHHUMU cuiaMu OpraHMu3aluu.

[Tepconan COK noykeH KOHTPOJIMPOBATh COOTBETCTBUE CUCTEM MPUHIUIAM
HaJJIexanen J1abopaToOpHOM NpaKTUKH W JOJDKEH MPOUTH oO0ydeHHue HeoOXOIUMbIM
cnenuanbHbIM (TpoPrIIbHBIM) TeXHIYECKHM HaBbiKaM. [lepconan COK momkeH ObITh 3HAKOM
C cHUCTeMaMH B JOCTaTOYHOM CTENEHH, YTOObI UMETh BO3MOKHOCTh BBIHECTH B OTHOILICHHUH
KauecTBa MX BaJWJAUHUM UX OOBEKTUBHBIE 3aMEUYaHHUs; B HEKOTOPBIX CIIy4YasgX MOXKET
norpeboBaThCH Ha3Ha4YeHUE npoduUIbHOTO ayauTopa.

Hns o630pa ganubix nepcoHan COK nomkeH MMETh HEMOCPEACTBEHHBIN JTOCTYI C
MIpaBaMM MOJIb30BATENS TOJIBKO JJISI UTEHHSD K JaHHBIM, XPaHSIIUMCS B CHCTEME.

3. OOyuenune

[IpaBuna ycTaHaBIWMBAIOT, YTOOBI B HCHBITATEIbHON 1a00OpaTOpUM HMENCH
KBaTU(UIHUPOBAHHBINA U OMBITHBIN MEPCOHAN HAJIEKAIEr0 YPOBHS, JOKYMEHTUPOBAHHbBIE
y4eOHbIE MPOTpaMMBbI 0 paboTe ¢ cUCTeMaMu Kak JijIsl 00y4yeHust Ha pabodeM MecTe, Tak H,
Ip1 HEOOXOUMOCTH, Ha BHEIIIHUX Y4€OHBIX Kypcax. 3anucu 0 moJJOOHOM 00y4YEHUU AOTKHBI
OBITh COXpaHEHbl. Bplllleyka3aHHOE MOJOXEHUE PACIpPOCTPAHSAETCS Ha BECh NEPCOHA,
UCIIOJIb3YIOIINI B CBOEH paboTe CUCTEMBI.

1. ITomemenus u o60pyoBaHUE

JUis IpoBeieHUs UCCIIeI0BaHUl B COOTBETCTBUU ¢ TpeboBaHusMu IIpaBun TpeOyetcs
HaJIMYME€ COOTBETCTBYIOIIMX TMOMEIIEHU © 00opynoBaHHs il oOecreyeHus
¢byHkunoHupoBaHusa cucreM. Kpome Toro, x cucreMaMm MpeabsBISAIOTCS ClEIyIOLIue
cnenuanbHble TPEOOBAHMSL.

1. IlomMemenusa

Heo6xoaumo obecnieunth GU3MUECKOE PACIIOIOKEHUE KOMIBIOTEPHOTO aIMapaTHOro
oOecrieueHusi, mepuPepuiHbIX KOMIIOHEHTOB, KOMMYHHKAIlHOHHOTO OOOpYyAOBAaHHS U
AJIEKTPOHHBIX HOCHUTENEH MHGOpMaIUK Uil HaJIeKamero (GyHKIMOHUPOBAHUS CHUCTEMBI.
Crnenyer n3beratb BO3JEHCTBUS Ha CHUCTEMBl IKCTPEMAJIbHBIX TEMIIEPATyp M BIAKHOCTH,



MIBUTH, 3JIEKTPOMArHUTHBIX TTOMEX M OJIM3KOT0 PaCIIOOKEHUS CHCTEM K KaOelssM BBICOKOTO
HaIPsHKEHUS, KPOME CITydaeB, KOT/1a 000pyI0BaHKE CIICIIMAIBHO MPEAHA3HAYCHO JIJIsT PaOOTHI
B Mo 0O HEH X YCIOBHUSAX.

Taxke HeoOXoaAMMO 00CECIEUYUTh HaJJICKAIee SJCKTPOIMUTAHUE KOMITBIOTEPHOTO
o0opynoBaHus W, TMPH HEOOXOIUMOCTH, PE3EPBHOE KOMUpPOBaHWE WU OecrepeOoiHOe
MUTAHWE CUCTEM, HEUCIPABHOCTh KOTOPBIX MOXKET IMOBJIUATH HA PE3yIbTaThl UCCIICIOBAHUS.

Heo0xonumMo MMETh COOTBETCTBYIOIIME MOMEIIEHHS Jisi 0€30MacHOTO XpaHEHUSs
AIIEKTPOHHBIX HOCUTEIICH HH(POPMAITUH;

2. O6opynoBaHue

AnmapaTHoe ¥ IporpaMMHOe obecredeHune

CucreMa sBISE€TCS TpyNIONW anmapaTHbIX KOMIOHEHTOB M COOTBETCTBYIOIIETO
IPOrpaMMHOTr0 oOecreueHusi, pa3padOTaHHBIX U COOPAHHBIX JJISl BBIMOJIHEHUS ONPEEICHHOM
byHKUIHUU U U TpyHIBI byHKIUH.

K anmaparnoMy obecrniedeHHIO OTHOCATCS MaTepHalbHble KOMIIOHEHTBI CHCTEMBI,
cCOoCTOsIIHNE u3 KOMIIbIOTEpA u nepudepuitHbIX KOMITOHEHTOB.

[IporpamMHOe obecriedueHre MPeACTaBlIsIeT cO00M KOMIBIOTEPHBIE MPOTpaMMBI,
yOpaBISIONIHAE GYyHKIMOHUPOBAHUEM CUCTEMBI.

Bce tpeboBanus IlpaBui, mpuMeHsieMble K 00OpYJIOBaHUIO, B PaBHOM CTEIEHU
IPUMEHUMBI K alfapaTHOMY, U IPOrpaMMHOMY 0O€CIIEUEHHUIO.

KoMMynamkanuum

KoMMyHHKaIIMU, OTHOCAIIMECS K CUCTEMaM, JICJISITCS Ha 2 OCHOBHBIE
K aTerTrTopw™uuu
KOMMYHUKAIUHU MEX Yy KOMIObIOTEPAMHU;
KOMMYHHUKAIIUA MEXAY KOMMBIOTEpaMH U TepUDEPUUHBIMH KOMIIOHEHTAMHU.
Bce KOMMyHUKAIMOHHBIE JMHUU SBISIOTCA MOTEHIIMAIbHBIMU HCTOYHUKAMU
BO3HUKHOBEHHUSI OIUOOK, KOTOPhIE MOTYT MPHUBECTH K MOTEPE WIIM MOBPEKICHUIO JTaHHBIX.
Jmst oOecrieueHns OC30IMACHOCTH U IICIOCTHOCTH CHCTEMBI JTOJDKEH OBITH OOecIeucH
COOTBETCTBYIOIIMM KOHTPOJIb TPOIECCOB pa3padOTKH, BaMUIAlMH, SKCIUIyaTallud H
TEXHUYECKOT0 00CITyKUBAHUS CUCTEM.

IV. Texamaeckoe oOCIyXKHBaHHE M aBapUHOE BOCCTaHOBIIEHHE Bee cucTeMsl
ClIeflyeT YCTaHABIIMBATh U 00CITyKMBAaTh TAKUM 00pa3oM,
9T00BI 00ECIIeUNBaTh HEIPEPHIBHOCTH UX PabOTEHL.



1. Texamaeckoe 0OCTyKUBaHKE

JloJKHBI OBITh B HAJIMYWU, NPUHATHIE B BUJI€ MUCBMEHHOTO JOKYMEHTA MPOLEIYPHI,
OXBAaTHIBAIOIIME KaK IJIAHOBOE MpOoQuiIakTHUYecKoe OOCIyKMBaHHE, TaK U YCTpPaHEHHE
HEHUCIIPABHOCTEH CHUCTEM. OTH MPOUEAYPhl AOJKHBI YETKO OINPENeNsTh poOjb H
OTBETCTBEHHOCTb BOBJIEYEHHOI'O B MPOLIECC TEXHUUYECKOTO OOCITYKHUBAHUS CUCTEM IEpCOHaja
. B ciyuasix xorza Takue onepanuu no o0ciyKMBaHUIO TPeOyIOT U3MEHEHUH alapaTHOro 1
(W) TpOTPaMMHOTO OOECIEUCHHSI, MOXKET BO3HUKHYTh HEOOXOJIWMOCTHh IOBTOPHOH
BalUJaluu cUcTeM. Bo Bpemsi pyTHHHOM padOThl CHCTEM JOJKHA 3alKiChIBATHCA
nHpopmalus 0 JHOOBIX MpoOieMax M HECOOTBETCTBUAX B CHCTEMAaX, a TaKXKe JIFOObIE
OpEANPUHATEIE TEPCOHANIOM JEWCTBUSI IO HWCHPABICHUIO BO3HUKIIUX MpoOJieM W
HECOOTBETCTBUM.

2. ABapwuiitHoe BOCCTaHOBJICHHE

JloJKHBI OBITH B HAJTWYUU, MPUHSATHIC B BUJAEC MUCHbMEHHOTO JIOKYMEHTA MPOIEaYpHl,
OMHCHIBAIOIINE MEPBI, KOTOPhIE HEOOXOIUMO MTPEANPHUHATH B CiIydyae YACTUYHOTO WIIU
MOJHOTO OTKa3a KOMIIbIOTEPU3UPOBAHHOM CHUCTEMBI. Mephl MOTYT BapbUpPOBATHCS OT
3aIUTAHUPOBAHHOTO COKPAIICHHUS amnmapaTHOro0 OOOpYJOBaHMUSI CHCTEMBI JI0 OTKaza OT
UCIIOJIb30BAHUSI CUCTEMBI U TIepexoa Ha paboTy ¢ OyMa)KHBIMU HOCUTEISIMUA UH(GOpMAIUH.
Bce nanbl AeiicTBHS B aBApUNHBIX CUTYalUAX JOJKHBI ObITh TIIATENBHO TOKYMEHTUPOBAHBI
U BJIMJUPOBAHBI; OHHM JOJDKHBI OOECIEYMBATH COXPAHEHHE HENPEPHIBHON I1€IO0CTHOCTH
JAHHBIX W HE JOJKHBI KaKUM-IMO0O0 o00pa3om yrpoxkarh ucciegoBanuto. I[lepconarn,
YYaCTBYIOIIUNA B MPOBEJECHUU HCCIENOBAHUS B COOTBETCTBUU C TpeboBanusimu I[lpasu,
JIOJDKEH OBITh OCBEJOMJICH O HAJIMYMU JAaHHBIX TUIAHOB JCHCTBUS B aBAPUUHBIX CUTYalLIHSX.

[Ipouenypsl BOCCTAaHOBJIEHUSI CUCTEMBI JOJKHBI 3aBUCETh OT CTENEHH KPUTUYHOCTHU
cucteMbl. HeoOXoaumo uMeTh B HaJWYMM PE3E€PBHBIC KOMUU Bcex mporpamm. Ecnu
MPOLEIYypbl BOCCTAHOBJIEHUS BBI3BIBAIOT M3MEHEHHUE AalMapaTHOrO0 WKW MPOrPaMMHOTO
oOecrieyeHus, MOKET MOTPeOOBATHCS MOBTOPHAS BAJIUIAIUS CUCTEMBI.

V. Jlaaasie

B cootBercTBHU ¢ TpeboBaHUsIMU [IpaBui NEpBUYHBIMU JaHHBIMU SIBJISIFOTCS OPUTHMHAIIBI
3anucedl U JOKyMEHTAlWH, BKJIIOYas TaHHbIE, KOTOPbIE HANPSAMYIO BBEIECHBI B KOMIIBIOTED
yepe3 wuHTepdeiic mnpudbopa, KOTOpbIE SBISIOTCS pe3ysbTaTaMH OPUTMHAIbHBIX
AKCIEPUMEHTAIBHBIX HAOMIOJEHUN U IEUCTBUN B XOJA€ MCCIEIOBAHUS U HEOOXOIUMBI IS
bopMupoBaHus U OLIEHKH OTYETa 0 JaHHOM UCCJIEOBAaHUU.

Cucremsbl, paboTarolue B COOTBETCTBUU ¢ TpeboBaHusIMU [IpaBui1, MOTyT OBITH CBSI3aHbI
C TEPBUYHBIMU JAHHBIMU C HCIOJIb30BAHUEM PA3JIUYHBIX HOcuTened uHpopManuu (
HaIpuMep, 3JIEKTPOHHBIX HOCHUTENeW HHQPOPMALMHM, PACHEYATOK C KOMIIBIOTEpa WU



npubopoB, a Takxke Komui MukpodmibmMoB (Mukpodwumr)). Heobxomumo, 4ToOBI BU
HOCUTENCH WH(POPMAITUU JJIT TIEPBUYHBIX JAHHBIX OBLI OMPEASTCH I KaKJIOH CHUCTEMBI.

Ecnu cuctembl ucnonb3yroTes st cOopa, 00padOTKU, MPECTABICHUS WA XPaHEHUS
NEPBUYHBIX JaHHBIX B JJICKTPOHHOM BHC, TO KOH(UTYypalus CUCTEMBl BCET/a JOJKHA
obecrieuynBaTh COXpPAaHEHUWE AyAUTOPCKUX JAaHHBIX B IOJHOM OOBeme, 4ToObl Oblna
BO3MOYXHOCTh TIPOCJICIUTh BCE M3MEHEHHUS JaHHBIX, B TOM YHCIIC W MEPBUYHBIX JAHHBIX.
JlolbkHa OBITH BO3MOXKHOCTh HICHTH(HUKAIMA BCEX BHECCHHBIX M3MCHEHWH ITaHHBIX C
JUIaMHU, KOTOPBIE€ BHECIW ATH U3MEHEHHUS TpPU TOMOIIM (DJIEKTPOHHOMN) MOAMUCU C
yKa3aHUEM BPEMEHU U JaThl BHECCHHS M3MECHECHHM. [[pUIrHbBI BHECCHUS N3MEHEHHH JTOJKHBI
O BI T b Yy Ka3aH b

Ecnau mepBuYHBIC NaHHBIC XPAHATCS HA JICKTPOHHBIX HOCUTEISAX WH(GOPMAIIUH, TO
HEO0OX0IUMO 00€CTICUHTh BBHITIOJIHEHUE TPEOOBaHUI MO WX OJITOCPOYHOMY XPAHCHHUIO B
3aBUCUMOCTH OT THIIa XPAaHUMBIX JaHHBIX U OKHUJAEMOTO CpOKa CiIykObl cuctemsl. [lpu
M3MEHEHUH B CHCTEME allapaTHOro M MPOrpaMMHOTO 00eCIIeueHs T0JDKEeH ObITh COXpaHeH
JOCTYT K MEPBUYHBIM JTAHHBIM CTapO KOHPUTYPAIIMUA CHCTEMBI M UX 0€30MacHOe XpaHEHHE
JUTsI TApAaHTUPOBAHUS IIEIOCTHOCTH JAHHBIX. Takas BcroMoraTenbHas wWHOpMaIus, Kak
KypHaJbl 00CITY>KUBaHUSI 000PYIOBAaHUS M MPOTOKOJIBI KATUOPOBKU, KOTOpasi HeoOxoauma
JUI. TIOATBEPIKICHHUS JOCTOBEPHOCTH IEPBUYHBIX JAHHBIX HJIHW KOTOpas TO3BOJISICT
BOCCTAaHOBUTH OTJCIBHBINA SKCIIEPUMEHT MJIU BCE MCCIIEIOBAHUE, JIOJDKHA OBITH COXpAaHEHA B
a p X U B a X

COII gst obecniedeHus: pabOThI CUCTEMBI TAK)KE JOJDKHBI OMUCHIBATH ATbTEPHATHBHBIC
IpoIeAyphl cOOpa JaHHBIX, KOTOPHIM HEOOXOIMMO CIIEIOBaTh B ciydae cOos cucteMsbl. [Ipu
TaKUX 00CTOATENLCTBAX JIO0OBIC BPYUHYIO 3alMCAHHBIC IEPBUYHBIC TaHHBIE, U B JaTbHEHIIIEM
BBOJIUMBIE B CUCTEMY, JIOJDKHBI OBITh U€TKO 0003HAYEHBI B KAUECTBE TAKOTO BHJIa COOPaHHBIX
JTAHHBIX M COXPAHEHBI B KaueCTBE NMEPBUYHBIX 3amuceld. [Iporeaypsl Mo pe3epBUPOBAHUIO
JTAQHHBIX, TMPOBOJMMBIC TPHU TMOMOINU AJIbTEPHATUBHBIX MPOIEAyp (HampuMep, pyIHBIX
3aIKCei ), TOJDKHBI CBECTH K MUHUMYMY PUCK TIOTEPHU JaHHBIX U TapaHTHPOBATh COXPAHCHUE
TakKHX 3anmucen

B ciydae ycrapeBaHus cHCTEMbl HEOOXOAMMO MEPEBECTH DJICKTPOHHBIC TIEPBUYHBIE
JaHHBIC W3 OJHOW CHUCTEMBI B JPYTryl0, MPU OTOM JAHHBIM MPOIECC JOJDKEH OBIThH
JOKYMEHTHUPOBAH HaJUICkKAIIUM 00pa3oM, a IEIOCTHOCTh JJAHHBIX MOJATBEpKIeHa. B ciyuyae,
€CIM TOAOOHBI TMEepPEeHOC TAaHHBIX HE OCYIICCTBUM NPAKTHYECKH, MEPBUYHBIC JTaHHBIC
JIOJKHBI OBITH TIEPEHECEHbI Ha APYrol HOCUTENh MH(POPMAIMK U UX TOYHOE KOMHPOBAHHE
JIOJIKHO OBITh MOJATBEPKICHO 0 Hadasla yAaJICHUS OPUTHHAIBHBIX JICKTPOHHBIX 3aITUCEH.

VI. KomnsioTepHas 6€30macHOCTD

JI71s 3aIUTHI anmapaTHOro o00py10BaHUs, TPOrPaMMHOTO 00€CTICUEHUS U CaMUX JIaHHBIX
OT MOBPEXCHUS, HECAHKITMOHMPOBAHHOTO M3MEHEHHUSI WA TTOTEPH JTAHHBIX JOHKHBI OBITH



NPUHATHL B BHUJE NHUCbMEHHOTO JIOKYMEHTa MpOIEeAypbl obecmeueHus O€30MacHOCTH.

B naHHOM KOHTEKCTE «OE€30MacHOCTh» O3HAYAeT NpPEAOTBpalleHHE
HECAHKIIMOHUPOBAHHOTO JOCTYIA K JAHHBIM WUJIW NMPEIOTBPALIEHUE NU3MEHEHUN KaK CUCTEMBI
B IIEJIOM, TaK ¥ U3MEHEHUH JTaHHBIX, XpaHAIuXcs B Heil. ClielyeT yUYUThIBaTh BO3MOKHOCTh
MOBPEXKACHUS JAHHBIX BHPYCAMH WJIU JAPYTUMHU MpOTpaMMaMH-areHTamu. J{OKHBI OBITH
OPUHSTHI MEPBI 0€30MACHOCTH, 00ECIICYHBAIOIIUE [IETOCTHOCTh JAHHBIX MPU KPATKOCPOUHBIX
U JIOJITOCPOYHBIX COOSIX CUCTEMBL.

1. ®u3naeckas 6€30MaCHOCTH

B 1ensx orpaHuYeHUs JOCTyNa K KOMIIBIOTEPHOMY M KOMMYHHKAIIHOHHOMY
00opyToBaHuI0, MepUPEPUITHBIM KOMITIOHEHTAaM M 3JIEKTPOHHBIM HOCHTEISAM WH(GOpMAaIUU U
€ro TPEJOCTABJICHUS TOJBKO YIOJHOMOYEHHOMY TIEPCOHAITY, HEOOXOJAMMO TPUMCHSTH
buzuvyeckue M€ P Bl 0e30mMacHOCTH.

K o0opynoBanuio, KOTOPOE HE PACIOJOKEHO B CHEIHAIBHBIX «KOMITBIOTEPHBIX
MOMENICHUAX» (HAampuMep, MEepCOHATBHBIM KOMITBIOTEpAaM W TEPMHHAJIaM), JTOJIKHBI
NPUMEHSTHCSI KaK MUHAMYM CTaHIapTHBIC TPOIEAYPhl KOHTPOJISI JOCTyTa, UMEIONINECs B
HUCHNBITAaTEIbHOH nabopaTtopuu.

B Tex ucheITaTeNbHBIX Ja00OpaTOpHsIX, T Takoe 00OPYIOBAaHHE PACIIOJIAraeTCs
YAQJICHHO (HampuMep, MPY UCIIOIh30BaHUH MIOPTATUBHBIE KOMITOHEHTOB W JIMHUH MOJCMHOM
CBSI3M), JOJDKHBI OBITH TPHHATHI JIOMOJHHUTCIBHBIC MEpbl OOecredeHUs (PU3HUCCKOU
0€30IacCHOCTH.

2. JlJormueckas 0€3011aCHOCTD

UToOBI MpenoTBPaTUTh HECAHKIIMOHUPOBAHHBIM JOCTYN K CHUCTEME, MPOrpaMMHBIM
MPWIOKEHUSIM U JaHHBIM, HEOOXOUMO OOECIIEYNTh MEPHI JIOTHYECKON O€30MacHOCTH IS
KOKJIOW CHCTEMBbl WJIM €€ MporpamMMmHoro mnpuioxenus. HeoOxoaumo obOecrieunBaTh
HCTIOJb30BAHUE TOJBKO YTBEPKICHHBIX BEPCUM M BAIUAMPOBAHHOTO MNPOTPAMMHOIO
obOecnieuenusi. Jlornueckas 0e30MacHOCTh BKJIOYaeT B ce0si HEOOXOAMMOCTh BBEACHUS
YHUKAJIBHOTO UJCHTU(PUKATOPA MOJIH30BATENSI ¢ COOTBETCTBYIOIIUM IMapojieM Jis BXoJa B
cuctemy. JIro00if BBOJ JaHHBIX WU YCTAHOBKY MPOTPAMMHOIO OOECIEUEHHUS M3 BHEIIHHUX
HMCTOYHUKOB CJIEyeT KOHTPOJIUPOBaATh. Takue 371€MEHTh KOHTPOJISI MOTYT 00€CIIeurnBaThCs C
MOMOIIbI0 MPOTPAMMHOTO OOECIEeUeHHUsI OIMEepPAllMOHHOW CHUCTEMBl KOMIIBIOTEpA,
CHEUHABHBIX MpOorpaMMm O€30MaCHOCTHU, BCTPOCHHBIX B MPUIOKEHHUS MPOLEAYyp, HIH
KOMOMHAIMI BCETO BHIIIENEPEUUCICHHOTO.

3. IlIem0CTHOCTD JAHHEBIX



[Tonnepsxanue HENOCTHOCTU JaHHBIX SIBJISETCS] OJHUM U3 INIaBHBIX TpeOoBanuii [IpaBu,
HE00X0AMMO, YTOObI BECh MEPCOHAJ, CBSI3aHHBIA C CUCTEMOM, ObLJT O3HAKOMJIEH W MTOHUMAJ
HEOOXOJUMOCTh MpPUMEHEHHS Mep Oe3omacHOCTH. PyKoBOACTBO HCHBITATENbHOM
1abopaTopuu AOHKHO TapaHTHPOBaTh, YTOOBI IEPCOHAN ObUI O3HAKOMIIEH C BaKHOCTBIO
oOecrniedyeHns: 6€30MaCHOCTH JIaHHBIX, IPUMEHSAEMBIX MPOLEypaX U OCOOEHHOCTSAX CHCTEMBI,
KOTOpBIE MO3BOJISAIOT 00ECHEUYUTh HAAJEXKAILYI0 €€ 0€30MacCHOCTb, a TAKXKE OCBEIOMIIEH O
NOCJIEACTBUAX HECOOMoeHuss Mep Oe3onacHOCTH. DyHKINUN CUCTEMBI, 00ECIIEUNBAIOIINE
LEJIOCTHOCTh JIaHHBIX MOTYT BKJIIOUaTh IUIAHOBOE HaOJIOJIEHHE 3a JOCTYIOM K CHCTEME,
BHEJIpEHUE NporpaMm Bepudukanuu (HainaoB ¥ OTYETOB 00 UCKITIOUEHUAX U (UJTK) MpaBUIIax.

4. Pe3epBHOE KOMMPOBaHWE

Pe3epBHOE KOMUpPOBaHKE MPOrPAMMHOI0 O0ECIICUCHUS U JJAHHBIX SIBJISICTCSl CTaHIapTHOM
MPAKTUKON MpU paboTe C CHCTEMOU, KOTOpas IMO3BOJIIET BOCCTAHOBHUTH CHUCTEMY TIOCIIE
J0OBIX HEMOJA 0K (Hampumep, MOBPEKIACHUS JUCKA), CTABAIIMUX TOJ yTPO3y LEIOCTHOCTh
cucTeMbl. B TaHHOM cilydae JOIYCKAae€TCs BO3MOXHOCTh NEPEBOJA PE3EPBHOU KOIHMHU B
NEPBUYHBIE JAHHBIE, IOCJIE YErO OHU JOJIKHBI PACCMATPUBAThHCS KaK MEPBUYHbBIC TAHHBIC.

VII. Bamipamyss KOMIbIOTEpU3HPOBAHHBIX CHCTEM
CucteMsl JODKHEI OBITH MPUTOIHBI AJIA IPEyCMOTPEHHOTO HA3HAYCHH.

1. IlppeMoYHBIC HCIIBITAHAA

KoMmnbroTepu3npoBaHHbIE CUCTEMBI JOIKHBI OBITh CHPOCKTUPOBAHBI TaK, UYTOOBI
COOTBETCTBOBaThH TpeOoBaHusM [IpaBui. OHM TOKHBI OBITH YCTAHOBIICHBI B COOTBETCTBUU C
NpeABapUTEIbHO pa3paboTaHHBIM IUIaHOM. IIpu 3TOM HEOOXOAUMO HAJIUYHUE
COOTBETCTBYIOIIEH JTOKYMEHTAllMU, MOATBEPXKIAIONIEH, YTO KaxJaas cucremMa Obuia
pa3paboTaHa moj COOTBETCTBYIOIIUM KOHTPOJEM M (IIPEANOYTUTEIHLHO) B COOTBETCTBUU C
oOlllenprU3HAHHBIMU CTaHAAPTAMU KaueCcTBA U TEXHUUECKUMHU cTaHAaptamu (Harnpumep, UCO
9001). JomkHbI OBITH TaK)Ke IPEIOCTABJIICHBI JOKAa3aTeIhCTBA TOT0, YTO CHCTeMa Oblia
HaJIJIeXKalMM 00pa3oM MPOTECTUPOBAHA MCIBITATEbHOU JabopaTopueil Ha COOTBETCTBUE
KPUTEPUIM NpUEeMKHU hife] BBEJICHHUS B PYTUHHOE HCIOJIb30BaHHUE.

[Tponeaypa oduimaaIbHOro MPUEMOYHOTO UCIIBITAaHUSI TPEOYET MPOBEACHUS UCTIBITAHUH B
COOTBETCTBHUM C 3apaHEe YCTaHOBJICHHBIM IUIAHOM W COXPaHEHHUS JOKYMEHTHPOBAHHOTO

CBUJIETEJILCTBA, CoIEepkKalero CIEAYIOM YO UHPOpMAIHIO:
NpoLEenypsl UCNBITAaHUS,

JaHHBIE NPOBEIEHHOTO UCIBITAHHUS,

pPE3YyIBbTATBHI UCOBITAHUMN,;

opunuanpHas CBOJKaA 00 UCIBITAHUU;



3allUCHU 0 IpUEMKE pe3yiabTaTOB UCIBITAHUA.
Jonyctumo, yToObl 0OJIbIIas YaCTh TOKYMEHTALMHU, OTHOCAIIAACS K YCTaHOBJIECHHBIM
MPOU3BOJUTEIIEM CHCTEMaM M CO3[aHHas B Ipoliecce pa3pabOTKU CHUCTEM, XpaHUJIAch Ha
caiite mpousBoAuTeNns. B 3ToMm ciyuae, naHHble oUIIMATbHON OLEHKU W (WMJM) ayauTa
MIPOU3BOAMTEIS JOJKHBI ObITh B HAJIMYWU B UCIIBITATENIBHON 1a00paToOpuu.

2. PerpocnieKTHBHAS OLIEHKA

Ecnmn ans yxe MCHoJb30BaHHOM CHUCTEMBI HEOOXOIMMOCTh COOJIIO/IEHHS] TpeOOBaHUI
[IpaBun He OblIa NMpeayCMOTPEHA WIN yKa3aHa, TOJDKHO OBbITh B HAIMYMM JOKYMEHTAJIbHOE
000CHOBaHME BO3MOXHOCTH HCIIOIb30BaHUS TAKOW CUCTEMBI, KOTOPOE AOJKHO BKJIIOYATh B
ce0sl peTPOCIIEKTUBHYIO OLIEHKY, UCIIOJIb3YEMYIO JJIsl BaluAaluu (OnpeeieHns MPUTroAHOCTH
) C M CT € M Bl

PerpocniexkTrBHas OlLlEHKa BKJIIOYAET: COOp BCEX apXMBHBIX 3aIMCEN, CBA3AHHBIX C
C M CTG® MO U ;
paccMOoTpeHue U COOCTBEHHO  OLEHKY  3alucCel;
COCTaBJIEHUE ONUCbMEHHOMU CBOJKH.
B nuceMeHHOU CBOAKE PETPOCHEKTHBHOM OIIEHKHM HEOOXOJUMO YyKa3blBaTbh, KaKHe
J0Ka3aTeIbCTBA BAJIMAALMHU JOCTYIIHBI, a TAaK)Ke, Kakhe LIard clelyeT NpPEANpPHUHSATH B
OyyuieM Juisi 00ecTeueHus BaquJallii TaKO CUCTEM.

3. KoHTpOII> H3MEHEHNH

KoHTpoJsib M3MEHEHUI Kak BHUJ BaJWAALMKA CUCTEMBI O3HAYAET YTBEPKICHUE H
JTOKYMEHTUPOBAHUE JIFOOOTO M3MEHEHHS CHCTEMBI B TEUYCHHE CPOKa €€ JKCILTyaTalluH.
KoHTpoas u3MeHeHnii He0OX0 UM B ClIydasix, KOT/la U3BMEHEHUsI MOTYT MOBJIUATh HAa CTaTyC
BAIMAALUH CUCTEMBI. [Iponenyppl KOHTPOJI U3MEHEHUH JTOJKHBI IPUMEHSATHCS Cpa3y MOCIIe
MOATBEPKIACHUS TOTOBHOCTH CHUCTEMBI K DKCIJIyaTalluHu.

B npouenype KOHTpoJIsi ”BMEHEHUM JOJKEH ObITh OMMCAH METO]T OLEHKH, TTO3BOJISIOIINI
OTIPEICIISITh 00bEM MTOBTOPHOT'O MCIBITAHUS, HEOOXOAUMOTO JIJIsl MOJAEPKaHUs CUCTEMBI B
BAJIMIUPOBAHHOM COCTOSIHMM. B paMkax BBINIOJHEHUS NPOUEAYpP KOHTPOJIS H3MEHEHUM
JOJDKHBI OBITH OMpPEJESTISHBl JIMIA, OTBETCTBEHHBIC 3a OMNpEICICHHE HEO0OXOIMMOCTHU
NpOBEICHUS KOHTPOJS U3MEHCHUM u ero onoOpeHuUe.

HezaBucuMo OoT MCTOYHHMKA MPOUCXOXKACHUS U3MEHEHHs (MOCTaBJICHHAs BiaJelbIleM
IpPOrpaMMHOTO OOEcCleYeHuss CHUCTeMa WM CcucTeMa COOCTBEHHOM pa3paboTKH)
COOTBETCTBYIOIIAs HHGOPMAIIHSI JOHKHA OBITH MPEACTABICHA KaK YacTh MPOIEcca KOHTPOIIS
u3MeHeHni. [Ipouenypbl KOHTPOJISA M3MEHEHUM JOJKHBI TapaHTUPOBATh LIEJIOCTHOCTh
JTAHHBIX.



4. MexaBu3M IOJICPKKH

Jlist oGecrieueHrst COOTBETCTBUSL CUCTEMBI MPEAYCMOTPEHHOMY HAa3HAYCHHIO JTOJDKHBI
OBITH CO3/IaHbI MEXAaHU3MBI MOJICPIKKH, 00ECIEYNBAIOIINE KOPPEKTHOE (PYHKITMOHHUPOBAHUE
U WCTOJb30BaHue cucTeMbl. OHU MOTYT BKJIFOYATh B Ce0sl CHCTEMY yNpaBJICHHs, 00ydYeHUeE,
o0cIy’)KMBaHHUE, TEXHUYECKYIO MOJACPXKKY, ayauT W (WIM) OLEHKY JKCILTyaTallMOHHBIX
nokazareneil. OmeHKa 3KCIUTyaTallMOHHBIX MOKa3aTeNe O3HayaeT HOMUHAJIBHBIM OCMOTP
CHUCTEMBI Yepe3 OIMpeeCHHbIE MPOMEXYTKH BPEMEHU C IIENbI0 MOATBEPKIACHUS
COOTBETCTBHSI CHUCTEMbI YCTAHOBIEHHBIM KpUTEPHUSAM (DYHKIHMOHUPOBAHUS (HAIpuMep,
HAJIS)KHOCTH, YyYBCTBUTEIIBHOCTH, TIPOMU3BOICTBEHHOW MOIITHOCTH).

VIII. loxyMeHTHpOBaHHE

[lepeuucnennble HUXE TOApPA3AEibl MPEICTABISAIOT TPeOOBaHUS MO CO3JAAHUIO
MUHHUMaJIbHON TOKYMEHTAIIUU HEOOXOIUMOM ISl pa3pabOTKH, BATMAAIIMHI, SKCILTyaTallud U
TEXHUUYECKOMY OOCITY>KMBAHUIO CUCTEM.

1. Ilopsamox aeicTBui

Heobxoaumo yTBepKaeHUE NPUHATHIX B ()OPME MUCBMEHHOIO JOKYMEHTa MPUHIIUIIOB
aJIMMHHCTPATUBHOTO YMPAaBJICHUS, OMHUCHIBAIOIIMX B TOM YHCIE MPOLECC MPUOOpETeHHUS,
TpeOOBaHUS K CUCTEME, MPOEKTUPOBAHUE CUCTEMBI, €€ BaJUAAIMIO, UCIBITAHUE, YCTAHOBKY,
AKCIUTyaTaluIo, TEXHUYECKOe 00CITyXKUBaHHE, MOA00p NepcoHana s paboThl ¢ CUCTEMOH,
KOHTPOJIb, ayIUT, MOHUTOPUHT U U3bSTHE U3 OOpAIEHHS] CUCTEM.

2. Omcanme NprUIOKEeHUI
(IpUKIaZHOTO MPOrPaMMHOI0 O0ecedeHn)

Kaxxnoe nmpuioxxeHue T0HKHO COMMPOBOKAATHCS JOKYMEHTAIMEH, B KOTOPOH MOApOOHO
OMNMUCEBH BawTECH

HAaUMEHOBAaHUE TMPUIIOKEHUS (TMPUKIATHOTO MPOTPAMMHOTO OOECICUCHUS) WIIU

UJICHTU(DUKAIIMOHHOTO KOJa W TMOJPOOHOE U YETKOE OINHCAaHHWE IeJie MPUI0KEHHUS;
amnmapatHoe o0ecriedeHue (C HoMepamMu MOJIeNIeld anmnapaToB), HA KOTOPOE YCTAaHOBIIEHO
0 pHUITOKEHUHIE ;

OporpaMMHOE OO€CHeYeHHE ONEpPalMOHHOM W APYrod CHCTEMbl (Hampumep,
WHCTPYMEHTOB), HCTIOJIB3YEMOE B COUETAHHUH C MPHUIIOKEHUEM (TIPUKIIAHBIM MPOTPAMMHBIM
obecmedyeHHUECM) ;

MCITIOJIb3yEMbIC S3BIKU TIPOTPAMMHPOBAHUS JIJISI IPUIIOKESHUS U (UITN) HHCTPYMEHTOB 0a3bl
I a H H B X ;
OCHOBHBIC  (YHKIIMH,  BBIMOJHACMbIE  TPHUIOXKECHUEM;



0030p THUIIOB U MOTOKOB JaHHBIX (qu3aifHa 06a3 JaHHBIX), CBA3AHHBIX C MPUIIOKECHHUEM;
CTPYKTYpHI (paitioB, cooO1IeHus: 00 omudKax 1 aBapusx, a TAKKE aITOPUTMBI, CBSI3aHHBIE
C MPWJIOKEHUEM, KOMIIOHEHThI MIPUJIOKEHHU (MPUKIATHOTO IPOrpaMMHOT0O 0OecTieueHus ) ¢
YyKa3aHUEM HOMEPOB BEpCU,;
KOHUTypaIyusi 1 KOMMYHUKAITMOHHBIC CBS3W MEXKIY MOIYJISIMH TPUIOKEHUS (
NPUKIATHOTO MPOTPAMMHOI0 00ECHeUeHHs ), a TAKXKE MEXKIYy 000pyJAOBaHUEM U APYTUMHU
CUCTEMaMHU.

3. CraHgapTHEIC ONIEpallMOHHEIEC IPOLEAYPEI

Bosbiiast 4yacTh JOKyMEHTAIMU, CBSI3AHHOM C MCIOJIb30BAaHUEM CUCTEM, JIOJKHA OBIThH
npencrasieHa B Gopme COII. Jannsie COIIl 1omKHBI BKIIFOYATh B TOM YHCIIE CISAYIONINE
B U O Bl paobdor

MPOIIeTyphl IO paboTe ¢ CUCTEMaMU (ammapaTHble CpeIcTBa (IPOrpaMMHOE 0OECIICYCHHE)
) U 00sA3aHHOCTH (OTBETCTBEHHOCTH) BOBJIEYEHHOTO B pabOTy C CHCTEMOH MepcoHana;

POLIETYPHI IO O0ECTIEYSHUIO Mep OE30MaCHOCTH, MPUMEHSIFOIITUXCS TSI OOHAPYKEHUS U
OpeAOTBpAIICHUS HECAHKIIMOHMPOBAHHOI'O JOCTyla K IpOorpaMMe M BHECEHUsS B Hee
U3 M E€HEHH U ;

IpOLEAYPHI 0 BHECEHUIO U3MEHEHUH B MPOrpaMMy, aBTOPU3ALMU TaKUX U3MEHEHUN U

u X 3 a0 udCcC U ;
IpoIeayphl MO BHECEHUIO M3MEHEHUU B 00OpyaoBaHuE (ammapaTtHbie cpeacTBa (
porpaMMHOE O0OecCledYeHNne)) U aBTOpPU3AIMU TaKUX H3MEHEHHUM, B TOM 4YHUCIE, IMPHU
HEOOXOJAMMOCTH TIPOBEJCHHWE WCTIBITAHUNA TIEpe]] WCIOJIb30BaHUEM OO0OpPYIOBAHUS,
NpOoUEAYpbl IO MPOBEICHUIO MNEPUOJMYECKOrO0 HCIBITAHUS HaJJIeXKaIIero
(YHKIIMOHUPOBAHUS BCEU CUCTEMBI WJIM €€ COCTABHBIX YACTEW U 3alKUCH JAaHHBIX UCIIBITAHUN;
npoueaypbl OOCIYKMBaHUS KOMIIBIOTEPU3UPOBAHHBIX CHUCTEM U JI0OO0TO
CONYTCTBYIOLETO obOpynoBaHUA,;

MpOIeAYPHl pa3pabOTKU MPOTPAMMHOT0O 00ECTICUeHUSI U MPUEMOYHBIX UCIBITAaHUH, a
Takxke NPOIEYPHI 3anucu BCEX MPUEMOYHBIX UCITBITAHWUN;

MPOUEAYPhl MO PE3EPBHOMY KOMHPOBAHUIO BCEX XPAHUMBIX JAHHBIX, 4 TAKKE IJIaHbI
TEUCTBUS B cilyuae NOJTOMKH;

NpoueAypbl apXUBUPOBAHUS U MU3BIECUEHUS] BCEX JIOKYMEHTOB, MPOrPaMMHOTO
obecrnedyeHUs u KOMIbIOTEPHBIX JTaHHBIX;
MpOIeAYyPbl MOHUTOPUHTA U ayJUTa KOMIIBIOTEPU3UPOBAHHBIX CUCTEM.

IX. ApxusBH

TpeboBanus [IpaBui no apXMBUPOBAHUIO JAHHBIX CIEAYET IPUMEHSATH MOCIEI0BATEIBHO
KO BCeM THNaM AaHHbIX. Heo0X0oaumo, 4ToObl JIEKTPOHHBIE JaHHBIE XPAaHWINCh HA TOM K€
YPOBHE KOHTPOJIS JOCTYIIA K HUM, HHAEKCUPOBAHMS U COOTBETCTBYIOIIETO U3BJICYEHUS, KaK U



apyrue T U I Bl JaHHB X .
Ecnu 351eKTpOHHBIE TaHHBIE O HECKOJIBKUX UCCIEA0BAHUAX XPAHATCA HA OJJHOM HOCUTETIE
uHpopManuu (HampuMmep, JUCKE WIIM MarHUTHOM JieHTe), TpeOyeTcs co3gaHue moapoOHOTO
yKazarens pPacmoJIOXKEHUS TaKUX JAHHBIX.
MosxeT ObITh HEOOXOAMMBIM 00€CIIeYeHHE UCIIBITATENbHBIX J1a00paTOpUil CpeiCTBAMU
KOHTPOJISI OKpY’XKarlllel cpeapl, 4YTOOBl TapaHTUPOBATh LEIOCTHOCTh XPaHUMBIX
ANEKTPOHHBIX AaHHBIX. ECiM cyiecTByeT HEOOXOJUMOCTh B CO3JIaHUM JTOMOJHHUTEIbHBIX
apXUBHBIX MTOMEILEHUH, TO PYKOBOJCTBO UCIBITATEIbHON Ja0OPATOPUU TOJIKHO 00ECTIEUUTD,
yTOOBl YMOJHOMOYEHHBI MEpPCOHAJ, OTBETCTBEHHBIN 3a yNpaBJIECHHUE apXUBAMH, ObLI
COOTBETCTBYIOIIUM 00pa3oM WIACHTHU(PHUIIMPOBAH, U JOCTYI K apXUBY ObLIT BO3MOKEH TOJIBKO
JUIsl TAaHHOTO YMOJHOMOYEHHOro nepcoHana. Takxke HeoOXOAMMO BHEIPUTH MPOILEAYPHI,
rapaHTUPYIOIIHE, YTO LEJIOCTHOCTh JAHHBIX XPAHAIIMXCS B 3JIEKTPOHHOM BHJE B TECUCHUE
NIUTEIBHOT O BpEMEHHU HE Oynet HapylieHa.
Heobxoaumo pa3paboTaTh U NPHUHATH B BUJIE€ MHUCBMEHHOI'O JOKYMEHTA MPOLEAYPHI,
o0ecreurBaoIIe HEMPEPHIBHYIO CUUTHIBAEMOCTh IAHHBIX B CIy4asX, KOI/a MPEANoIaracTcs
BO3HUKHOBEHHUE MPOOJEM C JOJTOCPOYHBIM JOCTYIIOM K JaHHBIM HWJIM BO3HHUKAET
HEOOXOJAMMOCTh M3BATUS CUCTEM U3 oOpamieHus. Takumu mpouexypamu MOTYT OBITh,
HaIrpuMep, NPOU3BOACTBO TBEPABIX KONUN B opMe pacreyaTKd ¢ MPUHTEpaA WU NEPEHOC
JlaHHBI X B AIPYTrylo CUCTEMY.
Xpansmuecs B 3JI€KTPOHHOM BUJE JAHHBIE HE CIIEyeT YHUUTOXKAaTh 0€3 pa3pericHus
PYKOBOJICTBA UCIIBITATEIBHON JIA0OPAaTOPUHU U 0€3 COOTBETCTBYIOIIETO JOKYMEHTHUPOBAHUS
¢akta yHU4TOXKEHUA. Jlpyrue xpaHsdmuecs B JabopaTopuu IS HOAAEPKAHUSA
(YHKIIMOHUPOBAHUS CUCTEM TaKHUE€ JaHHbIE, KaK MCXOJHBIA KOJ M 3alUCU O pa3padoTKe,
BaJIMIALIMY, SKCIUTyaTallMK, OOCIYKUBAaHUU U MOHUTOPUHIE CUCTEM, CIIEAYET XpPaHUTh IO
KpailHell Mepe B TEUYEHHE TOrO K€ CPOKa, YTO M 3alUCU 00 HMCCIIEIOBAHUH, CBSI3AHHBIE C

JAHHBIMU CUCTEMaMHU.
NHNPUITOXKEHMWME Ne 5

K I[IpaBumam HajaJexanmieu nma0opaTopHOU
NpakTHKH EBpa3suiickoro PKOHOMHYECKOTO
comp3a B chepe oOpameHus JE€KapCTBEHHBIX
CpeacTB

TPEBOBAHUSI

K POJIH ¥ 00A3aHHOCTAM CIIOHCOPa B COOTBETCTBHH

c [IpaBunaMu Ha/Ie)Kamel 1a00paTOPHO# MPaKTHKA
EBpasuiickoro 3x0HOMH9IECKOTO COI03a B cpepe oOpameHus
JIEKapCTBEHHBIX CPEZCTB



1. O6mme noJyoXxeHud

B pamkax nmpoBefeHUs JOKIMHUYECKUX (HEKIMHUYECKHX) MCCIIEIOBAHUI CIOHCOpa
UCCIIEIOBAaHUSI UMEET MpsIMblE U KOCBEHHbIE 00s3aHHOCTU. CHOHCOP SBIISIETCS CTOPOHOM,
HAaYMHAIOLIEH OJTHO WJIM HECKOJIBKO MCCIIEOBAaHUM, U HAIPSIMYIO NPEIOCTABISIET PE3YIbTaThI
HCCJENOBAHUM B YIIOJTHOMOYEHHBIE OpraHbl TOCYJIapCTB — WIEHOB EBpasuiickoro
PKOHOMHUYECKOT0 CcOor03a (fanee — rocyaapcTBa-uieHbl).CIOHCOp MPUHUMAET aKTHUBHOE
y4acTH€ B IMOATBEPKICHUU COOTBETCTBUSA BCEX JOKJIMHUYECKUX (HEKIMHHYECKHX)
UCCJIEOBaHUN 0€30MacHOCTH 3/I0POBBIO YEJIOBEKA W OKPYKAIOIIEeH cpellbl MpUHIUIIAM
MpaBUJl HaJyuleXalled J1adopaTopHOM MpakTUKU EBpa3uiickOro 3KOHOMHUYECKOrO COK03a B
cdepe oOpallieHus TEKapCTBEHHBIX CPEJNICTB, YTBEPKIaeMbIX EBpa3uiickoil 3KOHOMHYECKO
Komuccuen (manee — mpaBuia). CIIOHCOP HE MOXKET IMOJaraThCsl TOJBKO Ha 3aBEPEHMS
UCIIBITATEIbHBIX J1a00paTOpHil, HAHATBIX JIsI NPOBEJICHUS] TAKUX MCCIENOBAHUH, O
COOTBETCTBUHU NpPOBEEHHBIX paboTt TpeboBaHUSIM npaBull.

CnoHcopoM MOXET OBITH :

auno (puzndeckoe Wiv I0pUaudecKoe (KOMIaHus, KOpropamus, acColralus, HayqyHoe
WM aKaJeMHYECKOE YUYPEXAEHUE, TOCYJapCTBEHHBIA OpraH WIM €ro CTPYKTYypHOE
nojipaszieJieHue, a Takke J00# Ipyroi oprad, 00Opa3oBaHHBIM Ha 3aKOHHOM OCHOBAHUM)),
KOTOpO€ HAaUMHAEeT U oOecneynBaeT (PMHAHCHUPOBAHUE U APYTYIO MOMOUIb NPHU MPOBEACHUU
JOKJIMHUYECKUX (HEKIIMHUYECKHX) HCCJIEeI0BaHUNM O€30MacHOCTH 3/10pOBbsl YEJIOBEKAa M

OKpyXatmwiein Cpenmns;
o (puznueckoe WIM IOPUAMYECKOE), KOTOPOE MPEACTABISET PE3yIbTaThl
JTOKJIIMHUYECKUX (HEKIMHUYECKUX) HMCCIETOBaHUN O€30MacHOCTH 370pOBhs 4YEJIOBEKa U
OKpY Karollel cpeibl B YIIOJHOMOYEHHBIE OPraHbl JJI1 PErUCTPALMH NPOAYKTa WIH B APYTHX

HEJsIX, Kor/aa Tpedyercs co0JIt0IeHne MPaBUIl.

2. O6s3aHHOCTH CIIOHCOpa

CrioHcOp OMKEH 3HaTh TpeOOBAHUAX INpaBUJl, B YACTHOCTH T€, KOTOPbHIE MMEIOT
OTHOUIEHUE K PYKOBOJACTBY MCIBITATEIIbHON JIA0OPATOPUHN U PYKOBOJUTENIIO HCCIEI0BAHUSA (
BEAYyIIEMY UCCIeNOoBaTENIo).

Ecnu kakue-To 4acTH HUCCIEAOBaHUS IEPEJAIOTCS CIOHCOPOM Ha BBIIOJHEHHE
cyOmoapsijuMKkaM, CIOHCOP JOJDKEH 3HaTh, YTO OTBETCTBEHHOCTb 3a IIPOBEJEHHUE
MCCJIEIOBAHMS B IIEJIOM JIEKUT HA PYKOBOJUTENE UCCIEAOBAHMS, BKIIOYasi OTBETCTBEHHOCTh
3a JOCTOBEPHOCTH NEePBHUYHBIX JAaHHBIX 17} OTYET.

[Ipy MHULMUPOBAHUN JAOKIMHUYECKUX (HEKIMHUUYECKHUX) UCCIIE0BaHUN 0€30I1aCHOCTH
30POBBIO0 YEJIOBEKA U OKPYXKAIOWIEH CpPeAbl CHOHCOP AOJKEH YIOCTOBEPHUTHCS, 4YTO
UCIbITaTeIbHasE J1abopaTopusi NOAXOAUT ISl TPOBEACHUSA OIPEJEICHHOI0 BHUAA
ucciienoBaHus coryacHo npasuwiaM. CHnoHcop 00s3aH COOOIIUTH HCHBITATEIbHOU



nabopaTopuM, UTO UCCIEIOBaHUE JOJDKHO MPOBOJAUTHCS COTJIACHO  IpaBUiaM.
CrnioHcop BpaBe NPUMEHSTh Pa3IMYHbIE CIIOCOOBI OLIEHKHU CIIOCOOHOCTH UCIBITATEIbHON
7abopaTopuu MPOBECTH HCCIENOBaHUE corjiacHo mpasBuiaMm. Ilpu 3ToM OH AOMKEH
IPOaHATM3UPOBATh PAaObOTy MCHBITATEIBLHOMN JIa0OpaTOPUM 10 MPOBEECHUS UCCIEAOBaHUS, a
TaK)K€ B XOJ€ HCCIIeOBaHUs (HApUMEpP, C YUETOM CTPYKTYpbI, MPOAOHKUTEIBHOCTH U
CJIO)KHOCTH MCCJIEI0BaHUs), YTOOBI YOEUTHCS, YTO TEXHUUECKUE CPEACTBA, 00OPYA0BaHUE,
CTaHJApTHBIE ONEepallMOHHBIE MPOLEAYPHI U MEPCOHAN JIA0OPATOPUH OTBEUYAIOT TPEOOBAHUSAM
npaswi. Eciu ucnbiTaTenbHast 1a00paTopusi y4acTBYET B CUCTEME KOHTPOJISI COOTBETCTBUS
nabopartopuil TpeOOBaHMAM 3aKOHOAATEIbCTBA TOCYAapcTB — ujeHOB EBpasuiickoro
HKOHOMMUYECKOI0 COI03a (J1ajee — rocy1apcTBO-ujieH), K paboTe JOoMycKaeTcs MpPUBIEKATh
YIOJHOMOYEHHBIA OpraH rocyJapcTBa-ujieHa JJis ONpeNesIeHHs] CTaTyca COOTBETCTBHUS
UCIBITATENbHON JabopaTopun TpeOOBAHUSIM MPaBUil (TOCKOJIBKY, HECMOTPS Ha IOTOBOPHBIE
TpeOOBaHUsl O KOH(UIEHIMAIBHOCTH, YIIOJHOMOYEHHBIN OpraH rocyAapcTBa-ujeHa UMEeT
JOCTYI KO BCEM JIaHHBIM HCIBITATEIbHON Ja00paTOpUU O COOIOIEHUN HACTOSIINX MPABUIL.).
Eciu B ynolHOMOUYEHHBIN OpraH rocyAapcTBa-wieHa MPEJOCTABISIOTCS PE3yNbTaThl
HECKOJIbKMX MCCJIEJOBAHUN B OJIHOM PETHCTPALMOHHOM JI0ChE, OTBETCTBEHHOCTH 3a
JOCTOBEPHOCTh BCEr0 PETUCTPALIMOHHOIO JOChE JIEKUT Ha crioHcope. HeoOxoaumo, 4ToOs!
CIIOHCOP YCTaHOBUJI COOTBETCTBYIOIIYIO CBSI3b MEXK/Iy €r0 OJHOMOYHBIMU IIPEICTaBUTENIAMU
U BCEMH CTOpPOHAMH, YYacTBYIOUIMMU B TMPOBEACHUU UCCIEIOBAaHMS, HAMpUMED,
PYKOBOAMTEIEM UCCIEAOBaHUA, CIy)KOOH oOecrneyeHuss KayecTBa M PYKOBOJCTBOM
HCHNBITAaTEIbHOH nabopaTtopuu.
VY10IHOMOYEHHBIE OpraHbl rOCYIapCTB-YJIEHOB MOTYT TpPeOOBaTh OT CIOHCOPOB
YTBEPKAECHUS IUIaHA HCCIEAOBAHUS €CIIM 3TO YCTAaHOBJIEHO B 3aKOHOJATEIbCTBE
rocyJapcTBa-4jieHa U CBS3aHO C IIPaBOBBIMM OCOOEHHOCTSIMH YJOCTOBEPEHUS
OTBETCTBEHHOCTH 3a pe3yabTaTh UccJeA0BaHUM.
Ecnu apxuB ucnbITaTeNbHON J1a00paTOpPUH, B CBA3H C IPEKPALICHUEM €€ AesITeIbHOCTH,
nepefaH B apXMB CIIOHCOPA, TO CIOHCOP JOJIKEH 00€CTeunTh BO3MOXKHOCTh HaJIJIEXKAIIIETO
XpaHEHUs! U U3BJICUCHUSI U3 apXUBa IJIAHOB MCCIIEIOBAaHUI, MEPBUYHBIX JaHHBIX, 00pa3IoOB,
Ipo0 HCHBITYEMBIX U CTAHAAPTHBIX OOpa3LOB M 3aKJIIOYMUTENBHBIX OTYETOB COTJIACHO
TpeOOBAaHUAM npaBUI.
CroHcop NOMKEH coOO0IIaTh UCHBITATENbHOW J1aOOpaTOpUU O JIFOOBIX M3BECTHBIX
MOTEHIUAJBHBIX OIMNACHOCTSX HCCIEIYyEMOTO BeIlIeCTBa (JIEKApCTBEHHOI'O CPEJCTBA) IS
3I0POBbSl UEJIOBEKA WM OKpY)Karolleil cpeipl, a TakKe O 3allUTHBIX Mepax, KOTOpbIe
JOJDKHBI OBITh MPEANPUHATH IEPCOHAIOM HCTIBITATEIFHOM JabopaTopuu.

3. Omucanne CBOMCTB MCCIICAYEMOr0 BEMECCTBA
(JtexkapCTBEHHOT'O CPENCTBA).



TpeOGoBaHus mMpaBuUJl BKIIOYAIOT TPeOOBaHUS K ONMHCAHUIO CBOMCTB HCCIEAYEMOIO
BellleCcTBA (JIEKAPCTBEHHOI'O CpeAcTBa) (HampuMmep, NyHKThl 44, 45 U MOAMYHKT «a» IyHKTa
65), corslacHO KOTOPHIM HEOOXOIMMO TOYHO YKa3bIBaTh Ha3BaHUE MCCIEAYEMOT0 BEIIeCTBa (
JIEKapCTBEHHOI'O CPEJCTBA) U ero cBoicTBa. OnpeeneHne CBOMNCTB UCCIEAYyEMOro BellecTBa
(JIekapCTBEHHOT'O CpPEACTBA) MOXKET BBINOIHATh KaK HCIbITaTelIbHAsA JiabopaTopus,
paboTatomiasi 1o KOHTPAKTy, TaK U caMm croHcop. Eciu cBolicTBa MccaeayeMoro BemecTsa (
JIEKapCTBEHHOTO CPEACTBA) OMpPEAENsi CIOHCOp, ATOT (PAKT OOJKEH OBITh yKa3aH B
3aKJIIOYUTENBHOM OTdeTe. CIOHCOp JOJDKEH YYMTBIBaTh, YTO IIPU OINPEJEICHUN CBOWCTB
UCCIIEyeMOr0 BEIIeCTBa (JIEKAPCTBEHHOI'O CPEACTBA) HE B COOTBETCTBHM C MpaBUIaAMHU
UCCJIEIOBAaHUE MOKET OBITh OTKJIOHEHO YMOJHOMOYEHHBIMU OpraHaMu rocyJapCTB-4JIEHOB.

Ecnu undopmanus o cBoCTBax HCCIEIyeMOro BellecTBa (JEKapCTBEHHOTO CPE/ICTBA) HE
IpeJ/ICTaBIeHa CIOHCOPOM HCTIBITATENbHOM TabopaTopru, paboTaroneil Mo KOHTPAKTY, 3TOT
(dakT TaKxke TOJKEH ObITh YKa3aH B 3aKJIFOUNTEIBHOM OTYETE.

4. IIpencraBieHre JaHHBIX B YIIOJIHOMOYEHHEIE OPraHbI

OkoHuarenbHasi OTBETCTBEHHOCTH 3@ HAYYHYIO JJOCTOBEPHOCTh MCCIIEIOBAHUS JIEKUT HA
PYKOBOJUTENE HMCCIEAOBAaHUS, @ HE Ha CIIOHCOPE, O0S3aHHOCTHIO KOTOPOIO SBIISIETCS
NPUHATHE PELIEHUs N0 pe3yJibTaTaM HCCIEAOBAaHUNM O MPEIOCTABICHUU WIIM HE
MPEAOCTABICHUH UCCIIEIyEMOT0 BellecTBa (JIEKAPCTBEHHOI'O CPEJCTBA) HAa PErUCTPALUIO B
YIIOJTHOMOYEHHBIA OPraH (3KCHEPTHYIO0 OPraHU3alINI0) TOCYJapCTB-YICHOB.
IMPUITOXEHMTE No 6

K [IpaBunmawm Hajgnexameu
nabopaTopHOH NPpaKTUKH EBpasuiickoro
DKOHOMHUUYECKOTO comw3a B chepe

O6paHICHI/I}I JICKApPpCTBCHHBIX CPCIACTB

ITOPAIOK

npuMeHeHn [IpaBun Hagexamei# mabopaTopHOH

IpakTHKu EBpasuiickoro 3x0HOMIIECKOro coi03a B chepe obpamernst
JICKapCTBEHHBIX CPEACTB K KPATKOCPOIHBIM HCCIICAOBAHUAM

I. O0mue moyoxeHus

1.IlpaBuna Haanexame 1abopaTopHO NMpakTUku EBpasuiickoro 3KOHOMUYECKOTO
COI03a, yTBepkaaeMbie EBpa3zuiickoll SKOHOMHMYECKOM KOMHUCCHEH (nmanee — mpaBHiia)
cozepxat obmue TpeOoBaHUS M MPUMEHHUMBI KO BCEM BHJIaM HccieaoBaHui. B ycrmoBusx
NEUCTBUA TMPABWI KOHTPOJb YIOJHOMOYEHHBIX OPraHOB TOCYJapCTB-4YJIECHOB 3a
COOJIIOJICHHEM YCTAHOBJICHHBIX HOPM, Oa3UPYIONIUXCS HA CYIIECTBOBAHUU KOHKPETHBIX



METOAOB M TEXHUYECKUX IPUEMOB B paMKax KPaTKOCPOYHBIX HCCIEHOBAHUN 3aTPYIHEH.
2.K KpaTKOCpOYHBIM OMOJIOTMYECKHUM HCCJIETOBAHUSIM OTHOCAT MCCIEIOBAHUS C
KOPOTKMM IIE€PHOJOM MPOBEACHUS W MIHUPOKHUM JIHANNA30HOM MPUMEHAEMBIX PYTHHHBIX
NpOLEaYyp: H3YYEHUE OCTPOM TOKCUYHOCTH, PSAJI MCCIEJOBAHUNA MYTAareHHOCTH W
UCCIENOBAHUSA OCTpOH 3KOTOKCHYHOCTH 151 ap.
3.OU3NYECKUMH U XUMHUYECKMMH HCCIIEIOBAHHUSIMH CUYUTAIOTCS T€ HMCCIEIOBAHUA,
aHalli3bl U W3MEPEHUSs, KOTOPhIE UMEIOT Malylo MPOJIOIKUTEIbHOCTh (Kak MpaBUIIO, HE
6onmee 1 paboueil Hemenu), 3aJCUCTBYIOT IIMPOKO HCMOJb3yEeMble METOAUKH W JIAIOT
JIETKOBOCIIPOU3BOJIMMBIEC PE3YIbTAaThl, 3a4acTyl) IMPEACTABICHHBIE B BHUAE NPOCTHIX
YU CIIEHHBIX BEJIUYUH 1581951 CIOBECHBIX BBIPAXKEHHUM.
4. TpaguimonHbie GU3UKO-XUMHUUECKHUE UCCIICIOBAHUS BKIIIOUAIOT B CeOs ONpe/iesieHne
XUMHAYECKUX CBOWCTB, TEMIEpPATyphl IUIABJICHUS, YNPYrocTH Tapa, KodddunmueHra
pacrpeziesieHusi, B3pbIBYAThIX CBOMCTB W JAPYrue MOJ00HBIE MCCIEAOBAHUS, MJISI KOTOPBIX
CYHIECTBYIOT MHCTPYKIIMUA MO MPOBEACHUIO TeCTOB. OJHAKO YNOJIHOMOYEHHBIE OPraHbl B
rocyaapctBax-wieHax (Coro3a JOJKHBI YTOUYHUTH, KaKM€ W3 ATUX aHAIU30B JOJKHBI
MIPECTABIATHCS UM Ha PACCMOTPEHUE U KaKU€ HEOOXOAMMO BBIMOJIHATH COTJIACHO MIPaBUJIaM.

II. ITporpamma obecrieueHNA KauecTBa

5.McnblTaTenpHas MIIOMIAAKa JOKHA UMETh JOKYMEHTUPOBAHHYIO HPOTPaMmy
oOecrieuyeHus: KayecTBa, YTOObI NMPOBOAMMBbIE Ha HEW MCCIIEJOBAHUS COOTBETCTBOBAIIU
ONPUHUIUINAM npaBHI.

6.1ucnexkiun ucciaeoBaHUN MIAHUPYIOTCS. B COOTBETCTBUM C XPOHOJIOTHEH ATHUX
UCCJIeIOBAHMM, OOBIUHO C MPUBS3KOM K MEPBOMY 3TaIly, ONPEEISIONEMY OCHOBHBIE (Da3bl
KCODEepUuMEHTa.

7.lHCTIEKIIMU WCIBITATENbHBIX IUIOMIAJ0K OCHOBBIBAIOTCS HE HA KOHKPETHBIX
UCCIIEIOBAHUSX, @ OXBAThIBAIOT o0Omiee oOopyaoBaHue (MpUOOPHI M ammaparbl) U BHJIBI
JESITEeIbHOCTH B paMKax jJaboparopuu (BCIOMOraTeabHbIE CIIyKObl, KOMIIBIOTEpHAs CUCTEMA,
crelualbHasl MOJrOTOBKA, AKOJOTMYECKUH MOHUTOPHUHI, TEXHUYECKOE OOCIyKUBAHUE,
KantubOpoBKa u T.HO.).

8.MHCcnekuu MpOUECcCOB TaKXKE MPOBOASTCS BHE 3aBUCMMOCTH OT KOHKPETHBIX
ucciaeoBaHui. VX BBINOJHSIOT C LEJIb0 MOHUTOPHHIA ONEpauuid U TEXHOJOTHYECKUX
IPOIIECCOB IUKIMYECKOTO XapakTepa, Kak IMpaBHJIO, HAa BBIOOPOYHOU OcHOBe. JlaHHBIE
MHCIIEKIIMM UMEIOT MECTO, B Cllydae, €Clu Kakas-JIu0o orepanus O4eHb 4acTO MOBTOPSETCS B
paMKax HCHBITATEIbHON J1Ta00OpaTOpuu, B CBSI3M C YEM MPOBEJCHHWE OPUEHTUPOBAHHOTO HA
MCCJIEeI0BAHNE KOHTPOJIA cuuTaeTcsl Hed((HEeKTUBHBIM WIIM HENPAaKTUYHBIM. [Ipy opranuzanuu
OpPUEHTHPOBAHHBIX HAa TEXHOJIOTHIO MMPOBEPOK, KOTOPbIE OXBATHIBAIOT (Pa3bl C OUEHb BHICOKOI
4acTOTON MOBTOPEHUS, SMIIUPUUYECKUE ITANIBI HEKOTOPBIX UCCIEAOBAHUI MOTYT OTIEIBHO HE
IIPOBEPATHCS.



1. O6sA3aHHOCTH IEpCOHANA IO 00eCIIeIeHIIO Ka9eCTBa

9. IlepcoHan o 00ECIEeUeHUI0 KauecTBa 00s13aH BBIMOJHITE, B TOM YUCIIE CIEAYIOLIUE
G vy H K I U U

a) o0ecrneunBaTh HAJIMUKE PK3EMIUISIPOB BCEX YTBEPXKJACHHBIX IJIAHOB HUCCIICIOBAHUS U
CTaHJApPTHBIX OonepauuoHHbIX npouenyp (nainee — COII), ucnonab3yemMbiX B UCIBITATEIBHOM
LEHTpPEe, U JOCTYH K TEKyIIeMy BapHaHTy OCHOBHOTO IUIaHa-rpaduka HCCIEIOBAHUN;

0) mpoBepsAThb, YTOOBI IUIAH-TpadUK HMCCICIOBAHUS COJNEpKAI WHPOPMAIHIO,
HEOOXOIUMYIO JJIs1 COONIoAeHUS TTpaBuil. JJaHHast MpoBepKa N0JKHA ObITh JOKYMEHTUPOBAaHA
;

B) OCYLIECTBIISATh CUCTEMATHUYECKUN KOHTPOJIb 3a MPOBEJICHUEM BCEX HUCCIEIOBAHUN B
COOTBETCTBUM C MpaBUIIaMH, JOCTYMHOCThbIO TuiaHOB uccienoBanus u COII nmepconany,
BOBJIEUEHHOMY B NpOBEJIEHUE UCCIEIOBaHUS;

I') BHOCUTh B 3aKJIIOUUTENILHBIN OTYET MOATOTOBICHHOE U MOAMUCAHHOE 3aKJIIOUEHUE O
BHUJIaX WHCIEKIIMOHHBIX MPOBEPOK W JaTax WX MPOBeICHHS ¢ mHPopmaiuei ol sramax
IPOBEPSEMOI0 HCCIEIOBAaHUS U JaTe TMepeladyd pe3yiabTaTOB HWHCIEKTUPOBAHUS
aJMUHUCTPALIMY UCIIBITATEIBHOTO LIEHTPA, PYKOBOJUTEIIO UCCIEA0OBAHUSA U OTBETCTBEHHOMY
UCCIIEA0BATENI0. DTO 3aKIIOUEHUE TaKKe JIODKHO CojJepkaTh MH(POpMALHMIO O TOM, YTO
MEPBUYHBIE JTAHHBIE MCCIEJOBAHUS OTPAXXKEHbI B 3aKIIOUUTEIHLHOM OTYETE JIOCTOBEPHO.

10.B cBsi3u ¢ BBICOKOW MOBTOPSIEMOCTHIO U TUIIOBBIM XapaKTEPOM OIPEIEIICHHBIX
CTaHJIAPTHBIX KPATKOCPOYHBIX HCCIEOBAHUN B XOJ€ dMIUPUUYECKON (a3bl MCCIeq0BaAHUS
cmy06e obecnieuenus kauectBa (manee — COK) HEeT HEOOXOIUMOCTH MHCIEKTHPOBATH 1O
OTJCJIBHOCTH KaxkJi0e uccienoBanue. [Ipu s3ToM nomyckaercsi, 4ToObl OpUEHTUPOBAHHASI HA
TEXHOJIOTHIO TporpaMma KOHTPOJISI OxBaTbiBaia Bce BUAbl uccienoanuii. B COII
o0OecrieyeHus] KadyecTBa CJIEAYET OrOBOPUTh NEPUOJMYHOCTb HMHCHIEKIHUH, MpUHUMAs BO
BHUMAHUE YUCJIEHHOCTh, IOBTOPSIEMOCTh U (WJIM) CIOKHOCTh AKCIEPUMEHTOB, TPOBOIUMBIX
B jabopatopun. Yactora uHcnekuuii yrounsercs B coorBeTcTBytomux COII obecrieuenus
kauecTBa, 1 UMeHHO COII rapaHTUpyIOT PEeryaspHOCTb KOHTPOJISI BCEX MPOIIECCOB TAKOTO
p o I a

11.Ecnu oTCyTCTBYIOT OT/IETIbHBIE OPUEHTUPOBAHHBIE HA UCCIICIOBAHUE UHCIICKIIUU, TO B
otdyeTe 00 OOECIEeUYeHNH KayecTBa JOJHKHO YETKO OIMHUCHIBATHCSA, KOTJAa M KAKUE BHUIBI
WHCTIEKIIMA (HAmpUMep, HHCHEKIUH MpoIleayp) NPOBOJMINCH. JlokmagHas 3amucka,
npeactaBiennas COK, o0s3aHa MOATBEpX IaTh MPOBEICHHE ayAWTa 3aKIIOYUTEIHLHOTO
OTYeTa.

IV. IloMemenus s UCCIIENOBaHMMI

12.Pa3mepsbl, yCTPONUCTBO M PACIIOIOKEHUE TTOMEIICHUH ISl IPOBEICHUS HCCIIeIOBAHUN
JOJKHBI OTBEUATh 3a7a4aM uccieaoBanuid. [lomenieHus: JoKHbI ObITh YCTPOEHBI TaK, YTOOBI



UX TUIAaHUPOBKA OKa3bplBajla MHUHUMQJIbHOE BIHSHHE Ha XOJ HCCIEIOBaHMUI.
13.I1omernieHus JOHKHBI OBITH CIUITAHUPOBAHBI TAKUM 00pa3oM, YTOOBI ObLIO 00€CTIEUEHO
MaKCHMaJIbHO U30JIMPOBAHHOE MPOBEACHNUE UCCIIEOBAHUN Pa3IMUHBIX BUAOB (THIIOB).

V. O6opyaoBanne, MaTepHAILl X PEaKTHBEI

14.B cOOTBETCTBYIOIIMX CIy4YasiX KaTHMOPOBKA J0JKHA 00€CTIEYUTh CBS3b U3MEPEHUN C
byHIaMEHTaIbHBIMU  (PU3MYECKUMHU BEJIMYMHAMH, 33JaHHBIMH COOTBETCTBYIOIIUMHU
YIIOJTHOMOYEHHBIMU OpraHaMH rocyaapcTB-wieHoB. O00py0BaHUE JTOHKHO MEPUOIAYECKU
MOBEPATHCS Il 00ecleueHus TOYHOCTH HU3MEPEHHUs] B TEUYEHHUE JIUTEIbHOTO BPEMEHH.
BemectBa, ucnosnb3yemsie 1uisl KAIMOPOBKU, pACCMAaTPUBAIOTCS KaK CTaHJIAapTHbIE 00pasiibl,
HO HE TMOJIeKaT 003aTEIbHOMY XPaHEHHUIO.

VI. Tecr-cucTeMbl

1. ®usnueckas (XUMUIECKAA) TECT-CUCTEMA

15.Cnenyer nepuoandecKd MPOBEPSATh, YUCTUTh, PEMOHTUPOBATH U KadUOpPOBAaTh
o0opyoBaHuE, MPUMEHAEMOE B (PU3NYECKUX (XMMHUECKUX) UCCIEI0BAHUAX B COOTBETCTBUU
¢ COII, kak yka3aHO B IyHKT€ 8 HACTOAILETO NPHUIIOKEHHUS.

2. Bronorugeckas TeCT-CHCTEMA

16. 1151 xpaHeHusl, pa3MeIIeHus, 00pabOTKHU U 3alTUThl OMOJIOTHYECKUX CUCTEM JOJKHBI
OBITH CO3JIaHBI HAJJICKAIIUE YCIOBUS, O0ECTICUMBAIONINE JOCTOBEPHOCTH IMOTYyYaeMbIX
pEe3yNbTATOB (B COOTBETCTBUU c NYHKTOM 35 NpaBu).

17.BHOBb MOIYyYEHHBIE TECT-CUCTEMBI )KUBOTHOTO M PACTUTEIBHOTO MPOUCXOXKIACHUS
JOJKHBI OBITH M30JUPOBAHBI JJISi OLICHKU COCTOSIHUSI UX 370pOBbs. [Ipr BOZHMKHOBEHUU
3a00JIeBaHUSI WM CMEPTU JaHHYI MapTHI0 HE HCIHOJB3YIOT B HCCIEJOBAHUU U TIPU
HE0OXOMMOCTH MOABEPratoT 0€3007e3HeHHON IBTaHa3ni. Ha MOMEHT Haudasa uccie10BaHus
BCE CUCTEMBI JOJIKHBI OBITh 370pPOBbI. TeCT-CUCTEMBI, y KOTOPHIX B X0JI€ UCCIICIOBAHUS ObLIH
BBISIBIICHBI 3a00JIEBAHMS U TPABMBI, CIEAYET U30JIUPOBATH U JICUUTh, €CIU ITO HEOOXOIUMO
JUISL TIOJIHOTBI MCcleqoBaHus. J(MarHo3bl W JieyeHHe JI0ObIX 3a00J€BaHUN KaK B XOJI€
HCCIIeIOBaHUsA, TaK M JIO €ro Hayajaa JIOJKHBI ObITh TOKYMEHTHPOBAHBI B COOTBETCTBUU C
ONYHKTOM 36 NpaBUIT).

18./lomxkHa OBITH TPEAYCMOTPEHA PETUCTpAlUs TaHHBIX 00 UCTOYHUKAX TECT-CUCTEM,
JaTax UX NOCTYIUIEHUS! U COCTOSIHUM HA MOMEHT MOCTYIUIEHHS] B COOTBETCTBUU C ITYHKTOM 37
n p a B U I

19.I1epen mepBOHAYAIBHBIM BBEJIEHUEM B OMOJIOTHYECKYIO TECT-CUCTEMY HCIBITYEMOTO
WM CTaHJIApPTHOT'O O00BEKTa MCCIEAOBAHUS OMOJOTHYECKUE TECT-CUCTEMBI JOJKHBI TPOUTH



MEpUOJT AKKJIMMATH3AIUU, JOCTATOUHBIM IS afanTaluyd K YCJIOBHUSM HCCIEIOBAaHHS B
COOTBETCTBUHU Cc NIYHKTOM 38 NpaBUIl.

20.Bcs nadopmarys, HeoOXoaumas sl HaIeKaIeH HICeHTU(OUKAIIMN TeCT-CUCTEMBI,
J0JDKHA OBITh YKa3aHa Ha JIBEPSIX MOMEIICHUH Wiu KoHTeHepaxX. OT/IebHbIC TECT-CUCTEMBI,
KOTOpPBIC IEPEBOASATCSA U3 OJHUX MOMEIIEHUN WM KOHTEHHEPOB B MIPOIIECCE UCCIIECIOBAHUS B
IpYTUe, NOIKHBI UMETh COOTBETCTBYIOLIYI0O MapKUPOBKY B COOTBETCTBUM C ITYHKTOM 39
n p a B U I

21.ITomemeHnss 1 KOHTEWHEPHI [IJIs1 COJIEPIKAHUS TECT-CUCTEM MOJJIEKAT PETYIISIPHON
yOopKe W caHuTapHOU 00paboTke. Marepualibl, KOHTAKTUPYIOIIHE C TECT-CUCTEMOMU, HE
JIOJIKHBI COJIEPKATh 3arPsI3HAIONINX BEIIECTB B KOJIMYECTBAX, CIIOCOOHBIX MOBIUSTH HA XOJ]
uccnenoBanus. [loACTUIKY 171 )KUBOTHBIX CJIEAYET CBOEBPEMEHHO MEHATh. Bce ciyuan
MCIIOJb30BAHUS MECTUIIUJIOB JTOJKHBI OBITH JOKYMEHTHPOBAHBI B COOTBETCTBUM C IMMYHKTOM
40 npaBu.

3. OmmcaHue

22.Jlnst TecT-cucTeM in vitro TpeOyeTCs BECTH OTYETHOCTH JUIS JJOKYMEHTAJIbHOTO
MOATBEPKACHUS POCTA, )KU3HECTOCOOHOCTU U OTCYTCTBHUS 3apaKeHUsl MapTUN TECT-CUCTEM.
Jlng wuccernenoBaHMi In  Vitro BaXKHO, 4YTOOBI ObLIa oOmpeaciaeHa MOIJIUHHOCTh H
3a()UKCUPOBAHBl MPOUCXOXKJICHUE, CYOIITaMM U PEXKHUM OOCIYyKUBAHUS TECT-CUCTEMBI.
23.0mpeneneHue XapakKTePUCTHK TECT-CUCTEMbI HEOOXOIMMO, B TIEPBYIO OUYEPEIb, IS
uccienoBaHui in vitro. ['TaBHBIM TpeOOBaHUEM SBIAECTCA OOECIEUYEHUE TOro, YTOOBI
HCIIOJB30BaJIaCh TECT-CUCTEMa, OIMCAHHAs B IUIaHE HWCCICIOBAHUS M CBOOOJHASA OT
3apakeHus. ITOr0 MOXXHO JOCTHUTHYTh, HAlpUMEP, C MTOMOIIBIO MTEPUOTUYECKOTO aHAIN3a
F€HETUYECKUX MapKEpPOB, KAPUOTHUIIOB WM TECTA HA MUKOILJIA3MBbI.

4. N30na1ms TeCT-CUCTEM

24.B cnyyae ¢ KpaTKOCPOUYHBIMU OHOJIOTMYECKUMH HCCIEJOBAHUSIMU MOXHO HE
TpeboBaTh 000COOJEHUS] KUBOTHBIX M PACTUTENbHBIX TecToBhIX cuctem. B COII
UCITBITATEIIbHON JTA0OPATOPHUH CIAEAYET ONPEIACIIUTh MPUHITUI OIEHKH COCTOSIHUS 30POBBS (
HarpuMep, apXuBHBIC (Qailbl 0 KOJOHMHM M MOCTABIIMKE, HAOIIOJEHUS, CEPOJOTHYECKUMA
aHallnu3) u NOCJEAYWIIHE NEWUCTBUS.

25.Ilpu xoHTpOJIE HMHTEPHEPUPYIONMIUX MATECPHUAIOB B HCCICAOBAHUAX In Vitro
HE00X0auMO oOecnednTh, YTOOBl BOJA, CTEKJSHHAS IOCyJa M Ipouee JabopaTopHOeE
000pyI0BaHUE HE COJIEPIKAIH BEIIECTB, KOTOPHIC MOTYT ITOMEIIaTh IPOBEICHUIO UCTIBITAHUA.
YToOBI BRINMOIHUTH JAHHYIO 3a/1a4y, B IJIaH UCCIEOBAHUS CIEAYyET BKIIOYUTh KOHTPOJIbHBIC
rpynmbl. BeIMOMHEHWIO ATOW 3a7avyMl TakK€ MOTYT IMOMOYb IMEPUOTUYECKUE MPOBEPKH
1a60PATOPHBIX CUCTEM.



5. Omicanne CBOMCTB KyJIHTYPAIbHEIX CPEL

26.J10MKHBI JOKYMEHTAJIBHO MOATBEPKIATHCS TUIBI CPEll, KOMIIOHEHTH U HOMEpa
naptuii cpen (T.e. aHTUOMOTUKOB, ChIBOPOTKH U T. 1.). B COII cinenyer paccMoTperh
MOATOTOBKY U MPUEMKY TaKUX Cpe/.

6. Ucnons30BaHUE TECT-CHCTEMEI

27.B omnpeneneHHbIX OOCTOSTEIbCTBAX JIOMYCKAETCA MOBTOPHOE HMCIIOJIb30BAaHHE
KUBOTHBIX OPraHW3MOB WJIH OJHOBPEMEHHOE TECTHUPOBAHHME HECKOJIBKUX HCIBITYEMBIX
O00OBEKTOB Ha OJHOM >KHUBOTHOM. OCOOEHHO BaXKHOM 3ajadedl IJs AOKIMHUYECKUX (
HEKJIMHUYECKUX) HCCIEJOBAHUN SABISIETCS TO, YTOOBI 00s3aT€NbHO COXpaHSAJIACh BCS
apXUBHAas JTOKyMEHTAILMs O MPOIUIOM HMCIOIb30BAaHUU KUBOTHBIX, @ TAK)KE YIIOMUHAHHE 00
3TOM B 3aKJIIOYUTENBHOM OTueTe. Takke HEOOXOAMMO JTOKYMEHTAJIBHO MOJITBEPIUTH, YTO
METO/Jbl IOBTOPHOI'O HCIOJIB30BAHUS TECT-CUCTEM HE CO3JAI0T IIOMEX IpPHU OLEHKE
UCCJIeTyEMbIX BEILIECTB.

VII. UccnenyeMbie BemecTBa (JIEKapCTBEHHBIE CPEICTBA)
1 00pasifsl cpaBHEHH: (KOHTPOJIbHBIE 00pasmbl).

28.Heo0xoaumo MpeACTaBUTh B OTUYETAX O IMIPOBEIECHHBIX UCCIEIOBAHUAX MH(POPMALUIO (
JAHHBIE) IS aJ€KBAaTHOTO COCTABJICHHS CHEUU(PUKAIMUM B OTHOLIEHWU KaXJOW CepuUH
HCCIIElyEMOTI'0 BEIECTBA (JIEKaPCTBEHHOI'O CpeCTBa) U 00pa3lia cpaBHEHUS (KOHTPOJIBHOIO
oOpa3zua).YtoOsl o0ecneunTh NPUHATHE €AMHONW CIEHM(PUKALMKI HCCIETyEMbIX BEIIECTB BO
BCEX TOCYAapCTBaX-wIEHAX, CJIEAYyEeT COCTaBIATH 3Ty HH(OPMAIUI0 B COOTBETCTBUU C
npaBwiamMu. Eciau ucnbITyeMblii OOBEKT HAXOAWUTCS Ha paHHEW cTaauu pa3pabOoTKH,
JIOMYCKAeTCs BBINOJHUTh AHAIUTHYECKOE OINKMCAHUE XAPAKTEPUCTUK IIOCIIE IMPOBEICHHUS
OMOJIOTMYECKOTO UCCIeoBaHud. TeM He MeHee 0 AaThl Hayaja UCCIEAOBaHUS CIEAYyeT
MOJIYYUTh OIPENEIICHHbIE CBEICHHS O XUMHUYECKOW CTPYKType HCCIEyEMOIO BEIECTBA.
29.1ns obOecrieueHuss NPUHSATHS PE3YJIbTATOB IIPOBEIECHHBIX HCCIEIOBAaHUNA BO BCEX
rocy/1apCcTBax-4wieHax CIEAyeT, €CIU 3TO MNPUMEHHMO, OIPEIEIUTh CTAOUIBHOCTD
UCCIEAYEMOTO M CTaHAApTHOTO OOBEKTOB B J1aOOpPAaTOPHBIX YCIOBHUSAX XpaHEHHS.
30.B cinydae 3HAYUTENBbHBIX PACXOXKJICHUN B 0053aTEIbHBIX TPEOOBAHUIX
rOCyJIapCTB-YIEHOB KacaTeJIbHO KOJIMYECTBEHHOI'O OIPENEJICHUS KOHIIEHTpalWH,
CTaOMJIBHOCTH U TOMOT'€HHOCTH HCCIIElyeMOI0 BELIECTBA (JIEKAPCTBEHHOTO CPEJCTBA) B
HOCHUTEJNE (BCIIOMOraTEIbHOM BELIECTBE), @ TAKKE OTCYTCTBUS BO3MOYKHOCTH NapauIEIbHO
BBIIOJIHUTD [10J00HBIE aHAJIN3BI I ONPEEIEHHBIX KPaTKOCPOUYHBIX OMOJIOTHYECKUX TECTOB,
€CJIM IPOMEXYTOK BPEMEHU MEKJYy MOATOTOBKOW M MPUMEHEHHWEM OOBIYHO CTAOMIIBHOU
CyOCTaHIIMU COCTaBJIIET HECKOJIbKO MHUHYT, ONPEIEICHHE CTaOUIBHOCTU TECTUPYEMOIO
00BEKTa, KaK MPaBUJIO, HE SIBJISIETCS aKTyalbHbIM. 110 3TUM NpUYMHAM OYEHb BaKHO 3apaHee



yKa3bIBaTh M YTBEPKJaTh B IJIAaHE HCCIEIOBAaHMS aHATUTHYECKHE TpeOOBaHMS, a TaKXKe

YUYUTHIBATH 179'¢ JTOCTUXEHUE B 3aKJAOYUTEIBHOM OTYETE.
31./lanHble, OTHOCSIIHUECH K MYHKTY 47 mpaBWJI MOTYT OTCYTCTBOBaTh, B Cllyyae

(buznyecKknx (XUMHUUYECKHUX) UCCIICIOBAHUH, TPOBOJIUMBIX C I[ETbI0 X MOTYUYCHHUS.

VIII. CrangapTHEIE ONepaliiOHHBIE TPOLEAYPH

32.I1lpuMepsl, NMpUBEACHHBIE B MyHKTE 52 MpaBui, OTHOCATCS MPEUMYIIECTBEHHO K
OMOJOTUYECKUM TECT-CUCTeMaM W TIOTOMY MOTYT HE COOTBETCTBOBATH KOHTEKCTY
¢buznyeckux (XMMUYECKHUX) HUccieAoBaHUN. PyKOBOJCTBO HCHBITATENBbHON J1abopaTopuu
HeceT 0TBETCTBEHHOCTH 3a Hanuuue COII ajis Bcex nNpoBOJMMBIX B Ja00paTOPUSX aHATU30B.

IX. ITpoBeneHre HCCIIEXOBaHUSA

IInan uccnenoBanui (pasgen 1 wactu IV npaBum)

33.Ilnan uccnenoBaHus B MUCbMEHHOM BHJE JOJDKEH OBITH pa3paboTaH 10 Hayasa
uccinenoBanus. [lnan ucciaenoBanust JOJDKEH OBITh YTBEPXKACH MOANUCHIO PYKOBOJIUTEINS
HCCIICJIOBAHMS C YKa3aHUEM JaThl U BEPU(GUIIMPOBAH B COOTBETCTBUU C ITYHKTOM 53 TIpaBHII
nepconanom COK. Ilnan uccnenoBaHus TakKe JOJDKEH ObITh YTBEPHKACH aJMUHUCTpALIUEH
UCTIBITATEILHOTO IIEHTPA M CIIOHCOPOM HWCCIEIOBaHUS, €CIU DJTOTo Tpedyer
3aKOHOAATEIHCTBO IOCYIaPCTB-UJICHOB WJIM 3aKOHOIATEJILCTBO I'OCY/IapCTBA, HA TEPPUTOPUH
KOTOPOTO NPOBOUTCH HCCIIeJOBaHHUE.
34.OCHOBHOM IJIaH HMCCJIEIOBAHHUSA MOJXKET OBITH JOIIOJHEH CHelMalbHBIMU
MPUIIOKEHUSIMHU JIJISI POBEJICHUSI KPATKOCPOUYHBIX UCCIIEIOBAHUI B COOTBETCTBUU C IMTYHKTOM
56 I paB U I
35.Ecnu KOHKpEeTHOE KPAaTKOCPOYHOE UCCIIEA0OBAaHUE WU CEPUs MOJOOHBIX UCCIIECIOBAHUIM
pPeryJIspHO IIPOBOJMTCS B paMKaX HCHBITATEIIFHONH J1a00paTOpPUH, MOXKET OKas3aThbCs
1[eJIeCO00pa3HbIM COCTaBJIEHUE OJHOI0 OOIIEero IUIaHa MCCIE0OBAHUS, COJEpIKaIIETO
OOJIbIIYI0 YacTh OCHOBHOW uH(opmaruu. OH 3apaHee YTBEPKIACTCS PYKOBOJCTBOM
UCIIBITATeILHON J1abOpaTOpuu M PYKOBOAUTEISIMH HCCIICAOBAHMS, OTBETCTBEHHBIMH 3a
MOJOOHBIC HUCCIEOOBaHUA, a TaKXe COK.
[IpunoxxeHus, OTHOCSAIIMECS K HMCCISIOBAHUIO U BXOMSIINE B JIAHHBIN IUIaH (T.e.
noJpoOHbIE JJAHHBIE MO TECTUPYEMOMY OOBEKTY, JaTe Hayajga JKCIEPUMEHTA), CIeayeT
MPEACTABISATh B BHUJE JIOMOJHUTEIBHOTO JOKYMEHTA, KOTOPBIM MOIMUCHIBACTCS TOJBKO
YIIOJTHOMOUYEHHBIM PYKOBOJUTEIEM MCCIIEAOBAHUS C YKa3aHUEM JIaThl. ITOT 00bEAUHEHHbBIN
JTOKYMEHT — OOIINI TIaH UCCIICIOBAHNS U CBSI3aHHBIE C TJIAHOM MPHUIOKEHUS M0 KaXKIOMY



KOHKPETHOMY HCCIIEIOBAHUIO — IIPEICTABIIAIOT CO00i TUIaH ucciaeaoBaHus. JJonoIHUTeIbHbIC
MIPUJIOKEHUS CIICyeT HE3aMEIJIUTEIbHO TPEICTABIATh PYKOBOJCTBY HCIBITATCILHON
nabopatopuu u corpyaankam COK.

Copepxanue I1aHa HCCICAOBAHUSA

36.Coneprxanue OONIETO TUTAHA WCCIIEAOBAHUS W CBA3AHHOTO C HUMH TMPHUIIOKCHUS
JOJDKHO COOTBETCTBOBAThH OMMMCAHHOMY B paszzene 2 yactu [V u pa3nene 2 yactu V mpaBuiI co

CIEeNYyWUI MU YTOYHEHUSIMH.
37.Vadopmarus o0 XxapakTepe U e NCCIIeIOBaHMS MOXKET ObITh HE 0053aTeIbHOMN, €CITH
OoHa COJICPKUTCS B ONMCAaHUU nu3aiiHa (mpoekTa) ucciaea0BaHUs.

38.PaccmoTpenune BOMpOCOB, yKa3aHHBIX B a03alax BTOPOM-IISATOM MOIIMYHKTA <«I»
MyHKTa 57 TpaBUJ MOTYT HUCKIIOYATHCS MPU (PU3MUECKUX (XUMHUYECKUX) HCCIICIOBAHUSIX.

39.Mudopmanuio, ykazaHHyIO B a03aile MecTOM MOMAMYHKTa «I» MyHKTa 57 mpaBuil B
IIEJIOM JIOMyCKaeTCs MPEJACTaBUTh B KPAaTKOW, 0000ImIaromed GopmMe Uin CO CCHUIKOW Ha
cootBercTBytOomue COIT mbo pykoBOACTBA IO TECTUPOBAHUIO.

X. IlpencraBineHUE OTIETHOCTH IO PE3YyIbTaTaM MCCICAOBaHUSA

40.ITo okOHYaHHUH KaXKJOTO UCCIETOBAHUS TOAKEH OBITh OATOTOBJIEH 3aKIIOUYUTEIbHBIN
otueT. B ciydae KpaTKOCPOUYHBIX HCCIIEIOBAHUM B CTaHIAPTU30BAHHBIN 3aKIIOUUTEIIbHBIN
OTYET JIOMYCKAETCS BKJIFOYATh COOTBETCTBYIONIEE MPUIIOKEHHE B COOTBETCTBUH C IMYHKTOM 61
n p a B U 1 )

Ecnu ocymiecTBIsIIOTCS KpaTKOCPOUYHBIE IKCIEPUMEHTHI C MCIOJIb30BAHUEM OOIIMX
IJIAHOB MCCJIEIOBAHUS, MOXKET OBITh I€JI€CO00pa3HbIM COCTaBJICHUE CTaHIAPTHU30BAHHBIX
3aKJIFOUYUTENIBHBIX OTYETOB, COJEPKAIINX OOJBIIYIO0 YacTh HEOOXOIUMOM JJIsl TAKMX OTUYETOB
obmeit mHbopManuu B Bume mabmona. OHU 3apaHee YTBEPKIAIOTCS PYKOBOICTBOM
UCIBITATENBLHOM J1ab0opaToOpHH, a TAKKE PYKOBOJIUTEISIMU UCCIIEIOBAHUS, OTBETCTBEHHBIMU 32
MpoBeeHue MNOAOOHBIX HcchaenoBaHui. JlomomHutenbHas uHbOpMalUs O KOHKPETHBIX
UCCJIEIOBAHUSX, BKJIIOYaeMas B TaKHe OTYETHl (Hampumep, noapoOHass mH(opMamus o
TECTUPYEMOM OOBEKTE€ U TMOJYUYEHHBIX YHUCICHHBIX pe3yjbTaTax) MOXKET ObITh 3aTeM
opopmiieHa B Ka4yeCTBE JIOMOJHUTEIHHOTO TOKYMEHTa, MOJAMHCAHHOTO PYKOBOJIUTEIEM
HCCIIeIOBaHUs C yYKazaHueM JaTbl. He pomyckaercss MCHoyib30BaHUE CTaHIapTU30BAHHOTO
3aKJIIOYUTENIBHOTO OT4YE€Ta, B Cllydyae, €CJIM IUJIaH UCCIENOBaHUuA u3MeHseTcs (
nepecMaTpuBaeTCsl) WJIM B HEM JEJaloTCs MOMPaBKU J0 WJIM BO BpEMS MPOBEICHUS
uccienoBanusi. COOTBETCTBYIOIIME JOMOJHEHUS 0053aTEbHO JOJDKHBI BHOCUTHCA B
CTaHIAapTU30BaHHBIU 3aKJIIOYUTEIbHBIN OTYET.

41.CopaepxaHue 3aKJIIOYUTEIHLHOTO OTYETA B MMOJHOM 00beMe (T.€. CTAaHAAPTU30BAHHOTO
3aKJIIOYUTEIBHOTO OTYETa M CBA3aHHOIO C MCCIEIOBAHUEM MPUIIOKEHUS) IJOJKEH
COTJIACOBBIBATHCS C OMHUCAHHBIM B paszlene 2 yacTu V MOpaBuil C BO3MOXHBIMU



OTCTYNJIEHUSIMHU, YKa3aHHBIMH HUXE.
42.3aKk0YUTEIbHbIA OTUET JOJKEH COJAEpPKaTh CIEAYIOLIYI0 MH(pOpMaluio, HO HE
OTpaHUUYMUBATHCHA €10 :
a) MICHTU(PUKAIMOHHBIE AHHBbIE OTHOCHTEJIBHO HCCIEIOBAHMS, HUCCIEIYEMOro U
CTAaHOIAPTHOTO BelNeCTBA:
0) pa3BeEpHYTOE HAaUMEHOBAHHUE;
B) UJACHTU(UKAUUOHHBIE TaHHBIE OTHOCUTEIBHO TECTHPYEMOI'0 OOBEKTa — KOJ WIIU
HanmenoBanue (IUPAC, CAS-nomep, OMOJIOTHYECKHME XAPAKTEPUCTUKU U T. [I.);
I) XMMHUYECKOE€ HAaUMEHOBaHUE HACHTU(UIUPYIOUIEC CTaHAAPTHOE BEIIECTBO;
1) XapaKTEpUCTUKU UCCIIEyEMOr0o BEUIECTBa (JIEKAPCTBEHHOI'O CPENCTBA), BKIIIOYAs
YUCTOTY, CTAOUJIBHOCTh M OJHOPOJAHOCTH (MOAMYHKT «a» MyHKTa 65 mpaBui).
XapakTepuCcTUKa MCCIEyeMOro BellecTBa (JIEKAPCTBEHHOTO CPEICTBA), BKIIOYAs
YUCTOTY, CTaOWJIBHOCTh W OJHOPOJHOCTH MOXKET O0Ka3aThbCid HEaKTyallbHOMU, eciu
UCcCleI0BaHUE IPOBOJIUTCS TSt YCTAHOBJICHUS ATUX JTaHHBIX;
e) 3akitoueHne COK, B KOTOpOM MepPEUHCIISIIOTCS BUIBI U TAThI MPOBEICHHBIX WHCIICKIIHI
, BKJIOYas NPOUHCIEKTUPOBAHHBIM ATambl, a TakKXe JaThl HAMpaBJICHUS OTYETOB O
pe3yibTaTax MHCIEKIIMU aIMUHUCTPAIUU, PYKOBOJUTEIO UCCIEA0BAHUS U OTBETCTBEHHOMY
UCCIIe0BaTeNAM (€CIM MPUMEHUMO). JJaHHOe 3aKIII0UeHHE CITY>KUT MOATBEPKIEHUEM TOTO,
YTO B 3aKJIIOYUTEIBHOM OTYETE OTPaXCHbl IMEPBUYHBIE JAaHHBIE B COOTBETCTBUU C
NOANYHKTOM «3» NyHKTa 65 npaBuIl.
45.1lpu HEOOXO0MMMOCTH TpeOyeTcs OTpa3uTh (PaKT MPOBEICHHS ayaHUTa MPOIETYP
uccnenoBanusi. B 3axmiouennn COK HeoOXoauMo Takke OJHO3HAYHO YyKa3aTh, 4YTO
3aKJIFOYUTENIbHBINA OTYET MOJIBEprayics ayauTy.
NIPMUITOXEHMHWE Ne 7

K [IpaBunawm HaJJexanieh nabopaTtopHOH
NPaKTUKU EBpasulickoro DKOHOMHUUYECKOTO
comp3a B chepe obpameHus JE€KapCTBEHHBIX
CpEJIICTB

OBIIIUE TPEBOBAHU

K IIOPAOKY INPOBCACHHUSA JOKIIMHAYCCKHUX (HCKJ]I/[HI/I'ICCKI/IX)
HACCIICIOBaHHAMN JICKapCTBCHHBIX CPCICTB

[lenpto AOKIMHUYECKUX (HEKIMHUYECKUX) MCCIIEOBAaHUHN JICKAPCTBEHHBIX CPEJICTB
ABIISIETCS MOJTy4YE€HUE HAyYHBIMH METOJaMH BHE OPTaHH3Ma YeJIOBeKa pe3yIbTaTOB OLCHKU U
JI0Ka3aTeNbCTB 0€30MacHOCTH, KadecTBa W 3(PGEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB.

JloxnnHnYeckoe (HEKITMHUYECKOE) U3yueHne 0€30MacHOCTH JIEKAPCTBEHHBIX CPEJCTB
MPOBOJUTCS ¢ COONIOJICHUEM TPEOOBaHUN MpPaBUI HaJJIeKAalIeH J1a00paTOpPHONU MPAKTUKHU
EBpa3uiickoro 3KOHOMHYECKOTO COKO3a, YTBEPXKAAeMbIX EBpa3suiiCKOM 3KOHOMUYECKOMU



KOMHCCHEH, oOecriedyuBaeT HEOOXOJMMBIN YpPOBEHb KadeCTBA W BOCIPOU3BOJAMMOCTH
MOJY4YEeHHBH X JaHHEBX.

JloknmmHUYecKoe (HEKIMHUYECKOE) U3YUCHHUE JICKAPCTBEHHBIX CPEJICTB MPOBOIUTCS TI0
CIEeny UM HampaBICHUSIM:

n3ydeHue (HapmMakoJOTUU JIEKAPCTBEHHOTO cpencTBa (MEpBUYHAS W BTOPUYHAS

dbapmakoarHaMUKa M (apMakoJiorusi 0e30MacHOCTH, (papMakoIOTHs JIEKAPCTBEHHOTO
B3auUMOAEUCTBUS),;

u3zydyeHue (apMaKOKHHETHUKH JIEKAPCTBEHHOTO cpeacTBa (abcopOius, pacnpeeneHue,
MeTaboJIn3M, BbIBeJeHNE, (hapMaKOKHHETHYECKOE JICKAPCTBEHHOE B3aWMOJCHCTBUE, WHBIC
UCCIIEJOBAaHUS bapMaKOKHHETUKH);

TOKCHKOJIOTUYECKHE HCCIICAOBaHUS (TOKCHYHOCTh MPU OJHOKPATHOM W TOBTOPHOM
BBEJICHUSAX JIGKAPCTBEHHOTO  CPEJCTBA, TEHOTOKCHYHOCTh, KaHIEPOTCHHOCTb,
pPENpOAYKTUBHAS TOKCUYHOCTh, AMOPHUOTOKCUYHOCTh, MECTHAs MEPEHOCUMOCTb, HHBIC
UCCIE€NOBAaHUSA TOKCHYHOCTH).

Jljist opraHu3aiu U MpOBEJCHUs TOKIMHUYECKOTO (HEKJIMHUYECKOT0) UCCIIeI0BaHUS
JIEKapCTBEHHOTO CPEJCTBA Pa3paOOTUMKHU JIEKAPCTBEHHBIX CPEJICTB BIIPABE NPHBJICKATH
Hay4YHO-HCCJICOBATEIILCKUE OpraHu3aluu, NPOPUIbHBIE YUYPEKICHUS BBICIIETO
npoeCcCHOHATBPHOTO O00pa30BaHMs, WHBIE OPraHU3aINH, HMEIOIINE HEOOXOIUMYIO
MaTepUANTBHO-TEXHUUECKYI0 0a3y ©  KBalU(PUIIMPOBAHHBIX CHEHHATIUCTOB B
COOTBETCTBYIOIIEH obnacTu UCCIEOBaHUA.

HeoOxoaumeblii 00beM M METOIOJIOTHST TIPOBEACHUS TOKIMHUYCCKUX (HEKIMHUYECCKUX )
UCCJIeIOBAHUMN JIEKAPCTBEHHBIX CPEJICTB OMPEEIAIOTCA 3a1aHHBIMU (DAPMAKOJIOTUYECKUMHU U
TOKCUKOJIOTHYECKUMHU CBOMCTBaMH JIEKAPCTBEHHOTO CPEICTBA U CITIOCOOOM €0 MPOU3BOJICTBA

NPUITOXEHMHUE Ne 8

K [IpaBunam HajJiexaneu nmabopaTopHO#
NpaKTUKU EBpasulickoro DKOHOMHUUYECKOTO
com3a B chepe obpameHus JEeKapCTBEHHBIX
CPEACTB

PYKOBOACTBO

o o6MeHy HHbOopManmeii MeXIy yIIOIHOMOYEHHHIMH

OpraHaMu rocyaapcTB — WIeHOB EBpa3uiickoro 5K0OHOMHIECKOrO
COI03a B OTHOIICHHUY CHCTEM KOHTPOJIA COOIIOACHHA

ITpaBun HagIexamei 1a00paTOpHOI MPaKTHKHU

EBpa3uiickoro 3x0HOMHIECKOr0 COI03a B cepe oOpameHus
JICKapCTBEHHBIX CPEICTB



1.YnonHoMO4YEeHHBIE OpraHbl TOCYIapCTB — WICHOB EBpa3zuiicKOro 3KOHOMHUYECKOTO
coro3a (Jajgee — rocyJapCTBa-4j€Hbl) MPU MPOBEACHUU CUCTEM KOHTPOJISI COOMIOICHUS
MpaBwl Hajuiexaned JadopaTopHOM HpakTHUKH EBpa3uiickoro 3KOHOMHUYECKOTO COH03a,
yTBEpKJ1aeMbIX EBpa3uiickoit 5KOHOMUYECKON KoMuUuccuel (janee — npaBuiia) 0OMEHUBAIOTCS

cCreaymueu nHpopManmueun:
HAaMMEHOBaHHWE, OpraHu3alroHHAas ¢GopMa W OpraHU3AlMOHHAS CTPYKTypa
YIOJHOMOYEHHOTO opraHa rocyaapcTBa-4djeHa;

MPOIIEAYPHI, TPOBOJAMMBIC B XOJI€ MHCIICKIIUKA JTa00paTOpUil U ayJUTOB UCCICTOBAHUH,
MEePUOJANYHOCTh MHCHEKIMA U (WJIH) KpUTEpUU TpadUKOB NPOBEACHUS HHCICKIIUNT;
KOJIMYECTBO u KBalu(PUKAUH UHCIEKTOPOB;
NEHUCTBUS, TIPEAIPUHUMAEMbIC YIIOJTHOMOYEHHBIM OPTaHOM TOCyapCcTBa-wieHa B clydae
OoOHapy>XKEHHsI HECOOTBETCTBUS WCHBITATEIBLHON Jabopatopuu TpeOOBaHHSM MPABUII,
BKJIFOYAsi BO3MOXKHOCTh COOOIIaTh MPU HEOOXOAUMOCTH APYTMM TOCYJIapCTBaM-4jieHaM
pe3yabTaThl HMHCIEKIMA HCHBITATENbHBIX Ja00paTOpuil M ayAuTOB HCCIEIOBaHUM,
OIPOBOJIUMBIX B ATUX nabopatopusx;
MEpPbl O 3amuTe KOH(PUIAEHIHAIBbHOCTH HHPOpPMaLUU;
MpoIeAYPhl, HEOOXOIUMbIE /IS Hayajda U MPOBEJACHUS WHCIEKIIUNA UCIBITATEIbHBIX
nabopaTopuii M ayJuTOB MCCIEIOBAaHMN MO 3alpocy JAPYTUX TOCYyAapCTB-YIECHOB U
Npoleaypbl  HOATOTOBKM  OTYETa O MPOBEACHHBIX HMHCHEKIUAX (ayauTax);
MPOUEAYPHI IS MOJTYUYEHHUSI YIIOJHOMOYEHHBIM OPraHOM OJHOTO roCyJapcTBa-djieHa
uHpopManmu 00 HMCHBITATEIBHBIX JTA0OPATOPHUAX APYTOro TOCyIapCTBa-ujieHa, KOTOPHIE
OPOIUIM WHCHEKUIHIO YIOJHOMOYEHHOIO OpraHa 3TOr0 rocyJapCTBa-uyj€Ha, BKIIKOYas
pe3yabTaThl OIEHKHM COOTBETCTBHS Takux JabopaTopuil TpeOOBaHUSIM MpaBUIl,
BHJIbl HCCIIEIOBAHUM, KOTOPBIE MPOBOMASITCA B MHCIEKTUPOBAHHBIX HCIBITATEIIbHBIX
nabopatopusax B COOTBETCTBUHU c npaBUJIaMHU.
2.B ciyyae oOHapyKeHHS B HCIBITATEIbHON JTa0OpaTOPUU CEPHE3HBIX OTKIOHEHUM OT
TpeOOBaHUN MpaBUJI, KOTOPbIE MOTYT IMOBJUITH Ha crHelU(PUUIECKUe BUILI UCCIICIOBAHUH,
YIIOJJHOMOUYEHHBI OpraH rocyJapcTBa-ujieHa BIpaBe COOOIHUTh 00 OOHapY>KEHHBIX
CEpPbE3HBIX OTKJIOHEHHSX COOTBETCTBYIOUIMM YIOJIHOMOYEHHBIM OpraHaMm JApYTHX
roOCyaAapCTB-YJIEHORB.
3.CBeneHusi 0 HaMMEHOBAHUU J1a0OpaTOpPUi, MOMJIECKAIMUX WHCIEKIHUSIM B paMKax
CHUCTEMBbI KOHTPOJISI COOJIOJICHUS] TIPaBUJI, CTEIIEHh COOTBETCTBUSI TPEOOBAHUSIM MpPaBUI U
JaThl MPOBEACHUSA WHCIEKIMUN JTOKHBI MPEIOCTABIATHCS YIOIHOMOYEHHBIMH OpraHaMu
rocyJIapcTBa-wieHa IO 3aMpocy YINOJHOMOUYEHHBIX OPraHOB JPYTUX IrOCyAapCTB-WICHOB (B
COOTBETCTBUH Cc NPUIOXKEHUEM Ne 9 npaBui).
B cnydae, eciu yTBepKJAEHHUE CUCTEMBbl KOHTPOJS COOJIOAEHHUS MpPAaBUI B
rocy/iapcTBe-4JIeHE €Ill€ HE MPOBEJACHO WM B CJlydae, €ClIM YMOJIHOMOYEHHBIA OpraH
rocyJlapCcTBa-ujeHa HE MOXKET OLICHUTh MPUEMIIEMOCTb CHCTEM KOHTPOJIS COOIIOJICHHUS
MpaBuj B JAPYTUX TOCyAapCTBax-uweHaX TOJBKO HAa OCHOBAaHMM OOMEHA MUCbMEHHOU



uH(popmaluen, J0mycKaeTcs MPOBEACHUE KOHCYJIbTAlMM U 0OCYXIEHHE pe3yJbTaToB
MHCIEKTUPOBAHMUS UCHBITATENbHBIX JabopaTopuil B paMKax B3auMOAEHUCTBUS
YIOJHOMOUYEHHBIX OpPraHOB C OKCHEPTHBIM KOMHUTETOM IO JIEKAPCTBEHHBIM CPEICTBaM.

Ecnau B rocygapcTBe-uiieHe cyiiecTByeT Oosee OJJHOr0 YIMOJHOMOYEHHOrO Oprasa,
o0ecneynBaronero KOHTPOJIb COOM0IeHUsT TpeOOBaHUM MpaBUil, CIEAyeT O0OeCHeYUTh UX
B3aUMOJICHICTBUE M HAJIMYME €IMHOW CHUCTEMbI KOHTPOJS B IOCYJIapCTBE-UJICHE, a TaKKe
CJIElyeT YCTaHOBUTh YIIOJIHOMOUYEHHBIN OpraH, KOTOPbI OyJIeT OTBEYaTh 3a B3AaMMOJICHCTBHE
B paMKaX CUCTEMbI KOHTPOJIS COOJIOICHUS TPABIII C YIIOJIHOMOYEHHBIMUA OpraHaMu JIPYTUX
rocyiapcTB-YJIE€HORB.

Ecnu ynmonrHOMOYEHHOMY OpPraHy OJHOTO M3 FOCYJIapCTB-WIEHOB HEOOXOAUMO NOJTYUHTh
aKTyalbHYI0 HH(OPMAIIMIO O CTaTyCEe COOTBETCTBUS MPaBHUIIaM UCTIBITATEIHHOM J1abopaTopuu
, PAacIlOJIOKEHHON B JIPyroM TocyJapcTBe-ujieHe, TO YMOJIHOMOYEHHBIM OpraH BIIpaBe
3aMpOCUTh YIOJTHOMOUYEHHBIN OpraH 3TOro rocy/1apcTBa-4ieHa HHULIUUPOBATH CIICUATbHBIN
ayauT JAHHOM JabopaTOpUM W MOPEACTAaBUTh €ro pe3yJbTarbl ISl  OLIEHKH.

Mexy yrnoJHOMOYEHHBIMU OpraHaMU roCyJIapCTB-YJICHOB JOJKHO OCYIIECTBIISTHCS
B3aMMOJIEHCTBHE MO O(UIMAIBHO ONpEAETICHHbIM KaHanaM uH(opMauuu. Ilpu 3tom, mo
B3aMHOMY COIJIAIIEHHUIO YTOJTHOMOYEHHBIX OpPraHOB TIOCYJapCTB-UJICHOB JOIMYCKAETCs
obmeH nHdopmalren mo HeopuIMaaIbHBIM KaHaJIaM CBSI3H, a TaKKe 0OMeH nH(opmaruei B
paMKax B3aUMOICHCTBUS OTAEIbHBIX (bapmManeBTUYECKUX HMHCIIEKTOPATOB.

dapMalleBTUYECKUE HHCIEKTOPaThl KaXXJOT0 W3 TOCYAapCTB-UJICHOB BIIpaBe
MPUCYTCTBOBATh MPHU MHCIEKLUU UCTIBITATENLHON 1a00paTopun WK ayJUTe UCCIECIOBAHMUS,
KOTOpBIA MPOBOAUTCS B JAPYTHX TOCyJapcTBax-wieHaX (apMaleBTUUYECKUMHU
MHCIIEKTOPATAMH MX YIOJHOMOYEHHBIX OpraHoB. B 3Tux ciyyasx o@uuuaibHBII 3ampoc
YIOJHOMOUYEHHOI'O0 OpraHa TOCYyJapCTBa-4i€Ha, KOTOPBIM H3BABIAET KEJIAaHHE OYHOIO
NPUCYTCTBHUS CBOUX (papMaleBTHUECKUX HWHCIEKTOPOB HAa HMHCIEKIWU HCIBITATEIbHOM
7ab0paTOpuu WM ayJUTe HCCIEAOBAHMS JODKEH MOCTYHNUTh 3a0JarOBPEMEHHO B CPOK,
YCTAHOBJICHHBIM PYKOBOJACTBOM II0 KayecTBY (hapMaleBTUYECKOTr0 HHCIEKTOpaTa, Ha
TEPPUTOPUU TOCYJAPCTBA-UJIEHA KOTOPOI'O BBINMOJHAECTCS Takas HWHCIEKUHs (AyIuT).
VY1o1HOMOUYEHHBIE OpraHbl TOCYJapCTBA-uyji€Ha, MOJYYUBILIHUE TaKOM 3ampoc HE BIIpaBe
OTKa3aTh (papMalieBTUYECKUM HMHCIEKTOpaM JIPyroro rocyJapcTBa-4JIeHa y4acTBOBaTh B
WHCHEKIINH (ayauTe).
MPUITOXEHMHWE Ne 9

K [IpaBunam HajJiexalmeu nabopaTopHO#
NpaKTUKU EBpasuiickoro DKOHOMHUUYECKOTO
comw3sa B chepe obpameHus JEeKapCTBEHHBIX
CPEACTB

PYKOBOACTBO

AJi1 YIIOMTHOMOYCHHBIX OPIraHOB IroCyAapCTB — WICHOB



EBpa3miickoro 3K0HOMHIECKOTO COI03a II0 KOHTPOJIIO COOIIONECHIS
ITpaBun Hagiexxamew 1a00pPaTOpHO# MPaKTHKHU

EBpasuiickoro 3x0HOMH9IECKOTO COI03a B cepe oOpameHus
JIEKapCTBEHHBIX CPEJCTB MIPH MOATOTOBKE 0030pOB
IPOMHCIICKTHPOBAHHBIX HCIBITATEILHBIX JIA00opaTopHii

WIH ayJUTOB OTJEIHHBIX UCCIICXOBAaHMH

1. B ciydyae BO3HMKHOBEHMS PA3HOTJIACUN MEXAY YHNOJTHOMOYEHHBIMM OpraHaMu
rocyJapcTB — WICHOB EBpa3niicKoro 3KOHOMUYECKOTO CO03a (Jajnee — rocyAapCcTBa-uieHbl)
NpU OILIEHKE CcTaTyca MCIbITATeIbHBIX Ja0opaTopuii, MNPOLIEAIINX HWHCIEKIHUIO Ha
COOTBETCTBUE TPEOOBAHMAM TpaBUJI HaJyIeKaIeld JadopaTopHor nmpakTuku EBpasuiickoro
HKOHOMHUYECKOTO CO103a, YTBepkAaeMbiM EBpa3uiickoii SJKOHOMUYECKON KOMHUCCHEN (J1anee —
NpaBuja), WIH ayIUTOB OTHEIbHBIX HCCIEJOBAHUNA YIOJHOMOYEHHBIE OpPraHbl
rocyJapcTBa-aieHa, (gpapmaneBTUUEeCKUN HHCIEKTOPAaT KOTOPOTO BBIMOJHSII WHCIEKIIUIO
UCIIBITATEIbHON Ja0opaTopuu (ayIUT OTAEIBHOTO HCCIEIOBaHMs) IMEPENaroT KpaTKue
0030pbl  BBITIOJTHEHHBIX MHCIEKIHMN MCHBITATEIbHBIX JA00OpAaTOPUN UM ayJUTOB
uccienoBaHuii B EBpa3uiickyl0 SKOHOMHYECKYIO KOMHUCCHIO (IJIsi pacCMOTPEHHS
pa3HoOTrimTacmuim).

2. Yka3aHHble 0030pbI JOJKHBI COACPKATh CIEIYIONYI0 MUHUMAIbHYI0 HH(POPMAILIHIO,
KOTOpasi NO3BOJISIET MPOBECTH PACCMOTPEHHE PE3YyJIbTaTOB MHCIEKIMHU (ayauTa):
yKa3aHUe HAaMMEHOBaHHS MPOBEPEHHOM J1abopaTopuu (MO3BOJISIONIEE €€ TOYHO
UAEHTU(ULIHUPOBATh, TO €CTh Ha3BaHUE J1a0OPATOPUH, FOPOJIA U TOCYIAPCTBA HA TEPPUTOPUN
KOTOPOTO OHa pacrojiokeHa (B TOM YHCJI€ U B OTHONICHHWHU MPOUHCIEKTHUPOBAHHBIX
3apy0exHBIX nabopaTtopuit));
MeCAI ¥ ToJ NPOBEACHUS MHCIEKIUU U IPU HAJWYUU J1aTa BBIHECEHUS IOCIJIEIHETO
3aKJIIOUYEHUSI O CTaTyCe COOTBETCTBHUS JlabopaTopuu (MCCiea0BaHus) TpeOOBaHUAM IPABUII,
ONMCAHUE MPOBEPKHU C MOJTHBIM U MOAPOOHBIM YKa3aHUEM €€ BUJIA POBEPKU (MHCIIEKIIMS
coOmoieHusT TpaBuid W (WIM) ayJauT HCCIAEOBaHUs), CTAaHAAPTHOCTU TMpoOBeaeHUs (
CTaHJAapTHAsl WJIA HECTAHIAapTHAsl MHCIEKIMS), Yy4aCTUd B HEMl YIIOJTHOMOYEHHBIX OPTaHoB (
bapManeBTUYECKUX UHCIIEKTOPATOB) IpYyTHUX rocy/1apCcTB-4JICHOB);
CIeUaJInu3alnsl IIPOBEPEHHON nabopaTopuu;

BBICTaBJIEHHBIM CTaTyC COOTBETCTBHUS HCIBITATEIbHOU J1abopaTopuu (OTAEIBHOIO

UCCIeJOBaHUSA) TpeOOBaHUAM NpaBuiI,
n00ble KOMMEHTApUM B OTHOLICHUHM MPOBEACHHOW HWHCHEKIUM (ayAauTa);
BBISIBJICHHBIE OTKJOHEHUS (KPUTUYECKHE, CEepbEe3Hble WM MpOYHUe);

3aKJIFOUYEHUE O COOTBETCTBUU UCHBITATENbHOM TabopaTopuu (OTAEIHHOTO UCCIIEIOBAHUS)
TpeOOBaHUAM npaBUII.
3. CtenieHb COOTBETCTBHS UCIIBITATEIBHOM JIA0OPAaTOPHH TPEOOBAHUSAM MIPABUJI CBSA3aHA C



BHJIOM MPOBOJIMMBIX HCCIICIOBAHUM U JOJDKHA OBITh OJTHO3HAYHO YKa3aHa B KpaTKOM o030pe:

(1)I/IBI/IKO—XI/IMI/IIICCKI/IC HCCICOOBAHUA,
HCCICOJOBAaHUA TOKCHYHOCTH,
HCCICOOBAaHUIA MYTAQrcHHOCTH,

AHAJTUTUYECKUE M KIMHUYECKHME XUMHYECKHE HCCIEIOBAHUS;
OApyrue UCCIEIOBaHUS (c yKa3aHuem BHUIA).
4. JlomyckaeTcs yKa3aHue HECKOIbKUX BUJIOB MPOBOJUMBIX HCCIEIOBAHUN, a4 TAKXKE HX
OoJjiee NETaTM3UPOBAHHOE YKa3aHUE, €CJIM 3TO HEOOXOJUMO [JIsi OIEHKU CTETEHU
COOTBETCTBUS 151 bopMyTuUpPOBKH 3aKJTIOYECHHUS.
5. Jlns ykazaHus cTaryca COOTBETCTBUSA Ja0OpaTOpWil CIEAyeT MCIOJIb30BaTh TPH
KaTEroOpuM: «COOTBETCTBYET», «HE COOTBETCTBYET», «OIIEHKA HE 3aBeplleHa (C yKazaHHEM
MPUYUHBI)».BBUy TOro, CTaTyc «OIlEHKa HE 3aBEpIICHA» MOXKET OBITh HCTOJKOBAH
0-pa3HOMY, €ro yKa3aHHUE JOJKHO COMPOBOXKAATHCS MOSICHEHHSIMU B o030pe. Takue
MOSICHEHUS CTaTyca OLEHKHU JIOJKHBI BKIIOYaTh (DOPMYIUPOBKU, TO3BOJIAIONIUE YCTAHOBUTD
NPUYMHY HEBO3MOKHOCTH OLIEHUTh CTaTyC KaK COOTBETCTBYIOLINN WJIM HECOOTBETCTBYIOLINIA
(Hampumep, «IPOBOAUTCS MOBTOPHAsl MHCIEKIUSA, KOTOpash HE 3aBEpIICHAa», «OTBET W3
UCIIBITAaTeNIbHON JTabopaTOpUH 3a 3aMEUaHus 110 UHCTICKITUU (ayIUTy) HE TTOCTYMUI (OTI0XKEH
)»,«aIMUHUCTpPATUBHAsL TMpolleAypa HWHCHEKIHUH (ayJuTa) HE 3aBeplieHa» U T. I.).
6. [Ipu hopmynupoBKe 3aKITIOYEHUSI O COOTBETCTBUH (M HAINIPABICHUHU YTIIOTHOMOUYEHHBIM
OpraHaM JIpyTHX rOCyJapCTB-UJIEHOB 3aKJIIFOYEHUN O COOTBETCTBHH, OJKHA UCIIOIb30BAThCS
TEPMHHOJIOTUS, YCTAHOBJICHHAs MpaBUJIAMH MPOBEACHUS (HapMalleBTUUECKUX WHCHIEKIIUH,
yTBepKJaeMbiMu EBpa3uiickoii SKOHOMHUYECKON KOMHCCHEH M OOIUMH TPEOOBAaHUSIMHU K
cucreMe KaduecTBa apMalleBTUUECKUX MHCIEKTOPATOB rocyAapcTB — wieHoB EBpa3zuiickoro
SKOHOMHYECKOTO CO103a, YTBEpKAAaeMbIMU EBpazniCKOM HSKOHOMHUYECKOW KOMHUCCHEU.
7. Kpatkue 0030pbl, BBIMOJHEHHBIX MHCIEKIUM UCTBITATEIbHBIX JTAOOPATOPUN HIIH
ayJUTOB UCCIEAOBAHUN, MOCTyNUBIINE B EBPasMUCKyH0 3KOHOMHYECKYH) KOMHMCCHIO JUIA
PacCMOTPEHHUS PA3HOTIACUN MEXIY YIIOJHOMOUYEHHBIMHA OpraHaMH roCyJ1apCTB-WICHOB MPHU
OIICHKE CTaTyca WCIBITATEIbHBIX JTA0OpaTOpU WM ayJUTOB OTACIHHBIX HCCIIEIOBAHUN
nyOJMKYIOTCS B MHTErpupoBaHHOW wuHGOpManmoHHOW cucreme EBpasuiickoro
SKOHOMHUYECKOI'0 COI03a ISl JOCTyNa YIOJHOMOYEHHBIX OpPraHoB (yIOJIHOMOYEHHBIX
OpraHu3allnii) TOCyAapCTB-WICHOB U IO 3alPOCY MOTYT IPEIOCTaBIATHCS 0OIIECTBEHHOCTH.
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