EBPA3ZUINCKASI SJKOHOMUYECKAS KOMUCCHS
COBET

PEIMEHMUE

«03» Hos10ps1 2016 T. Ne 81 r. AcraHa

O6 yrBep:kaennu [IpaBun Hajse:xkamei JadopaTopHOl NPAKTUKH
EBpa3uiickoro s3k0HOMH4YecKOro coo3a B cdepe odpaineHust
JIeKapCTBEHHBIX CPeICTB

B coorserctBuu co crarbed 30 JloroBopa o EBpazuiickom
SKOHOMMYECKOM coro3e oT 29 mast 2014 ropma, crareeii 6 Cornamenus
O €IMHBIX IPHHLMUIAX U IpaBwiaX OOpAIIEHUS JIEKAPCTBEHHBIX CPEICTB
B paMkax EBpa3uiicKoro 3KOHOMHUUYECKOro coro3a oT 23 nexabps 2014 rona,
nyHkTom 87 mnpunoxenus Ne 1 kx Permamenty pabotel EBpaswuiickoit
OKOHOMHYECKOM  KOMHUCCHH, YTBepkJIeHHOMY Pemenuem  Briciero
EBpasuiickoro 5KoHOMHYECKOro cosera oT 23 gekabps 2014 r. No 98,
u Pemenuem Beiciero  EBpa3uiickoro  5KOHOMHYECKOTO  COBETa
ot 23 nexabpst 2014 r. Ne 108 «O peammzamuu CornamieHus O €IUHBIX
IPUHIMIAX W IpaBUJIaX OOpAaIIeHUs JIEKAPCTBEHHBIX CPEJICTB B paMKax
EBpa3suiickoro HKOHOMHUYECKOTO COIO3a» Cogert EBpazuiickoit
HKOHOMUYECKOW KOMUCCHH P € II M JI:

1. VrBepauts mnpunaraemele [lpaBuna Hamiexameil maboparopHoit
npakTUkd EBpa3zuiickoro 3KOHOMHYECKOTO coro3a B cdepe oOparieHus
JIeKapCTBEHHBIX cpelcTB (Hanee — [IpaBuina).

2. UncnexktupoBanue cooTBeTcTBUs [IpaBuiaM mpoBOIUTCS B paMKax

Q)apMaLIeBTI/I‘IeCKI/IX 1505 (91 (S 000705 B COOTBCTCTBHHU C nmpoucaypamu,
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YCTAaHOBJIEHHBIMU 3aKOHOJATENILCTBOM IOCYJapCTB — 4ieHOB EBpasuiickoro
SKOHOMHYECKOIO COI03a € YYETOM pPEKOMEHJALMN, COIepIKalIUXCs
B pazaenax VII u VIII IIpasu.

HcnpiTatenbHble J1a0OpaToOpu TOCYIAapCTB — WIEHOB EBpasuiickoro
HSKOHOMHYECKOTO CO03a TaKXKe CUYMTAIOTCS COOTBETCTBYOIIMMU IIpaBunam
B Cjlyyae, €CJIMd  yINOJHOMOYEHHBIM OpPraHOM B  COOTBETCTBUU
C 3aKOHOJIaTeJILCTBOM TOCyJapcTBa — 4ieHa EBpasuiickoro 5KOHOMUYECKOIr0
COI03a TPHU3HAHO COOTBETCTBHE OTUX MCIBITATEIbHBIX JIAOOpaTOpHUid
TpeOOBaHUSIM JOKYMEHTOB B 00JIaCTM CTaHAApPTU3aUUH, WIACHTUYHBIX
JIOKYMEHTaM, yKa3aHHbIM B IyHKTe 1 [IpaBui.

3. Hactosimee  Pemenwe BcTymaer B CWIy 110 KCTEUYEHUHU
10 xanmeHgapHbBIX JHEW C JaTel BCTyIuleHuss B cwily lIpotokoua,
noanucanHoro 2 gekabpss 2015 rogma, o mnpucoenuHenuun Pecnybiuku
Apmenusi k CornameHu0 O €IMHBIX NPHHIHWIAX M IpaBuiax oOpalieHus
JIEKapCTBEHHBIX CPENCTB B paMKaxX EBpa3suiiCKOr0 3KOHOMHYECKOIO COK03a
ot 23 nexabps 2014 rona, HO He paHee yeM 110 ucrtedeHUu 10 KaneHIapHbIX

JIHEH ¢ JaThl O(bI/IIII’IaJ'IBHOFO OHyGHHKOBaHI/IH HacTtosmero Pemenus.

Ynenbl CoBera EBpa3uiickoii 3KOHOMHYECKOH KOMHCCHH:
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YTBEPX/EHbBI

Pemenunem CoBera

EBpa3uiickor 5JKOHOMUYECKON KOMUCCUU
ot 3 Hos10pst 2016 1. Ne 81

IHPABUJIA
Ha/JIeKalei JJabopaToOpHOM MPAKTUKHU
EBpa3uiickoro 3k0HOMHYECKOro ¢o103a B cpepe oOpammeHust
JIEKAPCTBEHHBIX CPEICTB

[. O0me monoxxeHus

1. Hacrosimme IlpaBwia TOpUMEHSIOTCS B LENAX  MPOBEICHUSA
JTOKJIMHUYECKHUX (HEKJIMHUYECKUX ) UCCIIeIOBAaHUI 0€30MacHOCTH
JIEKaPCTBEHHBIX CPEICTB U (MJIM) BEUIECTB, COAEPIKAIIUXCS B JICKAPCTBEHHBIX
npenaparax. Hactosmue IlpaBuna pa3paboTaHbl C LEIbI0 TapMOHU3AIUU
MEKTyHApOJIHBIX JIOTOBOPOB M aKTOB, COCTAaBIISIIOIIMX MpaBo EBpazuiickoro
AKOHOMHMYECKOTO coro3a (mamee — Coro3), B o00mactTu oOpalieHus
JIEKaPCTBEHHBIX CPEJCTB C 3aKOHOIATEILCTBOM EBporeiickoro corosa B 3TOU
oOnactT ¢ yuderom TpeboBanuii EBpomeiickoro corwos3a u OpraHuzanuu
SKOHOMHUYECKOTro corpynnudectBa u pazputus (ODCP). Ilpu sTtom ObuH
ucnosib30BaHbl  NOKyMeHTbl OOJCP cepum «lIpuHmumner Hamiexamen
1abopaTopHOI MPAKTUKH u MOHUTOPHUHTA COOTBETCTBUS:
ENV/MC/CHEM(98)17 (OECD — Ilpunuunsl Haajexaiie JiaboparopHou
npaktuku), OECD/GD(95)66 (PykoBoacTBo mo mporieaypaM MOHUTOPHHTA
coorBerctBusi mnpuHiunam GLP), OECD/GD(95)67 (PykoBoactBo mo
NPOBEJCHUIO  MHCHEKIMA  UCIHBITAaTEIbHBIX  IIEHTPOB U ayJUTOB

uccnenoanuii), OCDE/GD(95)115 (Ilpumenenune mnpunuunoB GLP «k
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KOMITBIOTEPU3UPOBAHHBIM CHCTEMaM), ENV/IM/MONO(99)20
(ObGecnieuenne kadecTBa B COOTBeTCTBMU ¢  npuHiunamu  GLP),
ENV/IM/MONO(99)23 (Ilpumenenue npunuunoB GLP k kpaTkocpodHbIM
uccnenoBanusiM), ENV/IM/MONO(99)24  (Pomp u  00s3aHHOCTH
PYKOBOAMTEINS MCCJIEIOBaHUM B COOTBETCTBUM ¢ npuHiunamu GLP),
ENV/MC/CHEM(98)16 (Ponb u 00s3aHHOCTH CHOHCOpPa B COOTBETCTBHUU C
npuniunamu GLP), ENV/JM/MONO(2002)9 (Opranu3zanusi 1 yrpaBleHHE
WCCJICIOBAaHUSIMH, TPOBOAMMBIMH Ha HECKOJIBKHX HCCIIEIOBATEIhCKUX
wiomankax), ENV/IM/MONO(2004)26 (ITpumenenue npunuunoB GLP x
uccinenoBanusiM  in vitro), ENV/IM/MONO(2007)10 (Opranuzamus wu
KOHTPOJIb apXHUBOB).

2. Hacrosimue [lpaBmiia mMpUHUMAIOTCS B TENSAX 3aTUTHI 37]0POBBSI
YeJIOBeKa,  OOECHEYEeHHMS  COMOCTaBUMOTO  KadecTBa  PE3yJabTaroB
JOKJIMHUYECKUX (HEKIIMHUYECKUX) ucciaeaoBaHuii B pamkax Corosa,
yCTpaHEHUs] TEXHUYECKUX 0aphepOB BO B3aMMHOM TOPTOBIIE M MMPUMEHSIOTCS
Opyu  TPOBEACHUM  JOKIMHUYECKUX  (HEKJIMHUYECKUX)  HCCIEeIOBAaHUN
0€30TacHOCTH BEIIECTB, COMEPKAITUXCS B JIGKAPCTBEHHBIX CPEICTBAX.

3. UcnbityeMble 0OBEKTHI MOTYT OBITh KaK CHHTETHYECKOW TPHUPOJIHI,
TaKk U OMOTEHHOrO MPOUCXOXKICHHS, a TaKXe MPEJICTABIATh COOOU >KUBBIC
opranusmbl. llenplo ucciaenoBaHus TUX OOBEKTOB SBISAETCS MOJIyYEHUE
JAHHBIX 00 WX CBOMCTBaxX W (WUJM) OE30MACHOCTHU ISl 3[I0POBBS UEIOBEKA U
OKPY>KArOLLIEH CPEIBI.

4. ConocraBUMOE€  KAa4€CTBO  PE3YJIBTATOB  MCIBITAHUM  SIBIISIETCSA
OCHOBOM i1 B3aUMHOTO TMPU3HAHUA YIIOJHOMOYEHHBIMU OpraHamu
rocygapctB — uneHoB Coro3a (nanee — rocynapcTBa-wieHbl) MOIYYEHHBIX

JAaHHBIX, 9YTO ITO3BOJIUT UCKIIOYHUTH JOIIOJHUTCIIBHBIC U3ICPKKH, CBA3AHHLIC



C  TIOBTOPHBIM  TIPOBEACHUEM  JOKIMHUYECKUX  (HEKIMHUYCCKHX)
MCCJIEIOBAHUM B KaXJOM IrOCY/1apCTBE-UJICHE.

5. JoxJMHUYeCKUE (HEKJIIMHUYECKHUE) UCCIIEIOBAHUS M HEKJIIMHUYECKUE
UCCJIeIOBaHUsI O€30MacHOCTH JUIsl 3/I0POBBbSI UYENOBEKA W  OKpYyKarouien
Cpelbl, B OTHOIIEHWU KOTOPBIX NpHUMEHsSIOTCS Hacrosmue [lpaBuna,
BKJIIOYAIOT B ce0s1 paboTy, MPOBOAMMYIO B JIAOOPATOPUM U BUBAPUH.

6. Hacrosimme [lpaBmiia mpuMeHSIOTCS B OTHOIICHUH JOKITMHUYECKHX
(HEKJIMHUYECKUX) UCCIEOBAaHUM 0O€30MacHOCTU ISl 37I0POBbsl UENIOBEKA U
OKpYyXarolen cpenbl, MPOBEIeHNE KOTOPHIX HEOOXOAMMO ISl pEerucTpaluu

JIEKapCTBEHHBIX CPEJICTB.
II. Onpenenenus

7. dma uenent Hacrosmux I[IpaBuil MCMONMB3YIOTCS MOHATHSA, KOTOPBIE
O3HAYaIOT CIIEAyIoNIee:

«anmaparHoe obecrneueHue» (hardware) — ¢uzmdyeckue KOMIIOHEHTHI
KOMIBIOTEPU3UPOBAHHON  CHUCTEMBI, BKJIIOYas  KOMIIBIOTEP M €ro
nepudepuitHble KOMIIOHEHTHI;

«acentuueckue yciuoBus» (aseptic conditions) — ycinoBus padbouei
Cpelbl, MPU KOTOPHIX BO3MOXKHOCTH MHKPOOHOTO U (WJIM) BUPYCHOTO
3apa)K€HUs CBeJIeHa K MUHUMYMY;

«ayauT uccienoBanus» (study audit) — cucremarnyeckoe, HE3aBUCUMOE
U JIOKYMEHTHPOBAaHHOE CpPaBHEHME MEPBUYHBIX JAHHBIX M UMEIOIIEH K HUM
OTHOIIIEHUE UH(POPMAITUU C TPOMEKYTOUHBIM U 3aKIFOYUTEIbHBIM OTUETOM C
LEIbI0 OMNPENICNICHUs] TOYHOCTH NPENOCTABICHUS TEPBUYHBIX JAHHBIX,
MPOBEICHUS] HCTIBITAHUS COIVIACHO IUIaHy MCCIEIOBAaHUA W CTaHIAPTHBIM

ONEpPalIMOHHBIM TPOLIETypaM, TMOJYYEHUsI AOMOIHUTENHHON HHPOpMalIUH,
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HE YKa3aHHOW B OTYETE, W OMNpPEACICHUS CTEIEeHW BIHUSHUA METOJIOB,
MPUMEHSIEMBIX TIPU MOJYYEHUU JIaHHBIX, HA JOCTOBEPHOCTh ITUX JAHHBIX Y
BCEX BOBJICUEHHBIX B UCCJIEIOBAHUE CTOPOH;

«Bamuaanus» (validation) — JOKyMeHTaJIbHOE TOATBEPXKACHUE TOTO,
4TO MPOIECC, MPOBOAUMBINA B MpEAEIaxX YCTAHOBIEHHBIX apaMETPOB, MOKET
OCYIIECTBIATHCS A3(HPEKTUBHO U C BOCTIPOU3BOAUMBIMU PE3yJIbTaTaMu;

«BaJdUJAIMS  KOMIBIOTEPU3UPOBAHHOW cucteMbl» (validation of
a computerised system) — JOKyMEHTaJIbHOE TMOATBEPKICHUE BBICOKOM
CTENIEHU TapaHTUU COOTBETCTBUS KOMIIBIOTEPU3UPOBAHHON  CHUCTEMBI
OTIPEJICTICHHBIM XapaKTePUCTHUKAM, a JaHHBIX, MOJTYYaEMbIX C TOMOIILIO 3TON
KOMIIBIOTEPU3UPOBAHHON CHUCTEMBbI, — 3aJlaHHOMY YPOBHIO KauecTBa H
JIOCTOBEPHOCTH;

«BeAylni (OTBETCTBEHHBIN) UccaeaoBarenby (principal investigator) —
JUI0, KOTOpO€ B Ciy4ae IMPOBEACHHUS HCCIEAOBAHUI Ha HECKOJIbKHUX
Iomaakax (MyJIbTUIIEHTPOBBIE UCCJIENOBaHUS) JEUCTBYET OT HWMEHU
PYKOBOAMTEIS UCCIENOBAHMUS W HECET OTBETCTBEHHOCTH 3a OIPECICHHbBIC
(ha3bl UCCIIEIOBAHUS;

«BUBapuil» (vivarium) — 37aHU€ WIM OTJACIIbHOE IOMEIICHUE MpHU
UCCJIEIOBAaTENbCKOM  OpraHu3aldyd,  KOTOpble  IpeIHa3HaueHbl NS
COZIEP>KaHMST JTA0DOPATOPHBIX JKUBOTHBIX B COOTBETCTBUU C IPaBOBBIMU
HOpPMaMH HCIIOJIb30BaHUS >KMBOTHBIX MPU MPOBEICHUM JOKIMHUYECKHUX
(HEKJIMHUYECKUX) HcCcleloBaHui. BuBapuii MoxkeT ObITh oOecrneueH
YCIOBUSMU W OOOpYJAOBaHUEM JIJIsI TPOBEJAEHHUSI HKCICPUMEHTOB HaJ
COZEPKAIMMHUCS )KUBOTHBIMHU, & TAK)KE BBITONHATH QYHKIIUA MUTOMHUKA JIJIS

HUX Ppa3BCIACHUA,



reHHas TpaHcdekuus» (gene transfection) — BBeAeHUE YYKEPOIHOM,
nonomautenpbHo  JIHK  (omuHOYHBIE WM MHOXKECTBEHHBIE  TCHBI)
B KJIETKY-XO35MHA,;

«1ara Havana wuccienoBanus» (study initiation date) — gara
MOJIMUCAHMS TUTAHA UCCIIEIOBAHUSL PYKOBOUTENIEM HUCCIIEAOBAHUS;

«JlaTa Hadajla »KcrnepuMmeHTa» (experimental starting date) — nara
MOJTyYCHUS TIEPBBIX CIIEU(PUICCKIX JAaHHBIX UCCIICIOBAHUS;

«J1atra OKOH4YaHUWsi wuccienoBaHus» (study completion date) — nara
MOJIMUCAHUS 3aKJIFOUUTENIHHOTO OTUETa PYKOBOAUTENIEM HUCCIICAOBAHUS;

«J1aTa OKOHYaHMS HKcrepuMmeHTa» (experimental completion date) —
MIOCJICTHUM JISHD MOTY4YEHUS JaHHBIX B UCCIICOBAHUN;

«J1oroBop» (contract) — moANKMCaHHOE CcOIAlIeHUe (B MHUCbMEHHOU
dbopme ¢ yKazaHMEM JaThl TMOJNHCAHUA) MEXAY JBYyMs WIM Oolee
CTOpOHAMH, COfepKallee JIOTOBOPEHHOCTH, KacCaloIUEcsl paclpeiesieHus
o0beMa paboT, mpaB, OOS3aHHOCTEHN, U MPU HEOOXOJUMOCTH PETYIHPYIOIIee
(brHaHCOBBIE BOIIPOCHI;

«JIOKJIMHUYECKOE (HEeKJIIMHUYEeCcKoe) uccienaoBanue» (preclinical study
(trial)) — xumuyeckoe, ¢puznyecKoe, OMOJIOTUYECKOE, MUKPOOHUOIOTUYECKOE,
dbapmakoIoruueckoe, TOKCHUKOJIOTMYECKOE U JPYroe 3KCIEPUMEHTAJIbHOE
UCCJIEIOBAHUE WJIM CEPUsSl MCCIEHOBAaHUM 1O H3YUYEHHUIO HCCIEAYEMOro
BEIIECTBA (JIEKAPCTBEHHOIO CPE/ICTBA) MyTEM MPUMEHEHHS HAyYHBIX METOJIOB
OLICHOK B IENSAX M3Y4YEHUS CHEUU(PUUYECKOro JIEUCTBUS U (WJIH)
JI0Ka3aTeNbCTB 0€30MaCHOCTH JIJIS 3/I0POBbS YEJIOBEKA;

«nokymeHTanus» (documentation) — opopmIIeHHBIE B YCTAaHOBJIEHHOM
NOPSIIKE 3alUCH JIIOOOTO0 BHUAQ, OIMKUCHIBAIOIIME JUOO PEruCTPUPYIOLINE

MCTOIBbI, OpraHu3anuuro 141 (I/IJ'II/I) PE3YIbTAThI JOKIIMHHUYCCKOTI'O
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(HEKJIMHUYECKOTO) HCCIEOBaHUS JIEKAPCTBEHHOTO CPEACTBA, (PAKTOPHI,
BJIUSIIOIINE HA UCCIIEAOBAHUE, VM IPUHSITHIC MEPHI;

«M3MEHEeHUs TIulaHa wucciuenoBanus» (study plan amendment) -
npeaHaMEpPEHHbBIC MOMPABKU (M3MEHEHHs), BHOCUMBIC B TUTAH MCCIIEIOBAHUS
nocJie JaThl Hayajia uCCIIeOBaHMUS;

«uHCTIEKTOp»  (Inspector) —  JWIO, TPOBOASAIIEE  HHCHEKIIUU
UCIIBITATENIbHBIX JTA0OPATOPUNA U ayAUThl JOKIMHUYECKUX (HEKIMHUYECKHX )
UCCIIEIOBAHUM JIEKAPCTBEHHBIX CPEJICTB OT HMEHU YIOJHOMOUYEHHOTO
Oprasa;

«MHCIIEKITMS UCTIBITaTeIbHOM JTabopaTopuny (test facility inspection) —
NpoOBEpKAa HA MECTE VYIOJIHOMOYEHHBIMH OpraHamMu TpoleAyp H
NPAaKTUYECKUX  JICUCTBUUA  JA0Oparopuu JJisli  OLIEHKH  COOTBETCTBUS
MPUHIIMIIAM ~ HaJJIexaniel JjgadopaTopHol TmpakTuku. B Xxome Takoi
WHCIICKIIMY U3Y4aloTCsl CTPYKTypa yIIpaBIeHUs U ONePaAllMOHHBIC TPOIIETYPHI
UCIIBITAaTeIIbHOW J1a0OpaTOpHK, WHTEPBBIOUPYETCS OCHOBHOM TEXHUYECKUM
MIepCOHaJI, MPOBEPAIOTCS Ka4eCTBO U JOCTOBEPHOCTh JAHHBIX, ITOJTYUYCHHBIX B
1a00paToOpuu, U B 3aKJIFOUEHUE TOTOBUTCS OTYET;

«HCTIBITaTeNbHAs TIIOIaaKay (test site) — MECTO MPOBEACHUS KaKOTro-
au00 3Tana ucciaeaoBaHus;

«HCCJIEIOBAaHNE Ha HECKOJIBKUX TIulomaakax» (multi-site study) —
ucciaenoBanue, (aszpl KOTOPOTO MPOBOAATCS Oojee yemM Ha 1 TIomIajke.
HccnenoBanusi Ha HECKOJIBKUX IUIONIAJKAaX MPOBOAST, €CIU HEOOXOAUMO
UCIIOIB30BaTh Teorpapuueck yaajJeHHbIe, OPraHU3alMOHHO 000COOICHHBIE
WM WHBIM 00pa3oM OTJIeJICHHBIC UCTBITATENIbHBIC TUIOMAAKU. K HUM MOXeT
OTHOCUTBCS  OTJEI OpraHU3alluH, OCYIIIECTBIISFOITUN byHKIIMH
UCIIBITATeIbHOW TUIOIIAJAKUA, €CIW APYroM OTAEN ATOM K€ OpraHu3aluu

OCYIIIECTBISICT (PYHKIIMU UCTIBITATEILHON J1a00paToOpuu;
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«uccaenoBanus in vitro» (In vitro studies) — rccienoBanusi, B KOTOPbIX B
Ka4eCTBE TECT-CHCTEM UCIIOJIB3YIOTCS HE MHOTOKJIETOYHBIC IICJIIOCTHBIC
OpraHU3MbI, a MHUKPOOPTAaHU3MBI, WJIW Marepual, HN30JMPOBAHHBIA OT
LEJIOCTHBIX OPraHU3MOB, WM MX HUMHUTAIMSA. BOJIBIIMHCTBO HcclieqoBaHUM
Invitro  SIBJIAIOTCS ~ KPAaTKOCPOYHBIMHM  HCCIENOBaHUAMM. [  Takux
UCCIIEJIOBAHUM CJIENYET MCIOJIb30BAaTh B KAYECTBE PYKOBOJCTBA MOJOKEHUS
npuioxkenuss Ne 1 k Hacrosuum [IpaBunam, 4ToOBl OOJErdyuTh pPadOTY
PYKOBOJUTEIS UCCIENOBAaHUS U OT/AeNa 00eCIeueH s KauyeCTBa;

«HCCIIeIOBATeNIbCKas OpraHu3anus (MCIbITATeNbHBIM LEHTP)» (test
facility) — mabGopatopust (opraHuzaius), HUMeEIIas HEOOXOAUMYIO
MaTepHATbHO-TEXHUYECKYI0 0a3y W KBaTU(DHUIIMPOBAHHBIA TIEPCOHAT IS
IPOBEICHMUSI TOKITUHUYECKIX (HEKJTMHUYECKUX ) WCCJICIOBAHUM
JIEKapCTBEHHBIX CPECTB B COOTBETCTBYIOIIEH 00IaCTH;

«HCCIIEyeMO€E BEIEeCTBO (JIEKapCTBEHHOE CpPENcTBO)» (test item) —
BEIIECTBO (JIEKAPCTBEHHOE CPENICTBO), MOJIJIEKAIIIEE UCCIIEIOBAHUIO;

«UCXOOHBIM KOom» (source code) — oOpuruHajIbHAs KOMIIBIOTEpHAs
mporpamMma, COCTaBJ€HHAas B MPUTOAHOW nJisi 4TeHUs (opme (Ha SI3bIKe
IPOTpaMMHUPOBAHUS ), KOTOPYIO HEOOXOAMMO TIEPEBECTH B MAMIMHOYUTAEMYTO
dbopmy, IpexIe 4eM OHa MOXKET ObITh UCIIOJIHEHA KOMITBIOTEPOM;

«KaTUOPOBKAY (calibration) — COBOKYITHOCTb oTieparuu,
YCTAHABIMBAIOIIMX  COOTHOIIEHHME  MEXIYy  3HAYE€HHEM  BEJIUYHUHBI,
MOJTYYCHHBIM HCITOJIB3yeMbIM TPHOOPOM, W 3HAYE€HHWEM OTOW BEIUYHHBI,
OTIPEIEIISIEMbIM C MTOMOIIBIO ATAJIOHA;

«knertounble JuHUU» (cell lines) — keTku, KOTOpbIEe MOABEPITIUCH
TeHETUUYECKOMY H3MEHEHHUIO J0 MMMOPTAIM3AIlMd U KOTOpHIE BCIEACTBUE
ATOTO CIIOCOOHBI PA3MHOKATHCSI B TEUCHUE MPOJIJIEHHBIX MEPUOJIOB 1n Vitro u

MOTYT YBEJIMUUBATHCA U MOJBEPraThCsd KPUOKOHCEPBALIMKU B OAHKE KJIETOK;



«KOMITBIOTEpU3UPOBAHHAS cucTtemay (computerised system) — rpymma
KOMIIOHEHTOB amMaparHbIX CPEJCTB W CBSA3aHHOTO ¢ HUMH IMPOTPAMMHOTO
oOecrieueHusi, a Takxke JadOparopHOro MPUOOPHOTO 0OOPYIOBaHMS,
CBSI3aHHOTO WJIM WHTErPUPOBAHHOTO C KOMIIBIOTEPOM, pa3pabOTaHHBIX U
COOpaHHBIX ISl BBINOJHEHUS] OMNpPENEICHHON (DYHKIMU WX TPYIIbI
byHKIM;

«KOMITBIOTEpHAsT 0O€30MacHOCTh» (computer security) — oOecriedeHue
3aIUATHl KOMIBIOTEPHOTO amlapaTrHOro W MPOTPaMMHOTO 00ECTICUeHUs OT
CIy4allHOTO WJIM YMBIIIJIEHHOTO IOCTYIa, MCIOJIb30BaHUS, MOAU(DUKAINY,
YHUUTOKEHHS] WM pas3miaiieHus. Takas 0€30MacHOCTh OTHOCUTCSI Takke K
MEePCOHANTY, MJaHHBIM, KOMMYHHUKAITMOHHBIM CBs3sIM, (u3WUeckod u
JIOTUYECKOH 3alUTe KOMIBIOTEPHBIX HHCTAILISIINN;

«KOHTpPOJb W3MeHeHui» (change control) — mocTosiHHAs oOlleHKa U
JOKYMEHTUPOBAHHE CHCTEMHBIX OINepaluid W HU3MEHEHUH C LEJbIo
OTIpENEICHUs] HEOOXOAMMOCTH TMPOBENCHMS TIpollecca BaluJallMu IOCIe
NOSIBJICHUSI B CHUCTEME Kakux-In0o wu3MeHeHuil. KoHTponb u3MeHeHui
KacaeTcsi HE TOJIHKO KOMIBIOTEPU3UPOBAHHBIX CHCTEM, HO W JAPYTHX
MPOLIECCOB, CBSI3aHHBIX Cc JTOKJIUHUYECKUM (HEKJIMHUYECKHM)
UCCJIeIOBAaHUEM, IPOBOIMMBIM B COOTBETCTBHH C HacTosuMu [IpaBunamus;

«koH(puaeHmanpbHoCcTh» (confidentiality (privacy)) — He0OXOIUMOCTH
XpaHeHus: B TaiiHe HHGOPMALMKM, TpUHAIISKAEH CIOHCOPY U (WIIM)
UCIIBITATENIbHOU TA00paTopuu;

«KpaTkocpouHoe uccienoBanue» (short-term study) — uccnegoBanue,
IPOBOJUMOE B KOPOTKHE CPOKHM C MPUMEHEHUEM CTAHAAPTHBIX MIUPOKO
pacnpoCTpaHEHHBIX METOJIOB;

«KpuUTEepUU TpUEMKH» (acceptance criteria) — JIOKYMEHTAJIbHO

IOATBCPKACHHBIC KPHUTCPHUH, KOTOPLIM HGO6XOI[I/IMO COOTBCTCTBOBATh JIAd
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YCIELIHOTO 3aBEPIICHUS dTara UCCIEAOBAHUS WM BHITIOTHEHUS] TPeOOBaHUI
MOCTaBKHU;

«kputnueckue (asp» (critical phases) — ompenesnieHHbIE MPOLETYPHI
WIN BUIBI JEITEIILHOCTH B paMKax MCCIEAOBaHUS, TOYHOE U TMPABHIBHOE
UCIIOJIHEHHE KOTOPBIX SIBISIETCS HEOOXONMMBIM YCIOBHEM JUJIsi KayecTBa,
JIOCTOBEPHOCTH U HAJICKHOCTH MOTYYaeMbIX PE3y/IbTaTOB HUCCIIEI0BAHUS;

«MOHUTOPHUHT» (monitoring) — MpOUEAypa KOHTPOJISI COOTBETCTBUS
IPOBOJAUMOTO  JIOKJIMHUYECKOTO  (HEKJIMHUYECKOTO)  HCCIEIOBAaHUS U
oOecrieueHust ero MpoBeICHUs, COOpa TaHHBIX U MPEICTABICHUS PE3yIbTaTOB
UCCJIEIOBaHUS IUIaHY, CTAHJAPTHBIM OIEPAlMOHHBIM MpoUeAypaM U
TpeboBaHusM Hactosmux [IpaBun;

«HajJexkaias JlaboparopHas IpakThka (MpaBujia J1abOpaTOpHOM
npaktukn)» (Good Laboratory Practice, GLP) — cucrema TpeOoBaHmili K
OpraHu3aliy,  IUIAHUPOBAHWIO M TPOBEICHUIO  JOKIMHHUYECKUX
(HEeKJIMHUYECKUX) UCCIEIOBaHUM BEIIECTB (JIEKAPCTBEHHBIX CPEICTB),
o OpMIIEHHUIO PE3YJIBTATOB M KOHTPOJIIO KaueCTBa YKa3aHHbBIX MCCIIEIOBAHUA;

«HEKJIMHUYECKOE MCCIIeIOBaHNE 0€30MaCHOCTH JJIsl 3I0POBbS YEIOBEKA
U OKpyxatoie cpenb» (non-clinical health and environmental safety
study) — ONBIT WM CepHUsl OMBITOB, B KOTOPBIX MCCIEIYEMOE BEIIECTBO
IPOXOAUT MPOBEPKY B 1aOOPATOPHBIX YCIOBUSX MIIM B OKpYKaloILIEh cpesie ¢
LEeIbI0 TIONYYEHHUS JIaHHBIX O €ro CBOMCTBax M (WiaM) O€30MacHOCTH,
HaIPaBIIIEMbIX B YIIOJTHOMOYEHHBIE OPTaHBI;

«HocuTenb (pacTtBoputenb)» (vehicle) — BemecTBo, ucnoab3yeMoe s
CMEIINBaHUA, TUCIIEPTUPOBAHMS WIIM PACTBOPEHHUS UCCIIEAYEMOTrO BEIeCTBa
(JIeKapCTBEHHOTO CpEICTBA) WM o0Opas3la CcpaBHEHUS (KOHTPOJBHOIO

06pa3ua) H ITIO3BOJIAIOIICC OO0JIETYUTE €TO BBCIACHHUC B TCCT-CUCTCMY,
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«obecrieueHne kadectBa» (quality assurance) — COBOKYIHOCTH
CUCTEMAaTHYECKUX ©  IUTAHOMEPHBIX  JCHCTBUN,  OOECIEYMBAIOIINX
COOTBETCTBHE IPOBOJUMOTO HCCJIENOBaHMUS TPEOOBAaHMWSIM  HACTOSIIIAX
[IpaBwu;

«oOpaser] cpaBHeHUs (KOHTPOJIBHBIN oOpazen)» (reference item (control
item)) — oOpa3ell BelmecTBa (JIEKapCTBEHHOTO CPEACTBA), UCMOIb3YEMBbIN IS
CpPaBHEHHUSI C HCCJIEAYEMbIM BEIIECTBOM (JIEKAPCTBEHHBIM CPEICTBOM) H
OIICHKA HAy4YHBIMH MeETOoAaMu Oe30TMacHOCTH WCCIEIyEeMOTO BeEIIeCTBa
(JIeKapCTBEHHOTO CPEJCTBA) IyTEM TAaKOrO CpPaBHEHHUS UX (U3HUYECKHUX,
XUMUYECKUX, OMOIOTMUECKUX U (hapMalleBTUYECKUX CBOMCTB;

«obpasiel  (poObI)»  (specimen  (supplements)) — wmarepuanisi,
MOJTYYCHHBIC W3 MCIBITATEILHON TECT-CUCTEMBI C IENIbI0 M3yYCHUS, aHAIN3a
VTN COXPAHCHMUS;

«OOIIeNpU3HAHHbIE TEXHUYECKHWE CcTaHaapTb» (recognised technical
standards) — cTaHmapThl, MPUHSTHIE HAIMOHAIBHBIMU WU MEXKTyHAPOAHBIMU
opranamu 1o crangaptuzaun (I'OCT, MeXrocynapcTBEeHHbIE CTaHIAPTHI),
cragaaptel OECD Organisation of Economic Co-operation and Development
(Opranmzanmuu  SKOHOMHYECKOTO  COTpydHHMYecTBa U  pa3Butus), [SO,
International organization for standartization (MexayHapogHOW OpraHU3aIvM
no cranmaptuzaiud, MCO), IEEE, Institute of Electrical and Electronics
Engineers (MHCTUTYTa HHKEHEPOB MO 3JEKTPOTEXHUKE U IIEKTPOHUKE) U T. I1.);

«OpraH IO KOHTpoJIt0 coOmonenust Hacrosiuux I[lpaBwny (GLP
monitoring authority) — opran rocyaapcTBa-uji€Ha, YMNOJHOMOYEHHBIN Ha
IPOBEICHUE KOHTPOJI COOJIOEHUSI HCIBITATEIbHBIMU JIA0OPATOPUsIMU Ha
TEPPUTOPUHU TOCydapcTBa-ujieHa HacTosmmx [IpaBunm mpu  BBINOJHEHUU

JOKIIMHUYCCKUX (HCKHI/IHI/IIIGCKI/IX) HCCcleI0BaHuM JICKAPpCTBCHHBIX CPCIACTB,



11

«ocHOBHOM rpaduk» (master schedule) — rpadguk padoT 06006IIAIOIIETO
YPOBHS, OTPaXaIOMKUN TEKYI[YyI0 HHPOPMAIUIO O CTaJNU U COCTOSTHUU BCEX
WCCJICIOBAHUI B HCIIBITATEIILHOM I[EHTPE;

«OTKJIOHEHHE OT IuilaHa wuccieaoBanus» (study plan deviation) —
HEMpEIHAMEPEHHOE OTCTYIUICHHE OT IUIaHAa HCCIEAOBaHUSl TMOCJEe Aarhl
Hayajia uCCJIeI0BAHMS;

«MaTeHTOBaHHBIM Marepuan» (proprietary material) — wmarepuann,
3alUIIEHHBIA  3aKOHOJATENIbCTBOM  TOCy/lapCTBa-wieHa (0  MaTeHTax,
aBTOPCKOM IMPaBe WJIK TOBAPHBIX 3HAKAX) OT HE3AKOHHOTO MCIOJIb30BaHUS;

«TepBUYHbBIC JTaHHBIEY» (raw data) — UCXOJIHBIE 3aUCH U JOKyMEHTAIUs
(WX 3aBEepEHHBIC KOMWHW) KOTOPBIE SBISIOTCS PE3yIbTaTOM MEPBOHAYATHHBIX
HaONIONEHUN M JIeSITENBbHOCTH B Ipoliecce wuccienaoBanus. [lepBuunbie
JAHHBbIE MOTYT TaKXe€ BKJIOYaTh B ce0s, Hampumep, Gdortorpaduu,
MUKpOQHUIBMBI WM~ MHUKPOQUIIM,  MAIIMHOYUTAEMble  HOCUTEIH,
MPOJUKTOBAHHBIE HAOIIOEHNUS, 3alIMCAHHbIE TaHHbIE C aBTOMATU3UPOBAHHOU
anmaparypbl WIM JOObIE Jpyrue CpeacTBa XpaHeHus HUH)opmanuu,
CIOCOOHBIE O0ECHEUUTh HAJEKHOE XpaHEHHWE HWH(POPMAIIMU B TEUYEHUE
Iepuoa BpEMEHH, YKa3aHHOTO B paszene VI Hacrosamux [Ipasun;

«TEpBUYHBIE KIETKW» (primary cells) — kieTku, W30JMpOBaHHBIE W3
OpraHu3Ma >KMBOTHOTO WJM PACTUTEIBHOTO MCTOYHUKA M HMEIOLIUe
OTpaHUYEHHYIO TPOJOJIKUTEIHLHOCTD KU3HH;

«MEPEKPECTHOE 3arpsisHEHUe» (cross-contamination) — 3arpsi3HEHUE
UCCIIEAyeMOT0 BeEIIeCTBa JIMOO TECT-CUCTEMBbI JAPYTUM HCCIEAYEMbIM
BEIIECTBOM  WJM  JPYrOM  TECT-CUCTEMOM,  KOTOpO€  MPOUCXOJUT
HEMpPEIHAMEPEHHO M TPU KOTOPOM HApyIIaeTCs CTENEeHb XWMHYECKOU

YUCTOTHI UCCIICAYCMOTI'O BCIICCTBA UJIN ITOBPCIKAACTCA TCCT-CUCTCMA,
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«nepudepuitHbie KOMIOHEHTH» (peripheral components) — mro0oe
CBSI3aHHOE C MOMOIIbI0 UHTEpdeiica 00opy0BaHNe JIMOO BCIIOMOTATENIbHbBIC
WU YIAJICHHBIE KOMIIOHEHTBI, B TOM YUCII€ TPUHTEPHI, MOJEMbI, TEPMHUHAIIBI
UT I

«mtad (MpOTOKOJI, porpamMma) uccienoBanus» (study plan) (manee —
IJaH) — JOKYMEHT, COJEp)KAlllMii OCHOBHBIE 3aJ]au, METOJI0JIOTHIO,
OpONEAYpPhl, CTAaTUCTUUYECKHE AacleKThl, OpraHu3alMi0 W IJIaHUPOBAHUE
peCypcoB JOKIMHUYECKOTO (HEKJIMHUYECKOTO) MCCIEeNOBaHus (BKIOYasi €ro
Tanmbl M 4YacTH), a TaKke Mepbl 10 O00ecrneYeHuo 0e30MacHOCTU
YYaCTBYIOIIUX B HEM CHUCTEM;

«moBepKa cpeacTBa uaMepenuin» (verification of instrumentation) —
COBOKYITHOCTb omnepanuu, BBITIOJTHSIEMBIX rOCy/1apCTBEHHOM
METPOJIOTUYECKON  CIykO00M WM JIPyTUMU  AKKPEJUTOBAHHBIMU
IOPUIUYECKUMHU  JIMIAMU C LEJIbI0  ONpEeNeieHUsT U MOJITBEPKICHUS
COOTBETCTBHUSl CPEACTBA HU3MEPEHUM YCTAHOBIEHHBIM METPOJIOTUYECKUM
TpeOOBaHUSIM;

«MOCTaBIIMK» (supplier) — rOpUAUYECKOe JIMIO, BBIMOJHSIONIEE B
paMKax JOroBOpa C HWCHOBITAaTeIbHON Jaboparopueil o00s3aTeNbcTBa 10
o0ecreyeHno 000pydOBaHUEM, PEaKTUBAMHU, PACXOAHBIMH MaTepuajlamu,
TECT-CUCTEMaMH JTIOKJIIMHUYECKUX (HEKJIMHUYECKHUX ) UCCIIEI0BAHMIA;

«TpUEeMOYHOE HCHbITaHue» (acceptance testing) — BBIIOJIHEHHOE IO
YCTAHOBJICHHOW (OpME HCMBbITAaHUE KOMIBIOTEPU3UPOBAHHON CHUCTEMBI B
npeamnoiaraeMol paboyeil cpeie ¢ 1ebl0 ONpeIeSICHUs] COOTBETCTBUS 3TOU
CUCTEMBbl KpPUTEPHUSM NPUEMKH HCHBITAaTeIbHONW JlabopaTopun, a TaKke
PUEMIIEMOCTH CUCTEMBI JIJIs1 HKCILTyaTalllH;

«IporpaMMHOE oOeclieueHrue — ornepanuoHHas cucrema» (software —

operating system) — mporpamma WiIM HaO0Op MpOrpaMm, CTaHJAPTHBIX
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(pyTHHHBIX) TMpOrpaMM ¢ MOANPOrpaMM, KOHTPOJUPYIOUIUX padoTy
KommbioTepa. OnepanuoHHas CUCTEMa MOXKET MPEJOCTABUTh TaKUE YCIYTH,
KaK pacIpeesiCcHHe PecypcoB, INIaHUPOBaHWUE PalOOT, yIpaBiIeHHE BBOIOM
(BBIBOJIOM) U YIIPABJICHUE TAHHBIMU;

«IporpaMMHOE  obOecrieueHue —  TOpwiokeHue»  (software —
application) — mporpamMma, mNOpuOOpPeTeHHas WM  pa3paboTaHHas,
aIaTUPOBAHHAS WM TPUCIOCOOJEHHAsS K TPeOOBaHUSM HWCIBITATEILHON
JabopaTopuud C 1€  KOHTPOJS MPOIECCOB, cOopa, 00pabOTKH,
NpeICTaBICHUs U (UJIM) apXUBUPOBAHUS TAHHBIX;

«pe3epBHOE KomupoBanue» (back-up) — mepa, npeanpuHuMaeMast s
BOCCTAHOBJIEHUs (AiJIOB MaHHBIX © MPOTPAMMHOTO  OOECIeUeHUS,
BO300OHOBJICHUSI O0pa0OTKU JaHHBIX WM MCHOJb30BAaHUS AJIETEPHATUBHOTO
KOMIIBIOTEPHOTO 000pYI0BaHUS TTOCIIE CUCTEMHOTO COOS NN aBapHH;

«pe3tome  (aBrobworpadus)»  (curriculum vitae) — JOKYMEHT,
MOJITBEpXKAAIOIMH 00pa3oBanue, NPpoheCcCHOHATBHYIO MOATOTOBKY U OIBIT;

«pyKOBOIIUTEND HccaenoBanus» (study director) — nuiio, OTBETCTBEHHOE
3a 00IIee MPOBENCHNWE IOKIMHWYECKOTO (HEKIMHUYECKOTO) HCCIEIOBaHUS
0€30ITacCHOCTH /IS 37IOPOBbS YEIIOBEKA U OKPY>KAFOIICH CPEIbI;

«PYKOBOJICTBO MCHBITATEILHOTO Yy4acTka» (test site management) —
JUIa, HA3HAYEHHBIE OTBETCTBEHHBIMH 32 KOHTPOJIb ATAMOB MCCIEAOBAHUS U
IPOBENICHHUE UCCIIEOBAaHUS COTIIACHO HacTosmuM [IpaBunam;

«PYKOBOJICTBO HCCJIEIOBATEILCKOM OpTaHu3aiuud  (MCIBITATEIHHOTO
neHTpa)» (test facility management) — nuna, oGnaaaronive MOTHOMOYUAMH U
HECyIIMe OTBETCTBEHHOCTb 3a OpraHu3anuio W (yHKIHMOHUPOBAHUE
UCIIBITATEeNIbHON JJTaOOpaTOpuu COMITacHO HacTosuM [IpaBunam;

«cepusi» (batch) — omnpeneneHHoe KOJIWYECTBO WM  MApTUA

HCCIICAYCMOT'O BCIICCTBA, IIPOU3BCACHHOI'O B TCUCHHUC 3apaHcee
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YCTAHOBJICHHOTO TPOW3BOJCTBEHHOTO IIMKJIa B Takoh (Qopme, Korma
MpEANoJiaraeTcsi OJIHOPOJHOCTh COJECPKAHUSI BCEro KOJIMYECTBa (MapTUM)
BEIECTBA WM ATO COACPIKAHUE JOJKHO XapaKTePHU30BaThCs KaK TAKOBOE;

«cuctema obecriedyeHusi kadectBa» (quality assurance programme) —
KOMIUIEKC MEp, HaIpPaBJICHHBIX Ha COONIOJEHHE MEPCOHAJIOM HACTOSIINX
[IpaBun, mpegHasHauYeHHBIN 1J1 00€CTICUeHUs YIPaBICHUS MCIBITATEIIbHON
nabopaTopuei B COOTBETCTBUHU ¢ HAcTOsIUMHU [IpaBunamu;

«cenuuUKaMs Ha  HCCIEAyeMO€  BEMIECTBO  (JIEKapCTBEHHOE
cpenctBo)» (specification on test item) — JOKYMEHT, COJEpKallui
uH(dOopMaIuio 00 UCClIeyeMOM BellleCTBE (JIEKApCTBEHHOM CPEIICTBE);

«cnenudukanuss Ha TeCT-CUCTEMBI» (specification on test-system) —
JIOKYMEHT, YCTaHABJIMBAIONTUN TPEOOBAHUS K TECT-CUCTEMaM;

«cmoHcOp (pa3paboOT4YMK JICKAPCTBEHHOTO CPEJICTBA)» (Sponsor) —
bu3nUecKoe Wik I0PUINYECKOE JUI0, KOTOPOE UHUITUUPYET, 00eCIIeunBaeT 1
(w)  yTBEpXKIaeT MPOBEACHUE JOKIMHUYECKOTO  (HEKIMHHYECKOTO)
UCCJIeIOBaHUsI O€30MaCHOCTH JI 3[0POBbSl YEIOBEKAa M HKOJIOTHYECKOU
6e30macHOCTH, 0()OPMIISIET 3aKa3 U HECET OTBETCTBEHHOCTH 3a OPTaHU3AIINIO
1 (MHAHCUPOBAHUE TAKOTO MCCIICIOBAHMUS,;

«cta"aaptHele onepannonnbie mpouenypsl (COID)» (standard operating
procedures (SOPs) — nokyMeHTanbHO 0(OPMIIEHHBIE MPOLEAYPHI, B KOTOPHIX
ONMKHCaH CMoco0 TPOBEIEHUS  HCCIACAOBAHUS WJIM  OCYIIECTBICHUS
NeSTEILHOCTH, HE U3JIOKEHHBIN MOJAPOOHO B I1aHe (ITPOTOKOJIE, TPOTpaMMe)
WM YKa3aHUSX IO TIPOBEICHUIO HCCIICTIOBAHUT;

«TecT-cuctemMay» (test system) — wucHonb3dyemass B HCCIEI0BaHUU
Oouojoruyeckas, XuUMHUYecKas, (¢uU3MUecKas CHUCTEMa, aHAIUTUYECKOE

O60py,Z[OBaHI/I€ NI UX KOM6I/IHaI_II/I}I;
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«TOKCUKOTEHOMHKa» (toXicogenomics) — HCCIEIOBAHUE PEaKIUU
reHoMma Ha cTpecc-(aKkTopbl OKPYKAIOIIEH Cpeabl WM TOKCUYHBIE BEIIECTBA
C LIEJIbIO OTMPEJENICHHUS] COOTHOIIEHUS MEXY TOKCHYECKUMHU PEaKIUsIMHU Ha
TOKCUYHBIE BEIIECTBA U U3MEHEHUSAMH B TEHETHUECKUX MPOPUIIAX 0OBEKTOB,
MOABEPTIINXCS BO3AEHCTBHUIO 3TUX TOKCUYHBIX BEILIECTB;

«TOKCUKOMETA0OHOMUKa» (toxicometabonomics) — KOJWYECTBEHHOE
U3MEpPEHUE 3aBUCSIIEH oT BPEMEHU MHOTonapamMeTpulIeCcKou
MeTa0OIUYECKOW PEeAKIUHM JKUBBIX CHUCTEM Ha MaTo()PU3MOIOTHUYECKUE
CTUMYJIbl WU TEHETHYECKYI0 MOIU(PUKALUIO IMyTeM CHCTEMAaTUYECKOTrO
U3Y4YEeHHUS] cOCTaBa OMOXHUIKOCTH C UCIOJIb30BAHUEM TEXHOJIOTHHU SIACPHOIO
MarHuTHoro pe3onanca (JIMP) pacno3naBanusi HaOopa, JJis ONpeaeIeHUs
CBSI3U TOKCUYHOCTH OpPraHa-MHUIIEHU CO CHEKTpalbHbIMU HaOopamu AMP u
OMpEJIeNICHNS] HOBBIX CYPPOTaTHBIX MaPKEPOB TOKCUYHOCTH;

«TOKCUYHOCTH»  (toxicity) — Mepa  BpEOHOTO  BO3ACUCTBUSA
UCCIIEAYEMOT0 Marepuajla Ha OpPraHu3M B YCJIOBUAX OJHOKDPATHOIO WIIH
MHOTOKPAaTHOTO BBEICHUS;

«TpaHCTeHHBbIE KJIETKW» (transgenic cells) — KJIeTKW, MOTy4UBIINE
Tpanchekuo 1 wuiu Oosiee 4YyKEpPOJHOIO0 TIeHAa W BCIEJICTBUE HTOTO
UMEIOINE XAPAKTEPUCTUKU M (PYHKIIMH, KOTOPHIE B POAMTEIILCKOM KIIETKE

OOBIYHO OTCYTCTBYIOT HWJIHN MNPUCYTCTBYIOT TOJIBKO C HHU3KHUM YPOBHCM

IKCIIPECCHUU;
«yIIOJIHOMOUYEHHBbII ~ opran»  (regulatory authority) — opran
rocyaapcTBa-4JIcHa, OCYUIECTBISOIINN KOHTPOJIb oOpailieHus

JICKApCTBEHHBIX CPEICTB Ha TEPPUTOPUU ATOTO TOCYIAPCTBA;
«ONIEKTPOHHAsT MoANUChy» (electronic signature) — 3amuch B BHUJIE
MarHUTHBIX UMITYJIBCOB WM TPAHCISIUS (KOMIMIALNNS) KOMITBIOTEPHBIX

JaHHBIX JIF000T0 CHMBOJIa Wi IO CJICAOBATCIIbHOCTH CHMBOJIOB,
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BBHITIOJTHSAEMBIX, aJalTUPOBAHHBIX WJIM aBTOPH30BAHHBIX JIMIIOM B Ka4eCTBE
HKBUBAJICHTA €r0 COOCTBEHHOPYYHOU MOIHCH;

«rtan  (¢paza)» (phase) — omnpeneneHHbIA  OTACIBHBIA  BUJ
JOKJIMHUYECKOTO (HEKJIMHUYECKOT0) MCCIIeIOBaHUS, TPOBOAUMBINA OTHOU M3
UCTIBITATEbHBIX  IUIOMAQJA0OK TMPH  OCYIIECTBICHUH  MHOTOIIEHTPOBOTO

HCCJICTOBAHUS.
ITI. OcHOBHBIE TTONTOKEHUS
1. Cucrema oOecrieueHUS KauecTBa
O6m1as nHpopmarus

8. UcnpiTaTtenbHass  naboparopus, TPOBOIAIIAS  JTOKIUHUYECKHE
(HeKTMHUYECKUE)  HWCCIAEAOBAHHWS  JOJDKHA  MMETh  JIOKYMEHTaJIbHO
0(OpPMIICHHYIO CUCTEMY OO€CIEUYEeHHUs KayecTBa JJii TapaHTUU TOTO, YTO
WCCJICIOBAHUSI TIPOBOIATCS COTIIACHO HacTosmuM [IpaBuiam.

9. Cucrema oOecriedeHHsI KadecTBa JIOJDKHA HMMETh YTBEPXKICHHBIC
CTaHJapTHBIC omepanuoHHbie mnporenypbl (mamee — COII), B KOTOPBHIX
MOJPOOHO M TOCTIEIOBATEIbHO OTHCHIBAETCS MOPSIOK OCYIIECTBICHUS BCEX
71a00paTOPHBIX U MMPOU3BOACTBEHHBIX ONEpAIii, BKIIIOYAS:

a) MOCTYIUICHUE, WACHTU(PUKAIINIO, MAPKUPOBKY, O0OpabOTKy, OTOOp
npo0, WCMOJb30BaHWE, XPAaHCHHE W  YHUYTOKEGHHE (YTHIM3AIUIO)
UCCJIETyeMbIX BEIIECTB (JICKApCTBEHHBIX CPEICTB) U 00pa3IlOB CPABHECHUS,

0) oOcmy)KuBaHWE W  TIOBEPKY HM3MEPHUTEIBHBIX TMPUOOPOB U
o0opynoBaHus;

B) MPUTOTOBJICHUE PEAKTUBOB, MMUTATEILHBIX CPE, KOPMOB;

I') BEICHUE 3aIuCcel, OTYCTOB U UX XPAHCHHUE;

,Z[) 06CJ'IY)KI/IBaHI/IC HOMCIJ_ICHI/II\/’I, B KOTOPBIX IIPOBOAUTCA UCCIICIOBAHUC,
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¢) mpHeM, TPaHCIIOPTHPOBKY, pa3MelieHue, OTIMCaHUe,
UICHTU(DUKAITIIO UCCIIESAYEMBIX BEIIECTB U TECT-CUCTEM;

) OCYIIECTBJICHUE IIJIaHA (MPOTOKOJIA, IPOrpaMMBbl) (J1ajiee — MJIaH) Mo
o0ecITeueHN 0 KaueCTBa TIOKIIMHNYECKOTO (HEKIIMHIYECKOTO) UCCIICTOBAHMS.

10. PykoBomuTe b HMCHBITATEILHON J1TA0OpAaTOpHHM Ha3HA4YaeT JIMII,
OTBETCTBEHHBIX 3a CHCTeMY OOeCTeueHHs] KadeCcTBa W 00ECIICUNBAIOIINX €€
COOIOICHNE IPYTUMH COTPYIHUKAMH UCIBITATEIbHON Ta00paTOpHH.

DT He3aBHCHUMBIE JIMIIa HE JOJDKHBI OBITh  3aJICKCTBOBAHBI
OJHOBPEMEHHO B TIPOBEICHHUHM HCCIICAOBAHUS W IPOBEPKE KauecTBa 3TOTO

HCCIICIOBAaHUA.

OO0s13aHHOCTH TIEpCOHaa, OTBETCTBEHHOTO
3a o0ecrneueHne Ka4ecTna

11. OGs3aHHOCTH  TIEpCOHAIa, OTBETCTBEHHOIO 3a OOCCICUCHUE
KaueCTBa, BKIIFOYAIOT B ceOs:

a) pazpaborky COII u ux BHeApEHUE B UCIBITATEIILHON J1abopaTopuu,
CHUCTEeMaTHYeCKasi IPOBEPKA UX COOJTFOICHHUS;

0) mpoBeAcHNE HWHCIEKIIMU C IEJIhI0 TMOATBEPKICHUS COOTBETCTBUS
uccienoBanusi HactosuwmM [IpaBunaM, TOCTYTHOCTH JJIS MEpCOHaa IUIaHa
uccnenoBanust u COIl, a Takxke moaTBepkAcHUE (DAKTAa UX UCIOTHEHUS MPU
MIPOBEJICHUU MCCIICIOBAHUS;

B) MPOBEPKY 3aKJIIOUUTEIIBHBIX OTYETOB JIJIsl TIOJTBEPKICHUS TOTO, YTO
METOJIbI, TPOIEAYPHI, HAOMIONCHUS W PE3YJIbTaThl HM3JIO0XKEHBI TOYHO U B
MIOJTHOM Mepe OTPakaroT MEPBUYHBIE TaHHBIC UCCIICIOBAHUMN;

I') COOOIIEHNE B MUCHbMEHHOM BHUE (OTYET) O pe3ysIbTaTax WHCTIEKIIHMA
PYKOBOJICTBY MCHBITATEIFHON J1a00paTOpuu, PyKOBOIMUTEIIO HCCIIECIOBAHMUS,
BEIYIIEMY HCCIEIOBATEII0 U, MPU HEOOXOAUMOCTH, APYTHUM PYKOBOISIIAM

paOOTHHUKAM;
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1) TOJTOTOBKY W  TOJANWCAHUE 3aKJIIOUEHUS, [MPUIIaraeémMoro K
3aKJIFOYUTEIIBHOMY OTYETY, B KOTOPOM YKa3bIBaIOTCS TUIIbl MHCIEKIINH, 1aThl
UX TPOBEACHUA, BKJIOYas HUHPoOpMaluio 00 »JTamnax MpoOBEPIEMOro
UCCJIEIOBaHMS, W  JaThl TMepefauyd  pe3ylbTaroB  MHCIEKTUPOBAHUSA
PYKOBOJICTBY MCHBITaT€NIbHOM JIa0OPaTOpHUH, PYKOBOJUTEIIO UCCIEIOBAHUS U
BEAYIIEMY HCCIEAOBATEN0. OJTO 3aKJIIOYEHHE TaKKE JOJDKHO COLEPKATh
UH(POPMAIIMIO O TOM, YTO MEPBUYHBIE JAHHBIC HCCIIENOBaHUS OTPA’KEHbI B

3aKJIIOYUTEIIBHOM OTYETE JJOCTOBEPHO.
2. Ilepconan ucneiTarenbHOM Taboparopuu
OO0s13aHHOCTH PYKOBOJICTBA UCTIBITATENLHOMN TabopaTopuu

12. PyKOBOACTBO HCHBITATEIBHON JIa0OpATOPUU JIOJKHO OOECHEUHTh
COOTBETCTBHE BBIMIOJIHSEMbIX paboT HacToAmuM [IpaBunam.

13. PykoBOACTBO UCIIBITATEILHON TA00PATOPUU:

a) obecreurBaeT HaJIMYHE JOCTATOYHOr0' KOIMYECTBA COTPYIHHKOB,
COOTBETCTBYIOILIETO  OOOpYyIOBaHUS, CPEACTB M  MaTepualioB s
CBOEBPEMEHHOIO U HAIJIEXKAILETO MPOBEICHUS UCCIIEIOBAHMS;

0) oOecrieurBaeT BEJCHUE yueTa 3anuceil 0 Kkpanudukauu, 00y4eHuu,
ONBbITE W KOMIIETCHIIMM CIEIHUATIUCTOB W TEXHUYECKOro IepCcoHala
UCIIBITATEeNIbHON JTabopaTopuu;

B) o0ecrieunBaeT  4YETKOE€  IMOHUMaHUWE  OOSI3aHHOCTEM  BCEMU
COTpYAHUKAMM HCTBITATEILHON JlabopaTopuu W, TPU HEOOXOJUMOCTH,
00eCcreurBaeT UX COOTBETCTBYIONINE OOYUEHHUE U TTOATOTOBKY;

r) yrBepxkaaet COII u u3mMeHeHusi, BHOCUMbIEC B HUX, 00E€CIIEUMBAET UX
BBITIOJTHEHUE;

1) oOecrieurBaeT HaJMYUE CHUCTEMBl oOOecleueHus KadyecTBa U

Ha3HA4acT JINL, OTBCTCTBCHHLIX 3d CUCTEMY o0eCIIeueHH Ka4u€CTBa,



19

€) Ha3HA4YaeT PYKOBOAUTENSI WCCICIOBAHUS W3 YHCIAa COTPYIHHUKOB
HUCIILITATEILHOMN naboparopuu, AMETOIINX KBaJIU(pUKAIIHIO,
COOTBETCTBYIOIIYIO TEJISIM HWCCJIENOBAaHMs, TIEpel HadajioM KaXJI0Tro
UCCleIoBaHUs. 3aMeHa PYKOBOJIUTENS MCCIIEOBAHUS ITPOBOIUTCS COTIIACHO
YCTaHOBJICHHOM MpOLEAYpE U AOKHA ObITh JOKYMEHTaIbHO 0(hopMIIeHa;

K) B clTydae MPOBEACHUS MHOTOIICHTPOBOTO WCCIIEAOBAHHS Ha3HAYACT
npu HEOOXOAMMOCTH BEYIIETO WCCIIeIoBaTeNs, HUMEIOIIETO
COOTBETCTBYIOIIIEE 00pa3oBaHUE, KBATM(PUKAIIUIO W OIBIT. 3aMeHa BEAYIIErO
UCCJIeIOBaTENs MPOBOAUTCS COINIACHO YCTAaHOBIIEHHOW MPOIEype U JOJIKHA
OBITh TOKYMEHTAJIbHO 0(hOpMJICHA;

3) obecrieunBaeT yTBEPKIACHUE PYKOBOIWUTEIIEM HCCIICIOBAaHMS IIaHA
WCCJICIOBAHMSI,;

1) KOHTPOJIUPYET, YTOOBI PYKOBOAUTEIh HCCIENOBAaHUSA MPEIOCTABUII
YTBEPXKICHHBIA TIUJIaH MCCJEIOBaHUS TIEPCOHANly OT/Aella oOecrnedeHus
Ka4ueCTBa;

K) oOecrieunBaeT  BefeHue  oOHoBimsgemoro mepeudss COIl (¢
COXpaHEHUEM MPEABIAYIINX PEIAKITUN);

J1) Ha3HAYaeT COTPYIHHUKA, OTBETCTBEHHOTO 32 BEJCHUE apXUBa,

M) obecrieunBaeT BeJICHHE OCHOBHOTO TpaduKa;

H)B  ClIydyae  TPOBEACHHS  MHOTOIEHTPOBOTO  KCCIIEOBaHUS
o0OecreynBaeT B3aUMOJEHCTBUE PYKOBOJIUTENS HCCIEIOBaHUS, BEIYIIETO
WCCIIeIOBaTeNs, JIUI, OTBETCTBEHHBIX 3a CHCTEMY OOECIICUeHHUs KadyecTBa, U
NIEPCOHAJIA, YYACTBYIOIIETO B MPOBECHNUN UCCIICIOBAHMS;

0) ompenensieT  MpPOUEeAyphbl  IJii  KOHTPOJS  HCIOJIb30BaHUSA
KOMIBIOTEPU3UPOBAHHBIX CHUCTEM [0 Ha3HAY€HHIO, OOEeCleynBaeT HX
BajuAauoo, (yHKIMOHUPOBAHHWE M OOCITY)KMBAHHME COIJIACHO HACTOSIIUM

[IpaBunam.
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O0s13aHHOCTU PYKOBOJIUTEIIS UCCIIEIOBAHUS

14. PykoBoguTENh  WCCIEOBAHUS  SBISIETCA  IIEHTPAIM30BAHHBIM
KOHTPOJIUPYIOIIUM JIMIIOM B HCCIEIOBAHUM W HECET OTBETCTBEHHOCTH 3a
MIPOBEAEHUE UCCIEAOBAHUS B LIEJIOM U MOJATOTOBKY 3aKIIOYUTEIBHOIO OTYETA
O NPOBEAECHHOM HCCIENOBaHMHU. B nomonHeHne K MyHKTY |5 HacTosmmx
[IpaBus ponb U JTOTHKHOCTHBIE OOSI3aHHOCTU PYKOBOAMTENSI UCCIEIOBAHUS,
yKa3aHbl B IpuiiokeHnH Ne 2 k HacTosiuMm [IpaBunam.

15. PykoBoauTeb HCCAEAOBAHMUS:

a) COIVIAaCOBBIBAET IJIaH MCCIEAOBAHUS U BHOCUMBIE B HETO M3MEHEHUS,
3aBepSET UX MOAMUCHIO C YKA3aHUEM JIaThI;

0) opraHuzyeT TMPOBEJACHHUE JIOKIMHUYECKOrO  (HEKJIMHUYECKOTO)
UCCIICIOBAHUSI,  pacHpeiessieT  OOSI3aHHOCTH ~ MEXJIY  YYaCTHHKaAMHU
UCCIIEIOBAHUSI;

B) KOHTPOJIMPYET CBOEBPEMEHHOE TMPEJOCTABIECHUE TIEPCOHANY OT/ela
oOecreyeHusl KauecTBa KOMUU IJIaHA UCCIEAOBAaHUS U U3MEHEHUM COTIAaCHO
TpeOOBaHUSAM K MPOBEICHUIO UCCIIEIOBAHNUS;

r) 00ecreurnBaeT MPEJOCTABICHUE MEPCOHANTY IIJIaHAa HMCCIEA0OBaHUSA U
u3MeHeHuit, a Takxke COII;

1) oTBe4aeT 3a o(OpMIICHHE IJIaHA MCCIIEOBAHUS, 3aKIIOYUTEIHHOTO
OTYETa U BHOCHUMBIX B HUX U3MEHEHU;

€) obecrieunBaeT COOJIOJEHUE TIPOLIENYyp, YKa3aHHBIX B IIJIaHE
UCCIIEIOBAHUSI, OLICHUBAET U JOKYMEHTHUPYET BIUSHUE JIFOOBIX OTKIOHEHUM
OT TIUIaHa WCCJIEIOBAHUSI HA Ka4eCTBO U JIOCTOBEPHOCTh PE3YJIBTATOB
UCCJIEIOBaHUS, TP HEOOXOAUMOCTH MPEAIPUHUMAET COOTBETCTBYIOILINE

KOPPEKTUPYIOLTUE MEPOTIPUSITHS;
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k) o0ecrlieurBaeT MPABUIBHOE JIOKYMEHTaJbHOE O(QOpPMIICHUE U
PETUCTPAINI0 OTBETCTBEHHBIM IEPCOHAJIOM BCEX IOTYUYEHHBIX IMEPBUYHBIX
JAHHBIX;

3) KOHTPOJIUPYET TIPOBEACHHUE BaJIMIAIMU KOMITBIOTEPU3UPOBAHHBIX
CHCTEM, UCITIOJIb3YEMBIX B UCCIICIOBAHNH;

1) TIOJNMCHIBAET 3aKIIOYUTENbHBIA OTYEeT (C yKa3aHWeM TMpU3HAHUS
OTBETCTBEHHOCTH 32 JOCTOBEPHOCTH JIAHHBIX M COOTBETCTBUS HCCIICIOBAHUS
HacTosiuM [IpaBuitam v 1aThl MOANTUCAHNS);

K) KOHTPOJIUPYET apXUBUPOBAHHE TUTaHa UCCIICIOBAHMS,
3aKIJIFOYUTEIILHOTO OTUYETa, IEPBUYHBIX JTAHHBIX M BCEH JOKYMEHTAIIUU MOCTIE

OKOHYAHUS (TIpeKpaIeHUs) UCCIeIOBAHUS.
OO0s13aHHOCTH BEIYLIETO UCCIIEI0OBATENS

16. Benymuii  uccienoBarenb JODKEH OOECIEUUTh MPOBEACHUE
NOpYYeHHOM eMmy dYacTu (dTama) HCCIEAOBaHUS B COOTBETCTBUU C

HaCTOAIIUMU HpaBI/IJ'IaMI/I.
OO0s13aHHOCTH epcoHala, y4aCTBYOIICIO B HCCICAOBAHNN

17. Ilepconasn, y4aCTBYHOIIMA B HPOBEACHUM HCCIIECIOBAHUS, JTOJIKEH
3HaTh U coOMmonars Hactosmue [IpaBuna.

18. Ilepconal, y4acTBYIOIINN B HCCIENOBAHUU, JOJIKEH UMETh JIOCTYII
Kk mnany uccienoBanus u COIl, oTHOcAmUMCS K ero yHKIUSM B paMKax
uccienoBanus. JIroOble OTKIOHEHHUS OT IJIaHA MCCIEAOBAHUS JOJIKHBI ObITh
JOKYMEHTJIbHO OGOPMIIEHBI M TIEpEJaHbl HAMPAMYI PYKOBOJUTEIIO
UCCJIEeI0BaHUs U (UIIM) IPU HEOOXOIMMOCTH BEIYIIEMY UCCIIEAOBATEIO.

19. Ilepconau, Y4acCTBYIOLINN B UCCIIENOBAHUH, HECET

OTBCTCTBCHHOCTDb 3a CBOCBPCMCHHYIO M TOYHYIO PCTUCTPALNIO IMCPBUYHBIX
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JAHHBIX U UX COOTBeTCTBUE HacTosiuM [IpaBuiam, a Takxke 3a KauyecTBO
STUX JAHHBIX.

20. Ilepconan, y4acTBYIOIIWW B HCCICAOBAHUU, HOJLDKEH MNPUMEHSTH
03/10pOBUTENbHBIE MPOPUIAKTUYECKUE MEPHI B LEJIIX MUHUMM3AIUUA PHUCKA
JUTsL 37I0pOBb U 00€CTIeUrBATh JOCTOBEPHOCTh PE3YJIBTATOB MCCIEIOBAHUS.
[lepconan nomkeH cooOImAaTh COOTBETCTBYIOLIEMY JIMILY O CAHUTApPHBIX HIIN
MEIUIMHCKUX YCIOBUSIX C IEIbI0 UX YCTPAHEHUS] U HEJOMYIICHUS BIUSHUS

Ha HCCIIEIOBaHIE.
3. Ilomemenus Uid ucciie1OBaHUN
O6m1as nHpopmarus

21. Ilomemnienusi, mpeaHa3HAYCHHBIC JIJI MPOBEICHUS JOKIMHUYECKHUX
(HEKJIMHUYECKUX) HUCCIEAOBAHUM, MPOEKTUPYIOTCS, paclojaralorcs Hu
AKCIUTYaTUPYIOTCA B IHENsIX  OO0ECleYeHUsl KayecTBa  MPOBOIUMBIX
UCCIIEIOBAaHUMN.

22. CTpyKkTypa HCHBITaTeIbHON JlabopaTopuu AOKHA 00ecreuynBaTh
aJ€KBaTHYK0 CTENEHb pAa3JelCHUs] pa3HbIX BHJOB JEATEIBHOCTH IS

HAIJICKAILETO MPOBEICHUS KAK0T0 UCCIICTOBAHUA.
ITomemenus 1id TECT-CUCTEM

23. UcneiTatenpHas JjabopaTtopusi JOJDKHA HUMETh  JOCTAaTOYHOE
KOJIMYECTBO IOMEIICHUA W 30H JIS M3OJSALMU TECT-CUCTEM, B KOTOPBIX
3aJICHCTBOBAHbl BEIIECTBA WM MHUKPOOPraHU3MBI C HW3BECTHOM WU
IMOTEHIIMAIEHON OMOJIOTHYECKON ONAaCHOCTERIO.

24. JlomxHbl OBITH O0OpPY/IOBAHBI CIIEIMATBLHBIC MMOMEIICHUS U 30HbI
JUIS. AUArHOCTUKH, WCCIEAOBAaHUS M KOHTPOJs 3a00jeBaHUi, 4YTOOBI HE

JAOIIYCTHUTDB ITOBPCIKACHUA TCCT-CUCTCM.
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25. lomxHbl OBITH OOOPYNOBaHBI OTJEIBHBIC MOMEIICHUS WU 30HBI
JUISl XpaHEHUS ChIpbsi U O0OPY/IOBaHUS, UCIOJIL3YEMbIX B HUCCIIECIOBAHUU, U
o0ecrieueHus: COOTBETCTBYIOIIEH 3alllUThl OT 3apa)KCHUsSI, 3arpsSI3HEHUS] WIIH

IMMOBPCIKIACHUA.

[TomemeHus 1151 MAHUITYIISIITAN C UCCIIETyEMbIMU
BeIIECTBAMH (JIEKApPCTBEHHBIMH CPEJICTBAMU )
1 00pa3liamMu cpaBHEHUS (KOHTPOJIBHBIMU 00pa3IaMH )

26. Jlns mpenoTBpallieHusl 3arps3HEHUs] WIM CMEIIUBAHMUS JOJDKHBI
OBITH O0OpPYIOBaHbl OTJEIbHBIE TMOMEIICHUS M 30HBI JJISI TOJIYYEHHUS H
XpaHEHUsI MCCIIEYEMbIX BEIIECTB (JIEKAPCTBEHHBIX CPEICTB) M OOpasIoB
CpaBHEHHMS (KOHTPOJBHBIX 00PA3IIOB).

27.llomenieHuss WM 30HBI JJISI XPaHEHUsSI HUCIBITYEMBIX BEIIECTB
JTOJDKHBI  OBITH  OTACJICHBI OT OOECIICUMBAIOIINX COXpPAaHEHHE COCTaBa,
KOHIICHTPAIIMH, YUCTOTHI, CTAOMJIBHOCTH M O€30MacHOE€ XPaHEHHUE OMACHBIX

BCHICCTB KOMHAT WJIX 30H, B KOTOPBIX PAa3MCIIAOTCA TCCT-CUCTCMBI.
ITomemenus s APXUBUPOBAHUA

28. [TomereHus I apXUBUPOBAHUS JODKHBI OBITH 00OPYIOBAHBI IS
obecrieueHus 0€30MaCHOTO XPaHEHMs IUIAHOB HCCIIEAOBAaHMS, IEPBUYHBIX
JAHHBIX, 3aKIIOYUTEIBHBIX OTYETOB, MPOO HCMBITYyEeMBIX BEHIECTB U
oOpasmoB. B momemeHnn apxuWBa JOJDKHBI TIOIICPKUBATHCS  YCIOBHS
peXuMa XpaHEHHUs, OOCCIICUYMBAIOIINE 3alIUTy €ro COJASPKHUMOTO OT

IPEXIEBPEMEHHOMN MOPUH.
VYnanenue (YHUYTOXEHUE) OTXO/I0B

29. O0paboTKa U ygajaeHue OTXO/IOB JIOJKHBI OBITh BBITIOJIHEHBI TAKUM

06pa30M, yTOOBI HE IMOABCPIrHYTH OIIACHOCTHU IIPOBCACHUC HCCJICIOBAaHUM M
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HE WUCKa3uTh WX pe3yinbrarbl. Jis 3Toro Tpedyercss o00ecneuuTh
COOTBETCTBYIOIIME YCJIOBHS JUisi cOOpa, XpaHEHHs W BBIBO3a OTXOAOB, a
TaK)Ke JUIs BBIMOJHEHUS TMPOIEAYyp WX JE3aKTUBAIMA W TOCICIYIOMen

TPAHCIIOPTUPOBKH.
4. O6opynoBaHue, MaTepuaibl U PEaKTUBBI

30. O6opynoBaHue, BKJIOYAasi KOMIBIOTEPU3UPOBAHHBIE CHUCTEMBI,
UCIIOIb3yEMBIE JUIsl cOOpa M XpaHEHUsSl JAHHBIX U JJIsI KOHTPOJs (DaKTOpOB
OKpY>KaloIIel Cpeabl, KOTOPbIE HMMEIOT OTHOIIEHHE K WCCIEA0BaHUIO,
JOJIKHBI OBITh pa3MEIIECHbl WM YCTAaHOBJIEHBI C y4E€TOM OCOOEHHOCTEM,
1eseil ¥ Ha3Ha4eHUs, COOTBETCTBYIOIIMX BUJIaM MPOBOIUMBIX HCCIIEIOBAHUM.

OOopynoBaHue, HUCHOIB3YEMOE B  HUCCIEJOBAaHUM, HEOOXOIUMO
NEPUONYECKU TOJIBEPTraTh TEXHUYECKOMY OOCIIYKUBAHUIO, KAaJTUOPOBKE U
OYHCTKE B COOTBETCTBUM C MPUHATHIMH B BHUJIE MHUCHMEHHOTO JIOKYMEHTa U
yTBepxkaeHHbIMU COII.

31. ObopynoBaHue W Marepuaibl, UCIOJIb3yEeMbIE B UCCIEAOBAHUH, HE
JOJIKHBI OKa3bIBaTh OTPULIATEIHHOTO BIUSIHUS HA TECT-CUCTEMBI.

32. XUMUYECKUE BEUIECTBA, PEAKTHUBBI U PACTBOPHI JOJKHBI OBITh
MapKUpPOBaHbI C YKa3aHHEM cocTaBa (MpU HEOOXOJUMOCTH — KOHIIEHTPALIUN),
CpOKa TOJHOCTM M OCOOCHHOCTSIX XpaHeHus. B Hamuuum n0KHA OBITh
uHdopmaruss 00 HCTOYHMKE TMOJY4YeHHUs, Jare MPUTOTOBICHUS U
cTabmibHOCTH. CpOK TOJHOCTH MOXET OBITh MPOAJIEH Ha OCHOBaHUU

JOKYMEHTAIbHO O(POPMIIEHHOMN OLIEHKH WM aHAJIU3A.
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5. TecT-cUCTEMBI

du3ndeckue (XMMUYECKUE)

33. O0opynoBanue,  ucnoibzyemMoe il  (U3UKO-XUMUUYECKUX
VCCIIEIOBAHU, TOJKHO COOTBETCTBOBATH BUJIaM  MPOBOAUMBIX
UCCIIEIOBAaHUMN.

34. HeoOxonumo o0ecneunTh HaJEKHOCTh (PU3NUECKUX (XUMUUYECKUX)

TECT-CUCTEM.
buonorunueckue

35. HeoGxonumo o0ecreunTh HaIexKalliue yCIOBUs JUIs pa3MeIleHus,
XpaHeHusl, 00pabOTKU U CoAepKaHUS OMOJOTHYECKUX TECT-CUCTEM C IEJIbI0
oOecIreueHnsT HeOOXOIMMOTO KaueCTBA MCCIICIOBAHMS.

36. BHOBb MOJIy4YEHHBIE >KUBOTHBIE M PACTUTEIIBHBIE TECT-CHUCTEMBI
JOJDKHBI ~ OBITh  M30JMPOBaHbl B COOTBETCTBUUM C YCTAHOBJIECHHBIMU
nporeaypamu. K MOMEHTy Hadana HCCIIEIOBAaHHMS TECT-CUCTEMbI JIOJKHBI
NpPONTH  KapaHTWH, MNOpOLEAypy JONMycKa K  HCIOJB30BaHHIO |
COOTBETCTBOBATh BUY M IIEJISIM UCCIIEIOBaHUs. TeCcT-CUCTEMBI, MOPaKEHHBIC
00JIE3HBIO WJIM TIOBPEKICHHBIE B XOJ€ MCCICAOBAHMS, JOJKHBI OBITh
M30JIUPOBAaHbBI W MPOJICUCHBI, TMPH  HEOOXOAMMOCTH  IHEIOCTHOCTH
UCCIIeIOBAaHUsl JIOJbKHA OBITh coxpaHeHa. Bce pgaHHbBIE MO JAMArHOCTUKE H
JIeUeHnI0 3a0o0JIeBaHMII 1O Hayajla M B XOAE MCCIEIOBAHUS JIOJDKHBI
PErUCTPUPOBATHCS TOKYMEHTAIBHO.

37. Heo0xonumMo BECTHU PErUCTPALMI0 MCTOYHUKA MOJTYYECHUS, AaThl U
YCJIOBUM MPUEMKHU TECT-CUCTEM.

38. buosoruyeckue TECT-CUCTEMBI  JIOJDKHBI — aMalTUPOBATBhCI K

YCIIOBUAM HCCIECIOBAaHUN B TCUCHUE COOTBCTCTBYIHOLICTO IICPpHOAa BPCMCHU
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nepes MepBbIM BBEACHUEM (IIPUMEHEHUEM) MCCIIEAYEeMOTro BEIeCTBa WIH
oOpasiia cpaBHEHUS (KOHTPOJIBLHOIO 00pasiia).

39. Ucnonb3yembie TE€CT-CUCTEMBI HEO00XOJIUMO o0ecrneunTh
COOTBETCTBYIOIIEH MapKUPOBKOM JIJI UX HaJJIexkKaIel UICHTU(DUKAIIUN.

40. Ilpy wuCnoNBb30BaHWHM TIOMEIIEHUS] WJIM KOHTEHHEpPHI C TeCT-
CUCTEMaMU HEOOXOAMMO MEPUOUUYECKU MOJBEpraTh CAaHUTAPHOU 00pabOTKe.
JIroOoii marepuan, KOHTAKTUPYIOIIMMA C TECT-CUCTEMOW, HE JIOJKEH
COJIEpXaTh  3arpsi3HSIIONIME  areHThl  BBIINIE  Pa3pelICHHOTO  YPOBH,
JTOMyCKAIIIEro TmpoBeAeHue wuccieqoBanus. [loacTun  miis  KUBOTHBIX
JIOJDKEH MEHSIThCA B COOTBETCTBHHM C NPUHATHIMH HOpMaMmu. JlaHHBIE 00
HCIIOJIb30BAHUU  CPEJICTB  OOpPHOBI C  BPEOUTENSAMH  JIOJKHBI ~ OBITh

JTIOKYMEHTHUPOBAHBI.

6. UcnpiTyemblie BelecTBa (JIeKapCTBEHHBIE CPEACTBA)
1 00pa3iibl CpaBHEHUS (KOHTPOJIbHBIE 0Opa3Iibl)

[Tonyuenue, 00paboTKa, 0TOOp MPOO U XpaHEHHE

41. HeoOxonuMo 00ecIieuuTh HaJu4due u Mojjep>kanue nHpopMaluu o
CBOMCTBaX HCCIIEyEMOTO BElIEeCTBA (JIEKAPCTBEHHOTO CPEJICTBA) U 00OPA3IIOB
CpaBHEHUSI (KOHTPOJBHBIX OOpa3IOB), JaT€ IMOIYUYEHHS, CPOKE TOJTHOCTH,
MOJTyYC€HHOM U HCIIOIH30BAaHHOM KOJUYECTBE B UCCIICOBAHUSX.

42. JlomkHbl  OBITH  ONpPENEICHBI MPOLEAYypPhl IO OOpalieHHuI0 ¢
TECTUPYEMbIM BEIIECTBOM M BEIIECTBOM CpaBHEHHS (KOHTPOJIHHBIM
BEIIECTBOM), WX XPaHEHUI0O W WCIOIB30BAHUIO C TEJIBI0 OOECIeUeHUs
CTaOMJIBHOCTH W  TOMOTCHHOCTH, HCKJIIOYCHHS  KOHTAaMHHAIUH M

ICpCIyThIBaAHUA.



27

43. Ha «koHTeliHepe sl XpaHEHWUs JOJDKHA OBITh  yKa3aHa
uaeHTUpUUUpyromas uH(opMaiusi, CpOK TOJHOCTH U OCOOEHHOCTH

XpaHCHUA.
Ornrcanue CBOWCTB

44. Kaxxmoe wuccieayeMoe BEIIeCTBO (JIEKapCTBEHHOE CPEACTBO) H
oOpazer;  cpaBHeHUsS  (KOHTPOJIbHBIM  oOpazen))  JOMKHBI  OBITh
COOTBETCTBYIOIIMM 00pa3oM HACHTU(PUIIMPOBAHBI (HApUMEP, UMETh KO,
UJCHTU(UKAIMOHHBI HOMEp MO peecTpy XHUMHUYECKOW pedepaTuBHOM
CIIyKObl ~AMepukaHckoro xumudeckoro obmectBa (CAS-HomMep) ¢
yKa3aHUEM  Ha3BaHUs, (U3MYECKUX, XUMHUYECKUX, OHOJOTUYECKUX,
(hapMaKoJIOTHYECKUX CBOMCTB.

45.B KaxaoM HCCIEI0BaHUM HEOOXOAMMO 3HaTh HOMEp CepuH,
YUCTOTY, COCTaB, KOHIICHTPAIMIO U JPYTHE XaPAKTEPUCTUKH HCCICTyEeMOTO
BEIIECTBA (JIEKAPCTBEHHOTO CPEJICTBA) U 00pa3lioB CpaBHEHUS (KOHTPOIbHBIX
00pasIoB).

46. B Tex ciydasx, KOTrJa HCCIEIyeMOE BEIIECTBO (JIEKapCTBEHHOE
CPEACTBO) MPEAOCTABICHO CIOHCOPOM, CIIOHCOPOM (pa3paboOTUMKOM) U
UCIIBITATENIbHOW J1aboparopuedl NomkHA ObITh pa3pab0TaHa COBMECTHAs
npoieaypa IO  MPOBEpPKE  MOUIMHHOCTH — HMCCIEIYeMOro  BEIIEeCTBa
(JIeKapCTBEHHOTO CPECTBA).

47. HeobxoguMo 3HaTh O CTaOWJIBHOCTH WCIBITYEMOTO BEIIECTBA
(JIeKapCTBEHHOTO  CpelicTBa) M OOpa3loB CpaBHEHUSA (KOHTPOJIBHBIX
00pa3IoB) B YCIOBUSIX XPAHECHUS U TPOBEACHUSI UCCIIEIOBAHUN.

Ecnu uccnenyemoe BemecTBo (JEKapCTBEHHOE CPEACTBO) MPUMEHSIETCSA

CcoO BCIIOMOTI'aTCJIIbHBIMH MarcpuajiaMu, H€O6XO,I[I/IMO OIIPCACIINTD
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TOMOTE€HHOCTh, KOHIIEHTPAIMIO U CTAOMIBHOCTh MCCJIEIYEMOTrO BEIIECTBA B
ATOM Marepuae.

48. B KaXI0M HCCIEAOBAHMHU, KPOME KpPaTKOCPOYHBIX, HEOOXOJIUMO
o0ecrneunTh apXUBHOE XpaHEHHWE OOpasloB KaXJIOW CEpUU MCCIIEIYEeMOIo

BellleCTBa (JIEKApCTBEHHOTO CPEACTBA) JUISl aHATTUTUUECKUX LIEJICH.
7. CTangapTHbIE ONIEpaIlMOHHBIE TPOIEAYPhI

49. UcnpiTaTenbHas  jgabopaTropus JOKHA  HMMETh  IHChbMEHHO
opopmiennsie COII, yTBepkKJAEHHbIE PYKOBOJCTBOM HCIBITATEIBHOM
Jabopatopud U MOpeIHa3HAYeHHbIe i1 OOecCHedyeHuss KadyecTBa W
JIOCTOBEPHOCTH JaHHBIX, MOJYYEHHBIX UCIBITATeILHON JIabopaTopuen B Xoe
MPOBEJICHUSI HWCCIICIOBAaHWM. BHECEHHE UW3MEHEHUMM B  CTaHIApPTHBIE
OMEpaIMOHHBIE MPOUEAYPbl JIOJKHO OBITh  OJOOPEHO PYKOBOJICTBOM
HCTIBITATEILHOM JTa0OpATOPHH.

50. B kaxaoM OTHEJbHOM TIOApPA3ACICHUU | (WIM) Ha KaXJIou
TJIOIIA/IKE HCTIBITATENIbHOM JTabopaTOpuu JOJKHA OBITh KOMHS JEHCTBYOIINX
COII, oTHOCAmMXCS K HX JEITECILHOCTH. B KadecTBE HOIOJHUTEIBLHBIX
marepuaioB K d3tum  COIl MOXHO HCHOJIB30BaTh OMYOJMKOBAHHBIC
MOHOTpapuu, aHATUTUIECKUE METO/Ibl, CTATbU U PYKOBOJICTBA.

IIpu opranuzamuu HKCCICIOBAHWM HA HECKOJBKUX IUIOIIAJIKAX
HEOOX0MMO coOMoarh TpeOoBaHUs TpuiaokeHus Ne 3 K HacTOSAIIUM
[IpaBunam.

51. Otknonenus ot COII, uMeronmuMx OTHOIIEHHE K HCCIICAOBaHUIO,
JOJKHBL OBITH JOKYMEHTAJIBHO O(OPMIIEHBI, YTBEPXKACHBI PYKOBOAUTEIEM

HCCIICAOBAHUA U BEAYIITUM NCCIICA0BATCIICM B YCTAHOBJIICHHOM ITOPAIKE.



29

52. COII nomxHbI OBITH pa3padOTaHbl, B YACTHOCTH, ISl CIETYIOLIUX
BUJIOB JICSITEILHOCTH UCIBITAaTEIbHOU Jlaboparopuu, (MepedyeHb SBISETCS
MPUMEPHBIM ):

a) UcclleyeMble BellecTBa (JIEKapCTBEHHbIE CPEACTBA) U 00pasIlbl
cpaBHEHHMS  (KOHTPOJIbHBIE  OOpasIlpl): TOJIydeHHEe, HJICHTU(DUKAIINS,
MapKUpPOBKa, 00paboTKa, 0TOOp MpOoO U XpaHEHUE;

0) o0opynoBaHue, MaTEpUabl U PEaKTUBBI:

o0OpyllOBaHHE:  HCHOJB30BAHHME,  OOCIY)KMBAaHHE, OYUCTKA U
KaJIMOpPOBKa;

KOMITBIOTEPU3UPOBAHHBIE CHCTEMBI: BaJujaauus (MpoBeACHHAas B
COOTBETCTBHUU C TpeOOBaHUSIMH, YyKa3aHHBIMH B TpmwiokeHnn Ned K
HACTOSIIUM [IpaBunam), (YHKIIMOHUPOBAHUE, o0cITy>KMBaHHUE,
0€30MacHOCTh, KOHTPOJIb 32 UBMEHEHUSIMU U PE3EPBHASI CUCTEMA;

MaTepualibl, PEaKTUBBI U PACTBOPHI: IPUTOTOBIICHUE U MAPKUPOBKA;

B) perucTpanus, TMOATOTOBKAa OTYETOB, COXpaHEHHUE: KOAUPOBAHUE
UCCJIeI0BaHUM, cOOp MAaHHBIX, TOJrOTOBKA OTYETOB, CUCTEMBbI MHICKCAIIUH,
00pa0oOTKa JaHHBIX, BKJIIOYAs HCIOJIb30BaHUE KOMITBIOTEPU3UPOBAHHBIX
CUCTEM;

I') TECT-CUCTEMBI (B HEOOXOAUMBIX CITy4asx):

MOJITOTOBKA MOMEIICHUI U YCIOBUN XpAaHEHUS TECT-CUCTEM;

OpoLEeaypbl TOJYYEHHUs, Tepenadyd, HaAJIekKaUEero pa3MeleHus,
XpaHEHUsl, ONUCaHUs, UICHTU(UKAIIUA U OOPAOOTKU TECT-CUCTEM;

MOJITOTOBKA TECT-CUCTEM, HAOJIOICHUS W aHAIM3bl MEPE] HadajioM,
B TEUEHHE U 110 3aBEPIICHUH UCCIIEI0BAHNUS;

pa3MelleHue TeCT-CUCTEM Ha UCTBITYEMBIX IJIOIIAIKAX;

1) IpoLeAYpPhl OOecreueHnsl KayecTBa: padoTa MepcoHaia CIyKObI

obecrieueHust kadectBa (manee — COK) mo miaHMpOBaHMIO, COCTABICHUIO
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rpaduka, MPOBEICHUIO, JOKYMEHTAIbHOMY O(GOPMIICHUIO U TMOJTOTOBKE

OTYETOB 00 MHCIEKIIUSIX.
IV. IIpoBenenune uccienoBaHus
1. I1nan uccnenoBanus

53. Ilepen HayanoM KaXIOTO HCCIEAOBaHUS JOJDKEH OBITh HANUCaH
IUIaH, YTBEPAKICHHBIM PYKOBOAMUTEIEM WCCICAOBAHUSA W IPOBEPEHHBIN
npeactasutenem COK uccnenoBarenbckoi tadoparopun. Ilnan cornacyercs
PYKOBOACTBOM VCTIBITATEIbHOU naboparopuu 151 CIIOHCOPOM
(pa3pabOTYMKOM), €CIIU ATO YCTAHOBJIIEHO 3aKOHOJIATEIhCTBOM TOCYIapCTB-
YJICHOB.

[lnan  wuccienoBaHusi  JOMKEH  OBITh  YTBEPXKAEH  MOJIMUCHIO
PYKOBOIUTEIIA UCCIECAOBAHUS C YKA3aHUEM JaThI.

Ponb 1 00513aHHOCTH CITIOHCOpa B paMKax MPOBEACHUS JOKIMHUYECKUX
(HEKJIMHUYECKUX) UCCIEeIOBaHUM TpUBEIAEHb B TMpuioxkeHun NelS K
HactossuM [IpaBunam.

54. IlonpaBku K IUJIaHY HCCIEAOBAHUS JIOJDKHBI ObITh OOOCHOBAHBI,
OJI0OpEHBI  TAaTUPOBAHHON TOAMUCHIO PYKOBOJUTENS WCCIENOBAaHUS U
MPUOOIICHBI K TIJIaHY UCCIEIOBAHUS.

55. OTkJIOHEHUsI OT IUJIaHA WCCJIENOBAHMS JOKHBI OBITH OIKCAHBI,
OOBSICHEHBI, OJJOOPEHbI, CBOEBPEMEHHO JIaTUPOBaHbl PYKOBOJIUTEIEM
UCCIIEAOBAHUS WJIA BEIYLUIMM HCCIEIOBAaTEIEM M JIOJDKHBI XPAHUTBCS C
MEPBUYHBIMU JAHHBIMU HUCCIICIOBAHUS.

56. IIpu KpaTKOCPOYHBIX MCCIEAOBAHMUSAX MOXKHO MCITOIb30BaTh OOIIUIA

IUIaH UCCIICA0BAHNUA C COOTBCTCTBYOIIUMU ITPUIIOKCHUAMM.
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TpebGoBaHusT K MPOBEACHUIO KPATKOCPOUHBIX HCCIIEIOBAHUN B paMKax
JOKJIIMHUYECKUX (HEKIMHUYECKUX) HUCCIEAOBAaHUN JIEKAPCTBEHHBIX CPEJICTB

(BelecTB) MpuBEICHBI B TpuiokeHUH Ne 6 k HacTosuM [IpaBuiam.
2. ConeprxaHue TJ1aHa UCCIIeIOBaHuUs

57.1lnan  wuccienoBaHUs  JOJKEH, B  YAaCTHOCTH, COJAEpPKaTh
CJIETYIONIYI0 UH(POPMAIIHIO:

a) uaeHTuuUKaIus HCCIIE0OBaHUS, HCCIIEyEMOTO BEIIECTBA
(JIekapCTBEHHOTO CPECTBa) M 00pa3iia CpaBHEHUS (KOHTPOJILHOTO 00paslia):

Ha3BaHMUE C KPAaTKUM ONMCAHUEM JIh3aiiHa UCCIIEIOBAHMUS;

uH(dOpMaIs O LEeIIX U 33a/ladaX UCCIEIOBaHUS;

UJeHTU(UKAIMA UCCIEAYyEeMOTO BEIIeCTBa (JIEKapCTBEHHOTO CPEJICTBA)
yepe3 Koj WIM Ha3BaHUE (3aMECTUTENIbHOM W paJiuKaio-(yHKIHMOHAIbHON
HOMEHKJIaType MexXayHapoOAHOTO COH3a TEOPETUYECKOM U IPUKIALHOU
xumun (IUPAC); uaeHTU(dUKAIIMOHHBIM HOMEpP MO peecTpy XHUMHUECKOU
pedeparuBHOl CIyKObl AMepUKaHCKOTO Xumudeckoro obmectBa (CAS-
HOMeEp), OMOJIOTUYECKUE CBOMCTBA U T. 11.);

UCCIIElyeMOEe BENIECTBO (JIEKAPCTBEHHOE CPEJICTBO) (€ro omnucaHue
MpUPOJIa MPOUCXOKICHUS U XapaKTEPUCTUKH );

0) uadopmarius o croHcope (pa3paboOT4yMKe) U UCIBITaTeIbHOU
J1ab0paTopuu:

Ha3BaHUE U aJipec CIoHcopa (pa3padoTunKa);

Ha3BaHUS U aJipeca 3aJeHCTBOBAHHBIX UCHBITATENbHBIX Ja00paToOpuil 1

UCIIBITATENbHBIX TJIOIIA/IOK;

damunus, uUMs, oTyecTBO (IIPU HAIMYWK) M aJpec PYKOBOAUTEIS

HCCIICAOBAaHUA,
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dbamminss uMs, OTYeCTBO (IIpU HAIWYMU) U aAPEC BEIYIIETro
uccinenoBarens, (amMuiIuud HCCieloBareNield, NPUHUMABIIMX Y4YacTHE B
UCCIIEIOBAHUH;

B) JIaThl:

Jara yTBEP>KJICHUs TJIaHA HCCIEHOBAHUSL C TOIIMKCHIO PYKOBOAUTEIS
UCCIIEIOBAHUSI;

JaTa YTBEPXKJICHUS ITUIaHA WCCIENOBaHUSA C MOJIMUCHI0O PYKOBOJCTBA
HCTIBITATEILHOM JTAOOpaTOpHHU U ClIOHCOpa (pa3paboTumnka);

npearnoiaraeMple JaThl Hayajda M 3aBEPIICHHS] SKCHEPUMEHTATbHBIX
paodoT;

I') METOJIbI UCCIEAOBAHUM, C YKa3aHUEM MOJAPOOHOTO OMHCAHUS
METO/IOB HCCIIEJIOBaHUI, HANMEHOBAHUN TECT-CUCTEM, HCIOIb3YEMbIX B
UCCJIEIOBaHUH, ¢ 0OOCHOBAaHMEM HMX BBIOOpA, CIIOCOOOB M MYTEW BBEACHUS
UCCIIeNyeMOTro  BemiecTBa  (JIGKAPCTBEHHOTO  CPEACTBA),  METOJOB
CTaTUCTUYECKOM  O0OpabOOTKH, HWHBIX  CBEACHUH 1O  MPOBEACHUIO
HCCIIeI0OBaHUM;

1) CoAiep KaHue IJIaHa UCCIeA0BaHUA (IIYHKThI, KOTOPbIE MPUMEHUMBI):

000CHOBaHUE BHIOOPA TECT-CUCTEMBI;

ONMHCAaHUE TECT-CUCTeMbl (HampuMmep, BHJ, IITamMM, CyOIITaMM,
UCTOYHUK TMOJYYEHHUsI, KOJIMYECTBO, BHUJ >KMBOTHBIX, MX Macca Teja, MO,
BO3pACT U JApyTasi BaxkHasi HH(OpMaIus;

CIOCO0 MPUMEHEHUS U MPUYHUHA TAKOTO BBIOOPA;

YPOBHHU /103 U (WJIM) KOHIIEHTPAIlUM, YaCTOTA U MPOAOIKUTEILHOCTD
IPUMEHEHUS;

noapoOHass uH(oOpManus O CTPYKType (Iu3aiiHe) HucclieoBaHus,

BKIIHO4Yasd OIMMCAHUC XPOHOJJIOIMH, BCEX MCTOAOB, MATCPHAJIIOB U YCJ'IOBI/II\/'I,
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BUJa M YaCTOThl MPOBEIACHHBIX aHAJIM30B, W3MEPECHUH, HAOMIOACHUM U
HCCIEI0OBaHUIA;
€) IOKyMEHTallMsl 1O UCCIEAOBAaHUIO B BHJE CIHUCKA JOKYMEHTOB

UCCIIEIOBAHUSI, KOTOPBIE JIOJKHBI OBITH 3aIIOJIHEHBI M COXPaHEHBI.
3. IIpoBenenue uccaeaoBaHus

58. KaxxioMy uCCIeIOBaHUIO JOMKEH OBITh MPUCBOCH YHUKAJIbHBIN
HOMEep. Bce wucnosblyemble B HCCIENOBAaHUU 00pas3libl, 00OpPYIOBAaHUE U
MaTepuaibl JIOKHBI ObITh JIOKYMEHTAJbHO OTPaXEHbl B Marepuaniax
UCCIIEIOBAaHUS C LENIbI0 WX MpOCIeKUBAEMOCTH. VccrnenoBaHue MOKHO
IPOBOJUTHCA COMIACHO TIUIaHY wuccienoBanus. OOpasubl HMCCIETyeMbIX
BEILIECTB (JIEKAPCTBEHHBIX CPEICTB) U 00pa3llbl CpaBHEHUS (KOHTPOJIbHBIC
o0pa3ipl) JOJKHBI OBITh MapKUPOBAHBI COOTBETCTBYIOIIMMHU 00pa3oM,
00eCreunBaIOIINM UX UIACHTUPUKALIUIO.

OO6mume TpeOoBaHUA K MOPSAIKY MPOBEICHUS UCCIECAOBAaHUMN yKa3aHbl B
npuitokeHuu Ne 7 k HactosiuM [IpaBunam.

59. Bce naHHbIe, MOJydaeMble B XOJ€ MCCIIEIOBAaHUS, IOJDKHBI OBITh
3apETUCTPUPOBAHB TP UX TOJYYEHUH HE3aMEJIUTENbHO, TOYHO U
aKKypaTHO JIMIIOM, KOTOPO€ MOJYy4YWJIO 3TH JaHHBIE, C MPOCTABICHUEM
JNATUPOBAHHOW MOAUCH UCTIOTHUTEIIS.

Bce BHOCHMMBIE H3MEHEHHsS B TIEPBUYHBIC JAHHBIE JOJKHBI OBIThH
C/IeJIaHbl TaK, YTOOBI OCTaBajach BUAHA MEpBOHAYaJbHAs 3alUCh, MPU I3TOM
YKa3bIBAIOTCS IPUYUHBI UCTIPABICHUS C JATUPOBAHHOM MOAMMUCHIO TOTO JIUIIA,
KOTOPOE BHECJIO UCIPABIICHUE.

60. Ectu nepBUYHBIE JAHHBIE PETUCTPUPYIOTCS C  MOMOILBIO
KOMIIbIOTEpA, JODKHA ObITh MH(pOpMAlKMS O JUIE, OTBETCTBEHHOM 3a BBOJ

9TUX JdaHHBIX B KOMIIBIOTECp B MOMCHT HX IIOJY4YCHUAI. I[H3aI>’IH
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KOMIIBIOTEPU3UPOBAHHON  CUCTEMBl  JOJDKEH  OBITh  TaKUM,  YTOOBI
MPEJOCTABIATL BO3MOXKHOCTh IPOBEACHUS TMOJHOTO ayJIuTa 3JIEKTPOHHBIX
JTAHHBIX U MTOKAa3bIBaTh BCE MUCIPABIICHUS MIEPBUYHBIX TAHHBIX C COXPAHCHUEM
NepBOHAYAIBHBIX OPUTMHAIBHBIX JaHHBIX. JlomkHA OBITH TIpefCcTaBlICHA
BO3MOYKHOCTh CBSI3aTh BHECEHHBIC HCHPABJICHUS C JIMIOM, UX CHEJIABUINM,
Harpumep, C  IOMOIIBK)  JaTUPOBAHHOW  3allUCH  MCIOJb30BaHUS
KOMITBIOTEPU3UPOBAHHOW CHCTEMBI WM  JAaTUPOBAHHOM  AJIEKTPOHHOU
noanucu. JlokHa OBITH yKa3aHa TMpUYMHA BHECEHHMS W3MEHEHUH B
IIEPBUYHBIE JIEKTPOHHBIEC JIaHHbIC. BeleHME 3amucel TOJIbKO B AIIEKTPOHHOM
BUJIC JOIYCKAETCA MPU HAJMYNU BAIMIUPOBAHHBIX KOMIIBIOTEPU3UPOBAHHBIX

CHUCTEM.
V. Odbopmienne pe3ynpTaToB UCCIETOBAHMUS
1. O6mas nadopmarys.

61. JImg KaxI0To HWCCIENOBaHHUS TOTOBHTCS 3aKIIOUUTEIBHBIA OTYET.
[Ipn mpoBeneHUH KpPaTKOCPOUYHBIX MCCIECIOBAHUN CIIETyeT IOATOTOBUTH
CTAaHAAPTU30BAaHHBIA  3aKIFOYUTEIBHBIA  OTYET  CO  CICIUAILHBIM
NpUJIoKEHHEM 00 OCOOCHHOCTSAX  HcciaenoBaHusa. lIlpu  mpoBeneHuu
JOJITOCPOYHBIX ~ HMCCIIEIOBAHUN  CIEAyeT TMPEAyCMOTPETh  IMOATOTOBKY
IIPOMEKYTOYHBIX OTUETOB.

62. OT4eTHI BEAYIIUX  HCCIIeI0BaTEIICH 1 CIICIIUATICTOB,
3aJICiCTBOBAHHBIX B HMCCJICIOBAHHUH, JIOJDKHBI OBITh MMH COOCTBEHHOPYYHO
TIOAMMCAHBI U JaTHPOBAHEI.

3aKITIOYUTEIBHBIA  OTYET JOJDKEH OBITh TIOAMHCAH W JaTHPOBaH
PYKOBOAMTEIIEM  HWCCJICHOBAaHHS CO  CBUACTCIHCTBOM O  NPUHITHH

OTBCTCTBCHHOCTH 3a JOCTOBCPHOCTb JOdHHBIX. I[OJ'DKHa OBITH YKa3aHa
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CTEMEHb COOTBETCTBUSI MPUHIMIAM HaJJIexkKallel J1abopaTOPHOM MPAKTUKH.
3aKIIIOUUTENbHBIA OTYET JOJKEH OBITh CKPEIUIEH NeYaThlo OpraHu3aluu.

63. I3MeHEHNST U NOMNOJIHEHWS, BHOCUMBIEC B 3aKJIFOUUTEIbHBIN OTYET,
JIOJDKHBI OBITH TpeCTaBieHbl B (popMe mompaBok K oruery. Heobxommmo
TOYHO YKa3aTb NPUYMHY HWCHOpPABICHUN WM AONOJHEHWH. Bce mompaBku
JIOJDKHBI OBITh TOAMNUCAHbl U JJATUPOBAHBI PYKOBOJUTEIEM HCCIIECIOBAHMUS,
KaK ATO YKa3aHO B a03aile BTOpoM IyHKTa 62 Hactosmux [IpaBu.

64. Iamenenne Qopmara  3aKIIOUUTEIBLHOIO  OTYETa  COIVIACHO
TpeOOBaHMAIM TOCYIapPCTBEHHOU PETUCTPAIIMHU WU YIIOJITHOMOYEHHOTO OpraHa
HE pAacCMaTpUBACTCSl KaK JOTMOJHEHHUE WM MOMNpaBKa B 3aKIIOUUTEIbHBIN

OTYET.
2. ConepkaHue 3aKIIOUUTEITBHOTO OTUYETA.

65. 3aKIIFOUUTENIbHBIN OTYET JOJDKEH BKIIOUYATh CIAEAYIONIUE Pa3IeIbl:

a) UICHTUPUKALIUS UCCJIeIOBaHUS, UCCIIeIyEMOTO BEIIECTBA
(JleKapCTBEHHOTO CpEeACTBa) U 0Opa3lia CpaBHEHM (KOHTPOJILHOTO 00pasiia):

Ha3BaHUE MCCIIEIOBAHUS C KPATKUM OMHCAaHUEM JU3aiHa;

UJeHTU(UKAIMA UCCIEAYEeMOTO BEIIeCTBa (JIEKapCTBEHHOTO CPEJICTBA)
yepes KoJl WK Ha3BaHUE (M0 3aMECTUTENIbHON U paIuKano-QpyHKIIMOHAIBHON
HOMEHKJIaType MeXAyHapoIHOTO CO03a TEOPETHUUECKOW M MPUKIATHOU
xumun (IUPAC); uaeHTU(dUKAIIMOHHBI HOMEpP MO peecTpy XHUMHUECKOU
pedeparuBHOl CIyKObl AMepUKaHCKOTO Xumudeckoro odmectBa (CAS-
HOMEp), OMOJOTMYECKHE CBOMCTBA U T. [I.);

uaeHTudukanys oOpasna cpaBHEHHS (KOHTPOJIBLHOIO oOpasia) 1o
HAaMMEHOBaHHUIO;

XapaKTepUCTUKA CBOWMCTB HCCIEAYEMOIO BEIIECTBA (JIEKapCTBEHHOTO

CpCI[CTBa), BKJIIO4asg YUCTOTY, CTaOMJILHOCTD U TOMOI'€CHHOCTD,
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0) uadopmarust o cmoHcope (pa3pabOTYMKE) M HUCHBITATEILHOU
Ja00paTopuu:

Ha3BaHUE U aJpec croHcopa (pa3padboTunka);

Ha3BaHUS U aJpeca 3aJeHCTBOBAHHBIX UCTIBITATEIBHBIX JIA0OPATOpHil U
UCIIBITATEeNIbHBIX TUIOMIA0K;

dbamuns, uUMs, OT4ECTBO (IIPpU HAJTUYUU) U aAJPEC PYKOBOIUTEIS
UCCIIEIOBAHUSI;

dbamuins, uMs, OTYECTBO (OpU HAIMYMM) U aJPEC BEIYIIErO
UCCIIeI0BaTEs;

damunuu, w©MeHa, oTdecTBa (IPU  HAJUYMHU)  CIELUAIMCTOB,
MPEACTABUBIINX CBOU OTYETHI JIJII COCTABICHUSI OKOHYATEILHOTO OTYETA.

B) JIaThl, yKa3aHHbIC KaK JIaThl HaYajga U 3aBEPIICHUS] SKCIIEPUMEHTOB B
paMKax BCETO MCCJIE0BAHUA U €T0 3TAIOB;

T) LIeTW U 33J1a4l UCCIICIOBAHUS;

1) ONMCAaHKE UCTIOIB3YEMBIX MAaTEPUATIOB U METOOB MCCIIEIOBAHUM:

ONMHCAaHUE HCCIEAYEMOro BellecTBa (JIEKapCTBEHHOTO CpPENICTBA),
BKJIIOYAsi CBEICHUS O €ro (hU3MYECKUX, XUMHUYECKHX, OMOJOTHUYECKHX H
(hapMalieBTUYECKUX CBOMCTBAaX, COCTaBE TOTOBOM JIEKAPCTBEHHOU (POPMBI;

XapaKTepUCTHUKAa M OOOCHOBAaHHWE TECT-CUCTEMbI, OTOOpaHHOW IS
JOKJIMHUYECKUX UCCIIEIOBaHUM;

BUJl, BO3pAacT, KOJMYECTBO JKMBOTHBIX B KaXIOW TrpyIe, oI,
MOKa3aTelb MacChl TeJla, ICTOYHUK W TUI KOpMa (B CIydae HCIOJIb30BaHUS
OMOJIOrMYECKOM T€CT-CUCTEMBI (’KUBOTHBIX));

pPEXKUM JIO3UPOBAHUSI, KPAaTHOCTb W TMYTh BBEACHHUS HCCIEIYEMOTO
BEIIECTBA (JIEKAPCTBEHHOTO CPEJICTBA);

cXeMa MPOBEACHUS JOKIMHUYECKOTO (HEKIMHUYECKOTO) HCCIIEOBAHUS

UCCIIEyeMOTO BelllecTBa (JIEKapCTBEHHOTO CPEJICTBRA);
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OMHUCAHUE METOJIOB CTATUCTUUYECKOU 00paOOTKHU PE3YNIBTATOB;

€) CCBIIKM  Ha  pykoBoacTBa  OpraHusamuei ~ SKOHOMHYECKOTO
COTpYOAHUYECTBA W PA3BUTHUSA, HWHBIE JOKYMEHTBHl 110 IPOBEIACHHIO
UCCJICJIOBAaHMM, TPU3HABAEMBIE B TOCY/IapCTBAX-UJICHAX;

) PE3yJIbTATHI:

KpaTKui 0030p pe3yabTaToOB;

Bcs  wmHbOpManmMs W JaHHBIE, TMPEAYCMOTPEHHBIE  IIJIAHOM
WCCJICIOBAHMSI,;

NPEIOCTaBICHUE PE3yJAbTaTOB, BKIIOYAs pPacyeThl, KOJIUYECTBEHHOE
ONpe/ieNieHue CTAaTHCTHYECKON 3HAaYMMOCTH, 0000Imarmme TaOJUIIb]
(rpadgukr) C  COOTBETCTBYIOIIEH  CTAaTUCTUYECKOM  00pabOTKOW
KOMMEHTApHUSIMU K HUM;

OTICHKa U 00CYXJICHHE Pe3yJIbTaTOB U BHIBOJIHI;

3) 3akimoueHne  mpencraBurenss COK ¢ mpuiokeHHEM — CIIHMCKa
IIPOBEJICHHBIX WHCIIEKIIMHA 110 UCCIICOBAHUIO C YKa3aHHEM UX JaT, OTYETOB O
IIPOBEJICHHBIX MPOBEPKAX C YBEIOMIIEHHEM PYKOBOJICTBA MCCIIEI0BATEIbCKON
1abopaTopur U PYKOBOAMTEIS UCCIEAOBaHUSA. B 3akimoueHnn JOKHO OBITH
yKa3aHO TOATBEPKIECHNUE TIPOBEPKH W COOTBETCTBUS HCXOIHBIX JaHHBIX
WCCJICJIOBAHMSI TAaHHBIM, COJIEPKAIIUMCS B 3aKITIOYUTEIILHOM OTYETE;

M) XpaHeHHe (apXwBUpOBaHWE). MecTa XpaHeHHs TIUTaHa, TMpPoo
UCCIIEyeMOTO BelecTBa (JICKapCTBEHHOTO CPEICTBA) U 0OPA3I[OB CPABHEHUS

(KOHTPOJBHBIX 00PA3IOB), IEPBUYHBIX JAHHBIX 3aKIOYUTEILHOIO OTYETA.
VI. XpaHneHue JOKyMEHTOB U MaTeprualioB

66. I[OKYMCHTBI, HMCIOIINEC OTHOIICHHUC K MHCCICAOBAHUIO, AOJIXKHBI

XPaHUTBCA B apXWBaX B TCUCHHUC HC MCHCC 5 ner moclie OKOHYaHMUSA
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oOpallleHHs1 JIEeKapCTBEHHOTO CPEACTBA, €CJIM HHOM CPOK HE YCTAaHOBIICH
3aKOHOAATEIBCTBOM TOCYIapPCTB-WICHOB:

IJIaH UCCIEAOBAaHUsI, TEPBUYHBIE JIaHHBIE, MPOOBI KCCIEAYEMOTO
BellleCTBa (JIEKApCTBEHHOTO CPEJICTBA) U 00pa3loB CpaBHEHUS (KOHTPOIbHBIX
00pa3IoB) 1 3aKIIOUYUTEIbHBIN OTYET O KaXKJIOM HCCIIEI0BAHUM;

JIOKYMEHTBI O TPOBEACHHBIX MHCIIEKIUAX U ayUTaX;

JOKYMEHTBl O KBadu(UKaAIUIX, OOYUYEHHH, OMBITE€ U JOJKHOCTHBIC
WHCTPYKILIUU [IEpCOHANA;

JOKYMEHTBI M  OTYeThl 00 HCIOJb30BAaHUKM U  KaJuOpPOBKE
o0opyn0BaHUS;

JOKYMEHTBI O BaJIUIAIIMA KOMIIBIOTEPU3UPOBAHHBIX CUCTEM;

TOKyMeHTHhI 000 Bcex npenbiayux COII;

JOKYMEHTBI O KOHTPOJIE COCTOSIHUSL OKPYXKAIOLIEH CPENBI.

IIpr OTCYTCTBUM YCTaHOBJIECHHOTO MEpPHUOAA XPAHEHUS JTOKYMEHTOB
OKOHYATEJIbHOE pEIICHHEe O BPEMEHUW XpaHEHHUs JIOObIX MaTepualioB
UCCIIEIOBAHUS JOJDKHO OBITh JOKyMEHTAJIbHO odopmieHo. Eciaum mpoOs
UCIIBITYEMOTO BelIeCTBA (JIGKAPCTBEHHOTO CPEACTBA) M  KOHTPOJBHBIX
0o0pa3oB WM CaMH OO0pasilbl YTUIUZUPYIOTCA O HCTEUCHUS TPeOyeMOoro
nepuofia  XpaHEHUs 10 Kakou-JIMOO MpUYMHE, OTO JOJDKHO  OBITh
JTOKyMEHTaIbHO oopMmieHo (¢ ykazaHueMm mnpuuuH). [IpoObl ucciaegyemoro
BeIlleCTBA (JICKAPCTBEHHOTO CPEJICTBA) U KOHTPOJBHBIX OOPa3lOB WM CaMH
00pa3I1ibl JOJKHBI XPAHUTHCS B TEUCHHUE MEPUOa BPEMEHH, TTO3BOJISIOIIETO C
YYETOM KauyeCTBa Mpernapara NpoBECTH UX OLICHKY.

67. JlaHHbIC, XpaHUMBbIE B apXxuBax, JIOJKHBI OBITH
UJIEHTU(UIIUPOBAHBI, YTO OOJErdyaer YIopsJ0YEeHHOE XpaHEHUE W

HU3BJICYCHUC I/IH(bOpMaLII/II/I.
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68. Jloctyn Kk apxuBaM JOJ>KEH HMMETh IEPCOHAJ, YHNOJIHOMOYECHHBIN
pykoBojicTBOM. IlepemenieHre MaHHBIX W3 apXuBa U B apXWUB JOJKHO
TIIATEIBHO PETUCTPUPOBATHCHL.

69. Eciiu ucnbiTarenbHas J1aboparopusi WIM apXWUB HUCHBITATeIbHOU
nabopaTopuu, padoTaIMIMN 0 KOHTPAKTY, IPEKpaIlaeT AesTEIbHOCTh U HE
UMEET MPABONPEEMHUKA, apXUB JOJKEH ObITh NIEpeaH B apXUBbI CHOHCOPOB

uccienoBanus (pa3pabOTUYUKOB).

VII. Uucniektuposanue. [Ipouenypsl KOHTpOIsA
cOOIOICHM S TIPABMIT HAJIIEKAIIEH J1a00paToOpHOM MPAKTUKU

1. PYKOBO,Z[CTBO HHCIICKTUPOBAHUCM

70. 'ocynapcTBa-uieHsl B pamkax Hactoamux [Ipasu:

a) o0ecrneunBaloT HEMOCPEJICTBEHHYIO OTBETCTBEHHOCTh OpraHOB
(opranuzanuii), KOHTPOJIMPYIOIIMX BbINOJHEHHE HacTosmux IIpaBun, 3a
non0oOp  KBaqU(PUIIMPOBAHHBIX  KaApoB  (MHCIEKTOPOB),  UMEIOIIUX
HEOOXOIUMBIM TEXHUUECKUM (Hay4YHBII) OTIBIT;

0) myONUKYIOT JAOKYMEHTBHI, pa3pa0OTaHHbIE B PAa3BUTHE HACTOSIIIMX
[IpaBuu B mpenesiax CBOei TEPPUTOPUH;

B) NMyOJIUKYIOT JOKYMEHTHI O MPOBEJACHUM WHCIEKIUN, UHCTPYKIIHH,
NEePUOANYHOCTh MHCTIEKINH U (W) rpaduKku MpOBEICHUSI MHCIEKIINI;

r) oOMEHHBAIOTCA HH(POPMALME B OTHOIIEHUH CHUCTEM KOHTPOJIS
COOTBETCTBHUSl HCIHBITATEIBHBIX JIaboparopuil (TUIOMIAA0K) TpeOOBAHUSIM
3aKOHOJIaTEIBCTB TOCY/IAPCTB-WICHOB C IIEJIbI0 COOJIOAEHUS HACTOSIIUX
[IpaBun cornmacHo npunoxkeHuro Ne 8 k HactoamuM [ IpaBuiam;

1) BEAYT y4eT MHCIEKIMIA UCTIBITATENIbHBIX JJa0oparopuid (U UX craryca

COOTBCTCTBHA HaACTOAIIHUM HpaBI/IJIaM) H ayaIuTOB HCCJICIOBAaHUM U
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nyOoNuMKYyIOT HH(POPMAIMI0 00 ATOM B OTKPBITBIX HMCTOYHHKAX, COTJIACHO

npuinoxeHuro Ne 9 k HacrosmmM [IpaBusam.
2. Kon(uaeHmaabHOCTh

71. l'ocynapcTBa-4ieHsl B pamkax Hactosmux [IpaBui:

a) 00ecCIeunBaOT COONIOICHNE KOH(MUACHIIMATLHOCTH HE TOJIBKO
WHCIIEKTOpaMH, HO U JPYTUMH JIUIAMH, HWMEIOIIUMH  JOCTYNm K
KOH(MUICHIMATbHOW  HUHpOpPMAIMU B pe3yjbrare OCYIIECTBJICHUS
JEATEIIbHOCTH 10 MHCIIEKTHPOBAHMUIO COOITFOICHMS HacTosAux [IpaBmir;

0) 00ecCIeynBarOT MPEACTABICHUE TOJTHBIX OTUYETOB OO0 HMHCIEKITHAX
UCIIBITATENIbHBIX JTA00OpaTOpuidl M ayuTaxX MCCIIEIOBaHUMN, 3a HCKIIOYCHUEM
JOCTyIMa K KOMMEPUYECKH BaXXHOW W KOH(MDHUICHIMAIBHOW WH(POPMAIINH,
KOTOPBIA TPEIOCTABISCTCS TOJIBKO YIIOJHOMOUYECHHBIM OpPraHaM TOCYIapCTB-

YJICHOB.
3. [lepconan u 00y4eHruEe HHCIIEKTOPOB

72. YIIOIIHOMOYEHHBIE ~ OpraHbl  TOCYJapCTB-WIEHOB B  paMKax
Hactosiux [IpaBui:

a) o0ecneunBalOT HEOOXOIMMOE  KOJIMYECTBO  HWHCIEKTOPOB IS
BBITIOJTHEHUST  ()apMaIeBTUYECKOTO  HWHCIICKTUPOBAHUS  HCIBITATEIHHBIX
nabopaTtopuil B paMmkax coOmtoneHus TpedboBanuii Hactosux [Ipasu;

0) oOecreunBalOT HEOOXONMMYH  KBaIU(UKALMIDO W 0OydeHue
UHCIIEKTOPOB;

B) FapaHTUPYIOT OTCYTCTBUE (PUHAHCOBOTO WM JIPYTOro MHTEpeca y
MHCIEKIIMOHHOTO TIepCOHANa, BKJIOYas OKCIEPTOB, padOTaOIMUX 10
KOHTPAKTY, IPU MPOBEICHUN MHCIIEKIIUU UCTIBITATEIbHBIX JTa00OpaTOpUid UK
ayuTa WCCIEAOBaHUM, a TakkKe Yy KOMIAHUW, CIOHCUPYIOIIMX TaKue

HCCIICAOBaHUA,
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r) oO0ecreuyrnBalOT  HMHCIIEKTOPOB HEOOXOAUMBIMU  CpPEICTBaMH
uJeHTU(UKAIUY (HallpuMep, YI0CTOBEPEHUEM ).

73. TpeOyemoe KOJIM4eCTBO MHCIIEKTOPOB 3aBUCHUT OT:

KOJTMYECTBAa 3aJeMCTBOBAHHBIX HCIBITATEIBHBIX JIA0OpAaTOpuil B
CUCTEME KOHTPOJISI COOTBETCTBUS UCIBITATENbHBIX JabopaTopuil (1101113 10K)
TpeOOBaHUSAM 3aKOHOJATENIbCTBA TOCYIapCTBAa-WICHA C LIEJIbIO COOIONEHUS
Hacroamux lIpasur;

MEPUOJIUYHOCTA OLEHKH CTaryca COOTBETCTBUSI HCIBITATEIIBHBIX
naboparopuit HacTosuM [IpaBuiam;

KOJINYECTBA " CJIIO)KHOCTH VCCIIEIOBAHU, POBOJIMMBIX
UCIIBITATEeNIbHBIMU JIA0OPATOPUSIMU;

KOJIMYECTBA CIECIUAIBHBIX MHCIEKIUNA WIH AyJUTOB, MPOBOAUMBIX IO
3ampocaM yIOJIHOMOUYEHHBIX OPTaHOB.

74. UHCciekTopaMu MOTYT OBITh:

JYIAa U3 YUCIa TMOCTOSHHOIO IITara YHOJHOMOYEHHOTO OpraHa WM
(dbapmalieBTH4eCKOro HHCIIEKTOPara;

JMIA U3 YKCIIa MOCTOSTHHOTO 1ITara opraHa, padoTarolero He3aBUCUMO
OT YIIOJITHOMOYEHHOTO OpraHa;

JIMLA, HAHATBIE YTIOJIHOMOYEHHBIM OPraHOM MO KOHTPAKTy WIH JPYTUM
o0pa3oM JyIsi TIPOBEICHUsS] MHCIEKIMI HCIBITATENbHBIX JabopaTopuil uiau
ay[InTOB HCCIIEIOBAHUMN.

B mocnmemumx 2 caydasx ~— yIIOJTHOMOYEHHBIM  OpPraH  HECET
VCKJIIOYUTEIIBHYIO ~ OTBETCTBEHHOCTh 3a  OIPEICICHUE  COOTBETCTBUSA
UCIIBITATENIbHBIX JIaboparopuil TpeboBaHUsIM HacTosmux [IpaBui, kayecTBO
(mMpueMIIeMOCTh) ayAuTa UCCIEIOBaHUs U 3a JIOObIE IEUCTBUSA, OCHOBAHHbIE
Ha pe3yJibTaTaXx HWHCIEKIUH HCTBITaTEeIbHBIX JIA0OpaTOpUil WM ayIuTOB

HUCCJICTOBAHU.
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75. IHCTIEKTOPBI JOJDKHBI HMMETh HEOOXOJWMbIE KBaJIM(UKALMIO U
MIPAKTUYECKUM OMBIT B PSE HAYYHBIX AUCHUIUIMH, UMEIOIIUX OTHOIIEHUE K
HCCIICIOBAaHUSM XUMHMYECKUX COCIMHEHUM (BKJIIOYas JIeKapCTBEHHBIC
cpeacTtsa). B pamMkax B3aMMOJEWUCTBHUSL  YNOJHOMOYEHHBIE  OpraHbl
rOCyJIapCTB-WICHOB:

JIOTOBApUBAIOTCSI O COOTBETCTBYIOIIEM OOYyYEHUM WHCIEKTOPOB C
Y4ETOM MHJAUBUIYaTbHBIX KBATU(UKAIIUNA U OTbITA;

MPOBOAAT KOHCYJIbTALlMM, BKJIIOUAsl B COOTBETCTBYIOLIMX CIIy4asx
COBMECTHBIE OO0yYaroIue MEpPONPHUATHSI C TEPCOHAIIOM YIOJIHOMOYEHHBIX
OPTaHOB JIPYTUX TOCYIAPCTB-WICHOB C LIEJBIKO COACHUCTBUS MEXKIYHAPOIHON
CONNIACOBAHHOCTH B MCTOJIKOBAHUM W NPUMEHCHUM MPHUHIIUIIOB HACTOSIIUX

[IpaBui, a Tak»ke MpHU NPONLEAYPE UHCIEKTUPOBAHUS UX COOJIIO/ICHHUS.

4. Cuctema KOHTPOJIS COOTBETCTBHUSI UCIIBITATEIbHBIX JIA0OpaTOpUii
TpeOOBaHMAM 3aKOHOJIaTEILCTB rOCYapCTB-UJICHOB

76. [IlpumeHeHne NPUHIUAIOB HacTosuX IlpaBwil K JaHHBIM 1O
0€30MacHOCTH ISl 37I0POBbS U OKpPYXKaloIIed cpeapl, COOpaHHBIM B
PErYISITOPHBIX IENSIX, JOJDKHO OBbITh 00si3aTenibHbIM. J[OMKEeH OBITh
pa3paboTaH MeXaHWU3M, B COOTBETCTBUU C KOTOPBIM HCIBITATEIbHbIE
naboparopuu MOTYT (YHKIIMOHUPOBaTh B COOTBETCTBUM C HACTOSAIIUMU
[IpaBmiiaMu, U KOTOPBIM MPOBEPSETCS COOTBETCTBYIONIUM YIIOJIHOMOUYEHHBIM
OpTaHOM.

77. NHciekTupoBanue coOmtofeHus Hactosamux [IpaBun nmpoBoaurcs B
paMKax (bapMaleBTU4ECKUX WHCTICKIINH, PEAYCMOTPEHHBIX
MEXKTyHApPOJIHBIMU JOTOBOPaMU U aKTaMu, COCTaBIISOMMUMU 1paBo Coro3a, u
NpeaHa3HAuYeHO JIJIs JI0KA3aTelIbCTBA TOTO, YTO HUCIBITATENIbHBIC JIAOOpaTOpUH

IMPpUMCHAKOT HACTOAINUC HpaBI/IJ'Ia IIpu IpPpOBCACHUUN HCCIeI0OBaHUN U MOI'yT
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rapaHTUPOBaTh, YTO MOJYUYECHHbBIEC TaHHBIE UMEIOT COOTBETCTBYIOIIIEE HOpMaM
Ka4eCTBO.

78. TocynapctBa-wieHbl MOyOMUMKYIOT HWH(POpMalMioO O CHCTEMax
KOHTPOJSI COOTBETCTBUSl  UCHBITATENIbHBIX  JIaboparopuil  (IJIOIIAI0K)
TpeOOBaHUSIM  3aKOHOJATEILCTB  TOCYJApPCTB-WICHOB  (Jajnee — cucrteMa
KOHTpPOJISI) C IIeJIbI0 COOJIIOICHUS] HAJIeXKaIle T1a00opaTropHON MNPAKTUKHU.
Takast uH(OpManus JOJKHA, B YAaCTHOCTHU, ONPEAEIATh 00bEM W MacuITad
CUCTEMbI KOHTPOJISI.

Cucrema KOHTPOJS  COONIOEHUSA  HaJIeXKaled J1aboparopHOU
MPAKTUKU MOXKET BKJIFOUATh TOJBKO OTPAaHUYEHHOE KOJIMYECTBO MCCIIEYEMBbIX
BEIIECTB (JI€KapCTBEHHBIX CpeAcTB). O0ObeM MHCIEKTUPOBAHUS JTOJKEH OBITh
OMpEJICNICH C YYETOM KaK KaTeropuil JIEKapCTBEHHBIX CPEJCTB, TaK U BUJIOB
UCCIIEIOBAHUM, TMPOBOJUMBIX B OTHOIIEHUU HUX, Hampumep, (pusznueckue,
XUMHUYECKHUE, TOKCUKOJIOTHYECKHE U (UITH) IKOTOKCUKOJIOTUYECKUE.

79. Cuctema KOHTpOJsL COOJIOACHUS HaJUIexaled J1aboparopHOu
MPaKTUKHU BKIIIOYAET:

a) MOJIOXKEHUsT 00 HMHCHEKIUSX MCHBITATEIbHBIX Jadoparopuil. ITu
WHCTICKIIMM  BKJIIOYAIOT MHCIEKIHMM  OOIIEro xapakrepa ¢ ayJauThl
UCCJIEIOBAaHUM, TEKYIIIUX WA 3aBEPIICHHBIX;

0) MOJIOXKEHUS O  CIEUHUAIbHBIX  HHCIEKIHUAX  HUCTBITATEIbHBIX
nabopatopuil (aynurax MCCIENOBaHUI) MO 3ampocy YINOJIHOMOYEHHOTO
opraHa (HampuMmep, MOPOBOAUMBIE MO 3ampocy IMOCIE MPeIOCTaBICHUS
JTAHHBIX B YIIOJIHOMOYEHHBIN OpTaH);

B) yKa3aHME€ HAa MEXaHU3Mbl, B COOTBETCTBUU C KOTOPHIMHU
UCIIbITaTeNIbHbIE Ja00PaTOPUHU BKIIIOUAIOTCSI B CUCTEMY KOHTPOJIS;

) OJIOKEHUE O TPENOCTaBICHUM HWHGOpPMAIUU O KaTeropusix

WHCTICKIIMI UCTIBITaTEIbHBIX JJabopaTopuil (ayquTax UCCIeOBaHUN);
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1) yKa3aHUe Ha [OJHOMOYMS MHCIEKTOPOB B OTHOUIEHUH HX
HaXOXJCHUSI B WCHOBITATEIbHON J1abopaTropud W JIOCTyNa K JIaHHBIM,
SIBJISIIOIIUMCSL  COOCTBEHHOCTBIO MCIIBITATENIbHOW Jlaboparopuu (BKJIHOUast
obpasiel, COIl, nokyMeHTaIuo u T. 1.);

€) OMHMCaHue TMPOIEAYp HHCHEKIIMU HCIBITATeIbHON J1abopaTopu u
ayIMTOB WCCJIEJAOBaHUSA ISl TIOATBEPXKACHUS COONIONCHUS HACTOSIIHNX
[Ipasuir.

JIoJKHBI OBITH OMHMCaHbI MPOIIEAYPhI, KOTOPhIE OYAyT HCIOJIb30BAHbI
JJIS. U3YYEHUSI OPTraHU3allMOHHBIX MPOILECCOB U YCIOBUM, B COOTBETCTBUM C
KOTOPBIMU MCCJIEAOBAHUS IUIAHUPYIOTCS, MPOBOAATCS, KOHTPOJMPYIOTCS U
peructpupytorcs. TpeboBaHMs K TakuMm TpoOIEAypaM U3JOXKEHBI B
paznenax 6 — 9 yactu VII Hacrosmux [IpaBu;

) OMMCaHUE JEUCTBUM, KOTOpbIE MOTYT OBbITh NPEANPUHSTHI IOCIIE
MPOBEJICHNUS] MHCHEKIIMHA  HUCIBITAaTeNIbHBIX JlabopaTtopuii U ayJauTOB

UCCIIEIOBAaHUMN.

5. Ilocnenyromme IENCTBUS TTOCIE TPOBEACHUS
MHCHEKIIUM UCIIBITaTeIbHBIX JJa0opaTopuii
Y ayIUTOB UCCIEA0OBAHUMN

80. ITocne 3aBeplieHHUs] MHCIEKIUM MCIBITATEIbHBIX JabopaTtopuil u
ayJInTa UCCICIOBAHUN MHCIEKTOP JOJKEH MOATOTOBUTH OTUET O pe3yJIbTarax
B MMCbMEHHOM (opme.

81. TocynmapcTBa-ujieHbl TPEANPUHUMAIOT JICHUCTBUS MPHU OOHAPYKEHUU
HECOOTBETCTBUN HacTtoAmuM I[IpaBunaM B XOA€ WM MOCIE MPOBEACHUS
WHCIICKIIMM HCHBITATEbHBIX J1A00paTopuil WM ayJuTa HCCIIEeIOBAHUM.
CooTBeTCTBYIOIIME ACHCTBUS JTOHKHBI OBITh OMUMCAHBI B JOKYMEHTAX OpraHa

(OpFaHI/IBaHI/II/I), OCYHCCTBILAOIICTO MHCIICKTUPOBAHHUC.
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82. Ecnu B X0/1e¢ MHCIIEKIIUH UCTIBITATEIbHOW Ja00paTOpUu WM ayIuTa
UCCIIEIOBAaHUM OOHApy EHbl HECOOTBETCTBUSI HactosmuMm [IpaBuiiam,
KIacCHULMPYEMble KAK «CEPbE3HBIE» WM «IIPOYHE»’, HCIBITATEIbHAS
nabopaTopus HOKHA YCTPAHUTh TaKME HECOOTBETCTBUS. MHCTIEKTOp BIipaBe
B OTOBOPEHHOE BpEMsI BEPHYTbCS B MCHOBITATEIBHYIO JabOpaTopuio u
MIPOBEPUTH BHECEHNE NU3MEHCHUMN.

83. IIpu OTCYTCTBMM HECOOTBETCTBUM WM TPU BBISBICHUU TOJIBKO
«IPOYUX HECOOTBETCTBUI YIIOJTHOMOUYECHHBIA OPTraH:

a) BBIIAET 3aKJIIOYEHHME O TOM, YTO HCHbITaTeNbHas JadopaTopus
IPOMHCIIEKTUPOBAHA W €€ JEATEIIbHOCTh COOTBETCTBYET HACTOSILIUM
[IpaBwnam. JlomkHBI OBITH yKa3aHbl JaTa NPOBEACHUS HWHCHEKIUU U B
COOTBETCTBYIOIIMX CIy4YasgX Kareropuss MNPOBEACHHOTO HWCCICAOBaHUS B
UCIIBITATENIbHOW J1a0OpaTOpUM HA JAHHBIA MOMEHT. JTU 3aKIIOYEHUS MOTYT
OBITh MCIIOJIb30BAHBI JJIs MPEOCTaBICHNUS MH(POPMAIIMK B YIIOJIHOMOUYEHHbIE
OpraHbl APYTUX TOCYJapCTB-UJICHOB;

0) IpEeAOCTaBIIET B YIIOJHOMOYEHHBIA OpraH, IO 3alpocy KOTOPOTro
OBLIT IPOBEJIEH ayIUT UCCIEA0BaHUS, MOAPOOHBINA OTYET O pe3ybTrarax.

84.1lpu BBIABICHUH KPUTHYECKUX HECOOTBETCTBUU  JICWCTBHS,
OpeANnpUHUMAaeMble OpPraHOM IO KOHTPOJIIO COOJIOACHHUS HACTOSIIIMX
[IpaBun, 3aBUCAT OT KOHKPETHBIX OOCTOSITENBCTB KaXIOrO cliydas U
MPAaBOBBIX WA AaJAMUHHUCTPATHUBHBIX IIOJIOXKEHUW, B COOTBETCTBUH C
KOTOPBIMU OBLT YTBEPXKJIEH KOHTPOJb COONtOfieHusT Hacrosimux IlpaBui B
rocyapcTBe-uieHe. B 4acTHOCTH, MOTYT OBbITh NPEANPUHSATHI CIIETYIOIIHNE
EeVCTBUA:

a) BbIJIaya 3aKJIIOUCHHS] C OMUMCAHUEM OOHApY>KEHHBIX HECOOTBETCTBUU
WIM TIOTPEIIHOCTEN, KOTOpbIE MOIYT TIOBIMATH Ha JOCTOBEPHOCTH

HCCIIeIOBAaHUM, MPOBECHHBIX B UCIIBITATEILHOM JIaOOpaTOPHH;
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0)BblJJaua  pPEKOMEHJAIlMM B  YIOJIHOMOYEHHBIM  OpraH, 4YTO
UCCIIEIOBAHUE MPU3HAHO HEJIEUCTBUTEIIHHBIM;

B) BPEMEHHOE MPEKPAILCHUE MPOBEICHUS MHCIEKIIUM UCIBITATENbHBIX
1abopaTopuil WK ayAUTOB UCCIIEI0OBAaHUM B UCIBITATEILHON JabOpaTopuu H,
HallpuMep, U €CJIH 3TO BO3MOXXHO C aJMHUHUCTPATHUBHOM TOYKH 3pEHHS,
yIaJ€HUE UCTBITATEIbHOMN J1TabOpaTOPUK U3 CUCTEMBI KOHTPOJISI COOIIO/ICHUS
Hacrosiux [IpaBun nubo U3 m000ro CrucKa WKW PeecTpa UCHBITATEIbHbBIX
Jaboparopuit, MoJIekKaIUX UHCIIEKIUAM coOntoneHus: Hactosamux [Ipasun;

r) TpeOOBaHKME BKJIIOUEHHS] B OTYET OO0 HCCIEAOBAHUU 3aKIIOYEHUS C
oJIpOOHBIM ONTUCAHNEM HECOOTBETCTBUM;

) IEUCTBUSL B Cyll€, €CIM BO3HHUKAIOT TakuWe OOCTOATENbCTBA W

MpaBOBbI€ (A IMUHUCTPATUBHBIC) MPOLIETYPHI 3TO JOMYCKAIOT.
6. O01IMe MPUHIIUIBI MHCTIEKTUPOBAHUS

85. UHcnieknmn Ha CcoOOTBeTCTBHE HacrosmuM [IpaBuimam MoOTyT
IIPOBOJIUTHCS B JTFO00M MCTIBITATEILHON Jab0opaTopun, U3yJaroliei JaHHbBIE O
0€30IMacHOCTH ISl 3I0POBbsI U OKPYIKAIOIIEH CPeIbl B PETYISATOPHBIX IIEIISX.
MoryT moTpeboBaThCcs WHCIEKTOPHI JUIsl ayAWTa JaHHBIX B OTHOIICHUU
GU3UYECKUX, XUMUYECKHX, TOKCHUKOJIOTHMYECKUX CBOWCTB BEIIECTBA WJIU
npermapara. B HEKOTOPBIX Ciy4asX HWHCIEKTOpaM MOXET MOTpeOOoBaThCs
MIOMOIIH 3KCTIEPTOB B OMPEICICHHBIX TUCIUTIIIMHAX.

86.B cBs3M ¢ UMEIOIMMMHUCA PATHUMSIMH  HCIBITATEIBHBIX
naboparopuil (Kak MO IUIAHUPOBKE, TaK U IO CTPYKTypE YIpaBICHUS), a
TaK)XK€ Pa3INYHBIMU BHJIAMH BBITIOJTHSIEMBIX HCCIECIOBAHUN, C KOTOPHIMU
CTQJIKUBAIOTCS UHCIIEKTOPHI, UM HEOOXOIUMO HCITOJIb30BaTh CBOE CYXKICHHE
JUIS OIEHKH CTENMeHW U o0beMa COOTBETCTBHUS HacTosmmM [IpaBuiam.

I/IHCHCKTOPBI JOJDKHBI CTPEMUTHCA K IIPHUMCHCHUIO 00BEKTUBHOT'O rmoaxoaa
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IpU OIICHKE KOHKPETHOW HUCIBITATEIbHONU J1a00paTOpU WA UCCIEIOBAHUS,
JIOCTUXKEHHSI COOTBETCTBYIOIIETO YPOBHSI COONIONEHUSI KaXKJIOTO IMPHUHIIUIA
HaJJIeXkKaIen 1a00paropHOil MPaKTUKHU.

87. Uncnekropsl HE  JODKHBI  M3y4yaTb HAyYHYIO  CTPYKTYpYy
UCCJIEIOBaHUSI WM OOBSICHEHHWE pEe3yJIbTaTOB B OTHOIICHUH PHUCKOB JJis
3I0pOBbS  YEIOBEKA WA  OKPYXKAOMIEW  cpeabl. ITH  ACHEKTHI
paccMaTpHUBarOTCS YIOJIHOMOYEHHBIMU opraHamu (3KCTIEpTHBIMU
OpraHU3alUSIMU).

88. Hcnekuuu  UCHBITaTeNIbHBIX  J1aboparopuii. W ayJIuThl
UCCJIEIOBAaHUM  HEM30E€KHO  HapylIaloT  HMCCIEOBaTeNIbCKyl0  paloTy.
NHCcneKkTopsl AOMKHBI OCYIIECTBISATh CBOIO PadOTy MO CTPOrOMY IUIaHY C
yyeToM (IpM  HAJIMYUU  HEOOXOAUMBIX  PECYpPCOB)  MPEITIOKECHHI
YIOPaBISIONIETO MEPCOHAIA MCHBITATEIbHON Ja0OpaTOpud B OTHOIICHUU
BPEMEHU  TIOCEHICHUS  OMNPEACIICHHBIX  IUIOMIAJIOK  UCIBITATeIbHOU
J1a00paTopuHu.

89. B TeueHue npoBeAeHUS MHCIEKIUM UCIBITATeNIbHBIX JabopaTopuit
U ayJIUuTOB UCCIEIOBAHUN Yy WHCIEKTOPOB JOMKEH OBITh JOCTyI K
KOH(MUICHIIMATbHOW  KOMMEpPYECKHM  BaxkHOW  uHpopmanuu.  BaxHo
rapaHTupoBaTh TOT (PakT, YTOOBI 3Ta MHGOpPMaLKS ObLIa JOCTYIIHA TOJIBKO
YIOJHOMOYEHHOMY TepcoHany. O0s3aHHOCTH MepcoHaja Mo 3TOMY BOIPOCY

OTIPENIECIIAIOTCS CUCTEMOM KOHTPOJIS coOmtofaeHus HacTosmux [IpaBui.
7. Ilpouienypbl MHCIIEKIIUU UCTIBITATENbHBIX J1a00paTOpUil
[IpenBapuTenbHass MHCICKIUS

90. Llenp — MO3HAKOMUTHh MHCIIEKTOPA C UCTIBITATEIHLHOM JTabopaTopuei,
KOTOpasi TMOJUIKUT HWHCIEKIMA Ha TPEAMET CTPYKTYpbl YIpaBlIeHUS,

(1)I/IBI/IIICCKOFO PaCIIOJIOKCHUA 37JaHUN 1 BUJIOB IMPOBOAUMBIX HCCIIEIOBAaHUIM.
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91. Ilepen mpoBeneHHEM HHCHEKIUM HCIBITATEILHON JabopaTropuu
WM ayAuTa WCCJENAOBAaHUS HWHCIEKTOPHl JIOKHBI  O3HAKOMHUTBCA C
HCTIBITATEILHOU JabopaTopuei, OIS KAIIEH WHCTIEKTUPOBAHUIO.
HeoOxomumMo  W3yuuTh  BCHO  CYIIECTBYIONIYIO  HH(poOpMaiuo 00
UCIIBITAaTeNIbHOW J1a00paTopuu, K KOTOPOW MOTYT OTHOCHUTBCS OTYETBHI O
IpEeAbIYIUX UHCIEKIIUAX, [JIaH TOMENIEHUN UCTIBITAaTeIbHOU JTabopaTopuu,
CTPYKTYpHasi CXe€Ma OpraHHu3alli¥, OTYEThl 00 HCCIIEIOBAHUSIX, MPOTOKOJIBI
UCCIEOBAaHUM U pe3ioMe TmepcoHana. B Takux JOKyMeHTax JOJDKHA
CoJiepKaThCs clieayromast HHGOoOpMaIus:

a) BUJ, BEJIWYMHA U PACIOJIOKECHHE IOMEIIEHUM UCIbITaTeIbHON
JabopaTopuu;

0) psii UCCIENOBAaHUM, KOTOpPHIE MOTYT OBITh MPOBEPEHBI BO BpEMS
WHCTEKIINH;

B) CTPYKTypa yIpaBJeHUs UCIBITATEIbHOM TabopaTopueii.

92. HcnieKkTOphl  JTOJKHBI  OTMETUTH  HENOCTAaTKH, BBISBICHHBIC
IpEeAbIYITMMHA WHCTIEKITUSIMH UCTIBITATEeNIbHOM JTaboparopuu. B ciaydae ecnu
B HCIIBITAaTeILHONW JabopaTopuM paHee HE IMPOBOAUIMCH WHCIEKIIUM, s
MOJIyYEHUsS] COOTBETCTBYIOIEH HWHQPOPMAIIUU JIOMYCKAETCSl MPOBEJCHUE
MPEIBAPUTETLHON MHCTICKIIUU.

93. [lepcoHai ucnpITaTeILHON JTa00paTOpun HEOOXOMMO TTOCTABUThH B
M3BECTHOCTh O JIaT€ W BPEMEHU MpHUEe3da HWHCIEKTOpa, BPEMEHH €ro
MOCEIIEHUS U TPOAOJDKUTEILHOCTH MPEOBIBAHUS B 3JaHUHU. JTO IMO3BOJIHUT
NepCoHaNy MOJTOTOBUTh HEOOXOJIMMBbIE JTOKYMEHTHI. B Tex ciydasx, xorma
WHCIEKIIMM  TOMJIeKAT  ONpEACICHHBbIE  JOKYMEHTBI W 3alllCH,
1e7eCo00pa3HbpIM OyIeT MOCTaBUTh 00 3TOM B U3BECTHOCTH UCIIBITATEIBLHYIO

J'Ia60paTOpI/IIO 3dapaHCC O Ha4dajJa IIPOBCPKHU, yTOOBI OTH JaHHBIC OBLIN
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npcaoCraBJICHbI oe3 INPpOMCIJICHUA B TCUCHUC IIPOBCACHHUA HMHCIICKIHWHU

UCIIBITATENIbHOU JTA00paTopuHu.
Kondepenrus B Hadane HHCIEKIINH

94. Ilenb — npouHPOPMHUPOBATH PYKOBOAUTEIEH ©  IEpCOHAI
UCIIBITAaTeIbHOW  JTabopaTopud O TPUYUHE TMPEJACTOSIICH HHCICKIINH
UCIBITATENIbHOW  JTa0OpaTopud U ayJuTe HCCIEIO0BaHUS, OMNPEICIUTh
IJTOIIAJIKK MCIIBITATeIbHOMN J1abOpaTOprUu M MCCAEI0BaHUS, BEIOpAHHBIC JIJIs
ayJiuTa, MIepCoOHAN U JIOKYMEHTBI, 3aJIeHCTBOBAHHBIE B MIPOBEPKE.

95.B Hauame TIOCEIICHUS  HWCIBITAaTeIbHOW  JlabopaTopuu ¢
PYKOBOJIUTENIIMU  UCTBITATEILHON  J1Ta00OpaTopuu  HEOOXOAMMO OOCYIUTh
aIMUHUCTPATUBHBIE U MPAKTUYECKHE MOMEHTHI MHCHEKIIMH JTa0OpaToOpuu U
ayJuTa uccienoBaHus. B Hauane koHpepeHIMU UHCIIEKTOPHI TOKHBI:

a) pacckaszaTh O I[eJIM U MacilTade MPOBEPKU;

0) onucarh JIOKyMEHTAallMIO, KOTOopas Oymer HeoOXoauma s
WHCIICKIIMM UCIIBITaTeIbHOU JIabopaTopuu, HampuMep, epeueHb TeKYIIUX U
3aBEPIICHHBIX HCCleAoBaHUM, TuIaHbl ucciaeaoBanuii, COII, oruersl 00
UCCIEOBaHUSIX U T. 1. Ha 3Toi cTamuu HEOOXOIUMO COINIAcoBaTh BOMPOC
JOCTyna HW TpU  HEOOXOJUMOCTH  JIOTOBOPUTHCS O  KONMHPOBAHUU
COOTBETCTBYIOIINX IOKYMEHTOB;

B) BBIICHUTH WJIM 3allPOCUTh MH(POPMAITUIO O CTPYKTypE YIPABICHUS
(opraHuzaiMu) U MepcoHalie UCIbITaTeNIbHOM JTabopaTopuu;

r) 3anpocuTh  HUHGOpPMAIIMIO O  MPOBEJACHHH  HCCIIEIOBAHUM,
HE TMOJUYMHSIONIMXCSA MNpUHIUNAM HacTosuux [IpaBui, B IOMEIIEHHUSIX
UCIIBITAaTeIbHOW J1Ta0OpaTopuu, B KOTOPHIX IIPOBOMATCS JOKIMHHYECKHE

(HGKJ’II/IHI/ILIGCKI/IC) HCCIICAOBaHMUAI,
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1) OCYIIECTBUTH MepBOHAYAIHLHOE ompeeIcHue OTJCIICHHI
HCTIBITATEILHOM JTA0OPATOPHHU, MOJJICIKAIINX TPOBEPKE B X0/1€ MHCIICKIIUH;

€) omucarh JOKYMEHTHl U 00pa3iibl, KOTOPbIE OyyT HEOOXOAUMBI JIJIst
TEKYIIUX U 3aBEPIICHHBIX UCCIICOBAHUM, BRLIOPAHHBIX JIJIS1 Ay/INTa;

) U3BECTUTH O MPOBEACHUHU 3aKIIOUUTEIHHON KOH(PEPEHIIMU B KOHIIE
WHCIICKIINH.

96. [lepen mpomomKEeHMEM WHCHEKIIMU HUCIBITATENIbHOW Jlaboparopuu
UHCIIEKTOPY CJEAYyeT YCTAaHOBUTh KOHTAaKT CO CIyXO00W oOecredeHus
Ka4eCTBa UCIBITATEILHON Ja00paTopuu.

97.1lpu mnpoBENEHUM WHCIECKIMU UCIBITaTeIbHOW Jlaboparopuu
OOIICIPHUHATHIM  IPABUJIIOM  SIBISIETCS  CONPOBOXKICHHE  HMHCIIEKTOPOB
padotaukom COK.

98. UHcnekTopsl MOTYT TOTPEOOBaTh OTJEIBLHOE IOMEIIECHHUE IS

IPOBEPKHU JOKYMEHTOB U OCYIIECTBICHUS APYTUX JEHCTBUM.
WNHcnekius opranu3ayy 1 epcoHaa

99.lens — omnpeaenuTb: HaIUYME JIOCTATOYHOTO KOJUYECTBA
KBaIM(UIIMPOBAHHOTO MEPCOHANA, KAJIPOBBIE PECYPCHI, UHOPACTPYKTYPY JJIsI
NPOBEJACHUS  PA3JTUYHBIX HCCJIEIOBAHUN; COOTBETCTBHE TPEOOBAHUAM
OpraHU3alMOHHOW CTPYKTYpbl; TOJUTUKY B OTHOUIEHUHM OOYy4YEeHHUS U
KOHTPOJSI 32 COCTOSHHEM 37I0pOBbsl TIEPCOHANIa, COOTBETCTBYIOLIYIO
IPOBOJUMBIM MCCJIEIOBAHUSM B UCIIBITATENIbHON 1ab0paTopuu.

100. PykoBOACTBO MCHBITATENBHOM JIAOOPATOPUH JIOJKHO MPEICTABUTH
CJIEyIOLIUE JOKYMEHTHI:

a) IJIaHBI 31aHUS;

0) cxembl HAY4YHO-HCCIIEIOBATEIbCKON OpraHu3aluu U

AIMUHUCTPATUBHOTI'O YIIPABJICHUA HCIIBITATCIIbHOU J'Ia60paTOpI/II/I;
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B) pe3loMe COTPYIHHUKOB, 3aJeiCTBOBAHHBIX B  HCCJIEIOBAHMIX
(BBIOpAHHBIX JIJIS1 Ay/IUTA);

r') MepedeHb TEKYIIUX W 3aBEPIICHHBIX WCCICIOBAHUN C yKa3aHUEM
uHopMaIlMu O BUIE HMCCIENOBAaHMS, JaTaX Havyajla U 3aBEpIICHUs, TECT-
CHUCTEME, CII0COO0e TPUMEHEHUsI HCCIENyeMOro BellecTBa U (paMUIIUU
PYKOBOAMTEIIS UCCIIEAOBAHMUS;

1) TOKYMEHTBI, YCTAHABJIMBAIOIINE IOJUTHKY KOHTPOJSI COCTOSHUS
3I0POBBS IEPCOHAIIA;

€) omucaHue pabOThl MEepcoHaNa, IporpaMmMbl 0Oy4YEeHHs MepcoHaja U
BCE HEOOXOUMBIE TOKYMEHTHI;

k) nepeueHb COII ucnbiTarensHON 1a00paTOpuu;

3) cneuududeckue COII, umeronye OTHOIICHUE K UCCICAOBAHUSIM M
poIIeTypam, KOTOPBIE MPOXOIAT WHCTICKITAIO U ay/IuT;

M) CIIMCOK PYKOBOJUTENEH HCCIEAOBaHUS W CIIOHCOPOB, WMEIOIIHNX
OTHOUIEHUE K ayJIUTy UCCIIEIOBAHUA.

101. MHCHeKTOp JOJKEH TPOBEPUTH B HACTHOCTH:

a) TIepeueHb TEKYIIUX W  3aBEPIICHHBIX  HWCCIACAOBAHWN s
omnpeaenaeHus oo0bema padoThl, TPOJICIAHHON UCTIBLITaTeIbHOM TabopaTopueii;

0) damunauio, uMs, OT4YecTBO (NP HAJIMYMHU) U KBaJU(PUKAIMIO
pykoBoauTens uccienoBanus, pykopoaurens COK u apyroro nepconana;

B) Hanuuure COII 1151 Bcex COOTBETCTBYIOMMUX 00JaCTEN TPOBEPKHU.
NHcneknust mporpaMmbl 00eCieueHus: KauecTBa

102. llenr — omnpenenuTbh COOTBETCTBHE METOJA0B OOCCICUECHUS

Ka4€CTBa IMPOBOANMBIX HCCleI0BaHuM IMpUHOWIIAM HACTOAIINX HpaBI/IH.
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103. PykoBoautens COK moka3piBa€T CUCTEMBI U CIIOCOOBI MPOBEPKU
COK u KOHTpOJIS UCCIIeIOBaHUM, a TaK)Ke CIIOCO0 perucTpaluy HaOIroeHU I
B TeueHue KOHTpoJia COK. MHCeKkTophl JOJKHBI IPOBEPUTH:

a) kBaduKanuo pykoBoauTeis u Bcero nepconana COK;

0) HezaBucuMocth padorsl COK or mepconana, 3a7eiCTBOBAHHOTO B
UCCIIEIOBAHUSIX;

B) Xapakrtep miaHupoBaHus U nposeneHus nucneknuii COK, koHTpoIib
KPUTUYECKUX ATANOB HUCCIIECIOBAHUS, UMEIONINECS B HAIUYUU PECYPCHI IS
npoBeneHus naenekuuii COK u MoHUTOpUHTA;

I) €CIU HCCIENOBAaHUSA HEMPOAOIKUTEIbHBIE U KOHTPOJb KaxXJA0ro
UCCIIEIOBAHUSI HEBO3MOXKEH, — HaJIMYHUE JIOTOBOPEHHOCTH O MPOBEPKE Ha
BBIOOPOYHOI OCHOBE;

) Macirab W [DIyOMHY MOHUTOPUHITA MPAKTUYECKUX  HTaIloOB
VCCIIEOBAHUS;

e) Mmacmitad M TIyOMHY MOHUTOPHMHIAa CTAHAAPTHBIX oOlepanui
UCIIBITATEeNIbHON JTabopaTopuu;

x) npouenypsl COK mpu npoBepke 3aKIH0UUTEIHHOTO OTYETA C LIENIbI0
o0ecrieueHust €ro COOTBETCTBUSI MEPBUYHBIM JJAHHBIM;

3) MOJy4YeHHE PYKOBOACTBOM MCHBITATEIHLHOM J1a0OpaTOpUu OTYETOB U3
COK B oTHomeHHH MPOOJIEMHBIX BOMPOCOB, KOTOPHIE MOTYT MOBIMSITH Ha
Ka4€CTBO WJIA IOCTOBEPHOCTh UCCIEAOBAHUS;

u) neiicteus, npeanpuHumaempele COK  npu  oOHapyxeHUU
OTKJIOHCHUI;

k) poib COK B Tex ciydasx, KOrma HMCCIEAOBaHHMS WM WX YacTb
POBOJISTCSA B KOHTPAKTHBIX UCTIBITATEIbHBIX TA00PATOPHUSIX;

1) posib COK B onpefeneHHbIX citydasx (IIpy MEPECMOTPE, U3YUECHUU U

BHeceHuu nameHenuii B COII).
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MHCcneKys moMeIeHud UCIIbITaTeIbHOM Ja0opaTopuun

104. Llens — omnpenenuTb, COOTBETCTBUE IUIOMIANCH, IUIAHUPOBKH
MOMEIIECHU, MECTOPACTIONOKEHUS UCIIBITATEIbHOU naboparopuu
TpeOOBaHUSM MTPOBOJUMBIX HCCIICIOBAaHUMH.

105. MHCneKTop JOJKEH TPOBEPUTH:

a) obecrieyMBaeT JM IUJIJAHUPOBKA UCIBITATEILHOW Jlaboparopuu
aJCKBaTHYI0 CTEMEHb pa3/ieieHUusT TMOMEUICHUN (Hampumep, YTOOBI
UCKJIIOYUTh  BO3MOXKHOCTh  TEPEMEIIMBAHUS ~ HUCIHBITYEMBIX  BEIIECTB,
KUBOTHBIX, KOPMOB, TATOJIOTUYECKUX 00Pa310B U T. 1.);

0) HaMMYKMe W HaJJIeXkKallee BBINMOIHEHUE KOHTPOJIA OKpYXKarollen
CpeIbl B KpUTUYECKUX 30HAX, HAIPUMED, B BUBAPUU U B APYTHUX MOMEIICHUIX
JUIs OMOJIOTMYECKUX TECT-CUCTEM, B 30HE XPAHEHUS HCIBITYEMBIX BEIIECTB
WIM B 30HE aHAJUTUYECKO J1aboparopuu;

B) COOTBETCTBUE OOIIEH oOpraHu3aly MOMEIIEHUN TpeOOBaHUsM,
OPENbABIIEMbIM K HCHBITATENIbHBIM JITA0OpaTOpUsIM, W HalU4Yue MpHU

HEOOXOJIMMOCTH TIPOIIEAYPHI 3aIUTHI U OOPHOBI C BPEAUTEISIMU.

Nucnekuust oOpaiieHusi, Coiep>KaHus
U PacIoJIONKEHUsI OMOJIOTUUYECKUX TECT-CUCTEM

106. Llens — onpenenuTb, UMEET JIU UCTIbITaTeNIbHAs 1a0opaTopusi, €Cliu
peub uAeT o0 HCCIEeNOBAaHUAX, MPOBOJMMBIX B OTHOIICHUH XUBOTHBIX U
JIpYruX OUOJOTHYECKUX TECT-CUCTEM, TOCTATOYHO CPEJCTB M YCIOBHM s
oOpallleHHs1 C HHUMH, COJACpPXKAHUS W JIOKAJIU3AlUHU, MPEJOTBPAICHUS
CTPECCOBBIX BO3ACHCTBUIN U JIPYyTHX NPOOJIEM, KOTOPbIE MOTYT IMOBIUATH Ha
TECT-CUCTEMY U, CJIEIOBAaTEIbHO, HA KAYECTBO JaHHBIX.

107.B  wucnoeiTarenbHOM  J1aOOpaToOpuM  MOTYT  IPOBOIUTHCS

HCCIICA0BaHUA, TpC6YIOH_II/IC HCIIOJIB30BAHUS PA3HBIX BHUAOB JKMBOTHBLIX HIIH
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pacTeHui, a TakyKe MUKPOOHBIX WJIM JPYTUX KIETOYHBIX WU CYOKJIETOYHBIX
cucTeM. Bua  HUCMONB3yeMBIX  TECT-CUCTEM  OMPENSIseT  aCHeKThI
B OTHOIIICHUHW OOpAIleHUs, pa3MEIIeHUs W JIOKIM3aIllid, KOTOphle Oymer
IPOBEPSITH UHCIIEKTOP. B 3aBUCUMOCTH OT T€CT-CUCTEMBI U UCXOJISl U3 CBOETO
OTIbITAa UHCIIEKTOP TIPOBEPSET:

a) COOTBETCTBUE HCIBITATEIHLHON JTa0OpaTOPUU HMCTIOIB3YEMBIM TECT-
cUCTEMaM U TPeOOBAHMSIM UCCIICIOBAHMS;

0) HaMuMe YCIOBHM JUIsi KapaHTHUHA J>KUBOTHBIX M PACTEHUMU,
NOCTYMAIOUIMX B  HCHOBITATEIbHYIO  J1a0oparopuio, U  HajJexKallee
(GYHKIIMOHUPOBAHUE ITUX MTOMEIICHUH;

B) HaJW4HMe YCJIOBHM ISl M30JSIIMNA OONMBHBIX KMBOTHBIX WJIM JPYTHX
DJIEMEHTOB TE€CT-CUCTEMBI, a TAKKE )KUBOTHBIX, TTOJIO3PUTEIHHBIX Ha HATMIUE
3a001eBaHUS WU SBIISIOIINXCS BOBMOKHBIMH TIEPEHOCYNKAMU 3a00JIEBaHUI;

I') COOTBETCTBYIOIIMI TPEOOBAHUSIM KOHTPOJIb U PETUCTPAIUIO TAHHBIX
O COCTOSIHUM 37I0POBbsI, IOBEACHUHU WJIM JIPYTUX ACIEKTaX, KOTOPble UMEIOT
OTHOUIEHUE K TECT-CUCTEME;

1) HaJU4YhE€ COOTBETCTBYIOLIETO TpPEOOBaHUSAM  HAJJIEXKAIIETO U
3¢ deKTUBHOTO 000pyIOBaHUS [JIsi TOMJAEPKaHUS HEOOXOMMMBIX YCIOBUN
OKpYXarolen cpeibl, TPEOyeMbIX ISl KaXKI0U TeCT-CUCTEMBI;

€) colep)KaHHe B YHCTOTE KJIETOK KUBOTHBIX, KOPMYIIIEK, PE3EPBYapOB
U IPYTUX KOHTEHHEPOB, a TAKKE COMYyTCTBYIOLIETO 000PY/I0BaHMUS;

) MPOBEJICHUE MTPU HEOOXOAMMOCTH TPOBEPOK YCIOBUM OKPYKAIOIIEH
CpE€Ibl M BCIOMOTATEIIbHBIX CHUCTEM;

3) Hajnuuve OoOOpyIOBaHMS JUIsl YHale€HUS W YTUIU3AIMU OTXO/OB
KUBOTHBIX U TECT-CUCTEM, HaJIJIeXkKAIlIee COepKaHue ITOTO 00OPYIOBAHMUS C
HEeAbl0 MUHUMH3ALMKM  3apaKEeHUs] [apa3suTaMy, 3alaxoB, OMACHOCTU

BO3HUKHOBEHUSI 3a00JICBAaHUI U 3arpsI3HEHUS OKPYKAIOIIECH Cpebl;
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M) HaJU4Yue 30H XPaHEHHsS] KOpMa JIsl JKMBOTHBIX WJIM aHAJIOTHYHBIX
MaTepHUaoB ISl BCEX TECT-CUCTEM. DTH 30HbI HE JOJKHBI MCIIOJIb30BATHCS
JUISL XpaHEHUs JIPyTHMX MAaTrepuasioB (B TOM YHUCIIE HUCMBITYEMBIX BEHIECTB,
XUMUKATOB WU JNE3UHGULIHUPYIONIUX BEIIECTB AJisi OOpPHOBI C BPEIUTEISIMHU )
U JOJKHBI OBITh OT/AENIEHBI OT 30H, B KOTOPBIX HAaXOJATCS >KMBOTHBIC WITU
coJiepaxarcs Ipyrue OMOJIOTMYECKUE TECT-CUCTEMBI;

K) 3alIUTy XpaHAIIETOCd KOpMa M TMOACTUIA OT MOBPEXKICHUN
BCIICJICTBUE HEONAronpusITHBIX YCIOBHI OKpYXKAlOIEeW Cpebl, 3apaKeHUs

HJIN 3arpsA3HCHHAA.
Nucneknus O60py,I[OBaHI/I$I, MaTcpruaioB U PCaAKTUBOB

108. llenu — ompenenutb, WUMEET M UCIBITATEIbHAS Jaboparopus
MPaBWIbHO pa3MENIEHHOE O0OpPY/IOBaHME B JOCTATOUHOM KOJIMYECTBE H
JIOCTATOYHOM MOITHOCTU JJIsI COOTBETCTBUS TPEOOBAHUSIM TPOBOJUMBIX
UCCJIEIOBAaHUM, ¥ OCYIIECTBUTh MPOBEPKY HAJJIeXKAIIe MapKUPOBKH,
UCIIOJIb30BAaHUSI M XPAHEHUsS] MaTepUajoB, PEAKTHUBOB M OHUOJOTHYECKHUX
00pasIoB.

109. NHCIIEKTOp NOJKEH NPOBEPHUTH:

a) YUCTOTY W Hajuiexaliee GyHKIIMOHUPOBAHUE 000PYI0BAHUS;

0) perucTpalio JaHHBIX O (PYHKIMOHUPOBAHUH, COJACP>KAHUH,
KaTMOpPOBKE M BAJIMJALMK H3MEPUTEIIBHOTO O0OPYIOBaHHUS U MPUOOPOB
(BKJIFOYAs! KOMITBIOTEPU3UPOBAHHBIE CUCTEMBI);

B) HaJUIEXKAIyI0 MAPKUPOBKY MarepraioB U XUMUYECKUX PEAKTUBOB U
UX XpaHEHUE MPU COOTBETCTBYIOIIUX TEMIIEpaTypax, COONIONEHUE CPOKOB
roMHOCTH. MapKupoBKa Ha peakTHBaxX [OJDKHA COJEepkKarb MCTOYHHUK
NOJIy4eHUs, BHUJ  pEaKTHBa, KOHUEHTpauur u  (WIM)  JIpYryro

COOTBETCTBYIOIYIO HH(POPMAIIHIO;
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r) HaJlMuhe Ha OMOoJIOTHYECKHX oO0pa3lax HH(PpOpMAlMKM O TeCT-
CUCTEME, UCCIICIOBAHUH, COCTABE U JIaTe B3STHUS;
1) HE OKAa3bIBAIOT JIM UCIOJIb3yeMOE OOOpYJIOBaHME W MaTepHUabl

3HAYUTCIIBHOI'O BJIMAHUA HA TCCT-CUCTCMBI.
HMHcnekums TeCT-CUCTEM

110. llens — omnpenenuTh HaJW4YM€ COOTBETCTBYIOIIMX TPEOOBAHUSIM
npoueayp Jisi OOpallleHUss ¥ KOHTPOJISI 3a TEeCT-CUCTEMaMH, KOTOpPBIE
HEOOXOAMMBI  JIJI1  MPOBOAUMBIX  MCCJIEAOBAaHMNH B  MCIBITATEIHHOM
7ab0paTopuu, HAPUMEP, XUMUUECKUE U (PU3UIECKUE CHCTEMBI, KICTOYHbIE
U MUKPOOHBIE CHCTEMBI, PACTEHUS U )KUBOTHBIE.

111. JJnga pu3nyeckux M XUMHYECKHX CHCTEM HHCIIEKTOP JOJDKEH
MIPOBEPUTS:

a) HaJIMYME MPOUEIYyphbl OMPENCIICHUS] CTAOMIBLHOCTH HCIBITYEMBIX U
KOHTPOJBHBIX BEIIECTB W  HCIOJB30BAaHUS  KOHTPOJIBHBIX  BEIIECTB,
yKa3aHHBIX B IIJIJaHaX HcCcleqoBaHus (eciau 3To TpelyeTrcs TIaHOM
UCCIICIOBaHUS);

0) perucTpaiuo B aBTOMAaTHYECKMX CHCTeMaX IMEPBUYHBIX JaHHBIX,
MOJIyYEHHBIX B BHUJI€ TpaUKOB, KPHUBBIX CAMOIKCIA WU KOMIIbIOTEPHBIX
pacmneyarok;

B) apXUBUPOBAHUE JIAHHBIX.

112. ]I OMOJIOTHYECKUX TECT-CUCTEM, YUYUTBIBAas COOTBETCTBYIOIINE
aCIIeKThl, HMECIOIIME OTHOIICHHE K UX OOpalleHHIo, pa3MEIICHUI0 U
JIOKaJIW3al1, HHCTIEKTOP JOJIKEH MPOBEPUTH:

a) COOTBETCTBHUE TECT-CUCTEM YKa3aHHBIM B IJIaHAX MCCIIEIOBAHUS;

0) COOTBETCTBUE TECT-CUCTEM MPEIBABISIEMBIM K HUM TPEOOBAaHHSAM U

IIpu HCO6XO,I[I/IMOCTI/I HNX OAJHO3HAYHYIO I/II[eHTI/I(bI/IKaLII/IIO B UCCJICAOBAaHHNU,
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B) HAJIUUKUE JIOKYMEHTOB O TOJYYEHUU TECT-CUCTEM (KOIUYECTBO
MOJIYYEHHBIX, HCIOJIb30BAaHHBIX, 3aMEHEHHBIX WU YTWIU3UPOBAHHBIX TECT-
CHUCTEM);

I') HaJJIeKAIIYyI0 HJIACHTU(UKAIIUIO TOMEIICHUS WM KOHTEWHEPOB C
TEeCT-CUCTEMaMH C YKa3aHUEeM B Hel Bcel HeoOXoIuMou nHpOopMaIluu;

n) oOecredeHUe  pas3ZebHOTO  MPOBEJASCHHMS  HMCCIEIOBaHUM  Ha
OJIMHAKOBBIX BHJaX J>XUBOTHBIX (OHMOJOTMYECKUX TECT-CUCTEMax), HO Ha
pa3HbIX BEIIECTBAX;

€) COOTBETCTBHE TPEOOBAHUIM pa3ieICHUs BUJIOB )KUBOTHBIX U JIPYTUX
OMOJIOTMYECKUX TECT-CUCTEM B IIOMEIISHUSIX WIIH 10 IEPHOJIaM BPEMEHHU;

) COOTBETCTBUE YCJIOBUMN COJIEPHKAHUS OUOJOTUUECKON TECT-CUCTEMBI
YCJIOBUSIM, yKa3aHHbIM B IuiaHe uccienoBanus uid B COIl B oTHomeHun
TaKuX IMapaMeTPOB, KaK TeMIIepaTypa Win IUKIBI JHSI U HOYH;

3) COOTBETCTBHE JOKYMEHTAJIBHBIX 3alMCEN PEruCTpaIiu, MOJIydeHus,
oOpallleHus, pa3MeIIeHUs WIH JIOKAJIU3alluu, COACPKAHUS U  OICHKH
COCTOSIHUS TECT-CUCTEMbl TPEOOBaHMSIM, KOTOPBIE OMPENENeHbI ISl 3THX
MpOIEAYp Ha TAHHOU TECT-CUCTEME;

1) COOTBETCTBUE JIOKYMEHTAJbHBIX 3aluceil 00 OCMOTpE, KapaHTHHE,
3a00J1€Ba€MOCTH, CMEPTHOCTH, MOBEICHUH, TUArHO3€ U JICUCHUU >KUBOTHBIX
U PACTUTENIBHBIX TECT-CUCTEM 3aIucsIM pedepeHTHONU OMOJOTHYECKON TECT-
CHUCTEMBbI, BHIOpPAHHOM JIJIs1 TIPOBEPKH;

K) HAJIMYKUE JOKYMEHTAllMM O HaJJIeKalledl yTWIN3AIUU TECT-CUCTEM

B KOHIIE UCCJIIEIOBAaHUMN.
MHCIEeKIHs UCTIBITYEMbIX U KOHTPOJIBHBIX BEIIECTB

113. Henp — omnpeaenutb, NPUMEHSIOTCS JU B HUCIHBITATEIbHOU

J'Ia60paTOpI/II/I INpUHATBIC B BHIAC IMHCBMCHHOI'O JOKYMCHTA IIPOLCAYPHI,
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NpeAHa3HAYCHHbIC /11 00ECTICUeHHs] TapaHTUU COOTBETCTBUS MOJJIMHHOCTH,
aKTUBHOCTH W  COCTaBa HCHBITYEMBIX W  KOHTPOJIBHBIX  BEIIECTB
cnenuuKausiaM, a TaKXKe MNPOUEAYpbl I HAHJICKAIIEro IMOIYyYeHUS HU
XPaHEHUS UCTIBITYEMBIX U KOHTPOJIbHBIX BEIIECTB.

114. MHCTIEKTOp MOJKEH MPOBEPHUTH:

a) HaJUYW€ JOKYMEHTAJIbHBIX 3aluceil O TMOJIydYeHUH (BKIIIOYas
UJICHTU(PUKAIIMIO OTBETCTBEHHOTO JMIA), OOpalieHuu, OoTOoope mpoo,
WCITOJIb30BAaHUY U XPAHCHHUH HCTIBITYEMbIX U KOHTPOJILHBIX BEIIECTB;

0) Ha/UIeXKAIIYI0 MAapKUPOBKY KOHTEHMHEPOB C HCCIEAYEMBIMU U
KOHTPOJIBHBIMH BEIIECTBAMU;

B) COOTBETCTBHUE yCIIOBUM XpaHEHUs TSI TOIIEPYKAHUS
KOHIICHTPAI[UU, YUCTOTHI U CTAOMIBHOCTH HCIBITYEMBIX U KOHTPOIBHBIX
BEILIECTB;

r) Haau4yue  JIOKYMEHTAJbHBIX  3amuced 00  ompeneneHuu
NOJJTMHHOCTH, YHUCTOTBI, COCTaBa, CTAOWJIBHOCTM U MPEIOTBpAICHUU
3arpsi3HEHUS] UCIIBITYEMBIX U KOHTPOJIBHBIX BEIIECTB, €CIIU IPUMEHUMO;

1) HaIMYKME TPOUEAyp /UL  ONPEACNICHUSs TOMOT€HHOCTH W
CTaOUIILHOCTH CMECEH, COJIEPKAIUX UCTIBITYEMbIE U KOHTPOJIbHBIE BEIIECTBA
(ecnu Takue MpoLeypbl IPUMEHUMBI);

€) MapKUpPOBKY KOHTEHHEPOB, COIEpXkAIIUX CMECH WJIH PaCTBOPHI
UCIIBITYEMBbIX W KOHTPOJIBHBIX BEIIECTB, U B COOTBETCTBYIOUIUX CIydasx
PETUCTPAIIMIO JAHHBIX O TOMOT€HHOCTH U CTAOMIIBHOCTHU UX COJICPIKAHMUS;

K) B3sATHE OOpa3lOB M3 KAXKIOW CEPHH HCIBITYEMBIX W KOHTPOJIHHBIX
BEIIECTB B AHAJUTUYECKUX 1ENAX M HX COXpaHEHHWE B TEUYEHHUE
COOTBETCTBYIOILIETO TIEPHO/Aa BPEMEHH (B CITydae €Cu UCCIEAOBaHUE JUTUTCS

Ooiee 4 HEENb);
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3) HaJIMYUC Ipoucaypnor i  OAHOBPEMCHHOI'O  HMCIIOJIb30BAaHUA
HCCKOJIBKHX BCIICCTB, Hpez[Ha3HaquHoﬁ PRIV | npcaoTBpalCHuA
IOIrpCIIHO cTen npu OHPCACICHHN IIOMJIMHHOCTH MK IICPCKPCCTHOI'O

3arpsA3HCHUA.
Nucneknus CTAHAAPTHLIX OIICPALMOHHBIX ITPOLCAYP

115. llens — onpenenuts, UMEET JiU UcTbITaTenbHas tadbopatopust COII
B MHUCHMEHHON (opMe B OTHOIIEHUM BCEX BAXHBIX AacHEKTOB CBOEH
JEATEeIbHOCTU YUYUTHIBasi TO, YTO OJJHUM K3 HamOoJiee€ BAXKHBIX METOJ/IOB
yOpaBieHUsT TPU  HHCHEKTUPOBAHUHU  JICATEILHOCTH  HCHBITATEIHHOMN
naboparopuu sBisgeTcs ucnojb3oBanue COIl B mucbMeHHOM ¢opme. ITO
HalpsIMyl0 OTHOCHUTCS K PYTHHHBIM ONEpanusM, MPOBOJAUMBIM B
HCTIBITATEILHOM JTa0OpATOPHH.

116. NucniekTop NOKEH MTPOBEPHUTH:

a) HAIMYME B KaXJOM TOMEIICHUU HCIBITaTeIbHOW JlabopaTopuu
COOTBETCTBYIOIINX YTBEPKICHHBIX akTyalbHBIX Konuii COII;

0) mpoBenieHue mporeayp mno nepecMotpy u ooHosnenuto COII;

B) YTBEPXKJCHUE W JaTUPOBAHUE JIIOOBIX MOIMPABOK U U3MEHEHUU B
COIlII;

') IOKYMEHTHI ¢ perucrpaiueit panee nepecmorpenbsix COII;

1) Hanuuue COII, B yacTHOCTH AJIs:

OTIPENENICHUs] TOIJIMHHOCTH, YHCTOTHI, COCTaBa M CTaOWIHHOCTH,
MapKUPOBKH HCCIIETYEMBIX BEIIECTB (JIEKAPCTBEHHBIX CPEACTB) U 00pa3IioB
CpaBHEHUS (KOHTPOJIbHBIX 00PA3IIOB);

oOpallleHUs] ¥ UCIIOIb30BaHUS UCCIEAYEMbIX BEIIECTB (JIEKAPCTBEHHBIX
CPEICTB) U 00pa3Il0B CpaBHEHUS (KOHTPOJIBHBIX 00Pa3IOB);

orbopa 1mpoo;
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XpaHEHUS  WCCIEAYyEeMBIX  BEMIECTB  (JICKAPCTBEHHBIX  CPENCTB)
1 00pa31loB cpaBHEHUSI (KOHTPOIBHBIX 00Pa3IoB);

WCITOJIB30BaHUs, OOCITYKUBAaHUS, OYMCTKH, KATMOPOBKH W BaJWIAIlAN
U3MEpPUTETHLHOTO  00OpYIOBaHUS, KOMIIBIOTEPU3UPOBAHHBIX CHUCTEM U
000pYyI0BaHUS 110 KOHTPOJIIO COCTOSIHUSI OKPYXKAIOIIEH CPebl;

MIPUTOTOBIICHUSI PEAKTUBOB W JIO3UPOBAHUS MCCIIEIYEMBIX BEIECTB
(JIeKapCTBEHHBIX CPEJCTB) U 00Pa3IOB CPaBHEHUS (KOHTPOJIbHBIX 00pA3II0OB);

PETHCTpAIK JTaHHBIX, IMOATOTOBKU OTYETOB, XPAHCHUS W W3BJICUCHMUSI
JIOKyMEHTOB M OTYETOB U3 apXUBa;

MOJITOTOBKH TMOMEIIEHUN U KOHTPOJISI COCTOSIHUSI OKPY>KaroIeh cpeibl B
MOMEMICHHSIX C TeCT-CHCTEMaMU;

MOJTyYCHUS, TEPEMEIICHHS, Pa3MEIICHHs, OIMUCAHMs, OIPEIeICHUS
MOJITTMHHOCTH 1 0OpAIeHUs C TeCT-CHCTEMaMH;

oOpamieHusi € TeCT-CUCTeMaMH JO Hayajla, B TEUEHHE U TpHU
3aBEPILICHUU UCCIIEAOBAHUS;

YTUIM3ALUU TECT-CUCTEM;

HCTIOJIb30BAHUS OYMIIAIOIIUX CPEACTB M CPEACTB Il OOphOBI C
BPEAUTEIISIMU;

e) MCPBI 110 pCaJIN3alur ITPOTIPAMMBI oOecreueHnsT KauyeCTBa.
Nucneknus IMPOBCACHUA UCCIICIOBAHUA

117. Llens — mpoBEpUTh HAIUYME IJIaHA MCCIENOBAHUS B MHCbMEHHOU
dbopMe M COOTBETCTBUE IUIAHA U TPOBEACHUS HUCCIEIOBAHUS MPUHITUIIAM
Hacrosamux [Ipaswu.

118. MHCTIEKTOp MOJKEH MPOBEPHUTH:

a) IMOAITNCH PYKOBOAUTCIIA UCCIICAOBAHUA HA INNIAHC UCCIICTOBAHUSA
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0) moanuch WU JATUPOBAHUE PYKOBOJUTEIEM HCCIEIOBAHUS JIFOOBIX
M3MEHEHU MJ1aHa UCCIEI0BAHUS;

B) PETUCTPALIMIO JIaThl COMJIACOBAHUWSI IUIAHA HCCIEIOBAHUSL  CO
CIIOHCOPOM (B COOTBETCTBYIOIIUX CIydasX);

I') COOTBETCTBUE HW3MEPEHUM, HaOMIOACHUNA W OOCIeqOBaHHUM IUIaHY
uccinegopanus u COII;

1) IOJIHOTY,  CBOEBPEMEHHOCTb, TOYHOCTH U  Pa3OOPUYMBOCTH
perucTpanu  pe3yabTaToB HM3MEpPEHHi, HaOMoJeHU U 00CIeI0BaHUH,
nojAnucanue (WK UHUIMAJIBI) U TaTUPOBAHUE;

€) UI3MEHEHHUs B MEPBUYHBIX JAHHBIX, BKJIIOYAs JaHHbBIC, XpaHUMBIC B
KOMITBIOTEPaX, HE BHECEHA JIM HESICHOCTh B MPEABbLAYILIME 3aMKCH, BKIIOUYas
MPUYUHY W3MEHEHUs, JIMIIO, OTBETCTBEHHOE 3a W3MEHEHHE, W Jary, Korjaa
TaKO€ U3MEHEHUE OBbLIO BHECEHO;

K) UACHTU(PUKAIIMIO JAaHHBIX, CO3JaHHBIX WJIHW COXPAaHCHHBIX B
KOMITBIOTEPE, HAJU4YUe COOTBETCTBYIOIIMX TMPOLEAYp MO 3allUTe ITUX
JAHHBIX OT HEYTIOJTHOMOYEHHBIX U3MEHEHUN WIIH YTEPH;

3) HaJIG)KHOCTh, TOYHOCTh M BAIMJIAIMIO KOMIIBIOTEPU3UPOBAHHBIX
CUCTEM, UCTIOJIb30BAHHBIX B UCCIIC/IOBAHUY;

M) U3y4eHHEe W OLIGHKY  HENPEABUJICHHBIX  OOCTOSITEIBCTB,
3apEeTUCTPUPOBAHHBIX B IEPBUYHBIX JaHHBIX;

K) COIYIACOBAaHHOCTh M TIOJIHOTY PE3YJIbTaTOB B OTUETAaX MCCIIEIOBaHUS
(OpOMEXKYTOUHBIX M 3aKJIIOUUTENIbHBIX) U MPaBUIBHOE OTOOpaXeHue

IICPBUYHLBIX JdHHBIX.

Nucneknus MpEaACTaBJICHUA OTUCTA
O pe3ylibTarax UCCICIOBAHU

119. HCJ’IB — OIPCACIINTb COOTBCTCTBUC COACPIKAHUA 3aAKITIOYUTCIbHBIX

OTYCTOB IIPHUHIOMUIIAM HACTOAIIHUX HpaBI/IJ'I.
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120. [Ipy wm3ydyeHUM 3aKIIOYUTEIIBHOTO OTYETa WHCIEKTOpP JOJIKEH
MIPOBEPUTS:

a) MOANMKUCh W JaTUPOBAHUE PYKOBOAMUTENIEM HCCIEIOBAHUS IS
MOATBEPKJICHUS OTBETCTBEHHOCTH 3a BAJIMIHOCTh HCCIEAOBAHHUS MU €r0
COOTBETCTBHE MPHUHIIMIIAM HacTosmux [IpaBun;

0)oANKUCh W JAaTUPOBAHUE JAPYTUMU BEIYUIMMH YYEHBIMH B TOM
Clly4ae, €CIIA NPUIAraloTCa OTYEThI U3 COMYTCTBYIOIIUX JUCIUILIVH;

B) BKJIItoueHue otyera COK, moanuce u 1aTUpPOBaHHUE;

I') BHECEHHE U3MEHEHNM OTBETCTBEHHBIM MEPCOHATIOM;

,I[) APXUBHOC PA3MCIICHHUC BCCX 06pa3u013, Hp06 H IICPBUYHBIX JTAHHBbIX.
I/IHCHGKHI/IH XPaHCHHA JaHHBIX

121. llens — ompenenuTh, UMEET JU HCHBITATENbHAS Jaboparopus
COOTBETCTBYIOIINE JOKYMEHTBHI M OTYETHI, MEPHl MPEIOCTOPONKHOCTH II0
0e30MacHOMY XpaHEHUIO JOKYMEHTOB M MaTeprasoB.

122. HCHEeKTOp JOJKEH TPOBEPUTH:

a) JOKYMEHT 00 YTBEp>KJIEHUH JIHUIa, OTBETCTBEHHOT'O 32 apXUB;

0) apXWBHBIC TIOMEIICHHS JUIsl XPAaHEHWS IUIAHOB WCCIICIOBaHUM,
TIEPBUYHBIX TaHHBIX (BKITFOUAST IpepBaHHBIC TOKITUHUYECKHE
(HEeKJIMHUYECKHUE) HCCIENOBaHMS), 3aKJIIOUUTEIbHBIX OTYETOB, 00pPa3loB,
OMOJIOTUYECKUX TPOO0 U JOKYMEHTOB 00 o0O0Opa3oBaHUM UM OOy4YEHUH
NEePCOHAIA;

B) TIPOIEIYPHI TSl H3BJICUCHHS COXPAHCHHBIX JaHHBIX;

I') OrpaHUYEHUE JOCTyNa K apXWBY TOJIBKO IS YIOJIHOMOYEHHOTO
NepcoHalla, XpaHEHHE JOKYMEHTOB Yy TMepCcoHaja, HMMEIOIIEro JOCTYI K

ICPBUYIHBIM JdHHBIM, cllaijaM H T. .,
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1) PETUCTPALIMOHHBIM  >KypHajl  MaTepuajoB,  BBIAAHHBIX U
BO3BpAIIICHHBIX B aPXUB;

€) COXpaHEHUE JOKYMEHTOB W MATE€pHUAIOB B TEUEHHE TPeOyeMOoro
nepuoja BpPEMEHH, 3allliTa OT YTEePU WM TOBPEKICHUS TOXKAPOM,

HEOIarompUsSTHBIMH YCIIOBHSMU OKPYKAIOIIEH Cpenbl U T. 1.
8. AynuT ucCaeq0BaHUN

123. OuleHka  UCHBITATENBbHBIX  J1a0OpaTOpWil  Kak  CcTaHJapTHas
npoueaypa BKJIOYAaeT B ce0s  ayIuT UCCIENOBAaHMM  (TEKymIMX U
3aBepilieHHbIX). [IpoBenenue crneuupuUUYEecKUX ayauTOB HCCIEIOBAaHUMN
3a4acTyl0 SIBISIETCS TPEeOOBaHUEM YMOJHOMOYEHHOTO OpraHa, U OHU MOTYT
IPOBOJUTHCS HE3aBUCHUMO OT MHCHEKLMM HMCHBITATEIbHBIX Jabopatopuil. B
CUITy MHOTo00pa3us BHUJIOB TOKJIMHAYECKUX (HEKJIMHUYECKUX )
UCCJIEIOBAaHUM, KOTOPBIE MTOIBEPTalOTCs ay[IUTy, YCTAHOBIICHBI TOJBKO 00IIINE
OPUHIMUIIBI  ayAuTa MCCIENOBaHUW. Ayautropam ¢ JpYyTUM  JIUIAM,
OPUHUMAIOIIUM  y4acTME€ B ayIuTe  HCCIeAoBaHUM,  Tpedyercs
chopMyIupoBaTh 1 000CHOBATh HEOOXOAUMYIO TIyOMHY W MacIiTad ayauTa
UCCJIEIOBAaHUM, UCXONs M3 COOCTBEHHOro omnbITa. Llenbro ayaura sBiseTcs
IPOBEPKA BO3MOXHOCTH BOCCTAHOBJICHUS HCCIIEOBAHUSA MYTEM CpPaBHEHUS
3aKJIIOYUTENIPHOTO OTYeTa C IUIAHOM HCCIEAOBaHUs, COOTBETCTBYIOLIUMU
COIl, nepBUYHBIMU JAHHBIMU U APYTUMHU COXPAHEHHBIMHU MaTepraIaMu.

124. B HEKOTOPBIX CIydasx ayguTopaM MOXKET MOTPeOOBATHCS MTOMOIIIb
OPYrUX S3KCHEPTOB B NPOBEACHHHM 3(P(EKTUBHOIO ay[UTa HCCIEI0BaHUA,
Hanpumep, Korga HeoOX0AUMO IMTPOBECTU MUKPOCKOIIHIO (PParMEHTOB TKAHEH.

125. Ilpu npoBeeHNY ayIuTa UCCIAEAOBAHUS ayIUTOP JTOJKEH:

a) MpOBEepUTh (PaMUINHU, JOHKHOCTHBIE OOS3aHHOCTH U KpaTrKoe

HN3JIOKCHHUC O6yLI€HI/I}I 151 HpO(I)CCCI/IOHaJIBHOTO OIIbITa BBI6paHHOTO
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NepcoHasaa, BOBJICUEHHOTO B MPOBEACHUE HUCCIEAOBaHUS (UCCIIEIOBAHUN),
HaIrpuMep, PYKOBOJUTENSL UCCIIEIOBAHUS U BEIYIIIUX YUCHBIX;

0) MpOBEpUTh  HAJMUME JIOCTATOYHOTO KOJIMYECTBA IEPCOHAIA,
OOyYE€HHOTO B OMPEACICHHBIX O0JIaCTAX ISl MPOBEACHUS HCCIEAOBAHUS
(uccnenoBaHui);

B) U3YyUUTh  OTJEJIbHbIE  NPUCIOCOOJEHUS  WIM  CIEIHUaIbHOE
o0Opy0BaHUE, UCIOIb3YEMOE B HUCCIEJOBAHUM, MPOBEPUTH JOKYMEHTHI O
KaJIMOPOBKE, SKCILTyaTalluy U 00CITY>KUBAHUU TAKOTO O00PYIOBAHUS;

') U3YYUTh JOKYMEHTbl B OTHOIIEHUH CTAOMJIBLHOCTHU HCHBITYEMOTO
BEIIECTBA (JIEKAPCTBEHHOTO CPEACTBA), PE3Yy/IbTAaThl aHATN30B HUCCIEAYEMOIO
BeIlleCTBA (JIEKapCTBEHHOTO CPEJICTBA) U 00Pa3IOB CPABHEHUS (KOHTPOJIbHBIX
00pa3IoB) U T.1.;

1) OTIPENIETUTh, MPEANOYTUTEIbHO — MYTEM HWHTEPBBIOMPOBAHUS,
pacmpeneneHue  OOsi3aHHOCTEM  cpend  BBIOPAHHBIX  COTPYAHHUKOB,
NPUHAMABIINX YYaCTHE B UCCIENOBAHUU, C LENBIO MOATBEPKIAECHUS, YTO 3TH
JUIa UMETU JOCTATOYHO BPEMEHU JIJISl BHINIOJHEHHS CBOMX 3a/1a4, YKa3aHHbBIX
B IJIAHE WCCJIEIOBAHUS UIIA OTYETE;

€) NOJIy4YUTh KOMHUM BCEX JOKYMEHTOB B OTHOIICHUU MPOLETYP
KOHTPOJIA WJIHM SIBIIIFOIIMXCS HEOTHEMIIEMOM YaCThIKO HUCCIEOOBAHUS,
BKJIFOYAS:

IJIaH UCCIIEOBAHUS;

ucnosibzyeMble COIl Ha MOMEHT POBENCHUS UCCIIEIOBAHUS;

KypHaJIbl Yyuera, JIa0OpaTOpHbIC >KypHAJbl, JOKYMEHTHI, pabouue
TaOJIMIIBI, PACTIEYaTKN COXPAHEHHBIX B KOMITBIOTEPE TAHHBIX U T.1.; @ TAKXKE B
COOTBETCTBYIOIINX CITy4asX MOBEPOUYHBIE PACUETHI;

3aKJIIOYUTEIbHBIN OTUCT,
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) €CTM B UCCIICJIOBAHUSIX HCHOJb30BAJIUCh TPBI3YHbI U JpYyrue
MJIEKOIIUTAIONIME, ayJUTOPhl JOJIAKHBI HWMETh BO3MOXXHOCTh YOEIUTHCS B
HAJIMYUU OIPEICIICHHOIO KOJIMYECTBA JKUBOTHBIX B MEPUOA C MOMEHTA HX
NpUOBITHS B HUCHBITATENIbHYIO JIa0OpaTOPHUIO UM 1O MPOBEICHUS ayTOICHHU.
AynuTOpBI JOJKHBI OOpaTUTh BHUMAHUE Ha CIEAYIOIINE 3aIUCH:

perucTpanmsi Macchl TeJla KUBOTHBIX, TMpHemMa MU (BOJbI),
JIO3UPOBAHHUS U BBEJICHUS MPENapaToB U T.1I.;

KJIMHUYECKUE HAOIIOICHUS U PE3YNIbTaThl ayTOIICUH;

JaHHbIE OMOXUMHUYECKUX TECTOB;

naromMop(oIiorusl.
9. 3aBepiIeHNE UHCIIEKIIMY WM ayIUTa UCCIIEN0BAHUS

126. ITocne okoHYaHUSI MHCIIEKIIUU UCTBITATEILHON JTA00paTOpuu WUiv
ayuTa WCCIICIOBAHUSI WHCIEKTOp (ayAuTOp) JMAOKEH TMOJATOTOBUTHCS K
OOCYXXJIGHUIO  pe3ylbTaTOB  C  MPEICTABUTENIIMH  HCHBITATEIbHON
nabopaTopud  Ha  3aKJIIOYUTEIBHOM  KOH(PEpeHIMHM U  MOATOTOBUTH
3aKJIFOUUTEBHBIA OTUYET, T.€. OTYET O MIPOBEIACHHON MHCIICKLIUH.

127. Ilpu MHCTIEKIIMU KPYITHON MCIBITATENbHON JTaboparopuu (BUABI U
Kareropuv  Jaboparopuii, KOTOpble (papMaleBTUUECKUIl  HUHCIEKTOpaT
rocygapcTBa-ujieHa KJacCU(DUIMPYET KaK «KPYIHBIE HCIBITATEIbHbIC
naboparopumny, onpenenstorcs B COIl win pyKoBOJCTBE MO Ka4€CTBY) MOTYT
ObITh OOHApYXEHBI «IPOYME HECOOTBETCTBUS» TPEOOBAHUSAM HACTOSAILIUX
[IpaBui, KOTOpBIE HE OKa3bIBAIOT CEPHE3HOIO BIUAHUSA HAa JOCTOBEPHOCTH
HCCIIeIOBAaHUM, MPOBOJIMMBIX B 3TOM MCIBITAaTEILHON JabopaTopuu. B Takux
clly4yasix MHCIEKTOpY (ayIUTOpPYy) 1eIeco00pa3Ho B OTYETE COOOIIUTH O TOM,
4YTO HCTbITATEIbHAs JJabopaTopusi pabOTaeT B COOTBETCTBUU C HACTOSIIIUMU

HpaBI/IJ'IaMI/I U COIMTaCHO KPpUTCPHUAM, YCTAHOBJICHHBIM YIIOJJHOMOYCHHBIM
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opranoM. Tem He MeEHee, HEKOTOPhIE JETAIM HECOOTBETCTBHUS WU
MOTPEIIHOCTH JOJKHBI OBITh MPEJICTABIEHBI PYKOBOJCTBY HCIBITATEIBHOM
7a00paTopuu, a TakXKe JOJKHBI ObITh IMOJYyYEHBbl TapaHTUU CO CTOPOHBI
PYKOBOACTBA O NPHUHSITUUA COOTBETCTBYIOIIUX MEP 10 HUX YCTPAHCHMIO.
HNHcnekTop (ayauTop) MOXKET MOCETUTh UCIIBITATEIbHYIO JIAOOPATOPUIO Yepes
ONPEAEIICHHBIN NEPUO] BPEMEHU U MPOBEPUTHh MPUHATUE COOTBETCTBYIOIIUX
Mep.

128. Ecnu B TeYeHHE WMHCIIEKIIMU HCIBITATEIbHOM J1adOpaTopuu WIIH
ayuTa HCCJIENAOBaHUS OOHAPY)KEHBbl KPUTHYECKHE WM  CEPbE3HbIC
HECOOTBETCTBHS NpHUHIMNAM HacTosmux IIpaBui, KOTOpble, MO MHEHHIO
MHCIIEKTOpa (ayAuTOpa), MOTYT MOBIUSATH HA JOCTOBEPHOCTh MCCIEAOBAHUS
WJIU Ha JIPyTHE UCCIENOBAHUS, TPOBOJIUMbBIE B UCHIBITATENILHOM J1abopaTopuu,
WHCIIEKTOP (ayUTOP) TOJKEH COOOIIUTHh 00 3TOM B YIIOJTHOMOYEHHBIA OpraH.
JlelicTBUsA, TpeanpuHUMaeMble 3TUM OpPraHoM M (WJIM) YHOJHOMOYEHHBIM
OpraHoM B 3aBUCUMOCTH OT CHUTyallMu, OyAyT 3aBHUCETh OT XapakTepa Hu
oObeMa HECOOTBETCTBHS, a TaKkKe OT HOPUIUYECKUX U (WIH)
aIMUHHUCTPATUBHBIX TOJOXEHUI B CUCTEME KOHTPOJISI  COOMIOACHUS
Hacroammx [Ipaswu.

129. Ecnin  ayauT  WCCIEOOBAHMS  MOPOBOAWIJICS IO  3aMpoCy
YIOJIHOMOYEHHOTO OpraHa, HEOOXOJWMO IOATOTOBUTH TMOJHBIA OTYET O
pe3yapTarax ¥ OTIPABUTH €r0 4Yepe3 COOTBETCTBYIOIIMM YIIOJIHOMOYEHHBIN

OpraH B YIIOJTHOMOYEHHBIA OPraH.

VIII. Ilpouenypa yperyanpoBaHusl pa3HOIJIaCUA
MEXK]Ty YIIOJTHOMOUYEHHBIM OPTraHOM U UCTIBITATENIbHOM JIabopaTopueit
130. ITpoGneMbl UM pa3HOIIIACHS BO MHEHUSX MEXAY MHCIIEKTOPAMHU U
PYKOBOJACTBOM  HCIIBITATEIbHOW Ja0OpaTopuu  pa3peliaroTcss B XOH€

WHCIICKIIMM UCIBITAaTEIbHOW JTaboparopuu WM ayJuTa HccienoBaHui. B
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COOTBETCTBUM C YCTAHOBJICHHOW 3aKOHOJATEIbCTBOM TOCydapCTBa-ujieHa
MPOIEAYPON UCTIBITATENbHAS JIA0OPATOPHST MOXKET 3asIBIIATh MPOTECT MPOTHUB
pe3y/ibTaTOB HWHCHEKIIMU MCHBITATEIbHONW J1adopaTopul WA  ayiuTa
UCCJIEIOBAaHUM Ha COOTBETCTBME HacTtoAmuM I[lpaBumam wu (wiu) B
OTHOUIEHUU JEHUCTBUM, KOTOPBIE Mpe/jIaraeT NpeanpruHsATh YIIOJIHOMOUYEHHbBIN

OpraH.
[X. OGecneueHne kauecTBa
1. Cucrema ynpaBieHus 00eCreyeHueM KauecTBa

131. PyxoBoacTBo HCIIBITATSIILHOM maboparopuu HECeT
OKOHYATEJIbHYI0 OTBETCTBEHHOCTh 3a OOECIIeUeHUE PaOdOThl MCIBITATEIBHOM
Ja0opaTopyud B II€JIOM B COOTBETCTBMM C HactosmuMmu IIpaBuimamu.
PykoBOACTBO MOXKET JEIErMpoBaTh 00O3HAYEHHBIE BUJBI JCSITEILHOCTH IO
KOHTPOJIIO CpPEJIHEMY 3BE€HY PYKOBOJCTBA, HO 0OIas OTBETCTBEHHOCTH
coxpansiercsi. HeoTbemiieMoll OTBETCTBEHHOCTHIO PYKOBOACTBA SBISIETCS
Ha3HAUYCHUE U TMOAOOpP HEOOXOIMMOTO KOJWYECTBA KBaTU(PHUIIMPOBAHHOTO M
OMBITHOTO  TIEpCOHAja, BKJIIOYas COTPYAHUKOB, HEOOXOAMMBIX  JJIS
BbInioTHeHUs PyHkunit COK.

132. UckmrounTenpHas OTBETCTBEHHOCTDH PYKOBOJIUTETIA 3a
BBITIOJTHEHNE JOKJIMHUYECKUX (HEKIMHUYECKUX) HCCIEIOBaHUN JOJDKHA
OBITh YeTKO 00O3HaueHa. B 00s3aHHOCTH PYKOBOAUTENS BXOJIUT Ha3HAYEHUE
COOTBETCTBYIOIIETO KBaJU(PUIIMPOBAHHOTO TIEpCOHANIA IS BBITIOJTHEHUS
HezaBucuMon ¢ynkiuu COK. [enerupoBanue pynkiuiit COK, cBA3aHHBIX C
BBINIOJIHEHUEM HacTosmux lIpaBun, He MOMKHO HaApylIaTh HE3aBHCUMOCTH
dbynknuonupoBanus otaena COK u He AOMKHO TMOBJIEYb BOBJICUEHUE
nepconaja COK B npoBeneHue UCCIIEIOBaHUS, KPOME UCTIONHEHUS (PYHKIIUH

KOHTPOJIA. HI/ILIO, Ha3HA4YCHHOC OTBCTCTBCHHBIM 3a COK, JOJIZKHO HMCTH
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NpAMOM  JOCTYH K pa3HbIM YPOBHSIM PYKOBOJICTBA, B YAaCTHOCTH K

PYKOBOJICTBY MCIIBITATEILHOM JIaOOPATOPUHU BBICIIIETO YPOBHSI.
2. Kpanudukanus nepcoHaia otjena o0ecreueHus: KauecTra

133. Ilepconan otmena COK pgommkeH NDPOUTH COOTBETCTBYIOIIEE
oOydeHHEe W HWMETh OIBIT, HEOOXOAUMBIN ISl MCIOJHEHUS CBOMX
oO0s3aHHOCTEN. COTPYIHUKH JOJDKHBI OBITh 3HAKOMBI C MPOIEAYpaMHU
UCCIEOBAHUM, CTaHAapTaMd M CHUCTEMaMH,  HCIOJb3YyeMbIMH B
HCTIBITATEILHOM JTa0OpATOPHH.

134. Jlunia, nasHaueHHsle aia ucnojHeHus ¢yHkiuid COK, momkHbBI
UMETh MpEJCTaBICHNEe 00 OCHOBHBIX IMPHUHITUIIAX KOHTPOJHUPYEMBIX BHJIOB
nesaTenbHOCTH. OHU  Takke JOJDKHBI HMETh YETKOe MPEACTaBICHUE O
Hacroamux I IpaBunax.

135. B ciiydae orcyrcrBus y corpyaHuka COK cnennanbHbIX 3HAHUN
WM HEOOXOIMMOCTH TOJYyYECHHUsS 3aKJIIOUYCHHUsS €IIe OJHOTO JIUIAa CJIEAYyeT
o0OpaTUThCS 3a DKCIEPTHOW MOMOIIBIO. PYKOBOACTBO MOJDKHO OOECIIEUUTH
HAJTUYHE JTIOKYyMEHTaJIHHO W3J10KEHHOM IPOTPAMMBI oOy4deHwus,
oxBaTbIBaroIielr Bce acmekThl paborhl otraena COK. Moxer ObITh
OpTraHU30BaHO TMOCENIEHWE BHYTPEHHUX U BHEIIHUX CEMHUHAPOB U KYpPCOB.
JIOJDKHO OBITH MpeaycMOTPEeHO 0OydeHHEe MeToAaM OOIICHUS U YIaKUBaHUS
koH(MauKkTOB. OOy4YeHHe ODKHO OBITh TOCTOSIHHBIM U TOIJIeXKATh
MePHUONYECKON TTPOBEPKE.

136. O0yuenne mnepcoHana OTAeNa KadecTBa  JOJDKHO  OBITh
JTOKYMEHTQJIbHO 3a(UKCUPOBAHO, a TakKXke JOJDKHA OBITh OlIEHEHa
X KOMIIETEHTHOCTb. DTH JIOKYMEHTBI JOJIKHBI MOCTOSHHO OOHOBIISITHCA H

COXPaHATBHCA.
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3. Yuactue otnena odecrnedeHus KauecTBa
B pa3pabOTKe CTaHIAPTHBIX OMEPaIMOHHBIX
MPOIEAYP Y IJIAHOB UCCIICIOBAHUIN

137. PykoBOACTBO HECET OTBETCTBEHHOCTh 3a pa3pabOTKy, BBIMYCK,
pacopoctpanenue u xpanenue COII. [lomyckaercss ydacThe NepcoHaIa
ornena COK B moaroroBke COIIl; HO NIpeANoOYTUTENBHO, YTOOBI OHH
npoBepsuin COIl mepen mpuMEHEHHMEM C IEIbI0 OIEHKH HMX SICHOCTH U
COOTBETCTBHS IIPUHITMIIAM HacTosmux [IpaBui.

138. PykoBOACTBO  JOMKHO  OOECHEYUTh  JOCTYNHOCTh  ILJIaHA
uccienoBanus nepconany otraesna COK mepen HavyajaoMm HCCIEIOBaHUS B
Leasx:

KOHTPOJISI COOTBETCTBUS TIJIaHA MCCIICIOBAHUS MPUHIMIIAM HACTOSIIHNX
[IpaBu;

OIIEHKHU COJIEPKaHMs COITIACOBAHHOCTH IJIaHA MCCIICIOBAHUS;

OTNpEAECICHUS KPUTUUECKHUX 3TANIOB UCCIEIOBAHMS;

MJIAHUPOBAHUS TPOTPAMMbl MOHUTOPHUHTA UCCIIEAOBAHMUS.

139. Ilocne BHeceHHs TMOMPABOK B IUIAH MCCJICAOBAHUS KOIMUM IIJIaHA
TOJDKHBI OBITH Tepenanbl B oTAea COK i onTuMu3anuvu MPOBEICHUS

MOHHUTOPHHI'A UCCIICAOBAHMA.
4. Nucnexknuun CJ'IY)K6BI oOecIieueHnsT KauyecTBa

140. ITporpammbl COK ocHOBaHBI Ha CIEAYIOMMX BUJAX WHCIEKIUNA B
3aBUCUMOCTH OT TOTO, YTO yKa3aHO B MporpaMMe OoOecIieueHHUs KauyecTBa W
CTaHJIapTHBIX OMEPAIIMOHHBIX MPOLIETypax:

a) MHCTIEKIIMU HCCJICAOBAaHUM — WHCHEKIUKU, TpaduK IPOBEIACHUS
KOTOPBIX COCTAaBJIEH COIVIACHO XPOHOJIOTMH KOHKPETHOTO HCCJIEAOBAHUS H

BKIIHOYACT OIIPCACICHUC BAKHBIX cTaguu HCCIICIOBAaHUA,
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0) MHCTIEKIIUM HCIIBITATEIbHBIX JIA0OPATOPUl — MHCIEKIUK (TIPOBEpKa)
o011ero 00OpyI0BaHMs U BUJIOB JIEATEITLHOCTH B HCTIBITATEILHON Taboparopun
(MOHTaX, BCHOMOTATENbHBIC CIIYkKObI, KOMIIBIOTEPHas CHUCTEMa, OOy4YEHHE,
MOHHUTOPHUHT OKPYKAIOIIEH CpeIbl, IKCIUTyaTalusl, KaIMOpoBKa U T. 11.);

B) MHCIIEKIIMM TPOLEAYP — MHCIEKIMU, KOTOpbIe IPOBOMSITCS
HE3aBHUCUMO OT KOHKPETHBIX HCCJIEIOBAaHUMN. BBIMONHSAIOTCS MJISI KOHTPOJIS
IpONEAYp WM MPOLECCOB MOBTOPSIIOMIECIOCS XapakKTepa M, Kak MPaBUIIo,
OCYIIIECTBIISIFOTCSA Ha BEIOOpOYHOI ocHOBE. [IpoBosiTCS B TE€X ciaydasix, Koraa
OJIMH M TOT K€ TPOIIECC B HUCHBITATEIHLHON Ja00OpaTOPUU OCYIIECTBISETCS
OYEHb YacTO, BCIEJACTBHE YEro IMPOBEICHUE MHCIEKIIUM OTIAEIbHBIX
HCCIIeIOBAaHUM  cuMTaeTcss HedPOEKTUBHBIM WM HEIEJIeCO00pa3HbIM.
Cnenyer mnpu3HaTh, YTO HWHCHOEKIIMU OTIEIBHBIX MPOILECCOB B paMKax
KOHKPETHBIX 3TaloB, OCYIIECTBISIEMbIX OYEHb YacTO, MOTYT TMPHUBECTH K
MOSIBJICHUIO HEKOTOPBIX HE TMPOBEPEHHBIX B WHAUBUYATBLHOM IOPSJIKE
UCCIICIOBAHUM B XOJI€ SKCIIEPUMEHTAIBHBIX ITAIOB.

141. HeoOxomumMo  cOXpaHSATh  BCIO  JOKYMEHTAIMIO O  TaKHUX

HHCIICKIIUAX.

[TnanupoBanre COK 1 000CHOBaHKE BUI0B
nesarenbHoCcTU U MeTos10B COK
142. Otnen COK nomkeH TIIATEIBbHO IIJIAHUPOBAaTh CBOKO PadoTYy.
Pabora niepconana otnena COK u nporenypsl MmiIaHUpPOBaHUS B OTHOIIEHUH
MPOBECHUS, JOKYMEHTHUPOBAHUS M MOJTOTOBKM OTYETOB 00 WHCHEKIUSX
JOJKHBI ObITh onucanbl B cooTBeTcTBYOIIEM COIL. HeobxoquMo BecTu ydet
3alIaHUPOBAHHBIX U TeKymux ucciaenoanui. Otaen COK nomkeH mmerhb
JTOCTYT K MOCJIeAHEMY OOHOBJIEHHOMY BapHaHTy OCHOBHOTO Trpaduka. Takoit
y4eT HEeOOXOIuM JJis IUTaHupoBaHUs BUAOB aearesbHocTH COK um orenku

paboueit Harpy3ku Ha coTpyaHukoB COK.
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143. [Iporpamma COK ¢ HHCHEKIMSMU H ayAUTaMH TOJJICKHUT
MPOBEPKE B OTHOIIEHWM OpraHU3alluM U yrnpapieHus. Kak mepcoHan, Tak u
PYKOBOJICTBO JIOJDKHBI OOOCHOBAaTh BBIOOD METO/IOB, BBIOpAHHBIX JIs

ucnonHeHus padotel COK.
5. OTyeThl 00 MHCHIEKIMIX CITYKObI 0OecriedeHus1 KauyecTBa

144. YOTHOMOYEHHBIM OpraH MOXKET 3alpOCUTh HHPOPMAILIUIO O
BUJaX HWHCHEKIIMM M JaTax HMX MPOBEACHUS, BKJIIOYas CTaaui0 (CTaIuM)
UHCIIEKTUPYEMOTO HcclieoBaHusl. TeM He MeHee, OOBIYHO COJIep>KaHUE
oryeToB O mnpoBeaeHun uHcnekuuii COK He OmKHO paccMarpuBaThCs
OpraHoM I10 KOHTPOJIFO COONIOIeHusl HacTosmux [IpaBui, MOCKOJIBKY 3TO
MoxeT mpenarctBoBaTb COK B MOArOTOBKE OTYETOB 00 MHCIEKIIUHU.
YNOJIHOMOYEHHBIM OpraH MOXET NEPUOAUYECKH 3alpalinBaTh AOCTYI K
COJIEP)KAHUIO OTYETOB OO0 MHCIEKIMAX, YTOOBI IPOBEPUTH HAJJICKAIICE
dbynknuonupoBanne COK.  VYmomHOMO4YeHHBIH oOpraH HE  JIOJDKEH
UCIIOJIb30BaTh TaKWE OTYETHl KaK CIOCOO YCTAHOBJIICHHS HEIOCTAaTKOB B

IMPOBCACHHBIX UCCICIOBAHHAX.
6. AYI[I/ITBI JaHHBIX W 3aK/JIFOYHUTCIIBHBIC OTUCTHI

145. Aynut nepBUYHBIX AaHHBIX uccienoBanus otaenom COK moxer
ObITh TIpoBeZieH pasHbiMu crnocobamu. Otaen COK MokeT mpoBepATh
JIOKYMEHTBI B XOJI€ DKCIIEPUMEHTAJIbHBIX 3TAIOB MCCIEIOBAHUS, WHCIICKIIUMA
mpoliecca WIM B XOJIe ayluTa 3aKIOYUTEIbHBIX OTYETOB. PYKOBOACTBO
JIOJDKHO 00ecleYnTh, YTOOBI BCE 3aKIIOYHUTEIILHBIE OTYETHI UCCIICIOBAHNM, B
OTHOIIICHUM KOTOPBIX 3asBJICHO COOTBETCTBUE HacTosAmmuM IIpaBuinam, ObLin
npoBepenbl otaenom COK. Takoit ayauT HomkKeH OBITh TPOBEACH Ha
3aKJTIOYUTEIILHON CTauM MOATOTOBKH IIPOEKTA OTUETA, KOTJIa BCE NMEPBUYHBIC

JaHHBIC CO6paHBI " HC INIAHUPYCTCA BHOCHUTb HUKAKUX N3MEHECHUIM.
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146. Llenbro aynura 3aKIOYATENBHOTO OTYETA SIBISETCA OINPEICIICHUE
TOTO, YTO:

UCClieIOBaHUEe ObLIO TPOBEACHO B  COOTBETCTBUU C  IUIAHOM
ucciuenopanus u COII;

UCCIIeIOBaHNE ObLIO TOYHBIM M MOJHBIM 00pa30M OTPAXKEHO B OTYETE;

OTYET COAEPKUT BCE PIEMEHTHI, TpeOyembie HacTosiumu [IpaBunamus;

OTUET XapaKTepU3yeTcsi TMOCIEAOBATEIBHOCTBIO W  BHYTPEHHEHU
HEMPOTUBOPEUUBOCTHIO;

NEepBUYHBIE JaHHBIE COOpaHbl TIOJHOCTBIO UM B COOTBETCTBUHU C
TpeboBaHusIMU Hactosux [IpaBui.

147. Corpyaaukam COK cregyeT cOCTaBIISITh 3aKIIOYUTEIbHBIA OTUET
o0 aynure Kak MOXHO MoApoOHee, YTOObl Oblla BO3MOXHOCTH
BOCIIPOU3BECTHU JETaU ayauTa. JJOMKHBI OBITh YCTAHOBIEHBI MPOLETYPHI, B
cooTBeTcTBUU ¢ KoTophiMu otnen COK Oyager y3HaBathb 000 Bcex
JOTIOTHEHUAX W U3MEHEHUSIX B IUJIaHE MCCIIEIOBAHUS U OTYETE B XOJ€ dTara
ayJuTa.

148. Ilepen MIOATNICAHUEM 3aKJIFOUCHUS COK TOJKHA
MPOKOHTPOJIUPOBATH, UTOOBI BCE MPOOJIIEMHBIE BOMPOCHI, OTMEUCHHBIE B XOJI€
ayuTa, ObUIM COOTBETCTBYIOIIMM OOpa3oM OTPaXEHbI B 3aKIIOUUTEIIHHOM
OTYEeTEe, BCE COMIACOBAHHBIC NIEUCTBUSl MO YCTPAHEHUIO 3aMEUaHU ObLIU
BBIMIOJIHEHBI M YTOObI HHUKAaKUX HM3MEHEHUM, TpeOyoumx MpOBEACHUS
JIOTIOJIHUTEIBHOTO ay/IuTa, HE ObLIO BHECEHO B OTYET.

149. JItoOble  ucnpaBiieHHs WM JOMOJHEHUS  3aBEPIICHHOTO
3aKJIIOUUTENIBHOTO OTYeTa JIOJDKHBI CTarb OOBEKTOM JIOMOJIHUTEIBHOTO
aymuta co crtopoHbl COK, mocie uyero HeoOXOAMMO MPENOCTaBUTh

MNEPCCMOTPCHHOC HUJIN AOITOJIHHUTCIIBHOC 3aKJIIOUCHUC COK.
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7. 3akiroueHue otaeiia o0ecreueHus KauecTBa

150. Ilognucannoe  3axmouenne COK  [OMWKHO  BKIIKOYATbCAd B
3aKJIIOYUTENBHBIA OTYET, B KOTOPOM YKa3aHbl B COOTBETCTBUM C ITyHKTamu 140
u 142 nacroamux IIpaBun BUIAbI MHCOEKIMN W J1aThl UX MPOBENCHMS, IAThI
COOOIlIEHHS  PE3yAbTaTOB  HMHCHEKIUU  PYKOBOACTBY,  PYKOBOJIUTEIIO
UCCIIEIOBAaHUSI M, KOIAa NPUMEHUMO, BEOyIIEMY  HCCIEIOBAaTEII0
(uccnenoBaresnsiM). B 00513aHHOCTH PYKOBOJICTBA BXOJIUT OCYILECTBICHUE MED,
rapaHTUpYIOIKUX, 4YTO 3akiarodeHue, BbeigaHHoe COK  cormacyerca ¢
3asBJICHUEM PYKOBOJIUTENS MCCIIEIOBaHUs O coOmoaeHnn HacTosumx [lpasun
Y COOTBETCTBYET BBIIAHHOMY 3aKJIIOUUTEIHLHOMY OTYETY 00 MCCIIETOBAHUH.

151. ®opmar 3akmoueHnss COK COOTBETCTBYET CTPYKType OTYETA.
HeoOxonmumo, 9TOOBI  3aKkjIlOYEHHE  COACP)KaJIo  IIOJHOE  Ha3BaHUE
UCCJIEIOBAHMS, TIEPEUYCHb BCEX MPOLETYP MOHUTOPUPOBAHUSA, MPOBEICHHBIX
COK B xome uccnefoBaHWsl C yKa3aHMEM JaThl M 3Tama HccienoBaHusd. B
Clly4asix, KOrJa WHCIEKIHUH OTIEJIbHBIX HCCICHOBAHUN HE SIBISIIOTCS YaCThIO
3aIJIaHUPOBAHHOM MporpamMmbl 0OECIIEUeHHsI Ka4eCcTBa, 00s3aTeIbHO HAJINYKe
3aKJIIOYEHUS, TOAPOOHO OMKCHIBAIOIIETO KOHTPOJUPYIOIINE WHCIEKIUH,
HanpuMmep, B Ciydae KpaTKOCPOUHBIX WCCIEOBAHUN, KOTJa IPOBEICHUE
MOBTOPSIFOIINXCS MHCIIEKIMN Ka)KI0T0 UCCIIeIOBaHUs HelleJiecoo0pasHo.

152. Cnenyer mnpemycMoTperb, utoObl 3akiouenne COK  Obuto
3aBEpIICHO TOJILKO TOrJa, Korjga OydaeT TMOATBEPXKIEHO 3asiBICHUE
PYKOBOJIUTEIIS UCCIIEIOBAHUS O TIPOBEJICHUH UCCIIEIOBAHUS B COOTBETCTBUU C
Hacrosimumu [IpaBunamu. 3akmiouenne COK Takke moAaTBepKIaeT (akr,
YTO B 3aKJIIOYUTEILHOM OTYETE NEPBUYHBIE JTAHHBIE OTPAXKEHBI JOCTOBEPHO.
PykoBomuTens uccieqoBaHUsl O0s3aH yKazaTh B 3aKJIIOYUTEILHOM OTYETE
o0JacTH HCCIIEOBaHUsl, HE COOTBETCTBYIOIIME HactosmmMm IIpaBunam

HaJJIeXKaIIel 1a00paTopHO MPAKTUKHU, €CITU TAKOBBIE UMETUCH.
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8. Ciyx0a obecriedeHus KauecTBa U UCCIICIOBAHMUS,
HE MPEHA3HAYCHHBIE JIJIS PEJICTaBICHUS
B YIIOJITHOMOYEHHbIE OPTaHbI

153. CoorBercTBUe HactosamuMm [IpaBunaMm SBIISIETCA HOPMAaTUBHBIM
TpeOOBaHMEM  JUJIi  ONOOpEHUs  JOKIMHUYECKUX  (HEKIMHUYECKHUX)
uccienoBanuii. Hekotopsie ucmneITareabHble 1a00paTopuu MPOBOJAT HA OAHOU
IJIOIIAJIKE UCCIIEIOBAHUS, KOTOPhIC MPETHA3HAYEHBI U HE MIPEAHA3HAYCHBI J1JIs
NPE/ICTABICHUSI B YINOJHOMOYEHHbIE opraHbl. Ecnu wucciaenoBanus, He
MpEeIHA3HAYCHHbIC IS TMPEJCTABICHUS B  YINOJIHOMOYEHHBIE OpTaHbI,
MPOBOMSTCS HE B COOTBETCTBUM CO CTaHJIApTaMH HaJyIexallei 1aboparopHon
MPaKTUKH, 3TO, KAK MPABUJIO, HETaTHMBHO BIIMAET HA KAYECTBO NPOBEICHUS
UCCJIEIOBAHMIM, COOTBETCTBYIOIIMX HacTosAmuM [IpaBuiam.

154. B cniucke uccinenoBanuii, koHTpoiaupyeMbix COK, nomkHbl ObITh
yKa3aHbl KaK COOTBETCTBYIOIIHME, TaK M HE COOTBETCTBYIOIIUE HACTOSIIINM
[IpaBunam uccienoBaHusl. ITO HEOOXOAMMO Il MPABWILHOTO IMPOBEICHUS
OLICHKM pabouell Harpy3ku, MPUTOJHOCTH HUCHBITATEIbHBIX J1a0OpaTOpuil U
BO3MO>KHOCTH B3aMMHOTO BIIMSIHUSI B IIPOLIECCE MPOBEACHUS MCIBITAaHUN. J1Jist
BBINIONMHEHUST  JnaHHOM  3amaun COK  nmomkHa  uMeTh  JOCTyIl K
aKTyaJIN3UPOBAHHOMY SK3EMIUIIPY OCHOBHOTO IUIaHa-rpaduka. SBusiercs
HEMPUEMJIEMBIM  3aSIBJISITh O COOTBETCTBHM MPHUHIMIAM  HaJJIeKalleu
71a00paTOPHON MPAKTUKKU YK€ HA4aTOro MCCIENOBaHUS, KOTOPOE M3HAYAIHHO
HE COOTBETCTBOBaJIO TpeOoBaHusM Hactosamux I[lpaBun. Eciu mposeneHue
UCCJIEIOBaHMs, 0003HAUEHHOTO B Kay€CTBE COOTBETCTBYIOIIETO MPUHIUIIAM
HaJyIeKaIle 1ad0paTOpHOI MPAKTUKHU, POAOHKAETCS KaK UCCIIEOBAaHUE, HE
COOTBETCTBYIOIIEE TpeOOBaHUSM HacTosmmx IIpaBui, 3TO JOMKHO OBITh

YCTKO IOKYMCHTHUPOBAHO.
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9. ObecreueHune kauecTBa B HEOOIBIINX
UCTIBITATEIbHBIX JIA0OOPATOPUSIX

155.B HeOonbIIMX HUCHBITATENLHBIX JAa00OpaTOPUSIX MOXKET OBITh
HelleJecooOpa3HbIM coziep)kaHue [IepcoHasa, IpeIHa3HAYEeHHOTO
uckirountenbHo st COK. PykoBoACTBO JOMMKHO HA3HAYUTH HE MEHEE OJTHOTO
COTpY/IHUKA C MOJHOM WM YaCTHYHOW 3aHSATOCTBIO, OTBEYAIOIIETO 3a paboTy
COK. PerynsipHas u nocrosHHast padora nepconana COK neoOxommma s
HAKOIUIEHHS OTIBITa U 00ECHeYeHUs] KOPPEKTHOM MHTEPIPETAH PEe3yJIETaToOB
padoter COK. CorpyniHuKH, NOpUHUMAIOLIME Yy4YacTHe B HCCIIEOBAHUSX,
cooTBeTCTByrOIMX HacTosumM [IpaBuiam, moryT BeinonHsATh pyHkuuu COK B
OTHOILIEHUH JOKJIMHUYECKUX (HEKIMHUYECKUX) UCCIIIOBAHUH, TIPOBOAMMEIX B
JIpYIMX OTAENax HCHbITaTeabHOM saboparopuu. JIMIoM, He SIBJISIOIIMMCS
IITaTHBIM COTPYIAHUKOM HCIIBITATeIbHON J1ab0paTopur, MOTYT BBITIOJHSITHCS
¢ynkuun COK, ecnmu obecrieueHa HeoOxomumasi 3(¢h(GEeKTUBHOCTD, Tpebyemast
JUIs1 COOTBETCTBHSI HacTosmuM [ IpaBunam.

156. TpeboBanus Hactosimux IlpaBun Takxe MOryT OBITH TPUMEHEHBI
K MHOTOLIEHTPOBBIM MCCJIEIOBAHUSIM IIPH YCJIOBUM YETKOTO OIpeJeIeHHs

06[H€ﬁ OTBETCTBCHHOCTH 3a KOOPAWUHAIIHUIO IIPOBOAMMBIX pa60T.

" Onpeniernienre «I0CTATOYHBIH» IPUMEHSETCS B 3HAYCHHH «0OECIICUMBAIOLII BO3MOKHOCT
TIOJTHOTO BBITIOJIHEHHS IIPOLIEAYPHI HCCIIE0BaHUM 1 0OecreyeHus ee Ka4ecTBa B HCIIbITATEIbHOM
1abopaTOpHH B COOTBETCTBUM € TPEOOBAHUSIMHU HACTOSIIHX [IpaBUII B PYKOBOZICTBA 110 KAYECTBY
JAHHOW  jabopaTopuu», OIpeleNeHHe  «IMOAXOISIIMA»  MPUMEHSETCS B 3HAYEHHHU
«o0ecrneynBaOUMi  NPUHUUNHAIBHYI0  BO3MOXXHOCTH  OCYIIECTBJIEHHSI  IIPOIIETYPHI
HCCIIE/IOBAHUI B COOTBETCTBHH C METOJUKOM (METOIOM), MPEAYCMOTPEHHONH PYKOBOJCTBOM IIO
kagecTBy naboparopun u ee COID».

> B macrosmpx IIpaBHiax HCIOIB3YIOTCS KIACCH(MUKALMOHHBIC MOAXONBI K BBISBICHHBIM
HECOOTBETCTBHSM («KPUTHYECKHUE», «CEPHhE3HBIE» M «IPOYHEY»), YCTAHOBJICHHE

_—

o0BEKTA.



[MTPUJIOKEHUE Ne 1

k [IpaBumitam Haamexarei JadoparopHoi
NPaKTUKU EBpa3niickoro 3KOHOMHUYECKOTO
coro3a B cepe oOparieHus JIeKapCTBEHHBIX
CpEICTB

TPEBOBAHUA
Kk npuMeHnennio Ilpasua Haasexamei JJadopaTropHou
npakTuKku EBpasuiicKkoro 3JKOHOMHYECKOI0 COK3a
B c(pepe oOpanIeHUs JeKAPCTBEHHBIX CPEACTB ISl UCCJIeI0BAHNI in Vitro

I. Onpenenenust

J1J1s1 11e1eid HaCTOSIErO MPUIIOKEHHS UCIIONIb3YIOTCS TIOHSTHUS, KOTOPBIE
O3HAYaIOT CIIEAyIoNIee:

«KOHTpOJIb ~ pacTBOpuTEenss  (pa3zbaButens, Hocutens)»  (control
vehicle) — ornenpHas dYacTh TECT-CUCTEMBbI, K KOTOpOW J00aBieH
pacTBOpUTENb, MPEAHA3HAYEHHBIM I OMNPENEIEHHOTO TECTUPYEMOro
oOpasia (00beKTa); KOHTPOJIb PACTBOPUTENSI MIPEAOCTABIISIET CBUIETEIHCTBO
00 OTCYTCTBUHM BIIMSIHUSI BBIOPAHHOTO PACTBOPUTENS HAa TECT-CUCTEMY B
(aKTUUYECKUX YCIOBUSX MPOBEJCHUS aHAIN3A;

«kpuococyn» (cryovial) — cnennalibHbIN cocy JJIsi KpUOKOHCEpPBAIUU,
KOTOPBIA COOTBETCTBYET OCOOBIM YCIOBUSAM, TaKUM KaK T'€pMETHYHOCTH
3aKpBITUS, JaXe MPU HKCTPEMAIbHO HU3KUX TeMIleparypax H pPe3KHUX
nepenaaax TeMIepaTyp, BOSHUKIIUX B X0JI€ 3aMOPAXXKUBAHUS U OTTalBaHUS;

«KpUOKOHCEpBaIus» (cryopreservation) — XxpaHeHUE KIETOK U TKaHEH B
3aMOpPOKEHHOM COCTOSIHUM B YCJIOBHUSIX, KOTJla HX KU3HECIOCOOHOCTh

COXPAHACTCA,
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«HaA0Op /IS TPOBEJICHUSI UCTIBITAHU, TecT-Ha0op» (test kit) — roToBbIN
K HWCIIOJIb30BaHUIO HAOOp, BKIIOUYAIOIMIMA BCE KOMIIOHEHTHI, HEOOXOIMMBIC
JUTS TIPOBEICHUSI aHAITN3A, NCIIBITAHNS (TECTUPOBAHMS) WIIA UCCIEIOBAHUS;

«HeoOpaboTaHHBIM KOHTpOJB» (untreated control) — oTaenbpHas
HeoOpaOoTaHHasT  4YacTh  TECT-CUCTEMbI,  KOTOpas  XpaHUTCA B
MEPBOHAYAIBHBIX YCIOBUSAX KYyJbTHUBHUPOBAHUS; HEOOpaOOTaHHBIM KOHTPOJIb
MIPEIOCTABIIIET UCXOIHBIC TaHHBIC O TECT-CUCTEME B YCIOBUSX MPOBEICHUS
aHaun3a;

«OTpULATENBHBIN KOHTpPOIBY (negative control) — oTaenbHas 4acThb
TEeCT-CUCTEMBI, 00paboTaHHas 0OBEKTOM (00pa3lloM), B OTHOIICHUU
KOTOPOTO HM3BECTHO, YTO OTBETHOW PEAKIMHW TECT-CHCTEMBl Ha HETO0 He
MOCJICTyeT W TPU BBEACHUHM OTPHUIATETLHOTO KOHTPOJSI TECT-CHCTEMa HeE
BBIJJACT OTBETHOM PEAKIINU B KOHKPETHBIX YCIOBUAX aHATN3A;

«TIOJIOKUTEIIbHBIM KOHTPOJb» (positive control) — oTaenpHas 4acTb
TEeCT-CUCTEMBI, 00paboTaHHas O0OBEKTOM (00pa3lloM), B OTHOIICHUHU
KOTOpPOTO U3BECTHAa OTBETHAsl PEaKlMsl TECT-CUCTEMBI; TOJOKUTEIbHBIN
KOHTPOJIb CBHJIETEITLCTBYET O TOM, YTO TECT-CUCTEMa BBIAET OTBETHYIO
PEaKIuio B KOHKPETHBIX YCIIOBUSIX aHAJN3a,

«CTaHAapTHBIN 00BEKT (0Opaszei)» (reference item) — pykoBojsIINE
yKa3aHusi 1O MPOBEICHHUIO HCCIEAOBaHUM 1n Vitro BO MHOTHMX CIydasx
PEANUCHIBAIOT UCIOJIb30BAHUE COOTBETCTBYIOIIUX O00BEKTOB
TIOJIOKUTEITHHOTO, OTPHUIATEIIBHOTO KOHTPOJIS M (WJIM) KOHTPOJISI pEeaKTHUBa
(pa3baBuTens, pacTBOPUTENS), KOTOPbIE, HE MOTYT CIYXUTh B KadyeCTBE
«CTaHJIAPTHBIX OOBEKTOBY» MJIA KIACCU(PUKAILIMK OTBETAa TECT-CHUCTEMbI Ha
TECTUPYEMBbId OOBEKT, a UCHOJIB3YIOTCA [JJisi KOHTPOJIS HaJyleKallen
XapaKTEPUCTUKH TECT-CUCTeMBbl. Tak Kak IeJb MCIOJIb30BaHUA 3THUX

O0OBEKTOB MOJIOKUTEIBHOTO, OTPUIATEILHOIO KOHTPOJS U (W) KOHTPOJIS



peaKkTHBa MOXKET OBITh pPAacCMOTpPEHA KaK aHaJIOT M€ HWCIOIh30BaHMUS
CTaHJIapTHOTO 00BeKTa (0Opasia), ompeseaeHUe MOCASTHETO MOXKET TaKkKe
OTHOCUTBCSI K TEPMHUHAM «OOBEKTHI MOJOKUTEILHOTO, OTPHUIIATEIHLHOTO
KOHTPOJISL M (WJIM) KOHTPOJIS peakTrBay. OHAKO CTENEHb OMPEACICHUS HX
AQHAJTUTUYECKUX XAPAKTEPUCTHK MOXET OTJIMYaThCd OT TpeOOBaHUM,
NPEABSIBISIEMBIX K  AHAIATHYECKUM  XapaKTEPUCTHKAM  CTaHIAPTHBIX
00BEKTOB (00pa3IIOB);

«TPaHCTECHHBIE KJICTKU (transgenic cells) — KJIETKH,
TpaHC(PEKTUPOBAHHbIE OJHUM (WJIM HECKOJBbKHMH) 4YY>XEPOJIHBIM T'€HOM
(reHamMu) W BCJIEACTBHE DOTOr0 OOJIAAlONUME XapaKTEPUCTUKAMU M
GyHKIHUSIMU, KOTOPBIE OOBIYHO HE MPUCYTCTBYIOT WM MPUCYTCTBYIOT TOJIBKO

IPY HU3KUX YPOBHSX DKCIIPECCUU B POJIUTEITHCKON KIIETKE.
I1. O0s3aHHOCTH
1. PykoBoACTBO UCTIBITATEIBHOM JJab0paToprun

bonbimas  yacth  00A3aHHOCTEM  PYKOBOACTBA  HCIIBITATEILHOM
naboparopur SIBIsieTCss OOIIe W B paBHOW Mepe MpUMEHseTCs s
PYKOBOJICTBA UCIIBITATEIBHON JTA00OpAaTOPUU MPU BHITIOJIHEHUHU HCCIEIOBaHUMN
in vitro u in vivo (Hampumep, TPEOOBaHUSI K PYKOBOJACTBY HCIIBITATEIbHOM
naboparopud O HEOOXOAMMOCTH OOECHEeYUTh HaJIU4YUMe JAO0CTaTOYHOTO
KOJTMYEeCTBAa  KBaNU(UUIMPOBAHHOTO  TEpCOHaa, COOTBETCTBYIOILIETO
OoOOpyIOBaHMS U ammaparypbl Il CBOEBPEMEHHOTO M  HaJJIEXKalllero
MPOBE/ICHUST UCCIEAOBaHUs). PyKOBOJCTBO HCIBITATENBHON J1aboparopuu
JOJKHO OBITh OCBEJOMJICHO O TOM, 4YTO HCCIEAOBaHUE 1IN VIitro MOXET
COIMPOBOXAATHCA BO3JIOKEHUEM Ha HEro JOIMOJHUTEIBHBIX OOSA3aHHOCTEHM.
Hanpumep,  pyKOBOACTBO  HCHBITATeNIbHOM  J1a0OpaTopuu  JOJHKHO

MpeaOCTaBJIATL T'apaHTUHW, TOYHOT'O IMOHUMAHUA IICPCOHAIOM HCIIBITATEIIbHOM
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71a00paTOpUU BHIIONHIEMBIX PYHKIUA. [[1s1 ucciaenoBanuii in vitro 3T0 MOXET
TpeboBaTh HEOOXOAMMOCTH MPOBEACHUS CHEIUATBLHOTO OOY4YEeHUS MepcoHasa
UCIIBITATEIbHOW JIA0OpaTOpuu aceNTHUUYECKUM MPOLEypaM U OOpaleHUIO C
OMOJIOTUYECKH OMACHBIMU MarepuaiiaMu. J[Jig ucciemoBaHus in vitro MOTYT
noTpeOOBaThCS BBIJICIICHUE CIICIIMAJIBHBIX 30H U BBIMOJHEHUE MPOLEAYp IS
MPENOTBpAIEHUsI 3arps3HEHUs TecT-cucTeMbl. Kpome Toro, pykoBOACTBO
UCIIBITATeJIbHOW ~ JTadopaTopuM  JIOJDKHO ~ OO€CHEYMTh  COOTBETCTBHUE
HCIIBITaTeIbHOM JTabopaTopuu TpeOOBaHUAM MPUTOTHOCTH JJIsl UCCIICIOBAHUS.
JI1si HEKOTOPBIX MCCIIEOBAaHUM 1n Vvitro TpeOyeTcs MpUMEHEHUEe B Ipoliecce
WCCJIEIOBaHMS HMCKIIOYUTEILHO TAaTEeHTOBAHHBIX MaTEpHalOB WJIM HaOOPOB.
HecmoTpss Ha TO 4TO Marepualibl, HCHOJIb3yEMbIE B HCCIEAOBAHUH,
COOTBETCTBYIOIIEM TMpaBWIaM  HaJJiekKallel 7adopaTOpHOM  MPAKTUKU
EBpa3suiickoro 3KOHOMHYECKOTO COI03a, yTBEpXKIaeMmbiM EBpasuiickoi
HPKOHOMHUYECKONW KOMHUCCHEW (majee — mpaBWiia), JOJKHBI MPOU3BOAUTHCS U
TECTUPOBAThCA HA COOTBETCTBHUE C MCIIOJB30BAHUEM HAJJICKAIIECH CHUCTEMBI
KayecTBa (TO €CTh OCHOBHYH) OTBETCTBEHHOCTh 3a HMX COOTBETCTBHE
TpeOOBaHUSAM MPaBUJI HECET M3TOTOBUTENbh WJIM MOCTAaBIIUK), O0S3aHHOCTH
PYKOBOJICTBA  HCIBITATEIBHON  Ja0OpaTtopuud  MOATBEPAUTH, YTO  3TO
TECTUPOBAHHE HAa COOTBETCTBHUE COOTBETCTBYIOIIMM OOpPa30M BBIMOJHEHO
MyTEM OILIEHKU JESATEIbHOCTH, METOIWK M TOJUTHK B 0O0JIAaCTH KayecTBa y

MTOCTABIIMKOB MPOIYKIIHH.
PykoBonutens uccienoBaHus

OOmue o0OS3aHHOCTH PYKOBOAMTENS HCCIEAOBAHUS, YKa3aHHbIE B
OpaBWIax HE 3aBUCAT OT THIA WCCIEAOBAaHUA W TPUMEHSIOTCS K
UCCIIEIOBAHUAM 1n Vitro. PykoBomuTenb McCieqoBaHus MPOIOIKACT SBIISATHCS

INIaBHBIM U CANMHCTBCHHBIM JIMILIOM B o0ecreueHU N KOHTPOJISI UCCIICAOBAHUA U



HECET OTBETCTBEHHOCTh 3a OOINee TMpOBEACHHUE HCCICAOBAHUSA W
dhopMUpOBaHKE 3aKITIOYUTEILHOIO OTYETa 00 UCCIIEIOBAHUHY.

B wuccrnenoBaHusix in vitro pyKOBOAMTENb HCCIEAOBAaHUS JIOJHKEH
yACISITh 0C000€ BHUMAaHHE JIOKYMEHTaJIbHOMY O(OpMIIECHHIO 000CHOBAaHMS
BBIOOpAa W XapaKTEPUCTHKHW TECT-CHUCTEMBbI, TO €CTh €ro OOS3aHHOCTH B
UCCJIEIOBAHMSX 1n Vitro Oosiee CIOXKHBI JUIsl HAJJIEXKAIer0 OCYIIECTBICHUSI.
Hcronp3oBaHne  ONpeNeNeHHBIX  BHIAOB  OPraHU3MOB  HEOOXOIHUMO
O00OOCHOBBIBaTh MYTEM JIOKYMEHTAIBHOTO TOATBEPKICHUS XapaKTePUCTHK,
KOTOpBIC JENal0T WX TMOAXONAIIECH MOJAENbIO IS OIEHKH HHTEPECYHOIUX
uccienosarens 3h@exkToB. XapaKTepUCTUKa OMNPEASTIECHHOTO KHUBOTHOTO
MOKET OBITHh BBHITIOJTHEHA ITyTEM COCTABJICHHS TOKYMEHTA C YKa3aHHEM BHIA
KUBOTHOTO, IIITaMMa, CyOITaMMa, HCTOYHHMKA TIOCTaBKH, Beca Tela, moja U
BO3pacTa.

Jlist obocHOBaHUSI BBIOOpa TECT-CUCTEMBI, B YaCTHOCTH, Tpelyercs,
YTOOBI PYKOBOAUTENh UCCIEAOBAHUS JOKYMEHTAIBHO MOATBEPINI, YTO METOJ
UCCIIENOBaHUs ObUT O00OpEH YIOJTHOMOYEHHBIM OpPraHoOM (PKCIIEPTHOM
OopraHu3aiueil) rocyapcTsa — uieHa EBpa3uiicKOro 3KOHOMHUYECKOTO COH03a
(mamee — rocynapcTBO-4JICH) WIW SIBISIETCS CTPYKTYPHO, (DYHKIIMOHAJIBHO U
(WIM) MEXaHWYECKH aHAJIOTMYHBIM O(PUIIMATIBEHO OJ0O0OPEHHOMY 3TAJIOHHOMY
MeToy — uccienoBaHuid. Ilepem  WCMonb30BaHWEM  HOBBIX — METOIOB
UCCJICIOBAHNM,  SIBIIAIOIIMXCA  CTPYKTYpHO, (YHKIMOHAJIBbHO | (WJIN)
MEXaHUYECKH CXOAHBIMH C O(HUIIMATBLHO OJOOPECHHBIM STAIOHHBIM METOIOM
WCCJICIOBAaHUM, pPYKOBOAWTENIh HWCCIAENOBAaHUS JIOJDKEH  IPEIOCTABUTH
JTOKyMEHTAJIbHOE TOATBEPXKICHHE O TOM, YTO HOBBIM METOJ HCCIEHOBaHUI
UMEeT  COMOCTaBUMYI  3((EKTHUBHOCTL TMpU  OIECHKE  IOoKa3aTese
UCCJIEMYEMOT0  BelecTBa  (JIGKQPCTBEHHOTO  CPEACTBA) C  TOMOIIBIO

HaJJIeXkKaIero oopasia cpaBHeHUs (KOHTPOJIBHOTO 00pasIia).
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JlokymeHTanbHOE O(OPMIICHHE XapaKTEPUCTUK CHUCTEM 1IN VItro MOXKET
OKa3aTbCsl 3aTPyNHUTEIBHBIM. HecMOTpss Ha TO 4YTO PYKOBOAWTEIH
UCCJIEIOBAHMS, C TIOMOIIIBIO MOCTABIIMKA MPOIYKIIUU, B PSAJIC CIIY4aeB MOXKET
OBITH CIOCOOEH JOKYMEHTAJIbHO MOATBEPIUTH HEKOTOPHIE XapaKTEPUCTUKHU
TECT-CUCTeMBbl  (Hampumep, JHMHHIO  KIETOK, Bo3pacT  (Iaccaxu),
MPOUCXOXKIACHUE), OH TaKXKe JIODKEH OXapaKTepU30BaTh TECT-CUCTEMY,
JOKYMEHTAIbHO 3a(UKCUPOBAaB, YTO OHA oOO0ecleynBaeT HEOOXOAUMYIO
HAJC)KHOCTh  TNIPU  OLIEHKE  IIOKa3areled  MCCIEAYyEeMOIro  BElIeCTBa
(JIekapCTBEHHOTO CpEACTBA) C MOMOINBIO HaJJIeXkKaIIero oodpasia CpaBHEHUS
(KOHTpOJIBHOTO ~ oOpasiia), BKJIIOYas, NPH HEOOXOAUMOCTH, OOBEKTHI
NOJIOKUTENBHOIO, OTPULIATENBHOTO KOHTPOJIsS, HEOOPaOOTaHHOTO KOHTPOJS U
(u) OOBEKTHI KOHTPOJISI pacTBopuUtesied. B 0coOBIX ciydasx JIOMycKaeTcs
WCTIOJb30BaHNE TTATCHTOBAHHBIX MaTepUajOB WM HAOOPOB IS MPOBEICHUS
UCHBITaHUH in vitro. HecMoTpst Ha TO, 4yTO 3P PEKTUBHOCTH TAKMX MAaTEPUAIIOB
WIM UCIBITATeNbHBIX HA0OpPOB JOKHA OBITh TapaHTUPOBAHA IMOCTABIIUKOM,
MPOM3BOAUTENIEM WM TAaT€HTOOONagaTeNieM, PYKOBOJCTBO HCHBITATEIbHOU
1aboparopuy HECET OTBETCTBEHHOCTh 3a TO, YTO BBIOPAHHBIN IMOCTABIIUK
COOTBETCTBYET KPHUTEPUSM Ka4eCTBa, KaK 3TO YKa3aHO BhIIIE (HampUMep,
MyTeM TMPOBEPKHU ACSATEILHOCTH, METOJUK U TMOJUTUKH B OOJACTH KayecTBa
MOCTaBIIMKAa TNPOAYKIMH). PyKoBOIWTENh HCCIEAOBAHMS OTBEYaeT 3a
MOJTBEPKIEHUE TOTO, YTO XaPaKTEPUCTUKH TAHHBIX MAaTEPUAIIOB WM HA0OPOB
JCHCTBUTEIIBHO OTBEYAIOT TpeOOBaHMWAM K Ka4eCTBY ¢ HAISKHOCTU
pE3yJIBTaTOB TPOBEACHUS HUCCIEAOBAHUSI M UYTO HAOOPHBI JUIsl MPOBEACHUS
UCCJICIOBAHUS  JIOJDKHBIM ~ 00pa3oM  BaJIUIUMPOBAHBI U TOAXOIAT A
npeaHa3HAaYeHHON 1enu MpuMeHeHus. [loCKonbKy KayecTBO U HaAEeKHOCThb
TUX MAarepuajoB WM HCIBITATEbHBIX HAOOPOB HAIPSAMYIO BIUSIOT Ha

Ka4C€CTBO M HAACKHOCTb PC3YJIbTATOB HCCIICAOBAHUA, HGO6XOI[I/IMO, YTOOBI



PYKOBOAMTENb HCCIEAOBAHUS THIATEIbBHO HW3YYWJI U KPUTHUYECKUA OIEHUJI
MOJIHOTY Y NPUEMIIEMOCTh JOKYMEHTAllMM IO KOHTPOJIO KauyecTBa,
MPEICTABICHHYIO MOCTABIIMKOM. PyKOBOIUTENh UCCIEAOBAHUS JTOJKEH OBIThH
COCOOEH OIIEHUTh COOTBETCTBHE CHCTEMbI KadyeCTBa, HCIIOIb3yeMOM
U3TOTOBUTEJIEM, U UMETh B HAJIUYHUHM JOKYMEHTBI, HEOOXOIUMBIE ISl OIEHKH
MIPUTOJHOCTH TECT-CUCTEMbI ISl MCIIOIb30BaHUS B PadOTE MCIBITATEILHOM
nabopatopuu (HarpuMep, pe3yabTarbl HCCIEIOBAHUN XapaKTEPUCTUK TECT-

CUCTEMBI).
[lepconarn, y4acTByIOLIUH B UCCIETOBAHUU

Ilepconan, yd4yacTByIOIIMA B MCCIEIOBAHUM JOKEH TIIATEIIBHO
coOmonarb, TpeOOBaHMS K AaCENTHUUYECKUM YCIOBUSM (€CIM 3TH YCJIOBHS
TIPUMEHSFOTCS B HCHBITATEILHON nabopaTopun), BBINOJIHATE
COOTBETCTBYIOIIME MPOIEAYPhl MPU MPOBEICHUM HUCCIEAOBAHUMN 1n Vitro,
YTOOBI M30€KaTh MMaTOTEHHOTO 3arPsI3HEHUS TECT-CUCTEMBI.

Ilepconan, y4acTBYIOIIMA B HCCICIOBAHUU JIOJDKEH TNIPUMEHSTH
HEOOXOJMMbIE METOIUKH W TEXHUKU, YTOOBl HU30€XKaTh IEPEKPECTHOTO
3arpsi3HEHUSI MEXKy TECT-CUCTEMaMU U 00€CIIEUUTh YUCTOTY UCCIIEIOBAHMUS.

Ilepconan wuccnenoBaHus JMOKEH 3HATh W CTPOTO MPHUACPKUBATHCS
TpeOOBaHUH K M30JIMPOBAHUIO TECT-CUCTEM M TPEOOBAHMM K UCCIICTOBAHUSM C
IpUMEHEHHEM OHOJIOTHYECKH OIMacCHBIX MaTepuasioB. Bo Bpems mpoBeneHus
UCCJIENOBAaHUM  in vitro  CleIyeT  NPUMEHSATh  HaJJIeXallue  Mephl
IPETOCTOPOKHOCTH, YTOOBI CBECTH K MUHUMYMY PHUCKHU TPHU UCIOIB30BaHUN

ONACHBIX XMMHYECKUX BEIIECTB.
I1I. O0ecrnieueHme KauecTBa

HGHTCHBHOCTB, CBiA3aHHas1 C CJ'IY)K6OI\/JI oOecrieueHus KadyecTBa (I[anee —

COK), He3HaYuTEeIBbHO pa3IMYaeTCs IS MCCIENOBAaHUU 1n Vitro U in vivo.



HccnenoBanust in vitro B OTHEIBHBIX CIIy4asiX MOTYT KJIACCHU(DUIIMPOBATHCS
KaK KpaTKOCPOYHBIE HCCIIECOBAaHUS, B TaKUX CIydasX M[PUMEHSIOTCS
TpeOoBanus mpuiaokeHus Ne 6 k mpaBwiaMm. Takum oOpazom, MogoOHBIE
HCCJIEIOBaHMS MOTYT OBITh pouHcIiekTupoBanbl COK, eciii 3T0 yCTaHOBJIEHO
U JIONYCKAaeTCs  3aKOHOJATeIhCTBOM  TOCYIApCTB-WICHOB, Ha OCHOBE
porpaMMbl MHCIIEKTUpOBaHUs mporeccoB. [IpaBuna Tpedytot, ytoObr COK
HMHCIIEKTUpPOBaJia, IJaBHBIM 00pa3oM, KpUTHYECKHE (a3bl MCCIIEAOBaHUSA,
MOATOMY HEOOXoauMO, 4TOOhl B wuccienoBanusx in vitro COK Obuia
MOJIHOCTBIO OCBEIOMJIEHA O TOM, YTO M3 Ce€O0sl MPEACTABISIOT KPUTHYECKUE
dba3pl M KPUTHYECKHWE AacCHeKThl TaKWX HcclenoBaHui. PykoBomurento
UCCJIEIOBAHMS, BEAYLIUM HCCIEAOBATENIIM U IEPCOHATY, Y4acTBYIOIIEMY B
UCCJIEIOBAHUM, HEOOXOJMMO COBMECTHO pa3paboTaTth PYKOBOJCTBO IIO
npoBenennto uHcneknuid COK B coorBercTByronux obnactsx. [Tockonbky
mporpamMma oOecIiedeHHs] KadyecTBa JI0/bKHA 00s3aTeNIbHO PaCIIPOCTPAHATHCS U
Ha CHelUajbHbIE aCNeKThl MCCIEIOBAaHUM 1n Vvitro, oOpa3oBaHue U OOydeHHE
nepcoHasia COK nomkHO OBITH HaNpaBJICHO Ha CIIOCOOHOCTh YCTAHOBUTH
MOTEHIIUAIbHBIE MPOOJEMBI B CHEIU(PUYCCKUX O00JaCTAX HCCIECI0BaHUS
in vitro.

Cnemuduueckue o007IaCTH  HCCIENOBAHUSA 1N Vitro, TMOJyIeKaIINe
WHCIIEKTUPOBAHUIO, MOTYT BKJIFOYaTh B C€Os CIEAYIOIINE MPOIEAYPHl U MEPHI
(HO HE OTPAHUYUBAIOTCS UMU):

MOHUTOPHHI BJIMSIHUS MApTUM KOMIIOHEHTOB KJIETOYHBIX M TKAHEBBIX
KYJbTYpPadbHbIX  CpE€l,  SIBISIONIUXCS  KPUTUYECKHM  BAXHBIMU  JJIS
3¢ (HEKTUBHOCTU TECT-CUCTEMbI (Harmpumep, ¢eTaabHas TeIsdbs ChIBOPOTKA),

U IPYyTUX MaTeprasioB Ha 3PPEKTUBHOCTH TECT-CUCTEMBI;



9

OlleHKa 1 oOecrieueHre (GYyHKIUOHAIBLHOTO U (WIu) MOP(OIOTHYECKOTO
craryca (M IUEIOCTHOCTH) KIIETOK, TKaHEH U JPYTHUX WHAUKATOPHBIX
MaTepuasoB;

MOHHUTOPHUHI TOTEHIIMAIBHOTO 3arpsi3HEHUSI UY>KEPOJHBIMHU KIIETKAMH,
MUKOIIJIa3MaMHU U APYTUMHM [aTOT€HAMU WK APYTUMHU CITy4YalHBIMHU areHTaMu;

OUYMCTKA U 00€33apakruBaHuE 00OPYIOBAHUS U anmaparypbl U CBEJICHUE
K MUHUMYMY HMCTOYHHMKOB 3arps3HEHHS HCCIEAYEMBIX 3JEMEHTOB U TECT-
CHUCTEM;

oOeclieueHre  HAJJIeKAIEr0  HMCHOJIb30BaHUS U OOCITY)KHUBaHUSA
CHEeLMATU3UPOBAHHOTO 000PY/I0BaHUS;

oOecrieueHne HaJJIeKaled KPHUOKOHCEPBAIMM M  BOCCTAHOBIICHUS
KJICTOK Y TKAHEH;

oOecrieueHne HaAIJICKAINX YCIOBUN [T W3BJICUECHUN MaTepHaIOB
MOCJI€ XPaHEHHUS B 3aMOPOKEHHOM COCTOSIHUU;

oOecIeueHre CTEPUJIbHOCTH MaTrepHajioB M TOCTABOK, HCIOJIb3YEeMBbIX
JUTSI KJIETOYHBIX U TKAHEBBIX KYJBTYD;

MOJIZIEP’KaHUE COOTBETCTBYIOIIETO pAa3ACICHUS MEXKIY PpPa3IndHBIMH

HCCJIEIOBAHUSAMU U TECT-CUCTEMAMHU.
IV. Ilomernenus
1. Obmue TpeboBaHuUs

HpaBI/IJ'Ia YCTAaHAaBJINBAIOT, 9YTO HCIIBITATCIBHBLIC J'Ia60paT0pI/II/I JOJIXKHBI
COOTBCTCTBOBATH Tpe6OBaHI/I$IM, MNpCABABILICMBIM K Ka4CCTBY W HAJIC)KHOCTHU
PE3YJIbTATOB  BLINIOJIHACMBIX B HHUX HCCHeﬂOBaHHﬁ, a TaxKKkC 4YTO B
HCIIBITAaTeILHOU J'Ia60paT0pI/II/I cIeayer noaacpKuBATb COOTBETCTBYHROIICC
Pa3acJICHUC 00s13aHHOCTEHN INepCoHajada MCXKAY PA3TNYHBIMU BHUIAMU

ACATCIbHOCTH, yTOOBI 00€CIEYHUTH HaJICKamee M 6CCHpeHHTCTBCHHOC
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BBITIOJTHEHHE KaXKJIOTO MCCieIoBaHus 1n vitro. JIJis mpoBeneHus UCCIeI0BaHUM
in vitro Kak mpaBWJIO HEOOXOAUMO OrpaHUYEHHOE paboyee MPOCTPAHCTBO U HE
TpeOyeTCs BhIJICNICHUS CIEIUATbHBIX OMEIIICHHM, B KOTOPBIX HE JOMYyCKAEeTCs
MPOBOJUTH  JIPYyTrMe JIOKIMHUYECKHE (HEKIMHUYECKHE) UCCIIEIOBaHMUS,
MIOATOMY TIPH TIPOBEICHUH MCCIIEIOBAHUH 1n Vitro clieayeT NpeAnpUHITh MEPhI
B IIESX OOECIEUYEHUsT HAJUICKAIIETO Pa3/eieHusl Pa3IuYHbIX UCCIIEI0BAHUM

in vitro, MPOBOAUMBIX OJHOBPEMEHHO B OJTHOM U TOM K€ 30HE (IIOMEILICHUH ).
2. IlomerieHust UIsT TECT-CUCTEM

Hns  obecrniedeHHs] W30JSALUMU TECT-CUCTEM HEOOXOIMMO HUMETh B
HJIMYUM JOCTATOYHOE KOJIMYECTBO 30H (IIOMELIEHMI), YTOOBI CBECTH K
MUHUMYMY  BO3MOXHOCTb  3arpsSi3HEHUSI  TECT-CUCTEM. BO3MOXHOCTH
NOTEHLUMAJBbHOIO  3arps3HEHUs,  NEPEKPECTHOrO  3arpsi3HEHUs,  WIU
NEeperyThIBaHUsI OOBEKTOB HE JOJKHA YIPOXKaTh LEIOCTHOCTU KAXKIOM M3
TECT-CUCTEM U OTIEJIbHBIX UCCIIETOBAHUI.

Jlonyckaercs WMHKYOMpOBaTh KJIETKM WM TKaHU, YYacTBYIOLIUE B
Pa3IMYHBIX UCCIIENOBaHMIX, B OJHOM U TOM K€ UHKYOaTrope MpH yCIOBUH, YTO
UX pasieracHue 00eCleYeHO B JTOCTAaTOYHOW CTENEHH (HalpuMep, HAHECEHBI
COOTBETCTBYIOIINE HUIECHTU(UKATOPBI, METKH WA HCIIOJIb3YETCS Pa3ieiIbHOE
pa3MelleHue OObEKTOB JUISl OTIMYUSA HCCIEAOBAaHMM W T.A.), U HU OAMH
UCCIIEyEMbId KOMIIOHEHT HE SBJSIETCSl JOCTAaTOYHO JIETyYdM, YTOOBI
3arpsA3HUTHh  JIpyrHe€  OOBEKThl  MCCIENOBaHMS  NPU  COBMECTHOM
MHKYOUpOBaHUH.

Pa3znenenne kputnyeckux (a3 UCCIETOBAHUI MOXKET OBITH BO3MOXHBIM
HE TOJIBKO B IIPOCTPAHCTBE, HO U BpEMEHU. MaHUNYISIIUS C KIETOYHBIMU I
TKQHEBBIMU KYJIbTypamMH (Hampumep, MpoUeaypbl CyOKyJIbTHBUPOBAHUS,

I[O6aBJ'ICHI/IC HCCIICAYCMOI'0 2JICMCHTA U T. I[.) KaK IIPpaBHJIO, BBIIIOJHACTCA B
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30HaX C BEPTUKAJIbHBIM JJAMUHAPHBIM BO3[yXOIIOTOKOM B IEJSIX 00€CIICUCHUS
CTEpWIBHOCTH W 3alllUThl TECT-CUCTEM, I[IepCOHaNa, Y4YacTBYIOIIETO B
UCCIIEOBAaHUM U OKpY’)KAIOIIEeW cpelpl. B TakoM cilydae COOTBETCTBYIOILEE
paszelieHde g TPEeJOTBPAIEHUS TMEPEKPECTHOTO 3arps3HEHUs] MEXKIY
OObEKTAaMU  pa3IMYHBIX  MCCIEAOBAHUWA  MOXHO  OOECIEeYUTh  IyTEM
MOCJIEIOBATEIbHBIX MAHMUIYJSIIIUA C HUCHBITATeNIbHBIMUA TECT-CUCTEMAaMH,
UCIIOJIb3yeMbIMH B KaXJOM U3 MCCJEIOBAHHUM, C MOMOIIbIO TIIATEIHHOMN
OYUCTKM U 00e33apakuBaHus (CTepuiM3aliiu) paboyux MOBEPXHOCTEH
KabMHeTa W COOTBETCTBYIOUIETO  JTAOOparopHoro  oO0OpyAOBaHUS,
UCIOJIb3YEMOT0 Ha PA3JIMYHBIX dTarax UCCieqoBaHus (Mpu HEOOXOTUMOCTH).
BaxxHbIM acmekToM TMPOBEJAEHUS HCCIEAOBAaHUN 1n Vitro SIBIsETCS
HAJIMYME OTBEJICHHBIX 30H (ITOMENIEHUM) CO CHEIUaIbHBIM 00OpYIOBAHUEM,
00ecCleynBaIIMX JOJATOCPOUHOE XpaHeHue Tect-cucteMm. O0opynoBaHue (B
TOM YHCJI€ KOHTEHHEPHI AJI1 XpaHEHHUs) TOJKHO 00eCeunBaTh HEOOXOAUMbIE
YCIIOBUS ISl COXPAHEHUS 1IEJIOCTHOCTH TECT-CUCTEM B TE€UEHHUE JIUTEIHLHOTO

BPCMCHH.

3. [lomenienust a1st 0OpabOTKHU UCCIIETyEMbIX BEILIECTB
(JIeKapCTBEHHBIX CPEJICTB) U 0OPA3IOB CPABHEHUS
(KOHTPOJIBHBIX 00Pa3IIoB)

TpeboBanus mpaBUJI K  00pabOTKE  HUCCIEAYEMBIX  BEICCTB
(JiekapCTBEHHBIX CPEJICTB) U 00pa3IlOB CpaBHEHUsI (KOHTPOJIBHBIX 00Pa3IloB) B
OTHOIIEHUH MPEIOTBPAIICHHUS WX MEPEKPECTHOTO 3apaKEHUs B PAaBHOU Mepe
OTHOCSITCSI K OOBIYHBIM HMCCJIEAOBAHUAM M HCCIEI0BaHMAM in vitro. Ilpu
MIPOBEICHUHU HUCCIIEIOBAHUN 1n vitro HEOOXO0IUMO YUYUTBIBATh
JOTIOTHUTEIBHBIN aCMEKT: MOCKOJbKY COOJIOACHUE CTEPUJIBHOCTU SIBIISIETCS
KpUTUYECKUM (PaKkTOpoM I HAJUISKAIEr0 TPOBEICHUS HCCIIEIOBaHUIMA

n VitI'O, ciieanycer O6CCHC‘II/ITB, YTOOBI IMOMCIIICHNA WJIM 30HBI, UCIIOJIB3YCMBIC
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JUIsl TIOJTOTOBKM M CMEIIMBAHUS HCCIEAYEMbIX U ATAJOHHBIX BEIIECTB C
HOCHUTEJISIMU (CBSI3YIOIIMMH BEUIECTBAMU), OBbLIIM OCHAILIEHBI TAKUM 00pa3om,
YTOOBI MOXHO OBUIO pabOTaTh B ACENTHYECKHX YCIOBUSIX U TEM CaMbIM
3alIUTUTh TECT-CUCTEMY U XOJl BCETO MCCIICAOBAHUS B 11€JIOM ITyTEM CBEIICHUS
K MHHUMYMY BO3MOXXHOCTH 3arpsi3HEHUST B  TIPOIECCE  IMOATOTOBKH

TECTUPYEMBIX U CTAHJAPTHBIX 00BEKTOB (00Pa3IIoB).
V. O6opynoBanue, MaTepHaibl U PEareHThHI

CranymapTHeie TpeOOBaHMS, KOTOpPbIE TMPEABSABISIOTCS K amnmaparype,
UCIOJIb3YEMOU B UCCIIEOBAHUSIX, TPOBOAMMBIX B COOTBETCTBUH C IIPABUIIAMH,
B pPaBHOM CTENEHU MPUMEHUMBI U K ammaparype s UCCIETOBaHUM in vitro.
Opnnako, MMEIOTCS CIHeluanbHble TPEOOBaHUS W OCOOCHHOCTH, KOTOPHIE
HEOOXOMMO  YYUTHIBaTh B  paMKax  HUCCIENOBaHMM  in vitro. s
JIOCTOBEPHOCTH U HAJIKHOCTU PE3YJBTATOB Ka)JI0r0 HCCIEAOBAHUS 1n Vitro
HEOOXOUMO OO0ECHEeUrTh HaJUIeKaAIIUe YCIOBHUS JJsi  UCIOJIB3yeMOTO
0o0OpyIOBaHUS, T.€. HYKHO TMPOBOJUTH €ro pEryJsipHOE TEXHUYECKOE
oOcinyxuBaHue (Hampumep, IIKaQoB C BEPTUKAJIBHBIM  JAMHUHAPHBIM
BO3JyXOMOTOKOM WJIM WHKYOaropoB), KOHTPOJIb M KaJMOPOBKY (Hampumep,
MHKPOBECOB 151 MUKPOIHUIIETOK ) (mpu  HEOOXOAUMOCTH). Hns
CHELMAIU3UPOBAHHOTO  O0OpY/IOBaHUsI  CJEAyeT 3apaHee  YCTaHOBUTH
KPUTUYECKHE MapaMeTphl, TPeOyIoIIhe TOCTOSHHOTO KOHTPOJISL MJIM KOHTPOJIS
OpeeibHbIX OTKJIOHEHUH BEJIUYMHBI, a TakKe MPUMEHSTh YCTaHOBKY
CHEIUATBLHBIX YCTPONCTB, CATHAIU3UPYIOMINX 00 OTKJIIOHEHUU MTapaMeTPOB.

TpeboBaHusi mpaBUi K pearecHTaM B OTHOUIEHUHM HMX MapKUPOBKU H
CPOKOB TOJHOCTH B paBHOM CTENEHU TNPUMEHSIIOTCS M K pearcHTam,

WCITOJIB3yEeMBIM JIJIS1 UCCIIEIOBAHMM 1n Vitro.
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VI. TecT-cucremsi

TecT-cucTeMsbl in vitro — 3TO, Kak MPaBUIO0, OMOJOTMYECKUE CHCTEMBI,
XOTSI B YACTHBIX CIy4YasX B KayeCTBE aJbT€PHATUBBI CTAHJIAPTHBIM
UCCJIEIOBAHUAM i1 Vivo, MOTYT HCIIOJIb30BaThCs (DHU3UKO-XUMHUUECKUE TECT-
CUCTEMBI (HampuMep, KOMIUIEKT T€HOB JIJI1 TOKCUKOT€HOMUKH), JTHOO Npyrue
AHATTUTHYCCKHE METOHOJIOTHH (Hampumep, pu U3yYEHUU
TOKCUKOMETAaOOHOMMKHM). McribITarenpHble HAOOphI, BKIIIOYas MaTEHTOBAHHbBIC

UCIIBITATENIbHbIE HA0OPbI, JOHKHBI TAKKE CUUTATHCA TECT-CUCTEMaMU.
1. YcnoBus aJig conepkanust (XpaHEeHUs ) TECT-CUCTEM

Crnemyer 3apaHee YCTaHOBHTH TPEOOBaHUS K COMAEPIKAHUIO (XPaHEHHUIO)
TECT-CUCTEMBI, TMOAJEPKUBATh W BECTH MOHUTOPWHT BHEMTHUX (HaKTOPOB
HEOOXOTUMBIX I 00ECIIeYeHHsI Ka9eCTBA W IEJIOCTHOCTH TECT-CHCTEMBI BO
BpEMS XpaHEHUS U B XOJIE CAaMOTO HCCIICIOBAHUSI.

JIsisi KOHTpOJsl 00ecIieueHusl YCIOBHA CONEpKaHUs (XpaHEHHs) TEeCT-
CHCTEM IPUMEHSIOT TPOIISTyPhI JOKYMEHTAILHOTO yUeTa:

BbIOOpA TPEOOBAHMI K COMIEPKAHUIO (XPAHEHUIO) TECT-CUCTEM;

MOJIZICPKaHUS 33JJaHHBIX TTAPAMETPOB JJII BHEITHUX (PaKTOPOB,;

MOHUTOPUHT JKH3HECIIOCOOHOCTH ¥ PEAaKTUBHOCTH TECT-CHCTEMHI,
BKJTIOYAsl PETUCTPALIUIO KOJIMYECTBA MEPECEBOB KIIETOK U TIOKA3aTeIl BpEeMEHH
YABOCHUS TIOITYJISITIHH.

Crnemyer perucTpupoBaTh YCIOBUS OKpYXaloIiel cpeapl (Hampumep,
yYpOBEHb KHUJIKOTO a30Ta B CHCTEME KpPUOKOHCEpBAIlMW I XPaHCHUS,
TEMIIEPaTypy, BIAKHOCTh W KOHIIEHTPAIMIO YIIIEKUCIIOTO ra3a B MHKybaTopax
U T. I.), a TaK)Ke JFOObIE MAHUITYJISIIUU C TECT-CUCTEMON, HEOOXOMUMBIE JIJIst
NoJIp)KaHusl €€ KadecTBa W IEJIOCTHOCTH (Hampumep, oOpaboTka

AHTHOMOTHKAMH NN HpOTI/IBOI’pI/I6KOBBIMI/I CpcacCTBaMu,
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CYOKyJIETUBUPOBAaHUE, W30UPATEIbHOE KYJIBTUBUPOBAHUE [JISl CHUDKECHUS
YaCTOThl CHOHTAHHBIX COOBITUM MyTauuii). CoxpaHeHHe HaJIekKalUX
YCJIOBHUI OKpY:Karollel cpeibl BO BPEMsI XpPaHEHUS! TECT-CUCTEMBI B OOJIbIIEH
CTETICHH BJIMSIET Ha KaUeCTBO JJAHHBIX, MOJIy4aeMbIX OT TECT-CUCTEMBI in Vitro,
4eM OT OOBIYHOM OHMOJIOrMUYECKOM TECT-CUCTEMBI, B CBSI3U C 3TUM PErucTpalus
YCJIOBUM  CONEpXAaHUS M XPAHEHHS TECT-CUCTEM 1n Vitro  sBISETCS
00si3aTeNIbHBIM ~ YCIIOBUEM  TOJATBEPXKIACHUS KauyecTBa W  HAJIEKHOCTH

MOJIYYEHHBIX JAHHBIX OT 3TOT0 BUJIA TECT-CUCTEM.
2. HegaBHo nony4yeHHbIe (HOBBIE) TECT-CUCTEMBI

JIoKyMeHTaI110, MOJYyYeHHYIO OT MOCTaBIIMKA TECT-CUCTEM In Vitro u
coJiepKaliiecss B Hel CBeJeHHs (HampuMmep, MPOUCXOKICHUE TEeCT-CUCTEMBI,
BO3pacT (YMCIO TacCcaxkel), BpeMs YIBOCHHUS KIETOK U  MPOYHe
COOTBETCTBYIOIIIME XAPAKTEPUCTUKH, TOMOTAIOIINE UACHTUDUIIMPOBATH TECT-
CHUCTEMY), HEOOXOJUMO MPOAHAIM3UPOBATh W COXPAHUTh B  3aMKCIX
uccienoBanus. J[is OLEHKH >KM3HECTOCOOHOCTH, MPUTOAHOCTH (Hampumep,
(GYHKIIMOHATILHOTO W (MJIM) MOP(OJOrHYecKoro craryca KJIETOK W TKaHEM,
HCIIBITAHUSI Ha HAJIMYME M3BECTHOTO WIIM MPEANOoaraéMoro MUKpOOHOTO WU
BUPYCHOTO 3arpsi3HEHUs) W YYBCTBUTEIBHOCTH TECT-CUCTEMbI CJIEIYET
UCITOJIB30BaTh MIPEABAPUTEIILHO YCTAHOBIICHHBIE KPUTEPUH. Pe3ynbTaThl Takoi
OLICHKH JKM3HECIIOCOOHOCTU, TPUTOJHOCTH U YYBCTBUTEIBHOCTH TECT-
CUCTEMBI  JIOJDKHBI  OOPMIIATBCS  JIOKYMEHTAJIBbHO UM  BKIIIOUaThCS B
perucTpalroHHbIC 3alUCH 00 UCClieIoBaHUHU. Ecim Takas olileHKa HEBO3MOYKHA
(HarpuMep, TPU  WCTONB30BAHUHM  KYJIBTYpP TEPBUYHBIX KIETOK WJIH
«BOCCTAQHOBJICHHBIX OpPTraHOB») MEXJy IIOCTaBIIMKOM M II0JIb30BaTEIIEM
JOJDKEH OBITh YCTAHOBJIEH MEXaHM3M OILEHKH ¢ JOKYMEHTaJIbHOTO

O(bOpMJ'IeHI/ISI IMPpUTroAHOCT  TCCT-CUCTCMBI. I[aHHBIC MOHUTOpHUHIA U
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peructpau 3QPEKTUBHOCTH TECT-CUCTEMbl B OTHOIIECHUM pPEaKIIMU Ha
OOBEKTHl OTPUIATEIIBHOTO W TOJOXKUTEIBHOIO KOHTPOJISI MOTYT CIYXKUTh
JNOCTATOYHBIM  JIOKA3aTEIbCTBOM YYBCTBUTEJIBHOCTA KOHKPETHOM TECT-
cucteMbl. Kakue-mu0o BBISBIECHHBIE NPOOJIEMBI C TE€CT-CUCTEMOM, KOTOPBIC
MOTYT TIOBJIMSAITH HAa Kaue€CTBO, JOCTOBEPHOCTh M HAJICKHOCTH PE3YJIBTATOB
UCCJIEIOBAHMS,  JOJDKHBI ~ ObITh  OQOPMJIEHBI  JOKYMEHTaJbHO U
MIPOAHAJIM3UPOBAHbl B 3aKIIOYUTEIIBHOM ordyere. (Crenyer yBEOOMIISTH
MOCTABIIMKA O BBISIBJICHUU ITPOOJIEM C TTOCTaBIECHHBIMU UM TECT-CUCTEMaMH 1

MOJIy4aTh OT HETO OTYETHI O MPUHATHIX KOPPEKTUPYIOIIUX Mepax.
3. 3ammcu 0 TecT-CucTeMax

[TpaBuna TpeOyOT XpaHEHUs 3aMucel 00 MCTOYHMKAX MOCTABKHU, JaTe
MOCTYIUICHUSI M OLIEHKE COCTOSIHUSI TE€CT-CHUCTEM MpPHU UX MOCTYIUICHHH B
UCIIBITATENIbHYIO JIaboparoputo. J[Jisi KJIETOK U TKaHEW TaKue 3aluCh JOJKHBI
BKJIFOUATh HE TOJILKO HEMOCPEJACTBEHHBIM MCTOYHMK TMOCTaBKHU (Hampumep,
KOMMEPUYECKOTO MOCTABIIMKA), HO ¥ UICTOUHUK TTPOUCXOKICHHUS ITUX KIETOK U
TKaHEeW, TO €CTh YyKa3aHWe, OTKyla ObUIM BBIACICHBI KJICTKA WM TKaHU
(HanpuMep, IePBUYHbBIC KICTKH WJIM TKAaHU C TOHOPCKUMHU XapaKTePUCTUKAMH,
aJanTUPOBAHHBIC KJICTOYHBIC JUHUM W3 H3BECTHBIX HCTOYHMKOB W T. I.).
[Ipoune cBeneHNs TOKHBI BKIIFOUATh:

METOJI, TTOCPEACTBOM KOTOPOTO OBUIM HW3HAYaJIbHO TMOJYYEHBI KICTKU
WM TKaHW (HalpuMep, MOJYyYEHbl M3 AKCIJIAHTOB TKaHEH, MOJYyYEHbl MyTeM
OMOTICHY HOPMAaJbHBIX WM PAKOBBIX TKAaHEH, MOJTYYEHbI MEPEHOCOM T'€HOB
MyTeM TUIa3MUHON TPaHC(HEKIUU WU BUPYCHOM TPAHCAYKIUU U T. 11.);

XPOHOJIOTHIO XPaHEHUS;

KOJIMYECTBO MAacCaXkel KJIIETOUHBIX JIMHUM;

YCJIOBH:A KYJIBTUBHPOBAHUA U NUHTCPBAJIbI CY6KYJ'IBTI/IBI/IpOBaHI/I}I;
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YCJIOBUS 3aMOPaXKUBaHUs (Pa3MOpaKUBaHUSI) U T. 1.

JIJist TpaHCTEHHBIX TECT-CUCTEM HEOOXOJUMO, TaK K€, YCTaHOBUTH
OpUPOAYy TPAHCTEHA W BECTU 3alUCHU O COOTBETCTBYIOIIEM YNPABICHUU
HKCIPECCUEN TPAHCTEHOB.

Crnenyer ymensTh 0co00€ BHUMaHUE HaJJIeXkallel MapKUpPOBKE TECT-
CUCTEM BO BpEMs WX XPAaHEHHS U HCIOJb30BaHUS, MPUHITH MEPHI IO
00€CIEYEHNI0 M3HOCOCTOMKOCTU Takoil MapkupoBku. ClielyeT NpPUHUMATh
Mephl IO 00ECTHEUCHHUIO MPABWIBHOW HACHTU(UKAIIMU HUCTHOIB3YEMBIX TECT-
CUCTEM, B YAaCTHOCTH, €CJIM pa3Mep KOHTEHHEPOB M YCIOBUS MX XpaHEHUS
MOTYT OBITh KpPUTHYECKUMH (HaKTOpaMH JUIsi MapKUPOBKU (HAIpUMeEp,
UCIOJIb30BAaHUE KPUOCOCYIOB, MOMEIICHHBIX B XUJKUM a30T, pa3MEIlCHUE
HECKOJIbKUX TECT-CUCTEM, XpaHSIIUXCS B | KOHTEWHEepe).

TpeboBaHusi mpaBui K TECT-CHCTEMAaM W peareHTaM B OTHOUIEHUU
MapKUpPOBKM M CPOKOB UX XpaHEHUS MPUMEHSIOTCA K Habopam s
IPOBEJCHUSI UCIBITAHUM, MCIONB3yeMbIM B KayeCTBE TECT-CUCTEM in Vitro.
Bce HaGopbl 711 MCHIBITAaHUM, MCHOJIB3yeMble B Kaue€CTBE TECT-CUCTEM WIIU
UHBIM 00pa3oM (HampuMep, B AHAIUTHUYECKUX IEISAX) JIOJDKHBI HMETh
MapKUpOBKY C YyKa3aHuMEM Cpoka romHoctu. llpomnenue nmaHHOro cpoka
TOIHOCTU MOXKET OCYIIECTBISATHCA TOJBKO Ha OCHOBE JIOKYMEHTAJIbHO
oopmIIeHHOHN OlLIeHKM Wiu aHanuza. HaOopbl nis mpoBeAeHUs] UCTIBITaHUH,
UCIIOJIb3yeMbIe B KaueCTBE TECT-CHCTEM, MPU HCTEYEHUU CpPOKa TOAHOCTU
OJTHOTO M3 KOMIIOHEHTOB MOTYT TOJIBEPraThCsl OIIEHKE MPUTOJHOCTH, KOTOpast
oopmisieTcsl TOKYMEHTAIBHO M CIIY>)KHT JOKAa3aTeIbCTBOM TOIO, YTO MOCIE
UCTEUEHHUsI CPOKa TOIHOCTH peakisi HaOOpPOB HE OTKIIOHSETCS OT paHee
OTIpEe/IeNICHHBIX (apXUBHBIX) MOKa3aTesJed KOHTPOJIs (HalpuMmep, U3 paHee
3apEruCTPUPOBAHHBIX PEAKIUA COOTBETCTBYIONIEW MapTHUM HaOOpOB s

IIPOBCACHUA WCOBITAaHUM B OTBET Ha 0OBEKTHI ITOJIOXKHUTCIIBHOTIO,



17

OTPULIATEILHOTO KOHTPOJISI ¥ (WJIM) KOHTPOJISI peakTuBa (HOCHUTENS,
paz0aButensi)). JloKyMeHTaIbHO OGOPMIIEHHOE PEIICHUE PYyKOBOIUTENS
UCCJENOBAaHUS O  TMPOMJIEHMH CpOKa TOAHOCTHM  Habopa  JOJKHO
COMPOBOXK/IATHCS TIPUJIOKEHHUEM JIOKA3aTeIbCTB BBIIOJIHEHUS JTaHHOTO BHIA
OIICHKH.

Bo wuzbexanue BO3MOXXKHOTO TIEPEMYTHIBAHHS, JOJDKHBI OBITH TOYHO
OTpeeNieHbl HOMEHKJIaTypa TECT-CUCTEM M MapKHPOBKAa TECT-CHUCTEM, a BO
BCEX 3alHCSX, TOMYYEHHBIX B OTACNIBHBIX HWCCICNOBAHUAX, JOJIKHO
UCITIOJIB30BaThCsl O(UIMATBHO TIPUHATOE B MCHBITATEIbHOW JIabopaTopuu

0003HaYEHHE TECT-CUCTEMEL.

VII. Tectupyembie U cTaHIapTHBIE OOBEKTHI (B TOM YUCIIE OOBEKTHI
MOJIOXKUTEIBHOTO KOHTPOJISL U OTPULIATETLHOTO KOHTPOJIS)

Jlist monmydenusi, o0paboTku, oTOOpa NMpoO, XpaHEHUS U OMPENeIICHUS
XapaKTEPUCTUK TECTUPYEMBIX M CTaHJAPTHBIX 0OOpPAa3I0OB, HCIOIb3YEMBIX B
UCCJIEIOBAHMX 1N Vitro, rje MPUMEHSIOTCS TECT-CUCTEMBI, HE MPEIbABISETCA
HUKAKHUX JOTOJHUTENbHBIX CIIEHUAIBHBIX TPEOOBAHNUN KPOME MEPEUNCIICHHBIX
B mnpaBuiax. [lpu o00paboTke mpoOd MOryT HOTpeOOBaThCS ACENTUYECKUE
YCJIOBHUS, UTOOBI M30€3KaTh MUKPOOHOTO 3apaKEHUSI TECT-CUCTEM.

OnpeneneHre KOHIEHTpAIMM U OJHOPOJHOCTH HEOOXOIMMO ISt
OOBEKTOB TMOJOKHUTEILHOTO KOHTPOJISl, OTPULIATEIbHOTO KOHTPOJIA U (MIJIH)
KOHTPOJISI PEAKTUBOB (HOCHUTEINS, pa30aBUTENsI), MOCKOJIbKY HAJIMYHUE ITHX
MoKazarened MOXKET OBITh JOCTaTOYHbIM JIOKA3aT€IbCTBOM KOPPEKTHOM,
OXKUJJTAEMOM OTBETHOM PEaKIUU TECT-CUCTEMBI HA 3TH OOBEKTHI KOHTPOJISL.

Cpok rogHOCTH OOBEKTOB KOHTPOJS (0OpaslloB) Takke MOXKET ObITh
IPO/JIEH Ha OCHOBAaHWH OLEHKH WJIM aHallM3a OQPOPMIICHHBIX JOKYMEHTAJIBHO.
Takasi olleHKa MOMET COCTOSTh W3 JOKYMEHTaJbHOTO 3a(UKCHUPOBAHHOTO

MOATBCPKACHUA TOI0, 4YTO pCaknusaA COOTBCTCTBYIOIIHMX TCCT-CUCTECM Ha



18

O00BEKTBI TMOJOKHUTEIHLHOTO KOHTPOJIS, OTPUIIATEIBHOTO KOHTPOJS M (WUJIN)
KOHTPOJISI PEAKTHUBOB HE OTKJIOHSAETCS OT apXMBHBIX MOKazarejaed OObEKTOB
KOHTPOJIS, XPaHSIIUXCS B HCIBITATENbHON Jabopartopun. B cBoro ouepensb,
JAHHBIE  apXWBHBIE  IIOKa3aTeNMM  JOJKHBI ~ OBITh ~ COMOCTaBUMBI  C

OITyOJIMKOBAHHBIMU ATAJIOHHBIMH MTOKa3aTeIIsIMHU.
VIII. CrangapTHbI€ ONEPALMOHHBIE TPOLIEAYPHI

B nomonHeHwe Kk mpuMepam, MPUBEIECHHBIM B IyHKTE 52 TIpaBuil, B
CTaHJApTHBIX OMNEpalMoOHHBIX Tpoieaypax (nanee — COII) cnexyer onwmcarb
BU/IbI ICSTEIILHOCTH U MIPOIIECCHI, CIeU(UUECKUe IS UCCIIEIOBaHMsI in Vitro.
Takue COII gomxHBI BKIHOYATh (HO HE OTPaHUYMBATLCS MMU) CIEAYIOIINE
BUJIBI pa0OT MCTIBITATEILHOTO IIEHTPA, CBI3aHHBIE C MPOBEICHUEM MCTIBITAHUN
in vitro:

naboparopHble TPOLEAYPhl: MOHHUTOPHHT OKpPYXAIOIIEH Cpeabl Ha
HaJM4Me TATOTEHHBIX MHUKPOOPTaHU3MOB B BO3JyXe M Ha IOBEPXHOCTSIX
0OBEKTOB, OUMCTKA U JAE3MH(EKIIUS TTOMEIICHUN U 000pyI0BaHus, JEeHCTBHYS,
peANnpUHUMaeMble B ciiydae MH(GEKIIMU WK 3arpsS3HEHUs B HCIBITATEIHHOM
1a00opaTopyr UK 30HE TTPOBEICHUS UCTTBITAHMS,;

000OpyI0BaHKE: MCTIOIB30BAHUE, TEXHUIECKOE OOCTYKUBAHUE, KOHTPOJIb
MIPOU3BOIUTEIILHOCTH, YOOpka U o00e33apakuBaHUE OOOpYIOBaHUS W
WHCTPYMEHTOB, HCIIOJIb3yeMbIX B paboTe ¢ KyJbTypaMH KJIETOK M TKaHEH
(HampuMep JaMUHAPHBIX ITKaQOB MW HWHKYOaTOpOB), MOHUTOPHHI YPOBHS
KHUJKOTO a30Ta B KOHTEHHEpax MJisi XpaHEHHUS TECT-CHCTEM, KaInOpOBKa H
MOHHUTOPHHT TEMIEPATyphbl, BIAKHOCTH W YPOBHEH YIVIEKUCIOTO Ta3a B
WHKyOaTopax;

MaTepUalibl, PeareHThl U PacTBOPHI: OLIEHKA MPUTOIHOCTH, MPOJJICHUE

CPOKOB TOHHOCTH, OLCHKA MW IIOAACPKAHUC CTCPUIBHOCTH, CKPHUHUHT
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pacpoCTpaHEHHBIX TMAaTOr€HHBIX KOHTAMHHAHTOB, OMNHCAHUE MPOUEAYP
BbIOOpa W  HCIOJB30BaHUS pacTBoputens (pa30aBuTEeNss, HOCUTEIS),
nporeypbl BepuduKauu COBMECTUMOCTH PACTBOPUTENS (HOCUTEIIS) U TECT-
CUCTEMBI,

TE€CT-CUCTEMBI: YCIIOBUS XPAHEHUSI TECT-CUCTEM, BBITTOJTHEHUE TIPOIICYP
3aMOpaKUBaHUSI W Pa3MOpPKMBAHUS KIETOK M TKaHEM, HMCCIEIOBaHHWE Ha
pacmpoCTpaHEHHbIE  MAaTOr€Hbl, BU3YaJbHBIH OCMOTP Ha  HallMyue
3arpsi3HSIONIMX ~ BEIIECTB,  MIPOLEAYypbl  MPOBEpPKU  (Hampumep, C
UCITOJIb30BAaHUEM KPUTEPHUEB IMPUEMIIEMOCTH) Il OOECIEUeHHS] CBOMCTB H
YyBCTBUTEILHOCTH  TECT-CUCTEMBl IIOCJ€ TIOCTaBKM W BO  BpeMs
WCIIOIB30BaHUS B MCIIBITATEILHON J1a0oparopuu, Mopdoiaorudeckasl OleHKa,
KOHTPOJIb (PEHOTHUIIA WK CTAOMIBHOCTU KapUOTHIIA, KOHTPOJb CTAOMIBHOCTH
TPaHCT€Ha, PEKUM WHUIIMUPOBAHUS KYJIBTYPbI, YCIOBUSI KyJbTUBUPOBAHUS C
yKa3aHUEM HHTEPBAJIIOB CYOKYJbTUBUPOBaHUA, 00pabOTKa OMOJIOTHYECKHU
OMMACHBIX MaTEPHAIIOB U TECT-CUCTEM, MPOIEAYPhI YTUIU3AIMH TECT-CUCTEM;

MPOBEJICHUE  HUCCICAOBAHUS: ACCNTHYECKUE TEXHUKHU, KpPUTEPUU
MPUEMIIEMOCTU JTOCTOBEPHOCTH PE3YJABTATOB MCCIIECIOBAHUS, KPUTEPUU ISl
MTOBTOPHOTO MPOBEICHUS aHAJIN3A;

obOecrieueHre KadyecTBa: ONpelnesieHne KpUTHUYeCKuX a3, dYacToTa

BBITTOJTHEHMS UHCIICKIIUH.

IX. IIpoBeneHue uccienoBaHus
Y OTUETHI O PE3yJbTaTax UCCIIEIOBaHUS
TpeboBanuss mpaBuil K 3((OEKTUBHOCTH PE3YJBTATOB HCCIIECIOBAHUN
In vitro UJAEHTUYHBI TPEeOOBAaHUSAM, TMPEABSIBISIEMbIM K IPOYUM BHJAM
HCCJIEIOBaHMM O0€30MMacHOCTH.
Nmerotcs cnienuduyeckre acreKThl, XapaKTepHbIE JJIs MCCIIEIOBaHUS

n vitro, KOTOpbIE€ CJEIYyEeT OTpa)xkaTh B ILJIAHE HCCIEAOBAHUS, a TaKXKe B
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3aKJTFOUYUTETHFHOM OTYETEe 00 MCCIeTOBAHUU. DTH aCIeKThl HOCSIT B OCHOBHOM
HAYYHBIN WM TEXHUYECKUI xapakTep (Hanpumep, TpeOoBaHKE, YTOOBI JIFOOOI
BHYTPCHHHI KOHTPOJIb (COOTBETCTBYIOIIETO OOBEKTAa TMOJOKUTEITHHOTO
KOHTPOJIS, ~ OTPUIATEIBHOTO  KOHTPOJS,  KOHTPOJS  peakTuBa |
HEOOpabOTaHHOTO  O0OBEKTAa), OCYIIECTBISIEMbII B  IEJIAX  KOHTPOJIS
MOTPEITHOCTE W OIEHKH S(PPEKTUBHOCTH BCEH TECT-CHCTEMBI B IIEJIOM,
BBITIOJTHSUICSI BO BCEX HCCJIEMOBAHUSAX 1n Vitro OJHOBPEMEHHO C KOHTPOJIEM
UCCJIEYEMOTrO BellecTBa (JIEKapCTBEHHOTO CPEJICTBA)).

JlomyckaeTcss HCIIONIb30BaHUE COOTBETCTBYIOIIUX PYKOBOJCTB WM
CIPABOYHHUKOB TI0 UCCIICTOBAHUSAM in Vitro Jyis moiydeHus: 6osee moapoOHOi
uH(GOpPMAIK OTHOCUTEIFHO TOTO, KaKME BOTIPOCHI CIIETYET OTpaKaTh B IJIAHE

VICCIIEIOBAHNS U 3aKIIOYUTEIBHOM OTYETE.
X. XpaHeHUE 3alUCEN U MAaTEPUAJIOB

JIJ1st mccaenoBaHmil In Vitro MpUMEHSIIOTCS o0Ie TpeOOBaHUS TPABUI K
XpaHEHWIO (apXWBUPOBAHUIO) MaTEpUajOB W 3almuceld 00 WCCISIOBAHHH.
Crnenyer obecrieunTh COXpaHEHHE OOpa3llOB TECT-CHCTEM, KOTOPBIE MOTYT
OBITh 3aKOHCEPBHPOBAHBI HA JJIUTEIBHOE BpPEMs, OCOOCHHO B TOM Cclydae,
€CIM JTaHHBIE TECT-CUCTEMBI OTHOCUTCS K TECT-CUCTEMaM OTPaHUYCHHOU
JOCTYITHOCTH (HampuMep, CHelHalbHbIe CYOKJIOHBI KIJIETOYHBIX JIMHUH,
TPAaHCTCHHbIE KJIETKH H T. J.), YTOObl MOXHO OBUIO TIOATBEPAUTH
UJICHTUYHOCTh TECT-CHCTEMbl U (WJIM) MUMETh BO3MOXKHOCTH BOCIPOHM3BECTH
PE3yABTaThI HCCIIEAOBAHNA.

HeoOxomumo ~ obOecrieduTh  BO3MOXKHOCTH  COXpaHEHUS  IPoo
UCCIIEyeMOTO BelIecTBa (JIEKApCTBEHHOTO CPENCTBA) ISl TEX WCCIICAOBAaHUM

n vitro, KOTOpbI€ MOTYT OBITh OTHECEHBbl K KaTEropuu KpaTKOCPOUHBIX,
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OCOOEHHO B Cly4asiX, KOIJla MCCIEAOBAHMS 1IN VIro COCTABISIOT OCHOBY
UCCIIEOBaHUI 0€301TaCHOCTH.

Taxxe criemyer XpaHUTh 3alucH 00 AapXHWBHBIX pe3yJbTarax,
UCTIONIB3YEMBIX JJIsSi YCTAHOBJICHHS JIOIYCTHMOTO TUara3oHa peakiuh TecT-
CHCTEMBI, KOTOpBIE TOJYyYeHBI i OOBEKTOB MOJOKUTEIBHOTO KOHTPOJIS,
OTPHIIATEILHOTO ~ KOHTPOJIA, KOHTPOJSl pacTBOpUTENsA, a Takxke 00

HEHUCIOJIb3yEeMbIX (OTKJIOHEHHBIX) PE3yJIbTaTaXx.




I[MTPUJIOKEHUE Ne 2

K [IpaBunam Hamiexamen
nabopaTopHOl pakTUKU EBpa3uiickoro
HKOHOMHYECKOT0 COI03a B cpepe
oOpallleHHs JIEKapCTBEHHBIX CPECTB

TPEBOBAHUA
K POJIM ¥ J0JIKHOCTHBIM 00SI3AHHOCTH PYKOBOIMTEJIS
HCCJIeIOBAHMS TPU NMPOBEICHUM UCCJIeI0BAHNI
cormtacHo IIpaBmiam HaauIeKaei J1ad00PaTOPHON NPAKTHKH
EBpa3uiickoro 3x0HOMHU4€eCKOro cor3a B cepe odpanieHus
JIEKAPCTBEHHBIX CPEICTB

I. Ponb PYKOBOIUTEIIA HCCIICAOBAHNA

1. Bo Bpemsi mpoBeeHNs HUCCIEIOBAHUS PYKOBOIWUTENIb HCCIECHOBAHUS
MPENCTABISIET COO0M €AMHCTBEHHOE KOHTPOJIUPYIOIIEE JIUIIO C OKOHYATEIHHOM
OTBETCTBEHHOCTHIO 3a TMOJHOE HAyYHOE PYKOBOJCTBO HCCIEAOBaHHEM. Bce
CIIyKE€OHbIE 00SI3aHHOCTU U 00SI3aTEIHCTBA PYKOBOJUTENST UCCIEIOBAHMS, KaK
3TO yKa3aHO B TMpaBWIAX HaJIexalew gadopaTropHOW  MpaKTUKU
EBpa3uiickoro SKOHOMHMYECKOIO COKO33a, YTBEPKIAEMBIX EBpasuiickon
HPKOHOMUYECKOM KOMHUCCHEW (llalee — mpaBuiia), (HOPMUPYIOTCS HCXOAS W3
JaHHOTO ToNiokeHus. [Ipu mpoBeneHUM HCClIENOBaHUS B JIFOOOM MOMEHT
BPEMEHHU MOXKET JIEWCTBOBATH TOJBKO OJWH PYKOBOJUTEIb, YTO HUCKIIOYACT
BCAKYIO BO3MOKHOCTb TMOSIBJICHHMSI KOH(MIMKTYIOIIUX PACTIOPSDKEHUN, Kak,
HanpuMmep, B Cllyda€ Ha3HAYEHUSI HECKOIBKUX PYKOBOIUTEIEH MCCIEAOBAHUS.
HecMoTpst Ha TO, YTO HEKOTOPHIE JTOJKHOCTHBIE OOSI3aHHOCTH PYKOBOAUTES

HCCIICOAOBAHUA MOT'YT JCJIICTUPOBATLCA B CJIydac IPUBJICUCHUS CY6HOI[p$II[HBIX
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OpraHu3alyii, OCHOBHAs €r0 OTBETCTBEHHOCTh KAaK EIUHOTO IEHTPAIbHOTO
KOHTPOJIMPYIOILETO JIMIA HE MOYKET NepeaaBaThCsl.

2. Haiinure pyKOBOIUTEINSI UCCIEIOBAHUSI CIIYKUT TapaHTUEW KOHTPOJIS
HAy4YHOH, aIMUHUCTPATUBHOM W PEryJAaTOPHOHM  COCTaBJISIOLIUX
UcCleoBaHus. PyKoBOAUTENh HCCIENOBAaHUS OCYIIECTBISIET 3Ty (PYHKIIHIO
NyTeM COIVIaCOBaHUS JICUCTBUM  YIPaBISIONIEr0 amnmapara, Hay4HOTro
NepcoHalIa ucnbITaTeabHOoM Tadboparopuun u COK.

3. [Ipu MHOTOLIEHTPOBBIX UCCIIEIOBAHUSIX, KOTJIa pa0OThl MPOBOMISTCS Ha
Oosiee yeM OJHOW MCIBITAaTeILHON IUIOIIAKE U PYKOBOAUTENb UCCIIEIOBAHUS
HE MOXET OCYIIECTBISITh HEMOCPEIACTBEHHBIM HAA30p, HUCCIEN0BATEIbCKUE
orepali MOTYT KOHTPOJUPOBATHCS MOJTOTOBICHHBIM JIOJDKHBIM 00pa3oM,
KBUIM(DUIIMPOBAHHBIM W  OMNBITHBIM IITAaTHBIM COTPYJHUKOM  (TJIaBHBIM
uccienoBaresb). JleicTBysl OT IMEHM PYKOBOJIUTENS UCCIEIO0BaHUsA, OH HECET
OTBETCTBEHHOCTh 3a TIPOBEACHHE KOHKPETHBIX YCTAHOBIIEHHBIX 3TalloB
HKCIEPUMEHTA B COOTBETCTBUH C MPaBUIIaMHU.

4. IOmKHOCTh ~ PYKOBOJIUTENS  HCCIENOBAaHUS  OOBIYHO  3aHUMAET
pPabOTHHK, KypUPYIOUIUN HAYYHBIE ACTEKThI UCCIIEOBAHUN, OTBEUAIOIINMA 3a
J3aliH U yTBEPKIACHUE MJIaHa UCCIIEIOBaHMS, a TAKXKE 3a OpraHu3aluio coopa
JTAHHBIX, aHaJIU3 M OTYETHOCTh. Ha Hero Bo3maraercs OOs3aHHOCTH J€laThb
UTOTOBbIE OOIIME BBIBOABI IO pe3yibTaraM HKCIepuMeHTa. PykoBoauTelnb
UCCJICIOBaHMS KaK BEAYIIU HAayYHBIM COTPYAHHK COTPYIHHUYAET C APYTUMHU
uccienoBareasiMid U (WiIM) BEAYUIMMH HCCJEAO0BATEISIMHA, 3HAKOMUTCS CO
BCEMHU MOJTYYEHHBIMU B XOJI€ SKCIIEPUMEHTA JAHHBIMU, a TAK)KE MPUHUMAET U
U3y4aeT COOTBETCTBYIOIINE MHAUBUAYATIbHBIE OTYETHI, YTOOBI BKJIIOUUTH UX B
3aKJIFOYUTENbHBINA OTYET UCCIIEI0BAHNA.

5.B uensix aaMUHUCTPUPOBAHUS JJid MPaBUIBHOTO MPOBEICHUS

OKCIICPUMCHTA PYKOBOAUTCIIb HCCICIOBaHUA BIIpaBC Tpe6OBaTB n



yCTaHABIMBATh  COOTHOIIEHHWE  TaKUX  PECYpCOB,  MPEIOCTaBIIIEMbIX
PYKOBOJICTBOM J1aDOpaTOpvH, Kak MepcoHasi, 000OpYyIOBaHHE U MaTepHhaibHas
0a3a, 4TOOBI OOECIEYUTh MX HAJIMYHE B COOTBETCTBYIOILEM KaueCTBE U
JOCTYITHOCTH COINIACHO TpaduKy HCCIeIOBaHUS.

6. Koutposnp 3a coOmrogeHueM MpaBuil Takke BXOAUT B OOS3aHHOCTH
pykoBoautenst uccienoBanus. OH HECET OTBETCTBEHHOCTh 3a OOECIEeYeHHE
TOTO, YTO MCCIIEIOBAaHUE OCYIIECTBISIETCA B COOTBETCTBUU C MPABUIAMU, JIJIS
MOATBEPKICHUS Yyero TpedyeTcsi HallMuKe ero MOAMKUCH C yKa3aHUEeM JaThl Ha

3aKJIFOYUTEIBHOM OTYETE UCCIIEIOBAHNA.
I1. O6s13aHHOCTH PYKOBOJICTBA UCIIBITATENBHON Jaboparopun

7. PYKOBOJICTBO HCIBITATENBHON JIa0OPATOpPUU HECET OTBETCTBEHHOCTh
3a o0ecrieyeHrue (QPyHKIIMOHUPOBAHMS J1a0OpPaTOpUd B COOTBETCTBUM C
paBUJIaMU, YTO BKJIIOYAET B c€0s1 3(DPEKTUBHYIO OpraHU3aIUIO JIEITEIIbHOCTH
BO BCEX 00JIACTAX U HA3HAYEHHUE JOCTATOYHOTO YHMCIIa KBATU(PHUITUPOBAHHBIX U
OTBITHBIX COTPYAHUKOB, B TOM YHCJIE PYKOBOIUTEEH HCCIEAOBAHUS, a IPH
HEOOXOJMMOCTH TPOBEACHUSI MCCIIEIOBAaHUS HA HECKOJIBKUX ILIOIIaJIKaxX —

BEIYLUX UCCIIENOBATENCH.
1. HazHaueHne pyKOBOIUTENIEN UCCIEN0BAHUS

8. PyKoBO/ICTBO HCHBITATEIBbHOW JTA0OPATOPUH  JODKHO — yTBEPIUTH
JOKYMEHT, ONPEACIISIOIINMA IMPOIIeTyphl BEIOOpa M Ha3HAYCHUS PYKOBOIUTEIICH
WCCIICIOBAHMS, WX 3aMECTUTEICH M BEAYIIUX HCCIEIOBaTeIICH, €CIId 3TO
PETyCMOTPEHO CUCTEMAMHU KOHTPOJIST COONTIOCHUS MPUHITAIIOB HaAJIeKaIen
71a00paTOPHOM MPAKTUKHU.

O.1lpy Ha3HAUCHWH PYKOBOIUTEISI HCCICAOBAaHUS, PYKOBOJCTBY
UCTIBITATEIPHOW J1a00paTopuy CIIEAyeT O3HAKOMHUTHCS C TEKyIIeH WIn

IUTAHUpYEeMOM paldouel Harpy3kol IaHHOTO COTpyAHUKA. UTOOBI OLIEHUTH
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00beM palOThl, BBIMOJHAEMBIA KaXKJbIM YEJIOBEKOM B HCIBITATEIHHOM
nabopaTopuu, CIEIyeT WCIOJIb30BaTh OCHOBHOM rpaduk pabot, Kyda
BKJIIOUCHA HHGpOpMAIMS O BUJAX M CPOKaxX MPOBEJEHUS SKCIEPUMEHTOB,
3aKpPEIJIEHHBIX 33 KaXKIIbIM PYKOBOIUTENIEM HCCIENOBaHUA. DTOT MPUHIIUIL
yHpaBleHUs JOKEH PUMEHSTHCS TIPU PaCHPEIEIICHUN NCCIISIOBAaHU M.

10. 3ameHna  pykoBoaMTENs  MCCieloBaHUS W (WiIM)  BeAyIIUX
UCCIIEIOBATENEC  JIOJDKHA  NPOM3BOAMTHCS  COMIACHO  YCTAHOBJICHHBIM

poLIelypaM U JIOJKHA IOKYMEHTAIIbHO 0(OPMIISTHCS.

2. O6yuenue u mpodeccruoHanbHas MoJroToBKa
PYKOBOAMTEINIEH UCCIIENOBAHUS

11. PykoBoACTBO  HWCHBITaTeIbHOM  jaboparopuud  OOeCleurBaeT
JOKyMEHTAJIbHOE  MOJATBEpXIAEHUE OOydeHHss UM  IpodeccuoHaIbHON
MOJIFTOTOBKK ~ PYKOBOJUTENS  UCCIEAOBAaHUSI IO BCEM  HAIPaBICHUAM
nestenbHocTH.  OOydaromas — mporpaMma  JOJDKHA — MPEAOCTABIATH
PYKOBOAMTENSIM MCCIEIOBAHUS TMOJHOE M YETKOE MOHMMAaHUE NpaBUil U
NOpsAJIKa NESITENbHOCTH HCIBITAaTeNIbHON Jaboparopuu, a Takke 3HAHUE U
YMEHUE TMPUMEHSATh HA TMPAKTHUKE TPeOOBaHUS JAPYrMX HWHCTPYKIUNA U
pacnopsKeHU, UMEIOIIUX OTHOIIEHUE K HCHBITaTeNIbHOW JabopaTopuu U
KOHKpETHOMY TuIily uccienoBanus. [IpodeccnonanbHasi mMOArOTOBKA MOMXKET
BKJIIOYaTh B ce0s OmbIT paboThl TIOJ HEMOCPEICTBEHHBIM HaJI30pOM
KOMITETEHTHBIX JOKHOCTHBIX JIUIL. [leproapl HaOMOASHS WIH CTa)KUPOBKA B
paMKax KaXXJIOTO HallpaBJCHUs SKCIEPUMEHTAIbHBIX HCCIEIOBAaHUN, MOTYT
o0ecreunTh MOHMMAaHUE TMEePCOHAJIOM COOTBETCTBYIOIIMX MPAKTUYECKUX
aCIEKTOB W HAyYHBIX MPUHIIMIOB PabOThI, @ TAKXKE€ NTOMOYb B YCTAHOBIICHUU
NyTel KOMMYyHHUKalMu. lloceleHne BHYTPUOTPACIEBBIX W HE3aBUCHUMBIX
CEMHUHApPOB U KYpCOB, y4acThe B MPO(PEeCCHOHANBHBIX 00IIECTBAaX U JOCTYI K

CHeI_[I/IaJIBHOﬁ JIATCPAType MMO3BOJKICT  PYKOBOAUTCIIAM HCCICOOBaHUA



MOJICPKUBATh TEKYIIYI0 OCBEIOMIIEHHOCTh O pa3pabO0TKax B WX HAyIHOU
obnactu. IlpodeccuonanbHOE pa3BUTHE JIOJKHO OBITH HEMPEPHIBHBIM, a €0
YPOBEHb U aKTyaJIbHOCTh TIOJBEPTaThCs IEPUOANIECKOMY TiepecMoTpy. JIroboe
oOy4eHHE U IIOATOTOBKY HEOOXOMUMO JOKYMEHTAJIbHO IOATBEPKIATh U
COXpaHATh 3allMCH HE MEHee S5 JeT Toclie OKOHYAaHHS OOpaIieHus
JCKapCTBEHHOTO  CpPEACTBA, €CIM  HWHOM  CPOK  HE  YCTaHOBIICH
3aKOHOJATEIILCTBOM TOCYApPCTB — WICHOB EBpasuiickoro SKOHOMHUYECKOTO
COr03a (J1amee — rocyaapcTBa-4IeHbI).

12. OdwurmaabHbIe OTYETHI O IPOrpaMMax OOYUICHHS JOJKHBI OTpaXkarhb
TIOCJIEIOBATEILHOCTh IIPAKTHYECKOTO 00ydYeHUs W JIaBaTh SCHOE yKa3aHWE Ha
TUTl HUCCIENOBaHUWS, B YMNPABIECHUU KOTOPHIM COTPYIHHK CUHTACTCA
KoMIieTeHTHBIM. [lepruonndecku TpeOyeTcst JOTOTHUTEbHAS TOATOTOBKA WA
TIEPETIOTOTOBKA, HAIIPUMED, TOCIIC BHEAPEHUS HOBOM TEXHOJOTHUH, OTICPAITHIA

WM TpeOOBaHUM HOPMATUBHBIX MTPABOBHIX AKTOB.
1. O6s13aHHOCTH PYKOBOAUTEIS UCCIICOBAHUS

13. PYKOBOI[I/ITGJ'IGM HNCCIICOIOBAHUA ABJEICTCA JIMIO, KOTOPOC HCECCT
OKOHYATCIIbHYIO OTBCTCTBCHHOCTL 3a oOecrieueHne AOJDKHOI'0O HAay4YHOI'O
YPOBHA IPOBCACHUA HCCICAOBAHUA W MOXKCET IMOATBCPAHUTL COOTBCTCTBUC

WCCJICIOBAHMSI TIPABUIIAM.
1. Hauano nccnenoBanus

14. PykoBoauTe b UCCIICIOBAHUS IOJDKEH CBOEH MOAMKCHIO ¢ YKa3aHUEM
JaThl OJIOOPUTH MJIaH UCCIEA0BAHUS, KOTOPBIN MOATOTABIMBACTCS 10 MOMEHTA
Hauajia uccienoBanus. B miiane uccneqoBaHUsl CIEIYET YETKO YCTAaHOBHUTH
eI, 3aJla4M, CIOCO0 WX JOCTHXKEHHUS M BECh XOJ ASKCIepuMeHTa. JIroOble
JOTIOTHEHUS K TUIAHY HCCJEAOBaHUS JIOJDKHBI YTBEPKOAThCS, COIVIACHO

npoueaype MpPeayCMOTPEHHOM MpaBWjiaMud. B milaHe MHOTOLIEHTPOBOTO



UCCIICIOBAaHUS  CJIEMyeT ONpeAeNuTh W  ONHUCaTh  POJIb  BEMYIINX
WCCIIEIOBATENICH, yKa3aTh KaXI0€ MOMENICHUE UCIIBITAaTeIbHON Taboparopun,
a TakKe KAKIYD U3 WCHBITATENBHBIX IUIOMIANOK, YYAaCTBYIOIIUX B
OCYIIECTBICHUH SKCIIEPUMEHTA.

15. PykoBonuTenb HcclieqoBaHus OepeT Ha ce0si OTBETCTBEHHOCThH 3a
WCCJICIOBaHNE, TIOATNICHIBAS TUIAaH UCCIIEAOBAHUS C YKa3aHWEM JIaThl TOATHCH,
MIOCJIC Y€TO TUTAaH MCCIIEOBAHUS CTAHOBUTCS O(UITHATBHBIM JOKYMEHTOM IS
JAHHOTO WCCTIENOBaHus (ara Havajla WCCaenoBaHus). B oTmenpHBIX Cirydasx
(ecii MPUMEHUMO) PYKOBOAMTEh HCCIEAOBAHUS 00s3aH TaKke 00eCHeyuTh
MOJITUCAaHUE TIJIaHA UCCIIEAOBAHUS CIIOHCOPOM UCCIIEOBAHUS U PYKOBOACTBOM
UCTIBITATEIHFHON JTA00PATOPHH, €CIIM TOTO TPEOYIOT YIIOJTHOMOUYEHHBIE OPTaHbI
TOCyIapCTB-YJICHOB.

16. Tlepen HauamoM MCCIIEAOBaHUS PYKOBOAUTENh UCCIEAOBAHUS 00sM3aH
MIPENOCTaBUTh TIEpCOHANY CIyKObl oOecrieueHus kadectBa (manee — COK)
JOCTYIl K IUIaHy HCCJENOBaHUS JUIsl MPOBEPKM HAlUYUsl B HEM MOJIHOU
uHdopmaIum, HeoOXOMUMOM 711 COOTIONECHUS TIPABHUII.

17. Jlo daktuueckoil pgarbl Hadajda HSKCIEPUMEHTAa PYKOBOJIUTEIH
WCCJICIOBAHUS JJOJHKEH 00ECIICYNTh BECh TIEPCOHAI, 3aHSATHIN B IKCIIEPUMEHTE
(B Tom uncie corpyaaukoB COK) konusimu mjiaHa uccieI0BaHusl.

18. Ilepen TeM, HavaloM Kakux-1MOO pabOT MO HUCCIEIOBAHUIO
PYKOBOJUTEINb UCCIEN0BAaHUS 0053aH YI0CTOBEPUTHCS B TOM, YTO PYKOBOZICTBO
UCTIBITATEIPHOW JTA0OPAaTOPUU TPHUBJICKIO HEOOXOAUMBIE PECYPCHI IS
peanu3aiMyu  WCCICMOBAaHUS, a Takke YyOeOuThcs B HAIWYUHM  BCEX

HCO6XO,I[I/IMBIX MaTcpruaaIoB IJI1 TCCTUPOBAHUA U TCCT-CUCTCM.
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2. IIpoBeneHue uccieqoBaHus

19. Ha pykoBoauTensi MCCIENOBAaHUS BO3JIOKEHA OTBETCTBEHHOCTH 3a
KOMILIEKCHOE YIpaBieHHe wucciieqoBanueM. OH JIOJDKEH MPeIoCTaBUTh
rapaHTUH TOTO, YTO BBIMIOJIHAIOTCS BCE YCTAHOBJICHHBIE B TIJIaHE UCCIIEI0BAHNUS
OpoLEAYphl, BKJIOYAs TOMPAaBKM K IUJIaHYy MCCIENOBaHMUs, W 4YTO BCE
MOJIy4YeHHbIE B TEUEHUE  MCCIEIOBAaHUS  JAHHBIE  MOJHOCTBIO
3aIOKyMCHTHPOBaHbL.  JlemermpoBanue  crnenuPUUecKuX  TEXHHUUECKUX
00s13aHHOCTEN, KBUTM(DUIIMPOBAHHOMY  TEPCOHAIY  HCIBITATeILHOM
naboparopu (CreNHMATMCTaM HMCHBITATENbHONW J1a00paTOpUHU) JTOIKHO OBITH
o OopMIIEHO B TUCHMEHHOM BHUJIE.

20. Yyactue pyKOBOIUTENS UCCIENOBAaHUS B peaInu3allii UCCIEIOBAHUS
JOJDKHO BKJIIOUaTh B €€0sl MEPECMOTP HCCIENOBATEIbCKUX ONEpauuid u
uHboOpManu ISl OOECIIEUYCHUs] BBIMIOJHCHUSI YCTAHOBJIICHHBIX B TUIaHE
UCCJICIOBAaHUS TMPOLIEAYp M MX CONIACOBAHHOCTH CO CTaHJAPTHBIMU
OTEpaIlMOHHBIMU Tponenypamu. K TakuM HCClieAoBaTEIbCKUM OIeparusm
OTHOCSIT TaK)X€ JIaHHbIE, TOJYyYEHHBIE C IOMOIIBI0 KOMIIbloTepa. YToObI
YIOCTOBEPUTHh  PETYISIPHOCTh MEPECMOTpPa, B  OTUETAX HUCCIEAOBAHUS
JOKYMEHTAJTLHO (PUKCUPYIOTCS BHUJIBI U PETYISIPHOCTH MPOBEACHHSI 0030PHBIX
IPOBEPOK.

21. ITockonbKy BCe pelieHus, KOTOpble MOTYT MOBJIMSTH HA 1IETOCTHOCTD
UCCIIEIOBaHUM, TpeOyloT  Om0OpeHuss  PYKOBOIUTENS  HMCCIEAOBaHUS,
HEO0OXOMMO YTOOBI OH ObUT MH(OPMHUPOBAH O XOJE€ SKCHEPUMEHTATHHBIX
pabot. OcoOEHHO BaXkHO OOecneyuTh UHPOPMHUPOBAHUE MOCIIE BPEMEHHOIO
nepeppiBa y4acTus PYKOBOIUTENS HCCIEIOBAaHUS B HCCIEAOBAHUU. ITO
cieqyer  oOecreyuBarb  MOCPEACTBOM  COXpaHEHHs  >PQPEeKTUBHOMN
KOMMYHHUKAllMA CO BCEMH HAy4YHbIMH, TEXHHUYECKUMHU U PYKOBOIALIUMHU

COTpyAHHKaMH, a IIpU MHOI'OLCHTPOBOM HCCIICAOBAHMHN — C BCAYIIUMU



uccienosarensiMu. [Ipy HEOOXOJUMOCTH YETKO OMNPEJEICHHBIE KaHAJIbI
KOMMYHHUKAIIAH 00ecreunBaoT BO3MOKHOCTh ONEPaTUBHOIO
UH()OPMUPOBAHUST PYKOBOJUTENSI MCCIEIOBAHUS 00 OTKJIOHEHUSX OT IUIaHa
UCCJIENOBAHMS, & TAaKKE TapaHTUPYIOT JOKYMEHTAJIbHOE MOATBEPKICHHE
BO3HHUKAIOIIMX TTPOOIIEM.

22.Ecnu  naHHBIE  WCCIEOBAaHUS — 3alMCHIBAIOTCS Ha  Oymare,
PYKOBOJIUTENIO HCCIENOBAaHUSL CIEAYET O0ECHeYnuTh, YTOOBI MOJYyYEHHBIE
CBEJCHUSI MOJHOCTHIO M TOYHO JIOKYMEHTHUPOBAJIUCh W OOpadaThIBAIUCH B
COOTBETCTBUM C MPAaBWIAMHU. B OTHOIIEHUU PE3YJIBTATOB, NPEICTABICHHBIX B
ANIEKTPOHHOU (opMe B KOMIIBIOTEPU3UPOBAHHOW cHUCTEME, OOS3aHHOCTU
PYKOBOJIUTEIISI HUCCIEAOBAHUA OCTAKOTCS TEMH XK€, KaK U B OTHOUICHUH
OymakHbIX  Hocutened uHpopmanuu. Kpome TOro, pyKOBOAMUTEIb
UCCJIEIOBAHUS JIOJDKEH YOEIUTHCA B COOTBETCTBUU KOMIBIOTEPU3HPOBAHHBIX
CUCTeM TMpeArnojaraeMod oOnacTh MNPUMEHEHUs, UX BaIWJAUU U

MIPUTOTHOCTH JIJIs1 UCTIOJIb30BAHUS B SKCTIEPUMEHTE.
3. 3aKJIFOUYUTEIBLHBIA OTUET

23. 3aKIIOYATEIBHBIA OTYET MCCIENOBAHUSA HEOOXOIMMO COCTaBIATH B
dhopme JETATU3UPOBAHHOTO JTIOKYMEHTa (Hay4HOTO oTyeTa),
YCTAHABJIMBAIOIIET0 11€Jb W 3aJaud  HCCIIECIOBAHUS, OIHUCHIBAIOIIETO
HCITOJIb30BAaHHBIE METO/IBl U MaTepHaIIbl, 00OOIIAOIIETO TTOJyYCHHBIC JaHHBIC
Y TIPEJICTABJISIFOIIETO UX aHAJIN3, a TAK)KE C/ICJIAaHHBIC BHIBOJIBI.

24. PykoBOJIUTENh HWCCIEAOBAHUS TOJIUCHIBAET OTYET U TMPOCTABIISAET
JaTy, YIOCTOBEpsii NPUHSATHE HA Ce0sl OTBETCTBEHHOCTH 3a BEPHOCTh
CBEJICHUM, TOJIbKO IOCJE TOTO, KaK yOeaUTCS B TOM, UTO 3aKIIOYUTEIIbHBIN
OTYET JIaeT MOJHOE, JOCTOBEPHOE M TOUHOE MPECTaBIeHHE 00 UCCIICI0BAaHUM

N €TI0 pC3ylibTarax. CJ'ICI[yeT YKa3aTrb CTCIICHb COOTBCTCTBUA HMCCICAOBAHUS
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npaBuiaM. PyKoBOIUTENIO HUCCIEAOBAHUS CIEAYET CaMOMY YIOCTOBEPUTHCH,
yto wumeercs 3akmodeHne COK, wu Obid  3adUKCHpPOBaHBI  JIHOOBIC

PACXOXACHHUS C IIJIAHOM MCCIIEIOBAaHUS.
4. ApxuBbl

25.1lo0  OKOHYaHWM  HUCCIENOBaHUSA  (BKJIOYasl  MpEKpalleHue
UCCJIEIOBaHMs) HA PYKOBOJUTEIIS UCCIIEOBAHMS BO3JIAraeTcs 00s3aHHOCTD 110
CBOEBPEMEHHOW apXWBallUM TUTAHA UCCIIEIOBAHMS, 3aKJIIOUUTEIILHOTO OTYETa,
NEPBUYHBIX JAHHBIX U MAaTE€pPUATIOB UCCIEAOBaHUs. B 3aKIIOUMTEIbHBIN OTYET
ClIeyeT BKJIFOYUTH 3asIBIICHUE PYKOBOJICTBA naboparopud,
CBUETENILCTBYIOIIEE O TOM, YTO BCE 00paslibl UCCIEAYEMOTO U CTaHIapTHOTO
BEIIIECTB, OMOJIOrMYECKUE MPOObI, MEPBUYHBIE JAaHHBIE, IJIAH UCCIIEIOBAHMUS,
3aKJTIOYUTENBHBIA OTYET W Jpyras COOTBETCTBYIOIIAs JOKyMEHTAIUs OyIyT
XpaHUThCS B HUCHbITaTeNbHON naboparopuu. [locrme mepenauu cBeiaeHui B
apXuBbI, OTBETCTBEHHOCTh 3a HHUX HECET PYKOBOJCTBO HCHBITATEIHHON

nabopaTopumu.
5. IlpuBneuenne cyonoapsAHON OpraHu3aIiu

26. Ecnu yacTh  HCCIIEIOBAHUS  BBINOJIHAETCS  CYOHOJPSIAHOM
opraHuzanueii, pykoBoautenb uccieaoBanus (u nepconan COK) nomxen
OBITH OCBEJOMJIEH O CTENIEHH COOTBETCTBHUSA MPaBUIaM JJAHHOM CyOnoapsiIHON
opranmzanueii. Korma cyOmnoapsHas opraHuszaiusi HE COOTBETCTBYET
IpaBWIaM, PYKOBOAMUTENIO HCCIEIOBAHUS HAIJICKHUT B 3aKIIOYUTEIHHOM

OTYETE yKa3aTh ATOT (DAKT.
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IV. U3MeHeHns K miaHy MCCIENOBAaHUS U OTKIIOHEHUS OT HETO

27. IlonmpaBKH K IJIaHy UCCIIEIOBAHUS CIAEAYET OOPMIISATD:

UL TIOATBEPXKACHUS  NOPEAHAMEPEHHOTO  W3MEHEHWs  JW3aiiHa
VCCIIEOBAaHMs TIOCJIE JaThl Hadajla MCCIECAOBAaHUS U 10 BCTYIUIEHUS IIJIaHa
VICCIIEOBAHHUS B CUJLY;

B PE3yJIbrare HEOXKUIAAHHOTO IIPOMCIIECTBUA B XOJIE HCCIENOBAHUS,
KOTOPOE€ TpeOyeT 3HAYUTENBHBIX KOPPEKTUPYIOIIUX MEP.

28. [lonpaBku, CBUIECTEIBCTBYIOIIME O MPUYUHE WU3MEHEHHUS], JTOJKHBI
IIOCJIEAOBATEIILHO HYMEPOBAThCs, IOAIMCHIBATECSA C YKa3aHUEM JaTbl U
HaITPaBIATHCA PYKOBOJAWTEIIEM HCCIIENOBAHUS BCEM ITOJIy4YaTesIsIM MCXOIHOIO
IIJJaHA UCCIIEIOBAHMUS.

29.B ommume OT TONMpaBKM K IUIAHY MCCIEAOBAHUs, KOTOpas
IpeaCTaBIsieT coO0M 3allJITaHUPOBAHHOE M3MEHEHHE B IUIAHE MCCIICAOBAHMS,
OTKJIOHEHUs OT IUJJaHA MCCIIEAOBAaHUS SBILIKOTCS HENPEAYCMOTPEHHBIMU
VU3MEHEHUSIMHU, NPOUCXOAIIUMHU BO BpEMS OCYLIECTBIIEHUS dKCIIEpUMeEHTa. B
JOKYMEHTAllMd TI0 HCCJENOBAaHUIO CleayeT (PUKCUpOBaTh CBEIACHUS 00
VCCIIEAOBAaHUM, B TOM YMCIIE pPaACXOXKICHUE €ro ¢ IulaHoM. JlaHHbIE
OTKJIOHEHUS MOTYT MHULHUUPOBATHCS NPYTMMHU COTPYAHUKAMHU, 3AHITHIMUA B
OKCIEPUMEHTE, HO JOJIKHBI CBOEBPEMEHHO OOOCHOBBIBATHCS, OJOOPSATHCS U
OMUCHIBATHCS C YKa3aHWEM JIaThl PYKOBOJIUTEIEM HCCIEIOBaHUS U (WIIH)
BEAYIIUMH HCCIEHOBATENSAMHA, a TAKXKE XPAHUTHCS BMECTE C IEPBUYHBIMU
JAHHBIMU HCCJIe/IOBaHUs. PyKOBOIUTENb HCCIEIOBaHUS O0SI3aH YTBEPKJATh
T00bIEe  MPEANPUHUMAEMBIE TEPCOHAJIOM UCIBITATEIbHOW  J1aboparopuu
KOppeKTupytonme aeicTBus. EMy criemyer paccMOTpeTh 11€51ecO00pa3HOCTh
KOHCYJbTAlMM C JPYTUMU HAy4YHBIMH COTPYIHUKAMH [UJIs TOTO, YTOOBI

OTIPEICTUTh BIMSHUE JI000M 1Mompo0HOM MH(OpPMALMKM Ha XOI U Pe3yJbTaThl
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HCCJIEIOBAHUS, COOOIUTE 00 PTUX OTKJIIOHEHHUSX B 3aK/IIOUMTEIILHOM OTYUETE

(¥ MpoaHaIM3UPOBATh UX MPU HEOOXOAUMOCTH).

V. KBanudukaiimonasie TpeOOBaHUS K
PYKOBOJIUTEIIIO UCCIEAOBAHUS

30. KpayinukanroHHple TPEOOBaHUSI K PYKOBOJIUTEIIO HCCIICIOBAHUS
3aBUCSAT OT OOS3aTeIbHBIX  YCIOBUM  KaXJIOTO0  KOHKPETHOTO  BHJA
uccienoBanus. B 00s13aHHOCTH PYKOBOJICTBA HCIIBITATENIBHOM JIabopaTropuu
BXOJUT YCTAHOBJEHUE OTHUX TpeOOBaHUN. PyKOBOJCTBO HCHBITATEIHHOMN
1a00paTOpUU OTBEYAET 3a BHIOOP PYKOBOAUTEISI UCCIEAOBAHUS, KOHTPOJIb €T0
NEATEeTLHOCTH U OJOOPEHHE ero PEIIeHUH, a TaKke JTOJDKHO TapaHTUPOBATh
MPOBEJCHNUE IKCIIEPUMEHTOB B COOTBETCTBUM C MpaBUjaMH. MUHUMAaJbHbIC
TpeOOoBaHUS K KBaJ(puKammm, YCTaHOBJICHHbBIE PYKOBOJICTBOM
UCIIBITATEIbHOW JIa0OpaTopuul JJii PYKOBOJUTENS HCCIEAOBAHUS, JOJKHBI
ObITh yKa3aHbl B JIOKyMEHTax KajapoBoro yuera. [lomMmumo Hajiexaiiei
TEXHUYECKOM  TOATOTOBKM  (0Opa3oBaHMsI)  KOOPAWHHUPYIOIIAs  pPOJb
PYKOBOAMTEINSI HCCIENOBaHUS TpeOyeT, uYToObl JaHHOE JIMIO o0Iaaalio
HABBIKAMU B 00JIACTU MEXJIMYHOCTHOM KOMMYHUKAIIMH, PEIICHUS MPOOJieM U

YIIPaBIICHHUS.
VI. B3anMoziercTBrE B paMKax UCCIEIOBAHUS

31. PykoBoguTeNnb HMCCEIOBAaHUS HECET OOINYI0 OTBETCTBEHHOCTH 32
yIOpaBlI€HUE WCCIEIOBAHUEM W 3aKIIOUUTENbHBIM oT4eT. OmnpeneneHue
«OTBETCTBEHHOCTH 3a 00Ilee YIIPaBICHUE UCCIEAOBAHUEM U 3aKITIOYUTEIbHBIN
OTYET» MOXKET TOJKOBaTbCS B IIMPOKOM CMBICIE JJISI HMCCIEIOBAaHUN, B
KOTOPBIX PYKOBOJUTENb HCCIEAOBAHUS MOXET ObITh Teorpapuyecku
(TeppUTOpHAIbBHO)  yaaleH oOT  (paKTUYECKOro  MecTa  IPOBEICHUS

OKCHEPUMEHTAIbHON  palothl. [lpy HamMyuM  HECKOIBKUX  ypOBHEH
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yIpaBJICHUS, UCCIIEI0BATENBCKOTO nepcoHana u nepconaia COK neodxonumo,
YTOOBl CYIIECTBOBAJIM YETKHWE pPa3rpaHUYCHHUs] MOJTHOMOYHUM, KaHAJOB
KOMMYHUKAIIMW, a TAKXKE BO3JIOKEHHBIX Ha HUX OOS3aHHOCTEU C TEM, YTOOBI
PYKOBOAMTENb HCCleNOBaHUS MOT 3(PdeKkTuBHO (B MOJHOM O0OBEME KakK B
OTHOIIICHUU KOJMYECTBA, TaK M B OTHOIICHUM IOJYyYaeMbIX PE3yJIbTAaTOB
BBITIOJTHEHUSI  (PYHKIIMOHAIBHBIX  OOS3aHHOCTEW)  BBIMOJIHITH  CBOM
OOsI3aHHOCTH YCTAHOBJIEHHBbIE TIpaBuUjaMu. Pa3rpaHudeHus: MOJTHOMOYHIA,
BO3JIO)KCHHBIE OOSI3aHHOCTM M KaHallbl KOMMYHHKAIIMUA JIOJDKHBI  OBITh
3aKpEIUIeHbl JOKYMEHTAIbHO (NIPUHATHI B (pOopMe MHUCbMEHHOTO JTIOKYMEHTA).
[Ipu HaTUYMKM UCCIEAOBAHMM, MPOBOISIINXCS HA HECKOJIBKUX MUCIIBITATeIbHBIX
IUIOIIAJIKAX,  PYKOBOJACTBO  HCHBITATEIbHOW  JIA0Oparopuu  JOJIKHO
o0ecreynBaTh YE€TKUE KOMMYHHUKAIIMOHHBIE CBS3M MEXKIY PYKOBOAMUTEIIEM
uccienoBanus, Beaymmmu uccienoBarensimu, COK u uccnegoBarenbCKum
TIEPCOHAJIOM.

32. B wuccienoBaHusX, B KOTOPBIX OTBETCTBEHHOCTbH JCJIETHPOBaHA
BEAYyIIEMY  MCCJIEIOBATEI0, PYKOBOAUTENIM  MCCIICIOBAHUS  JOJKHBI
o0ecreynuTh TMOAJACPKKY U KOHTPOJIb JAHHBIX COTPYAHUKOB, YTOOBI
rapaHTHUPOBATh, YTO COOTBETCTBYIOIIUE ATalbl MCCIECIOBAHUS MPOBOASTCS B
COOTBETCTBUU C IIJIAHOM HCCJIEAOBAHMS, COOTBETCTBYIONIUMU CTaHIAPTHBIMU
onepanoHHbIMU Tiporienypamu (nanee — COII) u npaBunamu. Bemymmii
HCCIIeoBaTelb JIODKEH HE3aMEIIUTEIbHO CBS3aThCSI C  PYKOBOAMUTEIIEM
HCCIICIOBAHMS, €CJIM TPOM3O0IIUIO IPOUCIIECTBHE, KOTOPOE MOXKET OKa3aTh
OTpHUIIATEILHOE BO3JICUCTBUE HA XOJI M PE3yabTarhl HcclieoBaHusA. Bech
oOMeH HH(pOopMaIIUEH TOJDKEH JOKYMEHTAIbHO MOATBEPKIAThCS.

33. Ha Bcex »3Tamax »OKCIIEpUMEHTa OOS3aTeIbHO OCYIIECTBISIETCS

B3aMMOJICUCTBUE MEXIy pyKoBoauTesneM uccienoBanus u COK.
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34. Takoe B3aUMOAECHUCTBUE MOXKET BKIIFOUATh:

aktnBHOE npuBieueHne COK Kk CBOEBpEMEHHOMY paCCMOTPEHUIO TIAHA
WCCIICOBAaHNs, PACCMOTPEHHI0O HOBbIX ©  mepecmorpeHHbix  COII,
npusieueHuto nepcoHana COK k coBemanussM B Hayajae NPOBEICHHS
UCCJIEIOBAHUS U PEIICHUIO BOBMOXKHBIX MPOOJIEM, KacaroIIMuXcsi COOMOIeHUs
IIPABWJI [PU BBINIOJIHEHUU UCCIICIOBAHUS;

OBICTpBI OTBET HA OTYETHl 00 HHCHEKIUU (ayouTe) C YyKa3aHUEM
KOPPEKTUPYIOUIUX JEUCTBUM U TPU HEOOXOAUMOCTH MOJACP>KaHUE CBSI3U C
nepcoHasioM COK, HayyHbIM ¥ TEXHHYECKMM IIEPCOHAJIOM C LEJbIO
COINEHCTBHS B MPENOCTABIECHUN OTBETOB HA IMOJIYYEHHBIE B XOAE MHCHEKIIHH

(aynuTa) 3amedyaHusi (BOIIPOCHI).
VII. 3amMeHa pyKOBOAUTEINS HCCIIETOBAHUS

35. PykoBoauTEenb HCCHENOBAaHUS HECET OTBETCTBEHHOCTh 3a XOI
UCCJIENOBAHMS B COOTBETCTBMM C IpaBWiaMu B 1eimoM. OH JOMKEH
YOOCTOBEPUTHCS B IIOJIHOM COOTBETCTBUM KaXXIOTO JTama MCCIEIOBAHMS
NPUHIIMIAM HaJyIeKalled J1abopaTOpHOM MPaKTUKH, B TOYHOM CIIE€AOBaHUU
IUIAHY MCCIEHOBAaHMs, A TAKXKE€ B TOM, YTO BCE PE3YJbTaTbl UCCICAOBAHUN
MOJIHOCTBIO JIOKYMEHTHUPYIOTCS. JlaHHAsi OTBETCTBEHHOCTb MOXET OBITh
MOJIHOCTBIO pPEaJN30BaHa B CIy4yae, €CIH PYKOBOAUTENb HCCIEIOBAHUS
MOCTOSIHHO TPHUCYTCTBYET B HCIBITATENIbHON JlabopaTopuu BO BpeMs
IIPOBEICHHS] HCCIIEJOBAaHUSA. JTO HE BCErNa OCYIIECTBUMO Ha IMPAKTHKE,
MOCKOJIBKY HEM30€KHO Oy/lyT BO3HUKATh MEPUOABI KOIJIA OH HE HAXOAUTCS B
UCIIBITATEIbHOW ~ JJadoOpaTopud W BO BpeMsl KOTOPBIX  HEOOXOAUMO
OCYLIECTBUTh €r0 3aMEHy. YCJIOBHS, TMpPU KOTOPBIX PYKOBOAUTEINb
UCCJIEIOBAaHUSI MOXKET OBITb 3aMEHEH, HE ONPEIEJICHbl B TMpPaBUIaX, OHU

AOJDKHBI paCcCMAarpuBarbCsad Ha YPOBHC YTBCPKICHHBIX HCIIBITAaTEIILHON
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naboparopueit COIL.  Jlanubie COII  gomKHBI — TakXkKe  ONPEneisaTh
HEOOXOAMMBIC JJIsl 3aMEHbl PYKOBOJUTENSL MCCIEIOBAHUS MPOLEAYPHl H
JIOKYMEHTAIHUIO.

36. Pemienue o 3aMeHe PYKOBOJIUTENS HMCCIICIOBAHUS WJIM BPEMEHHOM
NENETUPOBAHUM €0  TOJHOMOYUN  JIPYroMy  COTPYIHUKY TPUHUMAET
PYKOBOJICTBO HCIIBITATENbHON nabopaTtopun. Bce Takue pelieHus ciaemayer
JOKYMEHTUPOBAaTh B MNUCbMEHHOM (opme. CyliecTBYIOT 2 YCIOBHUS A
JOJITOCPOYHBIX ~ MCCIIEIOBAaHUN, TPH KOTOPHIX MOXET paccMarpHUBaThCs
BapUaAHT 3aMCHBI:

OKOHYaHHE CpOoKa pabOThl PYKOBOAUTEIS HUccaenoBanus. B atom cioydae
00sI3aHHOCTBIO, MPUILEAIIET0 HA 3aMEHY PYKOBOJUTENS UCCIEAOBAHUS (TIpH
comerictBun nepcoHana COK), sBasercs HEOOXOAWMOCTh B KpaTdaiiiue
CPOKM YOEIUThCS B COOTBETCTBUM WCCIIEIOBAHUN, MPOBEICHHBIX K Jare
3aMEHbI, IPUHITAIIAM HaJiJIexKaIel J1adopaTropHOM MPaKTUKY;

OTITYCK, Hay4HbI€ COBEIaHusI, 00JIE3Hb WJIM HECUACTHBIN CITydai.

37. KpaTKoCpo4HO€ OTCYTCTBHE MOXKET HE MOoTpeOoBarh (hopMaibHOU
3aMEHBbl PYKOBOJUTENS MCCIEIOBAHMS, €CIM MPU BO3HUKHOBEHUU MPOOIEM
WIM HENPEABUIEHHBIX CUTYyallMii ¢ HUM MOXHO CBsi3aTbes. Ecim B mepuon
OTCYTCTBUSI PYKOBOJMTEIIS MCCIICIOBAHMS OXKUJIACTCSI TTPOBEICHUE 3HAYUMBIX
ATANoB MCCIIEIOBAHUS, ATH ATarbl JOJKHBI ObITh JIMOO TIEpEeHECEHBI Ha Oolee
ynoOHOe BpeMsl (C BHECEHHEM, B cllydae HEOOXOIUMOCTU, U3MEHEHUH B IIJIaH
UCCJIEIOBaHMs), JAUOO0 JOMKHA OBITh PAcCCMOTPEHA 3aMe€Ha PYKOBOAUTEIS
UCCJeNOBaHMs MyTeM (OPMAIBHOTO HA3HAYEHUsI OJHOTO U3 COTPYJHUKOB B
Ka4eCTBE PYKOBOAMUTENS HccienoBanus. [Ipu KpaTKOBPEMEHHOM OTCYTCTBHUH
PYKOBOAMTEINSI HMCCJIEIOBaHUS JIONYCKAEeTCS BpPEMEHHas TIiepeiada ero
MIOJITHOMOYUM KBaJU(DUIIMPOBAHHOMY COTPYIHHUKY JJISl BBITTOJIHEHHS JAHHOTO

KOHKPETHOTO 3Tama MCCIeAOBaHUs. Ecim  OTCYyTCTBHE  PYKOBOAUTENS
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HCCIIEIOBAaHUST MOXKET OBITh MPOAOJKUTENIBHBIM, TO MPEANOYTEHHUE TOJIKHO
OTJIaBaThCs 3aMEHe, a He TMepeiaye 00sI3aHHOCTEH.

[Ipouenypa ¥ nMpUYUHBI 3aMEHBI PYKOBOAUTEIISI UCCIIENOBAHUS JTOJKHBI
OBITb JIOKYMEHTHUPOBAHBbI W YTBEPXKICHBI PYKOBOJICTBOM HCIIBITATEIIHHOM
naboparopun. Creayer TPOBOAUTH  JOKYMEHTHUPOBAHHE  PE3YJIbTaTOB
MIPOMEKYTOUYHOM MPOBEPKA COOTBETCTBUS  MCCICAOBAHUM  IPUHIMIIAM
HaJyIeKaIle 1adopaTOpHOI MPAKTUKU B Ciiydae OOHApY>KEHHs HEHOCTaTKOB
WA OTKJIOHCHUM.

38. IIpyu BO3BpallleHWH PYKOBOAMUTENS HMCCIACAOBAHUS HE3ABUCHUMO OT
TOTO, OBUIA JIM MPOBEJCHA €ro 3aMeHa WIM Iepeaada MOJTHOMOUYUN JPyroMy
COTPYAHUKY, OH JOJDKEH B Kpardauiive CPOKU YCTAHOBUTH, UMEU JIL MECTO
OTKJIOHEHUS OT YTBEPXKICHHOIO IUIAHA HWCCICHOBAHUM WM IIPaBUIL.
OOHapyXEHHBbIE OTKJIOHEHUSI OT MpaBUJI, BOHUKIIKE B MEPUOJl OTCYTCTBUS
PYKOBOAMTEISI UCCIEAOBAHUS, MOTYT OBITh 3aJIOKYMEHTUPOBAHBI IOCIIE €ro

BO3BPAILICHHUS.
VIII. IIpaBoBoli cTaryc pyKOBOAWTEIS UCCIIEIOBAHUS

39. [lognuce pyKOBOAMUTEISI UCCICAOBAHUS HA 3aKIFOUUTEIIBHOM OTYETE
MMEET IOPUINYECKYIO CHIIY U MOATBEPKIAECT OTBETCTBEHHOCTh PYKOBOAUTEIIS
HCCJICIOBAHNS B OTHOIICHHHN BBIIOJHEHHMS HCCIIEIOBAHUS B COOTBETCTBHHU C
MpaBWJIaMd W B OTHOIIEHUU JOCTOBEPHOIO IPEACTABICHUSI TEPBUYHBIX
JIAaHHBIX B 3aKJIIOUMTEIILHOM OTUETE.

40. IOpunnueckass OTBETCTBEHHOCTb PYKOBOAMUTENS  MCCIEAOBAHUA

YCTaHaBJIMBACTCA 3aKOHOAATCIIbCTBOM I'OCy1apCTB-UJICHOB.




IMTPUJIOKEHUE Ne 3

K [IpaBunam Hamiexamen
nabopaTopHOl pakTUKU EBpa3uiickoro
HKOHOMHYECKOT0 COI03a B cpepe
oOpallleHHs JIEKapCTBEHHBIX CPECTB

HOPAIOK
npumenenus [lpaBua Hapuiexameii JadopaTopHoOl
npakTukn EBpa3uiickoro 3kOHOMU4€CKOro CO103a
B cpepe oOpamieHNsl JIEKAPCTBEHHBIX CPEICTB JIJIsl OPraHU3aIUuN
U MPOBeEeHUS UCCJIeTOBAHUI HA HECKOJIbKHUX IUIOIAKAX

. OO01me monoKeHust

1. ITon wuccnenoBaHueM, MTPOBOAMMBIM Ha HECKOJBKHUX IUIOMIAJIKAX,
MIOHUMAETCS JII000€ MCCIIEIOBaHME, ATAIlbl KOTOPOTO MPOBOAATCS Oojiee dem
Ha OHOM TuIomaake. HeoOXoauMOCTh B TAaKMX MCCIEAOBAHUAX BO3HUKAET IIPH
UCIIOJIb30BAaHUM  IUIONIAJIOK, KOTOpPbIE yJaJeHbl 10 reorpaduyeckoMy
MPU3HAKY, OPraHU3allMOHHO OT/EJICHbl WM pa3/iefieHbl WHbIM oOpa3zom. B
TaKOM CJIy4ae OAWMH OTIAEN OpraHu3alud JIEUCTBYeT B  KaueCTBE
WCIIBITATEJIbHOM TUIOIIAJIKH, IPYTOM — B KQUE€CTBE UCTIBITATEIIBHOTO IIEHTPA.

2. PellieHue O TPOBEICHUH HMCCIICIOBAHUS HA HECKOJIBKUX IUIOMIAIKAX
NPUHUMAETCS  CIIOHCOPOM  TOCJIE€  OOCYXJEHUST C  PYKOBOJACTBOM
HCIIBITATeNIbHOW J1abopaTopuu, BBIOPAHHON CIIOHCOPOM IIepe] HavyajioM
nucciaenoBanus. VICrojb30BaHWE HECKOJIBKMX MCHBITAaTSIbHBIX IIIOMIAJIOK
YBEIIMYMBAET  CJIOKHOCTh  33Jlad  MNPOCKTUPOBAHMS U YNPaBJICHUS
UCCIICIOBAHUEM, YTO TMPHUBOJAUT K  JOMOJHUTEIBHBIM pUCKaAM s
JTIOCTOBEPHOCTH M HAJIC)KHOCTH PE3YJBTATOB HCCIENOBaHUA. [103TOMY OYEHB
BAYKHO, YTOOBI BCE MOTEHIMAIbHBIE YIPO3bl IEJIOCTHOCTH HCCIIEOBAHUSA HA
OCHOBAaHMM TIPEACTABIECHHOW CTPYKTYpbl HCCJIEIOBAaHUA HAa HECKOJIBKUX

IJIomaakKax OBLIN OLCHCHBI, 00s13aHHOCTH Y4aCTHHUKOB YCTKO pACIIPCACIICHBI, a4
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PUCKH CBeACHbl K MHUHUMYMY. JloibkHa OBITh TPOBENEHA TEXHUYECKas
(Hay4Hasi) DKCIEPTU3a U BCECTOPOHHE PACCMOTPEHBI CTATyC COOTBETCTBUS
UCCJIENIOBAHUS  TpaBWiaM  HaJIexKailed  Ja0OpaTOpHOM  MPaKTUKHU
EBpa3uiickoro 3KOHOMHYECKOIO COI03a, YTBEpPXKIAacMbIM EBpasuiickon
HPKOHOMHYECKOM KOMHUCCHEN (Hajiee — mpaBuiia), peCypchl U PEeHTa0EIbHOCTD
BCEX TUIAHUPYEMBIX K UCIIOJIb30BAHUIO UCTIBITATENBHBIX TIJIOMIA/IOK.

3.B cB3u ¢ TeMm, 4TO pa3MyHbIE BHJBl HCCIEIOBATEIbCKON
JEATETLHOCTH MPOBOMASTCS HAa Pa3HBIX IUIONIA/IKaX, MIAHUPOBAHUE, CBSI3b U
VOPABJICHUE HCCICIOBAHUEM HUMEKOT B JAaHHOM CIy4ae HWCKIFOUYATEILHO
BXHOE 3HAYeHWE. XOTSA HCCIECHOBAHUE HA HECKOJbKUX MCHBITATEIbHBIX
IUIOIIAJIKAX COCTOUT U3 pabOT, KOTOPbIE OCYIIECTBISIIOTCA KaK B
UCIIBITATEIbHOM IIEHTPE, TaK M HAa BCEX HCMBITATEIbHBIX IUIONMIAJKaX, OHO
MPECTABISIET COOOM €IMHOE UCCIIEIOBAHUE, KOTOPOE JOJIKHO MPOBOIUTHCS B
COOTBETCTBUM C MPABUJIAMU. JTO O3HAYAET HAJMYMUE JJI BCEX BBINOIHSIEMBIX
paboT OIHOTO IJIaHa UCCIEI0OBaHMS, OJJHOTO PYKOBOAMUTENSI UCCIEAOBAHUS U B
UTOTE OJTHOTO 3aKJIFOUUTEIILHOTO OTUYETA.

Kpaiine BakHO, 4TOObI 00BEM pPaAOOT, BBHIMOJHSIEMBIM Ha Pa3HBIX
IJIOIAJIKAX, ObLI YETKO OMPE/CNICH Ha paHHEH CTaJuM IUIAHUPOBAHUS, YTOOBI
JaTh BOBMOXKHOCTh 3aUHTEPECOBAHHBIM CTOPOHAM COIVIacOBATh HEOOXOAUMBIE

MepbI KOHTPOJIS TIepe/1 3aBepIIcHuEM pa3padOTKH TUIaHa UCCIIEIOBAHUA.
II. KommyHukamus

4. O0s3aTeNIbHBIM YCIOBUEM YCHENTHOTO MPOBEJCHUS UCCIIECOBAHUS HA
HECKOJIBKHMX IUIOIIAJIKAX SBIIAETCS OCBEIOMIIEHHOCTh BCEX CTOPOH O CBOMX
o0si3aHHOCTAX. YTOOBI pachpenenuTh 3TU OOS3aHHOCTU U CIPABUTHCS C
KaKUMH-TMOO CUTyallUsIMH BO BpeMs TPOBENCHUSI MCCIEAOBaHUA, KpanHe

BAXHO  HAJIaguTh  MOTOK  HWHpopManmuu U IPPEKTUBHYIO  CBS3b



(obecrieunBaroIIy0 HAJIEKHOE U YCTOMYMBOE MOJEPKAaHNE KOMMYHUKAIIUH,
HE TPUBOJMAIICE K MCKAKCHUIO (HEBEPHOMY BOCHIPHSITHIO), UTHOPUPOBAHHIO
WIA OTCYTCTBHIO OOparHOTO CHWTHaja B OTHOIICHWH IepeaaBacMoun
uHGOPMAIINN) MEXK]Ty CIIOHCOPOM, PYKOBOJCTBOM ILIOMIAIO0K, PYKOBOAUTEIIEM
UCCIICIOBAHMS, BEAYIIUMH HCCIICIOBATCIIIMHA, CIY)KOOW  oOecreueHus
kadecTBa (nasee — COK) u nmepcoHaaom ucciaeqoBaHus.

5. Mexanu3m oOmeHa uHHQOpMaIuen, CBSI3aHHOM C HCCIEIOBaHUEM,
JODKEH OBITh TMPEABAPUTEITHLHO COIVIacOBaH W OGOpPMIIEH JOKYMEHTAJIhHO
MEXTy CTOPOHAMH, YKa3aHHBIMH B ITYHKTE 4 HACTOSIIIIETO MTPHIIOKCHHS.

6. PykoBomuTenb HCCIACNOBAaHUS JIOJDKEH CBOEGBPEMEHHO IIOJTyYarh

UH(OpMAIUIO O XOJI€ UCCIIEAOBAaHUS HA BCEX TUIOMIAIKAX.
III. YripaBnenue ucciienoBaHuEM

7. CooHCOp TOpyYaeT TPOBEJICHHE  WCCIEIOBAaHUS  BbIOpAHHOMU
UCIIBITATeNIbHOM Jlabopartopun. PyKOBOICTBO HCIBITATEIHLHOM J1a0OpaToOpHuu
Ha3HA4YaeT PYKOBOAMUTEISI UCCIIEIOBAHMS, KOTOPHIM MOXKET SIBJISATHCS JIUIIO HE
00s13aTeNIbHO HaXOJAIIeecs] Ha TOW IUIONIAJAKE, TJE MPOBOIUTHCS OOJIbIIAs
4acTh JKCIEPUMEHTAJIbHOW paboThl. PemieHue o mpoBeneHHM pPadOThI IO
UCCJIEIOBAHUIO HA JIPYTUX IUIOMIAJKaX OOBIYHO MPUHUMAETCS PYKOBOJCTBOM
UCIIBITATEIBHOW  JTA0OpaTOpUM  TOCTe KOHCYJIBTAlUM C  PYKOBOAMTEIIEM
WCCJIEIOBAHMS M CIIOHCOPOM, €CJIM 3TO HEOOXOIUMO.

8. Eciiu  pyKoBOIUTENb MCCIIEIOBAHUSI HE MOXKET BBIMOJIHATH CBOU
00sI3aHHOCTH HA HUCIIBITATENIbHOW IMUIONIAJKE U3-3a €€ Teorpauueckoro Win
OpraHU3allMOHHOTO  Pa3/IeJIeHUs, BO3HUKAET HEOOXOAUMOCTh HAa3HAYUTH
BEAYIIUX HCCIIEIOBATENIe Ha WCIBITATENbHBIX IUIONIaAKaX. lcronHenue
00sI3aHHOCTEH BCIIEACTBHE OPraHU3AIMOHHOTO PA3/CIICHUS MOXET OBITh

HCBBLIIIOJIHUMBIM, B Y4aCTHOCTH, IO INPUYHUHC BPCMCHHBIX 34aTpaT Ha IPOC3I,
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Pa3HBIX YACOBBIX MOSICOB MJIM CJIOKHOCTEU, CBSI3aHHBIX C MEPEBOJOM C OJTHOTO
si3pIKa Ha Jpyroi. Paznenenue mo reorpaduyueckoMy MPU3HAKY MOXKET OBbITh
CBSI3aHO C YAQJICHHBIM PACIOJIOKEHUEM IUIOIAIKA WU HEOOXOAMMOCTHIO
YAENATh TOCTOSSHHOE BHUMAHKUE OJJHOBPEMEHHO HECKOJIBKHUM UCIBITATEIbHBIM
TUIONIA/IKaM, PACIOJIOKEHHBIM B PA3HBIX MECTaXx.

9. PykoBOICTBO  HCHBITATENBHON  J1a0Oparopu W yHAaJCHHBIX
UCIIBITATENIbHBIX TUJIOMIAJIOK JIOJDKHBI MOJJICPKUBATh NpOo(eccuoHaIbHbIE
B3aMMOOTHOIIEHUS C IEJIbI0 OOECIEeUeHUs IEIOCTHOCTH HCCIEAOBAHUS.
[IpuopuTeTbl pa3IUYHBIX YYaCTBYIOIIMX TIpynm JUOO KOMMEpYECKUe
JOTOBOPHl M COIVIAllleHUs O  KOHQUACHIMAIBHOCTA HE  JOJIKHBI
MPENsITCTBOBaTh OOMEHYy HH(OpMalMei, HEOOXOAUMON [JIsl HAaJJIEKAIETO

IIPOBCACHUA UCCIICAOBAHMS.

IV. Pacnipenenenue o0si3aHHOCTEM
YYaCTHUKOB MCCJIENOBAHUS U IIEPCOHANIA
1. Crioncop

10. Pemenne o nmpoBeAEHUM HUCCIECAOBAHUS HA HECKOJIBKUX IUIOMIAIKAX
JOJKHO ~ OBITh  THIATEIbBHO  PAaCCMOTPEHO  CIIOHCOPOM  COBMECTHO C
aAMUHHCTpPALME WCIBITATEIBHOTO MEHTpa J0 Hayajda HCCICIOBAHU.
[IpenBapuTeNIbHO CIIOHCOP JOJKEH ONPEEInTh, KakuMm o0pa3om OyaeT
o0ecreunBaTbCs COOTBETCTBUE MCCIIEOBAaHUIN MpaBUiiaM M 3aKOHOAATEIbCTBY
rocygapcrsa — uwieHa EBpa3WiiCKOro »KOHOMHYECKOIO Coro3a (maimee —
rocynapctBo-uiieH). CHOHCOp JOJDKEH TMOHWMarb, 4YTO B pe3yJibTare
UCCJIENIOBAHMSI HAa HECKOJNbKUX IUION[aJKaX OyleT COCTaBI€H OJHH
3aKJIFOYUTEIIbHBINA OTYET.

11. CnioHCcOp IOMKEH OBITh OCBEIOMJIEH O TOM, YTO €CIHM IUIOIIAJKA
UCIIONIL3YETCSl B KAaueCTBE HCHBITATEIbHOU J1abopaTopuu, OOBEAMHSISI HTarbl

HUCCIICAOBAHMA, IIPOBOAMMOI'O Ha HCCKOJBKHUX INIOIIdJKax, €C OlICpalliyi M



MepcoHall, 3aJelCTBOBAHHBIM B HCCIEIOBAHUM, IOMJIEKAT KOHTPOIIO CO
CTOPOHBI PYKOBOJIUTENSI UCCIIEIOBAHUS. B 3aBUCMMOCTH OT CUTYyallud, TaKou
KOHTPOJIb MOXKET BKJIOYarhb B C€0sl MOCEIICHMS TUIOMIAJKH PYKOBOJCTBOM,
PYKOBOAMTENIEM UCCIIEAOBAaHUS U (WJIM) WHCIICKITUIO TJIABHBIM CIICIIMAIICTOM
COK. PyxoBoauTenb uCCIEAOBaHUS JODKEH yKazarb, B KakOM OObeMe

VICCJIEIOBAHNE COOTBETCTBYET IPABUIIAM.
2. PyKoBO/ICTBO MCIIBITATENBHOM JTA0OpaTOpUU

12. BeiOOp HCHOBITATENBHBIX IUIOMIQJOK JIOJDKEH OBITh  0f00peH
PYKOBOJICTBOM HCIBITaTeNIbHON J1aboparopuu. PaccMarpuBaeMble BOMPOCHI
JOJDKHBI KacaTbCsl B TOM YHCIIE (PYHKIIMOHATBHOCTH U A(PPEKTUBHOCTH
KOMMYHUKAIlMA, HaIU4us NOpaBWibHO oprann3oBaHHor COK, nHammuus
NOJXOAAIIET0 00OpydOBaHUSI M OmbITa. PyKOBOACTBO HMCIBITATEIBHOU
nabopatopuu Ha3zHadaeT maBHoro crnenuanucra COK, KoTopsiil HeceT 00IIyIo
OTBETCTBEHHOCTh 3a 0OECIIEYCHHE KauyeCTBa BCEIr0 MCCIICIOBAHUS B IIEJIOM.
PykoBosicTBO HcHBITaTeNbHOM JlabopaTtopun 10JpKHO HHGopmupoBarb COK
BCEX MCHBITATEBHBIX IJIOMIAJ0K O MECTE HAXOKICHHS TJIABHOTO CIICHMAIMCTa
COK. Ecmu Bo3HHKaeT HEOOXOAUMOCTH WCIOJb30BAaHUSA WCIBITATEILHOMN
TJIOIIAJIKK, HE BKJIIOYEHHOM B CHCTEMY KOHTPOJISI COOTBETCTBHUS MpPABUIIAM,
000CHOBaHME BBIOOpA JAHHOM IUIOMIAJKH JOHKHO OBITH JIOKYMEHTHPOBAHO.
PykoBO/ICTBO MCHIBITaTeNIbHON J1a00OpPATOPUHU JOHKHO YBEIOMHUTH PYKOBOJICTBO
UCIIBITATEeIbHOM TUIOIIAJKA O TOM, UTO OHA MOYKET MOJIBEPTHYThCSI MHCIIEKITUN
YIOJHOMOYEHHOTO OpraHa TrocydapCTBa-uj€Ha, Ha TEPPUTOPUU KOTOPOTO
HAXOJUTCSl UCHBITaTeNIbHAs IMUIoN@aaka. Eciu B JaHHOM TOCY/IapCTBE-UJICHE
HET COOTBETCTBYIOIIETO  YIOJIHOMOYEHHOTO OpraHa, HCIHbITaTelIbHAas
IJIOIIA/IKA MOKET TOJBEPTHYTHhCS MHCIEKIIMUA YIOJHOMOYEHHOIO OpraHa

rocyaapCrBa-4jcHa, B KOTOpBII\/'I 6y,Z[eT npcacCTaBJICH OTYCT 00 HCCICAOBAHUM.
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3. PyKOBOJCTBO MCTIBITATEIIBHOM IIOIIAIKA

13. PyKOBOACTBO MCIBITATEIBbHOM TUIOMIAIKA HECET OTBETCTBEHHOCTD 32
MPEI0CTABIICHUE COOTBETCTBYIOIIUX pecypcoB TUTS MIPOBEICHUS
UCCJICIOBAaHMM Ha TIUIOMIAJAKE M BBIOOP BEAYIIMX HCCIEIOBaTelNe ¢
HajyIexkaied kBanudukanueir. Ecau Bo3HHMKAaeT HEOOXOAMMOCTh 3aMEHHTH
BEIYIIMX  MCCIEAOBATENCH, PYKOBOACTBO  HCHBITATENBHOM  IUIOLIAJIKA
HA3HAYAeT 3aMECTUTEISI BEAYIIETO MCCIEAOBATENS MOCIE KOHCYJIBTAllUH CO
CIIOHCOPOM, PYKOBOAMUTEIEM HCCIEIOBAHUS U PYKOBOACTBOM HMCIBITATEIHLHON
nabopaTopuu, eciii 3To Heooxoaumo. [lonpoOHbIe CBeACHUS JTOJDKHBI OBITh
MIPEJICTABICHBI PYKOBOAUTEIO HCCIEAOBAHUS CBOCBPEMEHHO, YTOOBI MOYKHO
ObLJI0O TMPUHATD M  JOKYMEHTAJIbHO O(GOPMUTH TOMPABKY K IUIaHY
VCCIIEOBAaHNs. 3aMECTUTENb BEAYIIETO HWCCIENOBATEN JOJKEH OLICHUTH
CTaTyC COOTBETCTBHUSI MpaBuiIaM pPaOOT, BHIIOJIHEHHBIX JO MOMEHTA 3aMEHBI

BE/IYIIIETO UCCIIEAOBATEIIS.
4. PyKOBOAUTEIb UCCIICIOBAHUS

14. PykoBoauTe b UCCIENOBAHMS JOHKEH OOECIEeUUuTh MPUEMIIEMOCTh
BBIOpAHHBIX MCHBITATEIBHBIX IUIOMIAI0K IS MPOBEACHUS UcciaeaoBanus. s
ATOTO MOTYT MOTPEOOBATHCS BUUTHI HA UCIIBITATENIbHBIE TIJIONIAJIKU U BCTPEUH
C MIEPCOHAJIOM MCIBITATENIbHBIX TUIOMIAOK.

15. Ecnmi pyKOBOAMTENb HWCCAEAOBAHMUS CUHUTAET, YTO OH CaM MOXKET
HaIpsMyI0 KOHTPOJIUPOBATh pabOTy Ha OAHOW M3 HCIBITATEIBHBIX TUIOMIAIOK,
0e3 HEeOoOXOAMMOCTHM Ha3HAYEHHUs BEAYIMX HCCIEA0BaTeNed, OH JOJKEH
U3BECTUTH PYKOBOJICTBO MCIBITATENBHOM JTA0OPAaTOPUU O TaKOH BO3ZMOMKHOCTH.
PykoBO/ICTBO  HMCHOBITAaTEILHON  JTAOOpaTOpuM  JOJKHO  OOECIEUUTH

OpraHnu3anuio COOTBCTCTBYHOIICIO MOHHUTOPHHIA COK Ha »sToM IJIOMIaJKE.
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910 MokeT BeITOIHATE COK camoil ucobITaTelIbHON IUIOIAIKN WIN TTIaBHBIN
crnenpamuct COK.

16. PykoBomuTens  MCCIENOBAaHHWS ~ HECET  OTBETCTBEHHOCTh 34
YTBEP)KJICHHUE TJIaHA MCCIENOBaHMs, BKIIIOUas OObeAMHEHNE YacTel paboThl,
32 KOTOPBIE OTBEYAIOT BEYIIUE UCCIEAOBATENN. PYKOBOAUTEL UCCIIEI0OBAHUS
TAKXKE YTBEP)KIACT IIONMPABKA, BHOCUT KX B IUIAH WCCIECIOBAHUS W
MOATBEPKAAET  OTKIIOHEHHS  OT  IUIAHA  HWCCIICIOBAHUS,  yYHUTHIBAs
COOTBETCTBYIOIIIME PAOOTHI, BHIMIOJHIEMbIE HAa UCHBITATENIBHBIX IUIOMIAJIKAX.
PykoBoauTenb  MCCIEIOBAaHMSI HECET  OTBETCTBEHHOCTh 3a  TOYHOE
uH()OPMUPOBAHUE BCErO IEpPCOHANAa O TPEOOBAHMSIX K HCCIECIOBAHUIO H
JOJIKEH O0EeCIeYuTh JOCTYIMHOCTh IJIaHA WCCJEAOBAHMS WM TOIMPABOK JJIs
BCETO MEPCOHAJA, YYACTBYIOIIETO B UCCICAOBAHUH.

17. PykoBoguTenb HUCCIIeJOBaHUS JTOJDKEH YCTaHaBJIUBATh,
MO/JIEP’KUBATh COOTBETCTBYIOIUE CHUCTEMBI CBSI3M MEXKIY HUM U KaxKIbIM
BEIYIIUM MCCIEAOBaTEIEM, a TakKXe TMPOBOAUTH HMX TECTUPOBAHUE.
B dWacTHOCTM Ba)XHO MPOBEPUTH IMPABWILHOCTh TelIe(hOHHBIX HOMEPOB H
aZpeCoOB AIEKTPOHHOM MOYTHI C MOMOIIBIO TPAHCIISILUK T€CTOBBIX MPOTPaAMM,
YTOOBI U3yUUTh YPOBEHb CUTHAJIA B CEJIbCKUX OTACJICHUSX U T. . Bo3MoxHO,
notpeOyeTcsl Y4YUThIBaTh pA3HUIy B YaCOBBIX II0sicax. PyKOBOAUTENb
UCCIIEIOBAHUS JOJKEH MOJJICPKUBATh MPSMOM KOHTAKT C KKIBbIM BEIYIIUM
UCCIIEIOBATEIEM M HE HCMOJb30BaTh [JII OSTOM LEJIH TOCPEAHUKOB,
3a UCKIIIOUEHHMEM CIIy4yaeB, KOrJla M30€XaTh 3TOr0 HEBO3MOXKHO (HAIpUMED,
HEO0OXOJIUMOCTD B IEPEBOTUMKE).

18. Ha mpoTtsikeHur BCEro MCCAEAOBAHUS PYKOBOJAUTEIb MCCIEAOBAHUS
JOJDKEH OBITh JOCTYNEH MJisd BEIyIIMX HccieaoBareneid. PykoBoguTesnb
UCCJIEIOBaHMS JIOJDKEH CIOCOOCTBOBATh KOOPJWHAIIMM W CUHXPOHHU3AIMH

COObITUM W TepeMenieHuid mpo0, O0O0pa3loB WM JaHHBIX  MEXIY



UCIIBITATEIbHBIMUA  IJIONIAJIKAMHU, a Takke O00ecCHeunuTh, 4YTOOBl BEIYIIHE
UCCJIEI0OBATENN MOHUMAH MOCIIEI0BATEIbHOCTD BHIMOIHIEMbBIX POLIETYP.

19. PykoBoguTenb  MCCENOBAaHUSI JIOJDKEH TMPU  HEOOXOJUMOCTHU
MOJIIEP)KMBATh KOHTAKT C BEAYHUIMMH HCCIEIOBATEISIMA  OTHOCUTEIBHO
pesynbratoB  uHcnekTupoBanuss COK  ucnbiTatenpbHBIX —TUIOMAA0K. Bce
KOHTAaKThl ~ MEXAY  PYKOBOJIUTEIEM  HUCCIEAOBaHUS U BEAYIIUMH
ucciaenosareasmMu  uian  COK  ucneITaTreIbHOM  IJIOMIAJKHM, Kacaroluecs
pE3yJITaTOB MHCIIEKTUPOBAHUSA, JOJIKHBI ObITH 0()OPMIICHBI TIOKYMEHTAIIBHO.

20. PykoBomuTe b MCCIENOBAHMUS JIOJDKEH OOECHEUUTh IOATOTOBKY
3aKJIFOUUTENIBHOTO OTYETa C yY€TOM MaTepHasioB, MOATOTOBIEHHBIX BEAYIIUMHU
HCCIICA0BATEIISIMHU.

21. PykoBomuTens  UCCIEAOBaHUS  JIOJDKEH  OOECHEUYUTh,  YTOOBI
3aKJIFOYUTENBHBIA OTUET ObLI MpeAcTaBieH maBHoMy crienuanucty COK s
MPOBEPKU. PyKOBOIWTEIh MCCIENOBAHMS TOJIMMCHIBACT 3aKIIOUUTEIHHBIM
OTYET M yKa3bIBaeT JaTy MOAMUCAHUs, YTOOBI IOATBEPAUTH, UTO PUHUMAET Ha
ceOsl OTBETCTBEHHOCTh 3a JIOCTOBEPHOCTH JIAHHBIX, a TAK)K€ YKa3bIBaeT, B
KaKOM 00bEME MCCJIEIOBAHUE COOTBETCTBYET MPaBWIIaM. JTO MOXKET YACTUYHO
OCHOBBIBAThCSl HA THUCHBMEHHBIX TapaHTHUAX, MPEACTABICHHBIX BEAYIIUMHU
HICCIICTOBATCIISIMM.

22. Ecnu Ha WCHbITaTeNbHBIX IUIONIAAKAX HE ObUT Ha3HAUYCH BEAYIIUN
UCCJIeIoBaTeb, PYKOBOAMUTENb HWCCJAEAOBAHUS JIOJDKEH KOHTAKTHPOBATh
HanpsIMyIO0 C MEPCOHAJIOM, MPOBOMSAIIMM PadOTy Ha 3TUX IUIOMIAJIKAX. DTOT

MEPCOHAJT JIOJKEH OBITh YKa3aH B IJIaHE UCCIIEIOBAHMUS.
5. Bexyuuii uccienoBarelib

23. Benymmuii  uccienoBarelib JEHCTBYET OT HWMEHH PYKOBOIAUTEIS

HCCIICAOBAHMA B pPaMKaxX ITOPYYCHHOI'O €My OTallda HCCICAOBAHUA H HCCCT
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OTBETCTBEHHOCTh 3a oOecredeHrue COONIONEHHUsS IIpaBWI I ATOTO HATara.
BakHoe 3HaueHHE UMEIOT COTIaCOBAaHHOCTh JEUCTBUN M OTKPHITOCTh pabOvMX
B3aMMOOTHOIIEHUN MEXIYy BEIyIIUM KCCIIECIOBATEIEeM U PYKOBOAUTEIIEM
HCCIICIOBaHMSL.

24, JIOMXKHO CYIIECTBOBATh JOKYMEHTAILHO O(POPMIICHHOE COTJIAIICHUE
O TOM, 4YTO BEIYyIIWIl HCCleNoBaTelab OyJeT BECTH MOPYYEHHBIM emy 3Tam
B COOTBETCTBUHU C IUIAHOM HCCIEAOBaHUsI U mpaBuiamu. lloanuch Bemymmx
uccienoBaTeeii  Ha  IJIaHE  MCCIICNOBAHUS — SBISETCS  MPUEMIIEMBIM
JIOKyMEHTAJIbHBIM TOJITBEPKICHUEM dTOMY 0053aTeIIbCTRY.

25. OTKJIOHEHUsT OT IIJlaHAa  KCCIIENOBAaHUS WM CTaHJIapTHBIX
oneparoHHbIX npouenyp (manee — COII), oTHOCAIIMXCS K HCCIEOBAHUIO,
JOJIKHBI OBITh JOKYMEHTAJIbHO O(OPMIIEHBI HA UCTBITATEIBLHOMN ILIOMIAJIKE U
MOJITBEPXKAEHBI BEAYIIUM UCCIENA0BATENIEM, O HUX CIEAYET TaKKe COOOIIUTH
PYKOBOAMTENIIO  HCCIEAOBaHUS W CBOEBPEMEHHO  TMOJYYUTh  €ro
MOJITBEPIKIICHNE.

26. Benymuii  uccienoBaresib JIOKEH IMPEACTaBUTh PYKOBOIUTEIIO
HCCIICIOBAHUST MaTrepHralibl, IO3BOJISIONINE IMOATOTOBUTH 3aKIIOYUTEIbHBIN
OTYeT. DTU MaTepHualibl JOJKHBI BKJIIOYaTh B c€0s MUCbMEHHOE 3asBJICHUE OT
BE/YIIIETO MCCIIeIOBaTeNs, MOITBEPIKIAIOINIEEe COOTBETCTBUE MPAaBUIIaM YacTH
paboThI, 32 KOTOPYIO OH HECET OTBETCTBEHHOCTb.

27. Benymuii ucciaenoBareib J0JKEH 00€CIeunTh, YTOOBI BCE JIaHHBIC U
o0pa3Iibl, 3a KOTOpbIE OH HECET OTBETCTBEHHOCTh, OBUIM IepeIaHbl
PYKOBOAMTENIO HWCCIEAOBAaHUST WM B apXWB, KAaK OINKCAHO B IUJIaHE
uccienoBanus. Eciu OHM HE mepenaHbpl PYKOBOAMTEIIO HCCIIEIOBaHMS,
BEAYIIUA HCCIEIOBATENh JOHKEH YBEIOMUTHb PYKOBOIUTENSI MCCIIEIOBAHUS
O TOM, KOIJla U TJe OHU OyayT MepeaHbl B apXuB. Bo Bpems ucciemoBaHus

BEAYIIUA HMCCIEAOBAaTEIh HE HWMEET IpaBa YTWIM3HPOBATh KaKHE-JTMOO
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oOpasibpl 0e3 MPEeABApPUTENIBHOTO MUCHMEHHOTO Pa3pelIeHUs] PYKOBOAUTEIS

UCCIIEIOBAHUSI.
6. [lepconasn, y4acTBYIOIIUI B IPOBEICHUHN UCCIEAOBAHUS

28. Bce cnenuanucTtel M TEXHUYECKUW MEPCOHAN, YYacTBYIOLUIUH B
IIPOBEICHUM HWCCIEAOBAHMS, IOJKHBI MMETh JOKHOCTHBIE WHCTPYKUWU H
JOKyMEHThl 00  oOydeHMH, KBaIM(PUKAIMM U  CTaxe  padoTHI,
MOJITBEPXKIAIONINE WX CHOCOOHOCTH BBIMOJNHATh HAa3HAYEHHBIE UM 3a/IaHMUS.
Ecim  TpeOyercsi, 4ToOBI MEpPCOHAN, YYaCTBYIOUIM B  IPOBEICHUU
uccnenosanus cienoan COII, yTBep:KI€HHBIM ISl IPYTOM HCIIBITATENBHOM
IUIOIA/IKH, JIF000€ HEeO0OXOIMMOE JOMOJHUTENHFHOE OOy4YeHHUE JOKHO OBITh
0 OpMIIEHO JIOKYMEHTAJILHO.

29. MoxxeT UMEThCS HECKOJBKO IUIOMIANOK, IJI€ BPEMEHHO HaHSTHIN
MIEPCOHAJI BBITIOJIHSIET OMpE/IeNICHHbIE 3a7aun uccienoBanus. Eciau 3ty nuia
MOJTy4YaroT WM BBOAST MEPBUYHbBIC JAHHBIC, CIEAYET COXPAHUTD 3aIUCH 00 MX
KBaJM(UKaIMKM, OOy4eHUH U cTaxke paboThl. Eciau Takue nmuna BITOIHSIOT
OOBbIUHBIE ONepaluu (HampuMep, yXoJ 3a JaboparOpHBIMU >KMUBOTHBIMH),
noJiyieKaliue HaA30py CO CTOPOHBI 00Jiee BBICOKOKBATU(UIIMPOBAHHOTO

NEPCOHAJIA, TO TAKKE 3aKCHU 00 ITUX JIUIIAaX HE TPEOYIOTCA.
V. OGecnieueHne Ka4ecTna

30. HeoOxoauMo TIATENIbHO CIUIAHUPOBAaTh M OpPraHU30BaTh pPadoTy
COK MHOrOUEHTPOBBIX HCCIEIOBaHUM, YTOOBI OOECIEUYUTh COOMIOIEHUE
OOILIMX TPHUHIMUIIOB HaJJIekKaleh TadopaTOpHON MPAKTUKU JUIsl JaHHBIX
uccienoBanuil. [IOCKOMbKYy wucCClIenOBaHUE MPOBOAUTCA HA HECKOIBKUX
UCHBITATENbHBIX  IUIOMIAAKAX, TO MOTYT BO3HHKHYTH MpPOOJIEMBI C
YIPABICHUEM HECKOJIBKMMH HUCTIBITATEIBHBIMU TUIOMAAKAMH U IPOTPaMMaMHU

oOecreueHs KayecTBa.
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1. O06s13annO0CcTH r1aBHOTO cnermanucrta COK

31.I'maBueii cnenuanucet COK  AobKeH MNOAAEPKUBATH KOHTAKT C
otneioM COK  wmchoeITareabHOM — IUIOIIAAKH,  YTOOBI  OOECICUYUTH
uHcnektupoanre COK Ha NpOTSIKEHUU BCETO UCCIEAOBAHUS.

32. Ocoboe BHUMaHHUE CIEAyeT YAeHATh (YHKIMOHUPOBAHUIO U
BEJICHUIO JIOKYMEHTAIIMM, OTHOCSIIEWUCS K B3aUMOJCUCTBUIO (KOHTAKTaM)
MEXJy HCHBITATEIbHBIMU IO KaMu. OTBETCTBEHHOCTh 3a 00ECIIEUCHHE
KaueCTBa Ha Pa3UYHBIX IUIOMIAJIKAX JOJKHA OBITh YCTAHOBJIEHA JI0 Hayaja
AKCIIEPUMEHTAIBHOM PabOThI HA ATHUX ILJIOIIA IKAX.

33. I'maBupii crienmasuct COK oOecrieunBaeT NMpoBeACHUE IIPOBEPKHU
IJIaHa UCCIIEIOBAHUS U 3aKII0YUTEILHOTO OTYETa HAa COOTBETCTBUE MPABUIIAM.
NucnexktupoBanue COK 3akI04UTEIHHOIO OTYETa JIOJDKHO BKIIFOYATh B CeO0s
MPOBEPKY HAJIUYMSl BCEX HEOOXOAMMBIX MarepuaioB OT  BEAYLIUX
uccienoBareieit (B TOM 4HCIE J0Ka3aTelbCTBa OOECIeUeHHs KadyecTBa Ha
UCIIBITATEIBHOM TIJIOIIAJIKE) B COCTaBE 3aKJIIOYMTEIIBHOTO OT4YeTa. [J1aBHBINM
cnermanuct COK obecnieunBaer noarotosky 3akitoueHuss COK B oTHoIIeHUH
paboThI, BHITIOJIHEHHON Ha MCIBITATEILHON IUIONIAKE, BKIIFOUAS 3aKIHOUECHUS

COK co Bcex UCHOBITATSIILHBIX TUIOMAIOK MJIN CCBUIKM HA HUX.
2. O6s3aunoctr COK ucrpITareIbHON TUIOIAIKH

34. Kak mpaBWIO, PYKOBOJACTBO KaXKIOW MCHBITATEILHON IUIONIAAKU
HECET OTBETCTBEHHOCTh 3a COOTBETCTBYIOIIEE OOECIeYeHHEe KauyecTBa B
OTHOIIIEHWM 4YacTH MCCIeoBaHus, NpoeAeHHOW Ha miomaake. COK nHa
KKJIOW HCIBITAaTeIbHOM IUIONIAJKEe JOJDKHA TMPOBEPATH pas3ieibl IIaHa
WCCJIEIOBAHMS, OTHOCSIIHMECS K ONEparusM, BBITOJTHSIEMBIM Ha IUIOIIAIKE.
COK nomkHa XpaHWUTh KOIMIO YTBEPXKJICHHOTO IUIaHA WCCIICIOBAHUSA H

IIOIIPABOK K HEMY.
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35.COK Ha wWCHBITaTeNbHOM IUIOMIAJKE JOJDKHA HWHCIEKTUPOBATH
OTHOCSIIYIOCSI K UCCIIETOBAHUIO padOTy Ha CBOEH ILJIONIAJIKE COITIaCHO CBOUM
cooctBeHHbiM COII, ecnu uHOe He TpeOyeTrcss MO YKa3aHWIO IJIABHOTO
cnenpanmucta COK, mnpu »srom COK wuchobITarelbHOM — IUIOMIAJIKU
CBOEBPEMEHHO COCTAaBJISIET OTYETHI O JIOOBIX pe3ysibTaTax MHCICKIUA B
NUCbMEHHOM (opMe B ajapec BEAYIIEr0 MCCIENOBaTeNs, PYKOBOJICTBA
UCIIBITATEIbHOW  TUJIOIIAJKH, PYKOBOIUTENS MCCIEIOBAaHUS, PYKOBOJICTBA
UCIIBITaTeNIbHOU TabopaTopuu U m1aBHoro cnenuanucra COK.

36. COK Ha wWcnobITaTeNbHON IUIOMIAJKE JOKHA WHCIEKTUPOBATH
ydacThe BeAyIIero uccienoBareiiss B uccienoBanuu coracHo COII croeit
HCIIBITATeIbHOW TUIOMIAQJKK M MPEACTABISATh 3aKJIIOUEHHE, OTHOCSIIeecs K

nestenbHocTH COK Ha ucnpITaTenbHON TUIOMIAIKE.
V1. OcHoBuble Tpaduku padboT

37. MHOTOIIEHTPOBOE HCCJIENOBAaHKE, JJII KOTOPOTO Ha3HA4YeHBI OJWH
100 HECKOJILKO BEIYIIMX MCCIIEI0BATENEH, TODKHO UIMETh OCHOBHOM rpaduk
paboT Bcex 3aJICMCTBOBAHHBIX HCIIBITATENBHBIX IUIOMAM0K. (ObecrieueHue
BBITIOJIHEHHSI 3TOTO TpeOOBaHUSA BXOAUT B OOS3aHHOCTH PYKOBOJICTBA
UCIIBITATEIbHOW TA0OPAaTOPUU U PYKOBOJICTBA UCIIBITATEILHOM TIOIIAJKH.

38. B ocHoBHOM rpaduke pabOT JODKHO MMEThCS YHUKAIbHOE
UJCHTU(DUKAITMOHHOE HAa3BaHUE MCCIIEIOBAHUS, a TaK)KEe IIPU HEOOXOIUMOCTH
MIEPEKPECTHHIC CCHUIKM Ha HACHTHU(UKAIIMOHHBIC HA3BaHUS HMCIBITATEIbHBIX
mwiomanok. Ha ocCHOBHBIX Trpadukax pabOT JODKEH OBbITh yKa3zaH
PYKOBOAUTENb UCCIIEOBAHUA, a HA Tpaduke pabOT KaxKJI0M HCHBITaTeIbHON

TJIOIIAIKH — COOTBETCTBYIOIIUI BEAYIIUM UCCIIEI0OBATEIb.
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39. Ha ocHoBHOM rpaduke paboT, HaXOAsIIEMCS Ha BCEX IUIOMIAIKaX,
JOJDKHBI OBITh YKa3aHbI JIaThl Hadaia M 3aBepiieHus ¢a3 padoT, 3a KOTOPHIC

OHHU OTBEYAIOT.
VII. IInan uccnenoBanust

40. JInst  KaXIOTo MHOTOIEHTPOBOTO HCCJICIOBAHUS JIOJDKCH OBIThH
COCTaBJIeH €IUHBIA IUIAH HWCCIEAOBaHWsA. B TiaHe uccienoBaHus JOMKHBI
OBITh yKa3aHbl TOJHBIC HAMMEHOBAHHUS W aJpeca BCEX 3aJIeCTBOBAHHBIX
TUTOIIA/IOK.

41. B mmaHe wccnenoBaHWs JODKHBI OBITh yKa3aHbl MMl U ajpec
BEIYIIUX HCCIIeNoBarTeNeil u nopydeHHas uM (asza uccinenoBanus. Criemyer
BKJIIOYaTh B IUIAH HCCIENOBaHHWS WH(GOPMAIHUIO, JOCTATOYHYIO IS
YCTAaHOBJICHUSI TMPSAMOTO KOHTaKTa C PYKOBOAWTEIEM HCCIEIOBaHUS
(Hampumep, HoMep TenedoHa).

42. B maHe wWCCIeNOBaHMUS JOJDKHO OBITh YKa3aHO, KakKUM 00pazoMm
coOpaHHBIE HAa MeCTax JaHHbIe OyIyT TPEACTABIATHCS PYKOBOAUTEIIO
WCCIICIOBAHUS JIJISI BKITFOUSHHUS UX B 3aKJTFOUUTEIILHBIA OTUET.

43. Ecin 3apaHee M3BECTHO, CIEAYET yKa3aTh B IUIAHE HUCCIEAOBAHUS
MecTa, TJe JO/DKHBI XPAHWTHCS JIaHHBIE, WCCIIEIyeMble BEIeCTBa
(JlekapCTBEHHBIE CpECTBA), 00pa3libl CpaBHEHHUS (KOHTPOJbHBIE 00paslibl) U
00pa3ipl, COOpaHHBIE JIs1 XPAHEHUS HA PAa3IIUYHBIX TUTOIIAIKAX.

44. Cnemyer obecrieunTh pEACTaBIeHUE MTPOEKTA TUIaHA MCCIICTOBAHMS
BEAYIIUM MCCIICOBATEIISIM JIJII W3YYCHUS W OMPEACIICHUS BO3MOXKHOCTU
BBITIOJTHUTh OTBEACHHYIO WM YacTh OOIIMX MCCIIEAOBATEIBCKAX padoT
(a TakKe CHenuagbHBIX TEXHHUECKHX pPAa0OT, €CIM OSTO MPeayCMOTPEHO

IIJIaHOM I/ICCJ'ICI[OBaHI/ISI).
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45. Kak mpaBuio, IUIAH UCCIICOBAHUS COCTABIISIETCS HA OJTHOM SI3BIKE,
OOBIYHO HAa TOM SI3bIKE, KOTOPHIM CBOOOJIHO BIAJCET PYKOBOIAUTEND
uccienoBanus. [ MHOTOIIEHTPOBBIX MCCIEAOBAHUM MOXKET MOTPEOOBAThCA,
yTOOBI IUIAH HMCCJIEIOBAaHMS OBLI COCTaBJIECH HA HECKOJIBKUX S3BIKAX. JTO
JOTIOJTHEHWE JIOJDKHO OBITh YKa3aHO B MCXOIHOM IIJIaHE HCCIIEIOBaHUS,
NIEPEBEACHHOM ILJIAaHE MCCIEAOBAHUS, a UCXOAHBIN SI3bIK JOKYMEHTA JIOJKEH
ObITh yKa3aH BO Bcex ero Bepcusix. JlomkeH OBbITh NPUMEHEH MEXaHU3M
MPOBEPKM TOYHOCTH U TIOJHOTHI TEPEBEACHHOIO TIUIaHA MCCIEIOBaHUA.
OTBEeTCTBEHHOCTh 32 TOYHOCTh II€peBOAa MOXET OBITh BO3JIOKEHA
PYKOBOAMTENIEM HCCIEAOBaHUS Ha CIeNHMAIMCTa IO TepeBojaM U JOKHA

ObITH 0(hOpMIIEHA TOKYMEHTAJILHO.
VIII. ITpoBenenne ucciaemoBaHus
1. UcnibiTarenbHble JJabopaTopun

46. Ecnu mepcoHann He MPUCYTCTBYET Ha MCIBITATEIBHBIX IIJIOMIAKAX B
TEYEHHE BCEro paboyero BpeMEHH, MOTYT MOTPEOOBAThCS JTOMOJHUTEIbHbIE
MephI IS ToepKaHus (PU3NUECKONH COXPAaHHOCTH HCCIENYEeMbIX BEIIECTB
(JIekapCTBEHHBIX CPEJICTB), 00Pa3IIOB U JaHHBIX.

47.1lpy HEoOXOIUMOCTH TEPEMEIICHUsI JaHHBIX WM MaTepuasioB
MEXIy TUIOMIAKaMH CJIETYEeT YCTAaHOBUTh MEXAHU3MbI JJIs MOAJAEPKAHUS MX
coxpaHHocTH. Ocoboe BHMMaHUE CIEAyeT YACNATh 3JEKTPOHHON Tmepenade
JTAHHBIX (3JIEKTPOHHAS MMoYTa, HHGOPMAITMOHHO-TEJIEKOMMYHHUKAIIMOHHAS CETh

«MHTEpHET U T. 1.).
2. O6opynoBaHue

48. UcnionpzyemMoe B MCCJICOBAaHMHM  OOOpYIOBaHUE  JOJIKHO

COOTBCTCTBOBATL CBOCMY HA3ZHAYCHUIO. OTO OTHOCHTCI H K KPYIIHBIM
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MEXaHUYECKUM CpelCTBaM, U K  BBICOKOCIEIHAIN3UPOBAHHOMY
000pYIOBAHHIO, KOTOPOE MOXKET UCIIOJIB30BaThCSl HA HEKOTOPBIX IUIOIIAIKAX.
49. Jlnss  0o0OpynOBaHUS, HCIOIB3YEMOTO B UCCIEIOBAHUM, JOJKHBI
UMEThCS ~ PETUCTPAIMOHHBIE 3allUCHU O  TMPOBEACHUM  TEXHUYECKOTO
OOCITyXMBaHUSI U KaJIMOPOBKH, KOTOpPbIE BO BpeMs HCIOIb30BaHUS
0o0Opy/IOBaHUS MOATBEPXKAAIOT €ro MNPUTOJHOCTH K UCIIOJIB30BAHUIO MO
Ha3HaueHut0. HekoTopas anmaparypa (Hampumep, Takoe B3SITOE€ B apeH1y WIH
JIM3UHT 000pYAOBaHUE, KaK BECHI ISl KPYMHBIX )KUBOTHBIX M aHAJTUTHUYECKOE
0o0OpyIOBaHME) MOXET HE HMETh PETUCTPAllMOHHBIX  3amucedl o
NEPUOANYECKON MHCIEKIIMM, OYUCTKE, TEXHUYECKOM OOCIYy)XHUBaHUH U
kanmuOpoBke. B Takux chmydasx wuHbopmaius J0JDKHA OBITh BHECEHA B
NEPBUYHBIE JAHHBIE 10 KCCIEIOBAHUIO, YTOOBI MPOJEMOHCTPUPOBATH

IpUrogHoCTb O6OPYI[OBaHI/I$I K UCIIOJb30BaHUIO 110 HA3HAYCHHUIO.
3. KOHTpOJ'IB N YUYCT MAaTCpuaIoB UCCIICIOBAHUA

50. JomxHpl OBITH B HAJIMYMK MPOLEAYpPHI, O0OECIEUMBAIOIINE
CBOCBPEMEHHYIO JIOCTaBKY B HCHBITATENIbHYIO TUIOMIAJIKY MaTepHalioB,
OTHOCSIIMXCS K HccieqoBanio. HeoOXoauMo mnoaaep uBaTh IIEJI0CTHOCTh
(cTaOWIIBHOCTD) JAHHBIX U MaT€pUAJIOB BO BPEMS TPAHCHOPTUPOBKH, OITOMY
KpaliHE Ba)XXHO WCHOJb30BaTh HAACKHBIE CpPEACTBA TPAHCHOPTUPOBKU U
oOecreueHnsl COXPaHHOCTU JOKyMeHTOB. HeoOxomMMo HMeTh YeTKO
ONpe/eNiEHHbIE  MPOIEIypbl  TPAHCIIOPTUPOBKHM, a  TaKXKe  YETKOe
pacnpeneneHne oO0sS3aHHOCTEN HCIIOJHUTENEH B MPOLIECCE TPAHCIOPTHPOBKH
JTAHHBIX U MaTE€pPUAJIOB.

51. Kaxxnmass ormpaBka Marepualia Jjsi  HCCIENOBaHUS  JIOJDKHA
COIMPOBOXAATHCA MPUIOKEHUEM COOTBETCTBYIOUIEH JAOKYMEHTAIUU, 4YTOObI

noaATBCpANTL COOTBCTCTBHC IIPUMCHACMBIM HOPMaM IIpaBa, HAIIpUMCEP,
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TaMOXCHHOMY 3aKOHOJIaTEJIbCTBY, 3aKOHOJATENILCTBY B cdepe oOpalleHus
JIEKapCTBEHHBIX ~CPEACTB, 3aKOHOJATENICTBY B cdepe OUOIOrudyeckoi
oe3onacHocTu. Takasi JOKyMEHTalusi JOJDKHA COAEpKaTh HH(OpMAIIUIO,
JNOCTaTOYHYIO JJIsI YCTAHOBJIEHUS MTPUTOAHOCTH Marepuasna K HUCIOIb30BaHUIO
0 Ha3HAYEHUI0 MO0 NpudbITMM Ha MecTto. Bompockl odopmieHus
COOTBETCTBYIOIIEH JOKYMEHTAIMU JIOJDKHBI OBITh PEIIEHBI JI0 OTTPY3KH
Marepuasna.

52.Ecam  Marepuasibl  KCCIIEIOBAHUS  TPAHCHOPTHUPYIOTCA  MEXKIY
IUIOIAIKaMHU B OJTHOM M TOMW K€ Tpy30BOM MapTuu, HEOOXOAUMO, YTOOBI OHU
ObUIM COOTBETCTBYIOLIUM 00Opa3oM pasleieHbl U WACHTHU(PHUIIMPOBAHBI, BO
n30eXKaHue MyTaHUIbl WM TMEPEKPECTHOrO 3arpsi3HEHUs. JTO TpeOOBaHME
O0COOEHHO BaXKHO COOJIONIATh, €CJIM BMECTE TPAHCIOPTUPYIOTCS Marepualbl OT
OoJiee YeM OHOTO UCCIIEOBAHMSL.

53. Eciiu BO BpeMsI TPaHCIOPTUPOBKU YCJIOBHUSL OKPYXKAIOUIEH CpENbl
MOTYT OKa3bIBaTh HETAaTUBHOE BIMSHUE HA TPAHCHOPTUPYEMBIE MaTepUAIbI,
CIIENYET YCTAHOBUTH NPOLEAYPHI IUIsl COXPAHEHUS UX LEIOCTHOCTH. MOXKeT
noTpeOOBaThCsl BEJACHUE MOHUTOPUHIA JIJIi TOJATBEPXKIACHUS, YTO BO BpEMs
TPAHCIIOPTUPOBKHU TMOJACPKUBAIOTCA HEOOXOUMBIE YCIIOBUS OKPYKAIOIIEH
Cpelpl.

54. Cnenyer ymensTh BHUMAHWE XPAHEHWIO, BO3BpaTy M YTHIA3ALUUU
OCTaTKOB HCCIEAYEMBIX WM CTaHAAPTHBIX BEIIECTB, HCIOJIb3YEMBIX B

UCCJIEI0BATEIBCKUX JJA00OPATOPUSIX.
IX. OdopmiieHne pe3ybTaToB UCCIIEIOBAHUS

55. I[J'I}I KaXKI10Ir0 MHOT'OICHTPOBOT'O UCCIICAOBAHUA CIICAYCT COCTABIIATDH
CJIMHBIN 3aKJIIOYUTEIBHBIM OTYET. 3aKJIIOYNTEIIFHBIM OTUET JOJIDKCH BKIIOYATh

JaHHBIC II0 BCEM (1)a3aM HCCIICOOBaHMA. BCI[YIJ_[I/II\/JI HCCIICOOBATCIIb COCTABIIAACT
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OTYET O MPOBEACHUU MOPYUYEHHOTO €My 3Tara MCCIIEeOBAHUS ISl BKIIFOUEHUS
€ro B 3aKJIIOUUTEIbHBIA OTYET, 3aBEpsAET MOJINUCHIO M YKa3bIBaeT jaary. B
TOTOBOM BHJI€ OTYEThl JOJKHBI BKJIFOYATh B C€0s CBEICHHUS O IPOBEIACHUU
cootBeTcTBYyIOMIEro MoHUTOprHTa COK Ha 3TO# HCHBITATENBHOMN TUIOMIAKE 1
uHOpMAIUIO JOCTATOYHYIO JJISi TOTO, YTOOBI PYKOBOAMTENb HCCIIEIOBAHUS
MOT COCTaBUTh MOJHBIN 3aKIIFOUUTEIBHBIN OTYET MO BCEMY HccleqoBaHui0. B
KaueCTBE aJIbTEPHATHBLI HEOOpPAOOTAHHBIE JIAHHBIE MOTYT TEPEIaBaThCs
BEAYIIUMH HCCIEAOBATENIMU  PYKOBOAMTEIIO HCCIEAOBaHUS, KOTOPBIi
JOJDKEH YOEIUTHCS, YTO 3TH JaHHBIC TIPEACTABICHBI B 3aKIIFOUYHUTEILHOM
otueTe. B 3aKIIOYMTENIBHOM OTYETE, COCTABIEHHOM TaKHUM 00pa3oM, JOKHBI
ObITh YyKa3aHbl BEAYIIUME KCCIENOBaTeN M W (pa3bl, 3a KOTOPhIE OHU HECYT
OTBETCTBEHHOCTD.

56. Benymiue uccnenoBarenu JOMKHBI yKa3aTh, B KAKOM 00beMe padoTa,
32 KOTOPYIO OHHM OTBEYAlOT, COOTBETCTBYET IIpaBUiaM, U IPUBECTH CBEICHUS O
npoBeaeHnn uHcneknuii COK Ha cBoed UCHBITAaTEIbHOW IUIOMIAJKE. JTa
uHopMaIsg MOKET ObITh BKIIFOU€HA HEMOCPEJCTBEHHO B 3aKIIOYUTEIIHHBIM
oryeT SO0 TpelOyeMble JaHHbIE MOTYT OBITh BKIJIIOUEHBI B 3asBJICHUE
PYKOBOJUTEIS MCCIENOBAaHUS O coOmoaeHuu npasui U B 3akmodenue COK B
3aKJIIOYMTENIbHOM oTuetre. [Ipu 3ToM clenyeTr aarh CChUIKY Ha MCTOYHUK W3
KOTOPOTO ObLTa B35Ta JaHHAss MH(POPMAIIHMS K MECTO €T0 XpaHEHHSI.

57. PykoBOAMTENL UCCIICIOBAHUS JIOJKEH MOANMUCATh 3aKITIOYUTEIbHbBIN
OTYET M MNPOCTaBUTh Jary TMOJMNUCH, YTOOBI YIOCTOBEPUTH CBOIO
OTBETCTBEHHOCTh 3a IIPAaBWJIBHOCTH BCEX H3JIOKEHHBIX B HEM JIaHHBIX.
CoOluronieHre MpaBul JOJKHO YKa3bIBaThCS C MIOMOIIBIO CCHIJTIKMA Ha MpaBUiia U
HOPMAaTHBHBIC TPABOBBIC aKThI, COOJIOACHUE KOTOPBIX 3asBisiercs. JlaHHOe
3asBiIeHUE O COOTBETCTBHUHM JIOJDKHO PACIpPOCTPAHATHCS Ha Bce (hassbl

UCCJIEIOBAHMS U JIOJDKHO COIVIACOBBIBATHCS ¢ MH(GOpMAIIUEH, TPEICTaBICHHOM
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B 3asBJICHUSAX BEAYLIUX HCCIEAOBATeied. B 3aKIFOUMTEIIBHOM OTYETE TAKKE
YKa3bIBAKOTCS UCTBITATENBHBIE TUIOMIAIKA, HE COOTBETCTBYIOIIME MTPABUIIAM.

58. B 3akimtouuTenbHOM OTYETE JOJKHO OBITh YKAa3aHO MECTO (MecTa)
XpaHEeHUS TJIaHa UCCIIEIOBaHUSI, MPOO MCCIIETYEMbIX U CTaHIaPTHBIX BEIIECTB,
OMOJOTHYECKUX 00pa3IoB, MEPBUYHBIX JAHHBIX U 3aKJIIOUYHUTEILHOTO OTYETA.
OTueThl, COCTABJICHHBIE BEIYIIMMH HCCIEAOBATEISIMUA, JTOJLKHBI COACPHKATh
uH(OpMaIUIO, KAcalolyIOCs] XpaHEHUS MaTepUajoB, 32 KOTOPbIE OHU HECYT
OTBETCTBECHHOCTb.

59.IlonpaBKu B 3aKJIIOUUTENIBHBI OTYET MOXKET BHOCHUTH TOJIBKO
pyKoBoauTeNb uccaenoBanus. Ecnu HeoOxomumasl monpaBka kKacaeTcst (asbl,
MPOBEICHHOW Ha KaKOW-JIMOO WCHBITATEIbHOM TUIOMIAJKE, PYKOBOIUTEND
UCCJIEIOBAHMS JIOJKEH CBSI3aThC C BEAYIIMM MCCIIEIOBATENEM, YTOOBI
COMIAcOBaTh  COOTBETCTBYIOIIME  KOPPEKTHPYIOIIME  JEUCTBUS.  OTH
KOPPEKTHUPYIOIINE JiericTBUSA JIOJDKHBI OBITH 3apETUCTPUPOBAHBI
JOKYMEHTAJIBHO B TIOJTHOM OOBEME.

60. Eciu oT4eT moAroTaBIMBAET BEAYILIWM HMCCIENOBAaTelb, TO JAHHBIN
OTYeT JOJDKEH COOTBETCTBOBAaTh TEM K€ TpeOOBaHUAM, YTO U

3aKJIFOYUTETHHBIN OTYET.
X. CrangapTHbIe OniepallMOHHbBIC TTPOLETYPbI

61. [IpaBuia ycTaHaBIMBAIOT HEOOXOAMMOCTh BBEIACHHS M COOIFOICHUS
cooTBeTCTBYIOmMX  yTBepkaeHHbIXx ~ COIl.  J[m1  MHOTOIEHTPOBBIX
WCCJICTIOBAaHUM MPUMEHSIOT CIEAYIONEe MPOLEAyphl (HO HE OTrpaHUIUBAIOTCS
UMM ):

BBIOOP ¥ MOHUTOPHHT HCIBITATSIBHBIX TUIOIIAJIOK;

Ha3Ha4YCHUC U 3aMCHA BCAYIICTO UCCIICAOBATCIIA,
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nepenaya JaHHBIX, OHOJIOTMYECKUX O0pa3loB U Mpodo Mexdy
TUIOIIAIKAMU;

MpOBEpPKAa MPABWIBHOCTH WM YTBEPXKJACHUE TEPEBOJOB IUIaHA
uccnenoBannii win COII Ha UIHOCTpaHHBIN A3BIK; U

XpaHEeHue, BO3BpaT M YTUJIM3alUi MCCIEAYEMbIX U CTaHJAPTHBIX
BEIIECTB, UCTIOIb3YEMBIX Ha OT/IAJICHHBIX UCIIBITATEIIbHBIX IIONIAIKaAX.

62. [IpaBuna  ycranaBiauBaroT  HeoOxomumocth  Hamumuusi  COII
HEMOCPEACTBEHHO B  PACIOPSIKEHUWM TEPCOHANA  UCCIEAOBaHUS  IPHU
OCYIIECTBICHUH HCCIIEA0BATENbCKON JEATENIbHOCTH, HE3aBUCUMO OT TOrO,
BBITIOJTHSIIOT JIU OHU pa0dOTy B IAHHBIN MOMEHT.

63. Cnenyer oOecneuuTh COOJIOACHUE MEPCOHATIOM HCHBITaTeIbHON
mwiomanku ee COIL. Eciu TpeOyercs, 4ToObl OHM COOMIOAQIM APYTrHeE
MpOLICIYPhl, YKa3aHHbIE PYKOBOAUTENEM wuccienoBanus (Harnpumep, COIlI,
NpeCTaBICHHbIE PYKOBOACTBOM HCIBITATENIbHON Jaboparopuu), TO 3TO
TpeOOBaHME [IOJDKHO OBITh yKa3aHO B IUIaHE UcCcienoBaHus. Bemymmii
UCCJIEIOBAaTelb HECET OTBETCTBEHHOCTh 3a 0O0€CHeYeHUue TOro, YTOObI
nepcoHan ucneitarenbHord 1omanaku 3Han COII, kotopele cnemyer
COOIONIaTh, U UMEN IOCTYI K COOTBETCTBYIONIEH JOKYMEHTAIUU.

64. Ecmu  TpeOyercsi, 4TOOBI TEPCOHAT MCHBITATENbHON IUIOMIAAKU
coomoman  COIl, mnpeacTaBlieHHbIE  PYKOBOJICTBOM  HCIBITATEILHON
1aboparopuu, PyKOBOJCTBO UCHBITATEIBHOM TUIOMIAJIKK JAODKHO JIaTh HA 3TO
MMCbMEHHOE COIJIacue.

65. Eciu COIl wucneiTarensHoi jaboparopuu ObUIM  CO3[IaHbI ISt
UCIOJIb30BaHUsl Ha MUCIBITATENbHOM TUIOIIAKE, PYKOBOJICTBO UCHBITATEIHHOU
JabopaTopur  JOHKHO 00€CHeunTh, YTOOBI KaKHE-TMO0O IOCIEAYIOITIe
penakiuun  COII, BblllyckaemMble BO BpeMsi HCCIEIOBaHUS, HaNpaBJsINCh

TAKKC M Ha HCIBITATCIIBHYIO IUIOHIAZIKY, a CTapbli€ BCPCHUU H3LIMAJIMCh N3
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UCIOJIb30BaHUsA. Bemymuil nccienoBaresib JOMKEH 00ECIeYuTh, YTOObI BECh
MEPCOHAJl HCMBITATENIbHON IIomaaku 3Hal o nepecmorpe COIl u umen
JIOCTYTI TOJIBKO K TEKYILIEW aKTyaJIbHON BEPCUHU.

66. Eciin Ha ucnbITaTelbHBIX IWIONIaaKkax Tpedyercs BoIMOIHATE COIl
UCIIBITATeIbHOM J1aboparopuu, MoxKeT moTpedboBarbes mnepeBon COIl Ha
JIpyrue s3bIku. B 3TOi cuTyanuu BaxHO, 4TOOBI JIFOObIE MEPEBOBI TIIATEIHHO
MPOBEPSUIUCh, @ MHCTPYKIMM U 3HAYECHUE PA3JIMYHBIX S3BIKOBBIX BEPCHIA
OCTaBAIMCh UACHTUYHBIMU. VICXOTHBIN SA3BIK (SI3bIK OPUTHHAJIA) JTOHKEH OBITh

yka3zaH B nepeBegeHHbIx COIL.
XI. XpaHeHUE PErMCTPAMOHHBIX 3aIMCEN U MaTEPUATIOB

67. Bo BpeMss mpoBeNeHUS MHOTOLIEHTPOBBIX HCCIENOBAHUN CIEAYET
YIEISATh BHUMAHHE BPEMEHHOMY XPAHEHUIO MAaTepHaloB. Takue MOMENICHUS
IJI. XpaHEeHUsT JOJDKHBI HAJAEKHO 3alUINATh LEJIOCTHOCTh UX COIACPKUMOTO.
Ecnu nanHbIe XpaHATCS 3a MpeeaaMu UCTIBITaTeIbHOM TadopaTopuu, ClenyeT
YIOCTOBEPUTHCSI, YTO MCIBITATEIbHAS IUIOMIAJKa MMEET BO3MOXXHOCTH
OeCnpensITCTBEHHOTO J0CTYIIA K JIAHHBIM, KOTOPhIE MOTYT MOTPEOOBATHCS ISl
aHaJIN3a U IPOBEPKH.

68. Ciocod XpaHEHHUs PErUCTPAllMOHHBIX 3alkcel W MarepualioB
JIOJDKEH COOTBETCTBOBATh MpaBuiiaM. Eciy momenieHust Jisi XpaHEHUs Ha
IUIOIIA/IKE HE YAOBJIETBOPSAIOT IMpaBUJIaAM, PETUCTPAIMOHHBIE 3allUCH U
MaTepualibl CIIEyeT TepenaBarh B apXWUB, COOTBETCTBYIOIIUN TpeOOBaHUIM
MIpaBuI.

69. PyKOBOJICTBO HCHBITATEIbHOM TUIOIIAJKH JIOJDKHO OO€CHEeUUTh,
YTOOBI HMMEINCh BCE COOTBETCTBYIOIIUE JIOKYMEHTHI, YIOCTOBEPSIOIIHE

y4acCTuce HCIBITAaTEILHOM IIJIOMIAAKH B MCCJICIOBAHUU.




[MTPUJIOKEHUE Ne 4

k [IpaBumitam Haasexarei sadboparopHoi
NPaKTUKU EBpa3niickoro 3KOHOMHUYECKOTO
coro3a B cepe oOparieHus JIeKapCTBEHHBIX
CpEICTB

[TOPAAOK
npumeHenus IlpaBui HapIekaieit 1adopaTtopHol
npakTuku EBpa3uiickoro 3JkOHOMIU4eCKOro corw3a B cpepe oopameHnst
JIEKAPCTBEHHBIX CPEICTB K KOMIIbIOTEPU3HMPOBAHHBIM CHCTEMAM

. OO01me moMoXKEHMS

KomnerorepusupoBaHHbIe CUCTEMBI (mamee — CUCTEMBI),
VCTIONB3YIOIIMECS TPU MPOBENCHUU HCCIENOBAHUN, OTYETHI O PE3YJIBTATaX
KOTOPBIX MPEACTABISIOTCA B YIOJIHOMOYEHHBIE OPTaHbl TOCYJaPCTB — YJICHOB
EBpa3uiickoro 3KOHOMHMYECKOIO CcOr03a (Jajiee — TOoCyAapCTBa-wiCHbI) B
COCTaBE€ PETUCTPALMOHHOIO JIOChE€ JIEKAPCTBEHHOIO IIpenapara, JAOJKHBI
UMETh COOTBETCTBYIOIIYI0 KOHCTPYKIIMIO, JOCTAaTOUYHYIO MOIIHOCTH U OBITh
MPUTOOHBIMUA U1 LEJIEHd HCCIENOBAHUSA, B KOTOPBIX OHU IPUMEHSFIOTCA.
CucteMbl TOJDKHBI pa3padarbiBaThCs, BAIUIUPOBATHCS U AKCILTYaTUPOBATHCS B
COOTBETCTBUU C MPUHIMIIAMH MPABWI HAJJIEXKaIEH 1a00paTOPHON MPAKTUKU
EBpa3uiickoro SKOHOMHMYECKOIO COKO33a, YTBEPKIAEMBIX EBpasuiickon
HPKOHOMHYECKOM KOMHCCHEHN (nanee — mpaBuia), KpOME TOTO, JOJKHBI OBITh
YCTAHOBJIEHBl COOTBETCTBYIOIIME MPOLEAYPbl KOHTPOJS M TEXHUYECKOTO
OOCTY>KUBaHUS JAHHBIX CUCTEM.

[Tog Bamumanuend CUCTEMBI MOHMMAKOT MPOBEPKY U JTOKYMEHTAIBHOE

MOATBCPKACHHUC ITPUTOAHOCTH CUCTCM CBOCMY IMPCIHAZHAYCHUTO.
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IIportecc Bamupanuu HEOOXOAUM JiJIi  oOeCHedYeHHs TapaHTUU
COOTBETCTBHMSI CHCTEM 3apaHee 3aJaHHbIM TEXHUYECKUM TpPeOOBaHUSIM.
Banunanust gomkHA OCYHIECTBISATHCS A0 Hayajda SKCIUTyaTallid CHUCTEMbl U
MPOBOJUTHCA ~ HAJJIekKaAluM  00pa3oM  TOJBKO B COOTBETCTBUU  C

p33pa60TaHHBIM IIJJaHOM BaJIMAALlVH.

I1. ITpuHIMIIBI HAJTIEKAIEeH J1Ta00PaTOPHOM MTPAKTUKH
Y KOMIIBIOTEPU3UPOBAHHBIE CUCTEMBI
[Ipu npriMeHEHNN TPUHIUIIOB HAJUIeXKaIIeld 1a00paTOPHOI MPAKTUKU K
BBIIIICONUCAHHBIM CUCTEMaM CJIEyeT NMPUHUMAaTh BO BHUMAHHE TPEeOOBaHUS

nmyHKTOB 52, 60, 66, 109, 116, 118 npaBui.
1. O0s13aHHOCTH U OTBETCTBEHHOCTH

PykoBOACTBO HMCHBITATENEHOM Ta00OPAaTOPHUN HECET OTBETCTBEHHOCTH 3a
coOmonenne TpeOOBaHUU MpaBWII, BKIIOYAs HA3HAYEHHE Ha JOJDKHOCTh U
3¢ GEeKTUBHYIO OpPTaHMU3AIMIO JOCTATOYHOTO YHWCIa KBAaTU(UIIMPOBAHHBIX H
OIBITHBIX COTPYAHHKOB, PA0OTAIOIIMX C CHUCTEMaMH, a TaKkXke O00s3aHO
oOecreunBaTh, 4TOOBI MTOMEIICHUS, 000pYI0BAaHUE U MPOIEAYPhl 00pabOTKH
JAHHBIX B CHCTEMaxX COOTBETCTBOBAIM YPOBHIO TEXHUYECKHX TPEeOOBAHMIA
CHCTEM H IIEJISIM MCCIICIOBAHHM, B KOTOPBIX MPUMEHSIOTCS] CHCTEMBI.

PykoBOACTBO HMCHBITATENEHOM Ta00OpAaTOPHUN HECET OTBETCTBEHHOCTH 3a
oOecriedeHre COOTBETCTBHSI  CHUCTEM  IIPEIIojaraéMoMy  Ha3Ha4YeHHUIO.
PyKoBOJACTBO HCIHBITaTeIbHON 7aOOPAaTOPUM JODKHO YCTAaHOBUTH B BUJIC
NPUHITOTO  MHUCBMEHHOTO  JIOKyMEHTa  TNPUHIUIBI  OpPTaHHW3aIllid |
BBITIOJTHSIEMBIE B OOJACTH aBTOMATH3AIMK MPOIEAYPhI, TapaHTHUPYIOIINE
pa3paboTKy, BalWJAlMI0, DOKCIUTyaTali0 ¢ OOCIy>KUBaHUE CHUCTEM B

COOTBCTCTBUM C IIPUHIOUITAMHA HaJJIeKalen ﬂa60paT0pH0ﬁ IMPAaKTHUKU.



PykoBOJICTBO HCTIBITATEIBLHON Ja0OpATOPUU JIOJKHO OOECIeUnBaTh,
SICHOCTh U COOJTIOZIEHUE TTEPCOHATIOM JIa0OPATOPUK MPUHITUIIOB OpPraHu3aluu
Y BBITIOJIHSIEMBIX B 00JIaCTH aBTOMAaTHU3aIlMU MIPOIIENYP, a TAKKE 3PHEKTUBHBII
KOHTPOJIb COOJIONEHHUS JaHHBIX TPUHIMIIOB W BBIMIOJHEHUS JIAHHBIX
POLIEYD.

PykoBO/ICTBO  HMCHOBITAaTENLHOM  JTAOOpaTOpuM  JOHKHO  Ha3HAYaTh
BBIJICJICHHBIX COTPYAHUKOB, & TAK)KE YCTAHOBUTH JIJI1 HUX OTBETCTBEHHOCTH 32
pa3paboTKy, BaMJAIIMIO, SKCIUTyaTallui0 U OOCITyXUBaHHUE CUCTEM. J[aHHbBIN
MEePCOHAJI JIOJDKEH HMMETh COOTBETCTBYIOIIYIO KBaJIW(PUKAIIUIO, OMBIT MU
JOCTATOYHYIO TIOATOTOBKY JUJIS BBINIOJHEHUS] CBOMX OOSI3aHHOCTEH B
COOTBETCTBUU C TPEOOBAHUSIMU MPABUII.

PykoBonmuTenu wucCCieoBaHUsI COIVIaCHO TPeOOBAaHUSAM IMPABWI HECYT
OTBETCTBEHHOCTbH 3a 00IIIee MPOBE/ICHUE UCCIIECAOBAHUM.

Ecnu npu npoBeneHnn uccieqoBaHuil OyayT UCIIOIb30BAThCSI CUCTEMBI,
PYKOBOJICTBY MCHBITATEILHOMN Ja00OpaTOpuy HEOOXOIUMO 00ECIEUUTh, YTOOBI
PYKOBOIAUTENIN WCCICAOBAHUA B TIOJHOM MEpE HX MCIIOIb30BaIA B
VCCIIEAOBAHNUU JIJI TOCTUKEHUS IMOCTABIICHHOW B UCCIIEAOBAHUH LICIIH.

OTBETCTBEHHOCTh  PYKOBOJIUTENISI  UCCJIENOBAaHUA B  OTHOILICHHUU
oOpaleHus: ¢ JaHHBIMH, MOJYYCHHBIMH B JJICKTPOHHOM BHE, WIACHTHUYHA
OTBETCTBEHHOCTH IpU pabOTe€ C JaHHBIMH, XPaHSAINIMMUCS Ha OyMaKHOM
HocuTene. B uccimemoBaHUsSIX,  3a4BISIEMBIX  KaK  COOTBETCTBYIOIIME

Tpe6OBaHI/I$IM ImpaBuil CJICAYCT HCIIOJIb30BATh TOJIBKO CHUCTCMBbI, IIPOIICAIINC

IpOoLEAYpY BaJuAALNH.
2. Ilepconan

HCpCOHaJI, I/ICHOJ'IBBYIOIJ_[I/II\/’I CHUCTCMbI, HCECCT OTBCTCTBCHHOCTHL 34

OKCILTyaTalluo HaHHBIX CHUCTEM B COOTBCTCTBHUU C TpC6OBaHI/I}IMI/I ITpaBUJI.
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[lepconan, KOTOpbIii pa3pabaTbiBaeT, BAIUJIUPYET, OSKCIUIyaTUPYET U
OOCITYy’)KMBa€T  CHCTEMbI, HECET OTBETCTBEHHOCTh 32  BBIMIOJIHEHUE
BBIIIENIEPEUMCIIEHHBIX MEPOINPUATUA B COOTBETCTBUU C TpeOOBaHUSIMU
MIPaBWJI U YCTAHOBJICHHBIMA TEXHUYECKUMU HOPMAMH.

OO0s13aTenbCTBA U OTBETCTBEHHOCTH CITY>KOBI OOECIeueHUs KauecTBa
(manee — COK) B OTHOIIEHHWU OIICHKH CHUCTEM JIOKHBI OBITH OIpEeICHbI
PYKOBOJICTBOM HCIIBITATEIBHON JIa0OpaTOpui U BHECEHBI B CIIyKEOHbIC
WHCTPYKIIMM W CTaHJIAaPTHBIMHU OIEPAlMOHHBIMU TIpolieypamMu (naiee —
COII). IIporpamma oOecrieueHusi KayecTBa JOJKHA BKIOYAaTh B cels
NpOLIEYpPbl M METOABI, TapaHTUPYIOIIME COOTBETCTBHE BCEX HITAlOB
BaJIW/IALINH, AKCILTyaTallun 151 TEXHUYECKOTO o0cCITy)KHBaHUS
KOMITBIOTEPU3UPOBAHHBIX CUCTEM YCTAHOBJIEHHBIM cTaHaapTam. Kpome Toro,
nmporpaMmMa oOeCreueHUsI KaueCcTBa JIOJDKHA BKJIIOYATh B Ce0sl MPOLETyphl U
METO/bl YCTAHOBKHM MPUOOPETEHHBIX CUCTEM M Ipoliecc pa3paboTKU CUCTEM
BHYTPEHHUMH CHJIAMH OPTaHU3aLNH.

[lepconan COK nmomkeH KOHTPOIMPOBATH COOTBETCTBHE CHUCTEM
NPUHIMIIAM HaJJIeKalled JadOpaTOpHOW TMPAKTHUKKA U JIOJDKEH MPOUTH
oOyuyeHHE HEOOXOIUMbIM CHEHUaIbHBIM  (IPO(DUIBHBIM) TEXHUYECKUM
HaBbIkaM. [lepconan COK gomkeH ObITh 3HAKOM C CUCTEMAaMH B JJOCTaTOYHOM
CTETEeHHU, YTOObI UMETh BO3MOXXHOCTb BBIHECTH B OTHOIIEHUU KayecTBa UX
BAJIMJALUA WX OOBEKTUBHBIC 3aMEUaHMs; B HEKOTOPBIX CIydasX MOXKET
noTpeOOBaThCs Ha3HAUYEHKE MPOPUIHLHOTO ayJIuTOpA.

st 0630pa manubix nepcodan COK momkeH MMeTh HEMOCPEACTBEHHBIM
NOCTYIl C TMpaBaMU MOJb30BATENS «TOJBKO JJISI YTEHUS» K JIaHHBIM,

XpaHAmuUMCAa B CUCTCMC.



3. OOyueHue

[IpaBuna ycTaHaBIMBAOT, 4YTOOBI B HCHBITATEIBHOW JAaOOpaTopuu
UMeJCs KBAIA(DUIIMPOBAHHBIM M ONBITHBIMA IEPCOHAN HAJIEXKAILIErO YPOBHS,
JOKYMEHTHPOBAHHbIE y4eOHbIE MPOrpaMMbl IO PadOTE C CUCTEMAMM KakK IS
oOyueHuss Ha pabodyeM MecTe, TaK M, IpU HEOOXOJUMOCTH, HAa BHELIHUX
y4€OHBIX Kypcax. 3armcu 0 MoJ0OHOM 00yYEHUH JI0JIKHBI ObITh COXPaHEHHBI.

BelieykazaHHOE TOJIOKEHHE PACIpOCTpaHIETCsl Ha BECh IIEPCOHAI,

UCIIOJIB3Y 0NN B CBOEH pabOTE CUCTEMBI.
II1. TTomemenust u o0OpyIOBaHKE

Jlyisi TipoBelleHUs HUCCIEIOBaHUI B COOTBETCTBUM C TPeOOBaHUAMU
[IpaBun TpedyeTcs HaIU4Ke COOTBETCTBYIOIIMX MOMEIIEHUI U 000py10BaHUs
UIsi obecrieueHust (PyHKIMOHUpOBaHUsl cucteM. Kpome Toro, x cucremam

MPENBIBISIIOTCS CAEAYIOMINE CHEIUATbHbBIE TPEOOBAHMUSL.
1. Ilomerienus

HeoOxonumo obecnieunTs (HU3MUECKOE PACIIONIOKEHNUE KOMITBIOTEPHOTO
anmapaTHoro oOecriedeHus, nepu@epuiHbIX KOMITOHEHTOB,
KOMMYHHUKAIIMOHHOTO  OOOpYyJIOBaHUSI W DJIGKTPOHHBIX  HOCUTEJEH
uHopmauu sl HaaJexanero (QyHKIUOHUPOBaHUSI cucteMbl. Cremyer
u30eratb BO3JCUCTBUS HAa CHUCTEMBI OKCTpEMaJbHBIX TeMIeparyp H
BIQKHOCTH, MUK, JJEKTPOMArHUTHBIX MOMEX M OJU3KOTO PACIIONIOKEHUS
CUCTeM K KaOeiasiM BBICOKOIO HaNpsDKEHMs, KpOME€ CJy4yaeB, Korjaa
0o0Opy/IOBaHHE CHENHAIBHO MPEAHA3HAYEHO [JIsi PabOThl B MOJOOHBIX
YCIIOBUSIX.

Taxxke HeoOXoAMMO O00ecHeyuTh HaJIekKallee dSJICKTPONUTAHUE

KOMITBIOTEPHOTO ~ O0OpYZIOBaHUSI M, TMpPU HEOOXOAUMOCTH, PE3ECPBHOE



6

KOMIMPOBAaHKE WK OecriepeOOMHOE MUTAaHUE CUCTEM, HEUCTIPABHOCTh KOTOPBIX
MOJKET MOBJIUSTH HA PE3YJbTAThl UCCIEAOBAHMUS.
Heo0xoaumMo uMeTh COOTBETCTBYIOIIME MOMEIICHUS JIsi O€301acHOro

XpaHEeHHs AIEKTPOHHBIX HOCUTENEH nHpopMaIuy;
2. Ob6opynoBaHue
AmmapatHoe ¥ pOrpaMMHOE 00ECIIeUeHIE

Cucrema  sBisieTCs ~ TPyNIOM  anmapaTHbIX  KOMIOHEHTOB U
COOTBETCTBYIOIIIETO  MPOrPAMMHOTO  OOecrleueHus, pa3pabOTaHHBIX U
COOpaHHBIX JIJISl BBIMOJIHEHUS ONPeNeIeHHON PYHKIIMN WU TPYIIIBI (PYHKIIHIMA.

K anmaparHomy o0GecredeHHnI0 OTHOCATCS MaTepUaIbHbIE KOMIIOHEHTBI
CUCTEMBI, COCTOSIIIIUE U3 KOMITbIOTEpPA U NepU(EePUNHBIX KOMIIOHEHTOB.

[IporpamMmmHOe oOecrieueHrue TMPeACTaBIsET COO0OM KOMIBIOTEPHBIE
pOrpaMMBbl, YIIPABISIONINE PYHKIIMOHUPOBAHUEM CUCTEMBI.

Bce tpebosanus I[lpaBun, npumMeHseMble K 000pyI0BaHUIO, B PaBHOM

CTETNIEHU TPUMEHUMBI K aIlliapaTHOMY, ¥ TIPOrPaMMHOMY 00€CIIEUeHHUIO.
KoMmyHukanum

KommyHMKaluu, OTHOCSIIMECS K CUCTEMaM, JIETSATCS HAa 2 OCHOBHBIC
KaTeropuu:

KOMMYHUKAIIMU MEXITY KOMIIbIOTepaMUu;

KOMMYHUKallMK ~ MEXKAYy  KOMIIblOTepaMu U nepudepuitHpIMU
KOMITOHEHTaMH.

Bce KOMMYyHUKAIIMOHHBIE JIMHUU  SIBJSIIOTCSL  MOTEHIHMAIbHBIMU
MCTOYHUKAMHU BO3HUKHOBEHMS OIIMOOK, KOTOPHIE MOTYT MPUBECTH K MOTEPE
WIM MIOBPEXICHUIO JaHHBIX. J{1s1 oOecrieueHns: 6e30MacHOCTH U 1EIOCTHOCTH

CHUCTCMBbI OOJIKCH OBITH OOecIieueH COOTBGTCTBYIOH_II/II\/JI KOHTPOJIb IMPOLCCCOB
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pa3pa60TKH, BaJInAalUK, OSKCIIyaTaluh W TCXHUYCCKOI'O O6CJ'Iy>KI/IBaHI/I$I

CUCTEM.
IV. Texunyeckoe 00CITy>)KMBaHHE U aBAPUITHOE BOCCTAHOBJICHHUE

Bce cucremsbl CJIeaAyCT yCTaHABIIMBATL U 06CJIY)KI/IBaTB TaKUM 06pa30M,

4T00BI 00€CTIeUNBATh HETPEPHIBHOCTD UX PAOOTHI.
1. Texuuueckoe 00CITyKUBaHUE

JlomkHBI OBITH B HAJIMYUU, IPUHSTHIE B BUJI€ TUCBMEHHOTO JIOKYMEHTA
IpOLeIypbl,  OXBaThIBAIOIIME  KaK  IJJAHOBOE  MPOPUIAKTUYECKOE
OOCITy’KMBaHUE, TAK U YCTPAaHEHHE HEUCIPABHOCTEHW CUCTEM. DTHU MPOLEAYPHI
JOJKHBI YETKO OMNpeNessiTh pOJib M OTBETCTBEHHOCTh BOBJICYEHHOTO B
IpoLECC TEXHUYECKOTO 00CTYKMBAaHUS CHCTEM NepcoHana. B ciydasx koraa
TaKue oOmepanuu Mo OOCTY>KMBaHUIO TpPeOyIOT H3MEHEHUW anmnapaTrHOro
U (WIM) TpPOrpaMMHOIO OOECIeYEHHUs, MOXKET BO3HUKHYTh HEO0OXOIAMMOCTh
MOBTOPHOM BaJIUJAllMK cUCTeM. Bo BpeMst pyTHHHOM paOOThl CUCTEM JOJHKHA
3aluchIBaTbecsi MHGOpMaIMs O JIOOBIX MpoOJeMax M HECOOTBETCTBUAX B
CUCTeMax, a TakXKe JIoOble MPEeANpPUHAThIE TEPCOHAIOM JEUCTBUS TIO

UCITPABJICHUIO BOZHUKIIIKNX MPOOIEM U HECOOTBETCTBUM.
2. ABapuiiHOE BOCCTAHOBJICHUE

JIomKHBI OBITH B HATMYUM, IPUHATHIE B BUE MMCbMEHHOTO JIOKyMEHTa
IPOLEAYPHI, OINHKCHIBAIOIIUE MEpbI, KOTOPbIE HEOOXOIUMO TPEANPUHATH B
Clly4ae YaCTUYHOTO WJIM MOJHOTO OTKa3a KOMITbIOTEPU3HUPOBAHHOW CHCTEMBI.
Mepsl  MOryT  BapbUpOBaThbCS  OT  3AIUIAHUPOBAHHOTO  COKPAICHUS
anmaparHoro oOOPY/IOBaHUS CUCTEMbI 10 OTKa3a OT UCIIOJIb30BAHUS CUCTEMBbI
U repexojia Ha paboTy ¢ OyMa)KHBIMU HOcUTENsIMU UH(opMaluu. Bee mutanbl

JICUCTBUS B aBapI/II\/’IHBIX cuTyanusax JOJIXKHBI OBITH TIIAaTCIIBHO



JOKYMEHTUPOBaHbl W  BaJIWJAUPOBAHBI, OHU JIOJDKHBI  0OECIEYMBATh
COXpaHEHHE HEMPEPHIBHOM IEJIOCTHOCTHU JAHHBIX M HE JOJDKHBI KAKUM-THOO
o0pa3zoM yrpoxarb uccienoBanuto. [lepconan, yqyacTByrOImMi B NPOBEACHUU
WCCJIEIOBAaHUS B COOTBETCTBUM C TpeOoBaHusMU I[IpaBui, HOMKEH OBITH
OCBEIOMJICH O HAJIMYUM JIAHHBIX IJIAHOB JICWCTBUS B aBAPUHHBIX CUTYAIUsX.
[Ipotienypsl BOCCTAHOBIICHHSI CUCTEMBI JIOJDKHBI 3aBUCETh OT CTEIECHU
KPUTUYHOCTH CHUCTeMbl. HeoOXonuMo MMETh B HAJUYUU PE3EPBHBIC KOIHMH
Bcex nporpamm. Ecimu mpornieaypbl BOCCTAHOBJIEHHUS! BBI3BIBAIOT M3MEHEHUE
anmaparHOro WM TPOrPAMMHOTO OOECIEYeHHsSI, MOXET TMOoTpeOoBaThCs

MMOBTOPHAS BAJIUJIALINSI CUCTEMBI.
V. Jlannabie

B coorBerctBun ¢ TpeboBanusiMu [IpaBun mepBUYHBIMU JTaHHBIMU
SIBJISIFOTCS. OPUTMHAJIBI 3aITUCEN U JOKYMEHTAIlUU, BKJIt0Yasi JaHHbIE, KOTOPhIE
HamnpsMYI0 BBEIACHBI B KOMIIbIOTEp 4epe3 HHTepdeiic mpubopa, KOTOphIE
SBIISIFOTCS pe3YJIbTaTaMi OPUTHHATBHBIX IKCIIEPUMEHTAIBHBIX HAOMIONCHUN U
JEHCTBUH B XOJ1€ UCCIIEIOBAaHUS U HEOOXOIMMBI 17151 (GOPMUPOBAHUS U OLICHKU
OTYETa O JITAHHOM UCCJIEIOBAHUH.

Cucrtembl, paboTrarolmue B COOTBETCTBUU C TpeOoBaHusmu IlpaBu,
MOTYT OBITb CBSI3aHBI C MEPBUYHBIMU JAHHBIMH C HCIIOJIb30BAHUEM
pa3IMYHBIX HOCUTENeW uHbopMalmu (HampuMmep, AJIEKTPOHHBIX HOCHUTENEH
uH(pOpMallMK, pacleyarok ¢ KOMIBIOTEpa WX MPUOOPOB, a TaKKe KOMHIA
MukpouibmMoB  (Mukpodwuin)). Heobxomgumo, 4ToOBl BHJ HOCUTENEH
uH(OpMaIUK 111 IEPBUYHBIX JAHHBIX ObLT OMPEEIEH 1JI KaXKI0M CUCTEMBI.

Eciu cuctembl UCnonb3ytoTces aiisi coopa, oOpabOTKU, MpeEACTaBICHUS
WIM XpaHEHUs! IEPBUYHBIX JAHHBIX B AJIEKTPOHHOM BUJE, TO KOHPUTYpALIUs

CHUCTCMBI BCCraa OJOJIKHaA 0o0ecreynBaTh COXPAaHCHHUC AYAUTOPCKUX JdHHBIX B
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MOJIHOM 00beMe, YTOObl ObllIa BO3MOXKHOCTh MPOCIEIUTH BCE W3MEHEHUS
JaHHBIX, B TOM YHCJIC U TIEPBUYHBIX MaHHBIX. JIoDkHA OBITH BO3MOXHOCTH
UACHTH(PUKAIIMN BCEX BHECCHHBIX M3MEHEHWU MAHHBIX C JIUI[AMH, KOTOPHIE
BHECITU ATH M3MEHEHUS MPHU MOMOIIHU (AIEKTPOHHOM) MOAMUCH C YKa3aHHEM
BpEMEHU U JarTbl BHECEHUs H3MeHeHUW. [IpuymHBl BHECEHHS] W3MEHEHHIt
JIOTOKHBI OBITH YKa3aHBI.

Eciu mepBuuHbIE JaHHBIE XPaAHATCA Ha DJIEKTPOHHBIX HOCHUTEISNX
uH(popMaIuu, TO HEOOXOAUMO OOECIIEYUTh BBIMOJHEHUE TPEOOBAaHUM MO HX
JOJTOCPOYHOMY XPAHEHHUIO B 3aBUCHUMOCTH OT THIA XPAHUMBIX JAHHBIX U
OXKHUJAEMOTO CpOKa CiIyXObl cucreMbl. [Ilpu wu3MeHEeHUHM B cHUCTEME
anmaparHoro M MpOrpaMMHOTO OOECIeYeHusl JOKEH ObITh COXPaHEH JI0CTYI
K TIEPBUYHBIM JITaHHBIM CTapOl KOH(PHUTYpAIMH CUCTEMBI M HMX O€30IacHOe
XpaHeHWe I ~ TapaHTUPOBAaHMsI  IICJIOCTHOCTH  JaHHBIX.  Takas
BCIIOMOrarenabHasi HHpopMaIus, Kak KypHalibl 00CTyKUBaHUs 000pYIOBaHUS
U TPOTOKOJBI KaMOPOBKH, KOTOpas HEOOXomauMa [Jisi MOATBEPKICHUS
JIOCTOBEPHOCTH TMEPBUYHBIX JAHHBIX WM KOTOpas MO3BOJISIET BOCCTAHOBUTH
OTJENbHBIN SKCTIEPUMEHT WUJIM BCE UCCIEIOBAHKE, JOJMKHA ObITh COXpaHEHA B
apXuBax.

COII nmns obecrieueHust pabOThl CUCTEMBI TAK)KE JOJIKHBI OMUCHIBATH
aJIBTEPHATUBHBIE TPOLEAYpPhl cOOpa JaHHBIX, KOTOPHIM HEOOXOAMMO
cliefioBaTh B ciiydyae cOost cuctembl. [Ipu Takux oOCTOsATENbCTBAX JHOOBIE
BPYUYHYIO 3allMCAHHBIC MEPBUYHBIC JNAaHHBIC, U B NabHEHIIIEM BBOAWMBIC B
CUCTEMY, JIOJDKHBI OBITh YETKO OO0O3HAU€Hbl B KauyeCTBE TaKOro BHUJA
COOpaHHBIX JIaHHBIX M COXpaHEHbl B KAYeCTBE IIEPBUYHBIX 3alKCEil.
[Ipouenypsl MO pPE3epPBUPOBAHUIO JAHHBIX, MPOBOAUMBIC IPU TOMOIIH

JIBTEPHATUBHBIX TIpoLeAYyp (HampuMep, pyYHbIX 3amucel), TOKHBI CBECTH K
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MUHUMYMY PHUCK TOT€pU JIaHHBIX W TapaHTUPOBATh COXPAHEHHE TaKUX
3aIcen.

B cnydae ycrapeBaHus cUCTEMbl HEOOXOIMMO MEPEBECTH AICKTPOHHBIE
NIEPBUYHBIC TAaHHBIC U3 OJHOM CHUCTEMBI B APYTYIO, IPX 3TOM JIAaHHBIN TIPOIIECC
JOJDKEH OBITh JOKYMEHTHPOBAH HAJISKAIIMM 00pa3oM, a IeJOCTHOCTh
JAHHBIX TOJATBEpXkJeHa. B ciydae, ecnu momOOHBIM MEPEHOC JIaHHBIX HE
OCYILIECTBUM MPAKTUYECKH, TIEPBUYHBIE JJAHHBIE JIOJKHBI OBITH MEPEHECEHBI
Ha JPYyrod HOCUTENb UH(POPMAIIUK U UX TOYHOE KOMUPOBAHUE JOJAKHO OBITh

MOJITBEPXKIEHO JI0 Hayalla yAaJleHUs] OPUTUHAIIbHBIX AJIEKTPOHHBIX 3aIUCEN.
V1. KommnbrorepHast 6€3011acHOCTb

JI71s1 3a1UThI anmnapaTHOro 000Py/I0BaHUs, MPOrPAMMHOTO 00eCTICUEHUS
U CaMUX JaHHBIX OT MOBPEXKJICHUS, HECAHKIIMOHUPOBAHHOTO U3MEHEHUS WIIN
MOTEPU JAHHBIX JIOJDKHBI OBITH MPUHSITHI B BUAE MUCHbMEHHOTO JOKYMEHTA
npoueaypsl odoecredeHus: 0e30MacHOCTH.

B naHHOM KOHTEKCTE «0E30MacHOCTh» O3HA4YaeT MpeloTBpalleHNe
HECAaHKIIMOHUPOBAHHOTO  JOCTyMa K JaHHBIM WIM MPEJOTBpAIICHHE
M3MEHEHUHN KaK CUCTEMBI B II€JIOM, TaK U U3MEHEHUN JaHHBIX, XPAHAIIUXCS B
Hel. ClieryeT yYuThIBaTh BOBMOKHOCTh MOBPEXKICHUS JJAHHBIX BUPYyCaMu UITU
IpyTUMH  [porpamMMmamMu-areHTamMu. JIOJDKHbI  ObITh ~ NPUHATHI  MEpHI
0€30IMMacHOCTH, 00ECIIEUUBAIOIINE IIEJIOCTHOCTh JAHHBIX MPU KPATKOCPOUHBIX

1 JIOJITOCPOYHBIX COOSIX CUCTEMBI.
1. ®usnueckas 0€30MaCHOCTD

B  wmemsax — orpaHuuyeHus ~— JoCTyna K =~ KOMIBIOTEPHOMY U
KOMMYHUKalIHOHHOMY OOOpYAOBaHUIO, TEpUPEPUNHBIM KOMIIOHEHTaAM M|

QJICKTPOHHBIM HOCHTCIISIM I/IH(bOpMaI_II/II/I N Cro IpcaoCTaBJICHUSA TOJIBKO
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YIOJTHOMOYEHHOMY TEPCOHAITY, HEOOXOAMMO MPUMEHSATHh (PU3NYECKHE MEPHI
0Ee301IacHOCTH.

K oOopynoBannio, KOTOpO€ HE PACIOIOKEHO B CIEIHUATbHBIX
«KOMTIIBIOTEPHBIX TTOMEIICHUIX» (HalpuMep, MePCOHALHBIM KOMITBIOTEpaM U
TEPMHHAJIaM), JIOJDKHBI ~NPUMEHATHCS KaK MHHUMYM  CTaHJIapPTHBIE
IPOLIEAYPHI KOHTPOJIS JOCTYIIA, HIMEIONTUECS B UCIIBITATEIFHON Tab0paTopuy.

B Tex wucmeITarenbHBIX J1a0opaTopusiX, TAE€ Takoe O0OpyIdOBaHUE
pacmonaraercs yOaJeHHO (HampuMmep, MPH KCIOIb30BAaHUU TOPTATUBHBIC
KOMITOHEHTOB ¥ JIMHUH MOJEMHOW CBSI3M), JOJDKHBI OBITh IPUHSTEHI

JIOTIOTHATEILHBIE MEPhI 00ecTicueHUs (PU3MUeCKOl 0€30IMacHOCTH.
2. Jlormueckast 0e30I1acHOCTh

UToOBI MpenoTBpATUTh HECAHKIIMOHUPOBAHHBIA JOCTYIl K CHUCTEME,
MPOTPaMMHBIM TIPUJIOKEHHUSM W JaHHBIM, HEOOXOJMMO O0OECIEYUTh MeEpPhI
JIOTUYECKON ©0€30MacHOCTH JJISi KaKJIOW CHUCTEMBbl WM €€ IMPOrPaMMHOTO
npwiokeHus.  HeobGxomqumo ~ obecrieunBaTh  MCIOJB30BAaHUE  TOJIBKO
YTBEP)KICHHBIX BEPCHM W BAJIMIUPOBAHHOTO IMPOrPAMMHOTO 0OeCTIeueHUs.
Jlornyeckas 0e30IacHOCTH BKIIIOYAeT B ceOd HEOOXOOMMOCTH BBEACHUS
YHUKAJILHOTO WJICHTU(UKATOpA MOJH30BATENSI C COOTBETCTBYIOIIUM MapoJeM
JUIsl BXoJla B cucTtemy. JIFoOOM BBOJ| IaHHBIX WJIM YCTAHOBKY MPOTPAMMHOIO
oOecrieueHrss W3 BHEIIHWX HCTOYHHMKOB CJIEIYyeT KOHTPOJUPOBaTh. Takue
AJIEMEHTBI KOHTPOJISI MOTYT OOECIEYMBAThCS C TMOMOIIBIO ITPOrPaMMHOIO
obOecrieueHus ONepaiMOHHON CHUCTEMbI KOMITBIOTEPA, CHIEIUAIBHBIX MPOrpaMM
0€30MacHOCTH, BCTPOEHHBIX B MPUIOKEHUS MNPOUEAYp, WIM KOMOMHAIUI

BCCI'0 BBIICTICPCYHUCIICHHOTO.
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3. L{eI0OCTHOCTh JaHHBIX

[lonnepkaHue 1EIOCTHOCTH JAHHBIX SIBISETCS OJHMM W3 TJIABHBIX
TpeboBanuii IlpaBui, HEOOXOAWMO, YTOOBI BECh IEPCOHAJ, CBSI3aHHBIM C
CUCTEMOM, ObLI O3HAKOMJICH M TIOHMMaJl HEOOXOIWMOCTh MPUMEHEHUSI Mep
0e30macHOCTH. PyKOBOACTBO  MCHBITATEILHON  JIAOOPATOpPUHM  JIOJDKHO
rapaHTHpPOBaTh, YTOOBI TEPCOHAT ObUT O3HAKOMJIEH C  BaXXHOCTBIO
oOecrieueHrss 0E€30MAaCHOCTA JAHHBIX, MPUMEHAEMBIX NPOLEAypax U
OCOOEHHOCTSAX CHUCTEMBI, KOTOPhIE MO3BOJISIOT 00ECIEUUTh HAJICKAILYIO €€
0€30MacHOCTh, a TaK)Xe OCBEIOMJIEH O TMOCJEICTBUIX HECOOTIOACHUS Mep
0€30MacHOCTH.

@DYHKIIMA CHUCTEMbI, OOECIEUMBAIONINE IIEJIOCTHOCTh JIAHHBIX MOTYT
BKJIIOUATh IUJIAHOBOE HAOMIONEHHE 3a JIOCTYIIOM K CHCTEME, BHEJPEHUE
nporpaMm Bepudukanuu ¢GaiioB U OTYETOB 00 HCKIIOYEHUSIX W (WJIN)

paBUJIaX.
4. Pe3epBHOE KOMMPOBAHUE

Pe3epBHOE KOMMpOBaHWE MPOTPAMMHOIO OOCCIEYCHUS M JaHHBIX
SIBJISIETCSl  CTAaHAAPTHOM TMPAaKTUKOM TIpu paboTe C CHCTEMOM, KoTopas
MO3BOJISIET BOCCTAHOBUTH CHUCTEMY MOCIE JIOOBIX HEMOJAJ0K (Hampumep,
MOBPSXKICHHUS JIMCKA), CTaBSIIMX IOl Yrpo3y IEJIOCTHOCTh CHUCTEMBbI. B
JAHHOM CJIy4ae JIOIyCKAaeTCs BO3MOXXHOCTh TEPEeBOJla PE3EPBHONM KOMUU B
NEepPBUYHBIC JaHHBIE, IIOCJE 4Yero OHM JOKHBI pacCMaTpHUBAaThCs Kak

IIEPBUYHBIC JITAHHBIE.
VII. Banunanys KOMObIOTEPU3UPOBAHHBIX CUCTEM

Cucremsbl JOJIXKHBI OBITH IMPUTOAHBI JIIA npeayCMOTPCHHOI'O

HazHa4YCHMU.
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1. ITpuemouHbI€ UCTIBITAHUS

KomnbroTepu3upoBaHHbIE CUCTEMBI JOJKHBI OBITh CIPOEKTUPOBAHBI
TakK, 4TOObl COOTBETCTBOBaTh TpeOoBaHusiM I[lpaBun. OHU JOMKHBI OBITH
YCTaHOBJIEHBl B COOTBETCTBUHU C MPEABAPUTEIHHO pa3paOOTaHHBIM IUIAHOM.
[Ipyu »>TOM HEOOXOAMMO HaJMYME€ COOTBETCTBYIOUIEH JIOKyMEHTAIUH,
MOATBEPXKAAIONICH, YTO KaXkjaas CcucTeMa Oblula pa3paboTaHa MO
COOTBETCTBYIOIIMM KOHTPOJEM U (MPEANOYTUTENTHFHO) B COOTBETCTBUU C
OOIIEMPU3HAHHBIMYU CTAH/IAPTAMU Ka4eCTBa M TEXHUYECKUMHU CTaHIapTamMu
(manmpumep, HMCO 9001). JlomwkHbl  OBITH  TakXKe  MPEIOCTABIICHBI
J0Ka3aTelbcTBa TOTO, YTO CHCTeMa ObUla HaJJIeXkaluMm  00pazom
MPOTECTUPOBAHA UCIIBITATENILHON JTA0OpaTOpUe Ha COOTBETCTBUE KPUTEPUSIM
MPUEMKH JI0 BBEJICHUS B PyTUHHOE UCIOJIb30BaHUE.

[Iponienypa oQuIUanTbHOrO MPUEMOYHOTO HUCHBITaHUS — TpeOyeT
MIPOBEJICHUS] UCTIBITAHUN B COOTBETCTBUU C 3apPaHEE YCTAHOBJIEHHBIM ILJIAHOM
U COXpaHEHUS JOKYMEHTHPOBAHHOTO  CBHUJETENIbCTBA,  COIEPKAIIETO
CIIEAYIONIYI0 UH(OPMAIIHIO:

MPOILIETyPbI UCIIBITAHUS,

JTAHHBIE MPOBEJICHHOTO UCTIBITAHUS;

PE3YBTAThI UCTIBITAHUH;

oduIaibHast CBO/IKa 00 UCTIBITAHUY;

3aIlMCH O MIPUEMKE PE3YJIbTATOB UCIIBITAHMUS.

Jonyctumo, 4ToObl OoOJiblllas 4acTh JOKYMEHTAIIMH, OTHOCSIIASICS K
YCTAHOBJICHHBIM TPOU3BOJUTENIEM CHCTEMaM U CO3/laHHasT B IIPOIECCe
pa3pabOTKU CHUCTEM, XpaHWJIACh Ha caiiTe mpou3BoauTens. B stoMm ciydae,
JMaHHble 0(QULIUATLHOMN OLIEHKHU U (MJIM) ayIuTa MPOU3BOAUTENS JOIKHBI ObITH

B HAJIWYUM B UCIIBLITATEILHOU J'Ia60paT0pI/II/I.
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2. PerpocrnieKkTuBHAs OIIEHKA

Ecnu ni1st ye Ucnojab30BaHHOM CUCTEMbI HEOOXOIUMOCTh COOTIO/ICHUS
TpeboBanuil [IpaBun He ObLIa MPETyCMOTPEHA WIIM YKa3aHa, JOHKHO OBITh B
HaJIMYUH JJOKYMEHTAJIbHOE 000CHOBAaHNE BO3ZMOKHOCTH MCITOJIb30BAHUS TaKOH
CHUCTEMBI, KOTOpPOE JIOJDKHO BKIIFOUAaTh B C€0Sl PETPOCIEKTUBHYIO OIICHKY,
UCIOJIB3YyEMYO JIJIs1 BaJIUalMU (OnpeIeTICHUs TPUTOAHOCTH ) CUCTEMBL.

PeTpocniekTrBHAs OLICHKA BKJIFOYAET:

cOOp BCEX apXUBHBIX 3aMUCEHN, CBI3aHHBIX C CUCTEMOIA;

paccMOTpeHHUE U COOCTBEHHO OIIEHKY 3aIluCei;

COCTaBJICHUE MMCbMEHHOM CBOJKHU.

B mnuMchMEHHON CBOJIKE PETPOCIEKTUBHON OIICHKHM HEOOXOIAMMO
YKa3bIBaTh, KaKUE JOKAa3aTeiabCTBA BAJWIALMU JOCTYIIHBI, 4 TAKXKE, KAKHE
Iaru cieayeT NPeAnpUHATh B OyylieM JJisi o0ecriedeHus: Bl TaKou

CUCTEM.
3. KoHTpOab n3MeHEHU

KoHTpons wu3MeHEHUN Kak BHUJ BaJuJalldd CHUCTEMBbl O3HA4aeT
YTBEPKJICHUE U JIOKYMEHTHUPOBAaHUE JII0OOTO M3MEHEHUSI CUCTEMbI B TEUEHUE
CpoKa ee 3Kkciutyaranuu. KoHTpoiab U3MEHEHHIT HEOOXO/IUM B CIIydasix, KOrja
W3MEHEHHUSI MOTYT TOBJMATh Ha CTaTyC BaJUJalMM CUCTEMBI. [Iporiemypbl
KOHTPOJISI U3MEHEHHMM JOJDKHBI MPUMEHSTHCS Cpasy IOCe MOATBEPKIACHUS
TOTOBHOCTH CHUCTEMBI K KCILTyaTalluH.

B mponeaype KOHTpOdsi W3MEHEHHM JIOJDKEH OBITh OIKUCAH METOJ
OIICHKHM, TIO3BOJIAIONIMNA  OMNpeneasaTh OO0beM MOBTOPHOIO HCIBITAHHUS,
HEO0OXOMMOT0 JIJI TOJJICP>KaHUsI CUCTEMBI B BaJTUAMPOBAHHOM COCTOSIHUU. B

PaMKax BBIIIOJIHCHHUA IIPOUCAYP KOHTPOJIA U3MECHECHUN 1O KHBI OBITH
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ONpEeleNiCHbl JIMIAa, OTBETCTBEHHBIE 3a OIpPEACIICHUE HEOOXOAUMOCTH
MPOBE/ICHUS] KOHTPOJISI U3MEHEHUN U €r0 0JI00pEHHUE.

HeszaBUCHMO OT UCTOUYHMKA MTPOUCXOXKIECHUS U3MEHEHHUS (TTOCTaBIEHHAS
BIAQJIETIbIIEM  MPOTPaMMHOTO  OOECIIEYeHMs] CUCTeMa WM  CUCTeMa
COOCTBEHHOM pa3pabOTKH) COOTBETCTBYIOIIAs MHQPOpMAIUsl JOKHA OBITH
IPEACTAaBJICHAa KAaK 4YacTh Ipolecca KOHTpoisa wusMeHeHud. [Ipouexnypsi

KOHTPOJISI U3MEHEHH M JOJDKHBI TapaHTUPOBATh 1[EJIOCTHOCTh JaHHBIX.
4. MexaHu3M NOJIJICPIKKA

st oOecriedeHHs]  COOTBETCTBUSI  CUCTEMBI  MPEIYCMOTPEHHOMY
HA3HAYEHUIO  JOJUKHBI ~ OBITh  CO3J@Hbl ~ MEXaHU3Mbl  TOMJIEPIKKH,
00€CIEeUnBAIOIINE KOPPEKTHOE (PYHKIIMOHUPOBAHME U  HUCIOJIb30BAHUE
cucteMbl. OHM MOTYT BKJIIOYaTh B ce€0s CHCTEMY YIpaBleHUsA, OOy4YEHUE,
OOCITy>)KUBaHUE, TEXHUYECKYI0 TOJJEPXKKY, ayauT U (Wih) OIEHKY
OKCIUTyaTallMOHHBIX MoKa3zarened. OleHKa 3KCIUTyaTallMOHHBIX IOKa3aresei
O3HaYaeT HOMUHAJILHBII OCMOTP CUCTEMBI Yepe3 OIpeeTIeHHbIE MPOMEXKYTKU
BPEMEHU C IIEJIbIO MOATBEPKACHHUSI COOTBETCTBUSI CUCTEMBI YCTAHOBIEHHBIM
KpUTEPUIM (YHKIIMOHUPOBAHUS (manpumep, HAJICKHOCTH,

YyBCTBUTEIBLHOCTH, TPOU3BOICTBEHHOIN MOIIIHOCTH).
VIII. JlokymeHTHpOBaHKE

[lepeuncrieHHble HWKE TOAPA3ACibl IPEACTABISIOT TPEOOBAHHS TIO
CO3/IaHUI0 MUHHMMAJbHOM JIOKYMEHTAllMM HEOOXOMUMOW IS pa3palbOTKH,

BaJIU AU, SKCIUTyaTallui U TEXHUYECKOMY OOCITYKUBAHUIO CUCTEM.
1. ITopsimok nercTBuUiA

HeoOxomuMo  yTBepKIA€HHE NPUHATHIX B  (HOpMe MNUCHBMEHHOTO

AOKYMCHTA IIPHUHIUIIOB aAMHWHHUCTPATHUBHOTO YIIPABJICHU:A, OIIMCBIBANOIIHUX B
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TOM YHCJIE TIPOIIECC TPUOOPETCHUS, TPEOOBAHMS K CUCTEME, TPOCKTHPOBAHHUE
CHUCTEMBI, €€ BaJWJallhi0, WCIBITAHWE, YCTAHOBKY, OKCILTyaTaIlHIo,
TEXHUYECKOE OOCIIyKMBaHUE, MOJ00p MepcoHaa Jijisi pabOThl C CUCTEMOM,

KOHTPOJIb, AyAUT, MOHUTOPUHI U U3BATHUC U3 O6paIlICHI/I$I CHCTCM.

2. Onrcanue npuIoKeHUs
(IpUKIaTHOTO TTPOTPAMMHOT0 00€CTICUCHMS )

Kaxngoe mnpunokeHne TOMKHO COMPOBOXKIATHCS —JTOKyMEHTAIUEH,
B KOTOPOH MOAPOOHO OMHCHIBAIOTCS:

HAaUMEHOBAHUE TIPIITOKEHUS (MPUKIIATHOTO MIPOTrPaMMHOTO
oOecrieueHrs) WM HWASHTU(PUKAIIMOHHOTO KOJIa U TMOAPOOHOE U YETKOE
OMHCaHue Ieei MPUIOKECHHUS;

ammapatHoe ooOecreueHre (C HoOMepaMHu Mojefield ammaparoB), Ha
KOTOPO€ YCTaHOBJICHO TIPHIIOKEHUE;

MpOrpaMMHOE OOECIEUEHUE OIMEPAIMOHHOW U JPYrod CHCTEMBI
(HarmpuMep, WHCTPYMEHTOB), HCIIONB3yEeMOE€ B COUYETAHUU C MPUIIOKEHHUEM
(TpUKIaIHBIM TPOTPAMMHBIM 00ECIICUCHUEM );

WCIIONIb3YEMbBIC SI3BIKA MPOTPAMMHUPOBAHUS IS MPUIIOKCHUS U (WIIH)
WHCTPYMEHTOB 0a3bl JaHHBIX;

OCHOBHBIE ()YHKITHH, BHITTOJTHSIEMbIE TIPHIIOKEHUEM;

0030p THUIMOB W MOTOKOB JaHHBIX (IM3aiiHa 0a3 JaHHBIX), CBSI3aHHBIX C
IPUWIOKECHUEM;

CTPYKTYphl (aitioB, cooOiieHust 00 ommOKax U aBapusiX, a TaKXKe
ITOPUTMBI, CBSI3aHHBIC C MPUIIOKCHHUEM,

KOMITOHEHTHI TIPHIOKEHUS (IPUKIAAHOTO MPOTPAMMHOTO 00eCTIeueHU)

C YKa3aHHEeM HOMEPOB BEpPCHUH;
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KOH(QUTypalisi ¥ KOMMYHUKAIIUOHHBIE CBSI3U MEXIYy MOMYJISIMU
NpUWIOKEHUST (MPUKIIAIHOTO MPOrPAMMHOTO OOECIEUEHUS), a TaKKEe MEXIY

00OpY/IOBaHUEM U JIPYTUMHU CUCTEMaMHU.
3. CranaapTHBIE ONEPALIMOHHBIE TTPOLIETYPBI

Bosnblias yacth JOKyMEHTAIIMM, CBSA3aHHOW C MCIOIb30BAHUEM CHCTEM,
noibkHa ObITh npenctanieHa B popme COIL. Jlanubie COII nomkHBI BKIIFOYATH
B TOM YHCJIC CIIETYIOIINE BUIBI PaOOT:

nporenypsl Mo paboTe C cucrtemMamu (ammapartHble  CPEICcTBa
(mporpammHOe  oOecrieueHue)) U OO0S3aHHOCTH  (OTBETCTBEHHOCTH)
BOBJICYEHHOTO B pabOTy C CUCTEMOM NepCcoHaa;

MPOIIEIYPHI MO0 0OECTIEYEHUIO MEp OE30MaCHOCTH, MPUMEHSIOIIUXCS TS
OOHapyXeHHsI W TIPEIOTBPAIEHUS HECAHKIIMOHUPOBAHHOTO JOCTyHa K
IpOrpaMMe U BHECCHHS B HEE N3MCHECHHUI;

OpoLEAyphl O BHECEHUI0 M3MEHEHUW B MpOTrpaMMy, aBTOPU3ALUU
TaKMX U3MEHEHUHN U UX 3alUCH;

OpolLEeAyphl IO BHECEHUIO M3MEHEHUW B 00OpydoBaHHE (ammaparHble
cpenctra (IIporpaMMHOE 0OECIIEUeHNE)) U aBTOPU3AIlMU TaKMX U3MEHEHUH, B
TOM 4HCIE, TPH HEOOXOAWMOCTH TPOBEICHUE HWCIBITAHUN  Tepen
UCIIOJIb30BaHUEM 000PYIOBAHMS;

Opoleaypbl MO  MPOBEICHUIO  NEPUOAUYECKOTO  HMCHBITAHUSA
HaJJIeXKaero (PyHKIMOHUPOBAHUS BCEM CUCTEMBI WM €€ COCTaBHBIX YacTei
Y 3aITUCH TAHHBIX UCITBITAaHU;

MIPOLIEAYPHI OOCTYKUBAHUS KOMIITBIOTEPU3NPOBAHHBIX CUCTEM U JIFOOOTO
COITYTCTBYIOILIETO 000PYI0BAHMS;

OpoLEAYphl pa3pabOTKU MPOTPaMMHOT0 00ECTEYeHHUs] U MPUEMOYHBIX

I/ICHBITaHI/II\/’I, d TAKXKC IIPOUCAYPhI 3alIMCHU BCEX ITPUCMOYHBIX I/ICHBITaHI/II\/’I;
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MPOLIETyPhl IO PE3EPBHOMY KOMMPOBAHUIO BCEX XPAHUMBIX JaHHBIX, a
TaKKe IJIaHbI JICCTBUA B CIIy4ae MOJIOMKHU;

NpoLeypbl apXUBUPOBAHUS W  U3BJICUEHUS BCEX JIOKYMEHTOB,
MIPOrpaMMHOT0 00€CTICUEHHUS U KOMITBIOTEPHBIX JIaHHBIX;

IPOLIETyPbl MOHUTOPHUHTA U ayJIUTAa KOMIIBIOTEPU3UPOBAHHBIX CUCTEM.
[X. ApxuBbl

TpeboBanus [IpaBui mo apXMBUPOBAHUIO JAHHBIX CIEAYET MPUMEHSTH
MOCJIEI0BAaTEIBHO KO BCEM TUMNaM JaHHbIX. HeoOXoamumMo, 4TOObI AIIEKTPOHHbBIE
JaHHblE XPAaHWINChL HAa TOM K€ YPOBHE KOHTPOJIA JOCTyna K HUM,
WHICKCUPOBAHUS M COOTBETCTBYIOILIEIO M3BJICUEHUS, KaK M JPYTHE THIIbI
JTAHHBIX.

Ecnu 35eKTpoHHbBIE JAHHBIE O HECKOJIBKUX UCCIEAOBAHUSX XPAHSITCS Ha
OJTHOM Hocutesie uHpopmanuu (Hanpumep, JAUCKE WIM MarHUTHOM JIEHTE),
TpeOyeTcs co3aHue MoAPOOHOTO yKa3aress PacloloKeHHs TAKUX JTaHHBIX.

Moxer  ObITh  HEOOXOOUMBIM  OOECIE€UYEHHUE  HCHBITATEIbHbBIX
naboparopuid  CpeACTBAaMH  KOHTPOJIL  OKpPYXKAlOIIeW  Ccpelapl, 4YTOObI
rapaHTUPOBATh IEJIOCTHOCTh XPAHUMBIX JJIEKTPOHHBIX JlaHHbIX. Ecmu
CYLIECTBYET HEOOXOJUMOCTh B CO3/IaHUM JOMOJHUTEIBHBIX apPXHWBHBIX
MOMEILIEHUH, TO PYKOBOJCTBO HCIBITAaTeIbHOM 1ab0paropuud JOJKHO
o0ecreunTb, YTOObI YIOJHOMOYEHHBIN TIEPCOHAN, OTBETCTBEHHBIM 3a
yHpaBleHUE apXuBaMu, ObUT COOTBETCTBYIOIIMM 00pa3oM UACHTU(PHUIIMPOBAH,
U JIOCTyIl K apXuBYy ObUI BO3MOXKEH TOJIBKO JIJII JAHHOTO YIMOJIHOMOYEHHOI'O
nepcoHana. Takxe HEOOXOMMO BHEAPUTH MPOUEAYPHI, TaAPAHTUPYIOIINUE, YTO
LEJIOCTHOCTh JAHHBIX XPAHSANIMXCA B JJIEKTPOHHOM BHJAE B TEUYCHHE

JJIATCJIBHOT'O BPEMCHHU HE 6y,I[€T HapyIlCcHa.
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HeobOxoaumo pa3paboTtaTh U NPUHATH B BUJIE MUCBMEHHOTO JOKYMEHTA
MpOLIETypbl, OOECIEYMBAIOIINE HEMPEPHIBHYI0 CUUTHIBAEMOCTh JaHHBIX B
Clly4asix, KOrja MpeJIoyiaraeTcs BOSHUKHOBEHHUE MPOOJIEM C JOITOCPOYHBIM
JOCTYIIOM K JIaHHBIM WM BO3HHUKAET HEOOXOAMMOCTbh M3bSTHS CUCTEM W3
oOpaitieHusa. TakuMu MpolenypaMu MOTYT ObITh, HampuUMep, MPOU3BOACTBO
TBEpABIX KONMUU B (OpME pacrneyaTku ¢ NPUHTEpA WM MEPEHOC JIaHHBIX B
JPYTYIO CUCTEMY.

Xpausiuecs B 3JEKTPOHHOM BUJIE JJAHHBIE HE CIEAYET YHUUYTOXKATh 0€3
paspelieHus  PyKOBOJACTBA  WCIBITATeNIbHOM  j1abopatopum U 0e3
COOTBETCTBYIOILIETO JOKYMEHTUpOBaHUA (akta yHUUTOXKEHUs. [pyrue
XpaHsyecs B JadopaTtopuu A Nojaepkanusi (PyHKIIMOHUPOBAHUSI CUCTEM
TaKue JIaHHbIC, KaK WCXOAHBIM KO W 3amucu O pa3padOTKe, BaJIUJIAlNH,
AKCIUTyaTallul, 00CITYKUBAHUU U MOHUTOPUHIE CUCTEM, CIENYET XPAHUTh IO
KpaliHell Mepe B TE€UYEHHE TOTO K€ CPOKa, UYTO U 3alucu 00 HCCieI0OBaHUM,

CBA3aHHBIC C JaHHBIMH CUCTCMAaMU.




I[MTPUJIOKEHUE Ne 5

k [IpaBuitam Haasexarei JadoparopHoi
NPaKTUKU EBpa3niickoro 3KOHOMHUYECKOTO
coro3a B cepe oOparieHus JIeKapCTBEHHBIX
CpEICTB

TPEBOBAHUA
K POJIM U 00S1I32aHHOCTSIM CIIOHCOPA B COOTBETCTBUM
¢ IlpaBuinamMu HaaJIexkainei JJa0OpaTOPHOM MPAKTUKH
EBpa3uiickoro 3x0HOMHU4€eCKOro cor3a B cepe odpanieHus
JIEKAPCTBEHHBIX CPEICTB

1. OO11HeE TTOTOKEHUS

B pamkax  npoBeneHUsT — JOKIMHUYECKUX  (HEKJIMHUYECKHUX)
UCCJIEIOBAHUIM CIIOHCOpA HCCIEAOBAHUSI WMEET TMpsSMbIE U KOCBEHHBIC
oOsi3aHHOCTH. CIHOHCOpP SIBISIETCSI  CTOPOHOW, HAUMHAKOIMIEW OJHO WJIU
HECKOJIbKO HUCCJIEJOBAHWM, W HAOpsIMyl0 TPENOCTABISIET  PE3YJIBTAThI
UCCJIIOBAaHUM B  YIOJHOMOYEHHBIE OpraHbl TOCYJapCTB —  YJICHOB
EBpa3uiickoro HSKOHOMHYECKOTO Coro3a (Jajnee — TocydapCTBa-4JICHBI).
CroHcOp MPUHHUMAET AKTUBHOE Yy4YacTHE B TMOATBEPKICHUH COOTBETCTBHUSI
BCEX JIOKIIMHMYECKUX (HEKJIMHUYECKUX) UCCIENOBAaHUN  O€30MacCHOCTH
3IOPOBBIO YEJIOBEKA U OKPY’KAIOIIEH CpeIbl MPUHIMIIAM ITPaBUIl HaJIexKallen
naboparopHoil TpakTUKKW EBpa3uiickoro 3KOHOMHYECKOTO coro3a B cdepe
oOpallleHHus  JIEKApCTBEHHBIX  CPENCTB,  yTBEpKIaeMbIX  EBpasuiickoit
HPKOHOMHYECKOM KoMmuccued (manmee — mpaBuia). CHOHCOp HE MOXKET
M0JIaraThCsl TOJLKO Ha 3aBEPEHUS UCIIBITATENIbHBIX JIA0OPATOPH, HAHITHIX JJIsI
MPOBEICHUSI TAaKWX MCCIEIOBAHUNA, O COOTBETCTBUU IPOBEACHHBIX PadOT

TpeOOBaHUSAM MPaBUIIL.



CHoHCOpOM MOXKET OBITh:

muio  (dbuzmyeckoe WM OpUAUYECKOe (KOMIAHUS, KOpIopamus,
accolmarnys, Hay4YHOe WM aKaJeMUYECKOe YUPEKICHHE, TOCYIapCTBEHHBIN
OpraH WM ero CTPYKTypHOE Mojpa3/iefieHre, a TakKe JII00oi apyroil opraH,
oOpa3oBaHHBI HAa 3aKOHHOM OCHOBaHHUH)), KOTOpO€ HaYMHAET U
oOecrieuynBaeT (PUHAHCUPOBAHUE U JAPYTYIO TMOMOIIb TPU IPOBEICHUU
JTOKJIIMHUYECKUX (HEKIMHUYECKUX) HCCIIEIOBaHUN O€30MacHOCTH 30POBBS
YeJI0BEKa U OKPYKAIOIICH CPEIbI;

oo (duznueckoe WM  IOPUAMYECKOE), KOTOpPO€ MpPEICTaBIsET
pe3yabTaThl JOKIMHUYECKUX (HEKJIMHUYECKUX) UCCIEeOBaHUI 0€30MacHOCTH
3IOPOBbS YEJIOBEKA W OKPYKAIOIMIEH Cpefbl B YIOJTHOMOYCHHBIE OPTaHBI IS
pEerucTpaiy nNpoayKra Wivd B JAPYTUX LENSAX, KOTraa Tpedyercs coOmoaeHue

paBuJl.
2. O0s3aHHOCTH CIIOHCOPA

CrioHcOp J0MKEH 3HaTh TPEOOBAHUSAX MPABUII, B YACTHOCTH T€, KOTOPHIE
UMEIOT OTHOIIIEHWE K PYKOBOJCTBY HCHBITATEIbHOW J1a0OpaTopuu U
PYKOBOAMTEIIO UCCIIEIOBaHUS (BEIYIIIEMY UCCIIEIOBATEIIO).

Ecnu kakme-TO 4YacTM MCCIEAOBAHMS TMEPEHNAlOTCS CIIOHCOPOM Ha
BBITIOJTHEHUE CYONOAPSIAYMKaM, CIIOHCOP JOJIKEH 3HATh, YTO OTBETCTBEHHOCTD
3a TMPOBEACHHE UCCIECIOBaHUS B I€JIOM JIOKUT Ha PYKOBOJIUTEINE
UCCJIEIOBaHMs, BKJIIOYasi OTBETCTBEHHOCTh 3a JIOCTOBEPHOCTH IEPBUYHBIX
TAHHBIX W OTYET.

[Ipy UHUITMUPOBAHUU JOKIUHUYECKUX (HEKJIMHUYECKUX) UCCIIEIOBAHUM
0€30IMMaCHOCTH 3/I0POBbIO YEJIOBEKA U OKPYXKAIOIIEH Cpebl CIIOHCOP TOJKEH
YAOCTOBEPUTHCS, 4YTO HUCHBITaTeldbHas jaboparopus MOAXOAUT  JJiA

MMPOBCACHHUA OIPCACICHHOIO BHUIAA HCCICAOBAHHA COITIACHO IIpaBHJIAM.



CrnioHcop 00s13aH COOOIIUTh UCTIBITATENILHON JTA0OPATOPUH, UTO UCCIIEIOBAHNE
JIOJKHO TIPOBOMUTHCS COTTIACHO TIPABHIIAM.

CrioHcop BITpaBe NPUMEHSTH PA3INIHBIC CITOCOOBI OIIEHKH CIIOCOOHOCTH
UCIIBITATEIBHOM JTA00paTOpUU TPOBECTU MCCIEAOBAHUE COMIACHO MpaBUJIaM.
[Ipy 5>TOM OH JOKEH MPOAHAIM3UPOBATh PAOOTy  HCIBITATEIBHOM
naboparopuy 10 MPOBEACHUS WCCIIECTOBAHUS, & TAKXKE B XOJI€ MCCIIEIOBAHUS
(HarpuMep, C YYETOM CTPYKTYPhI, MPOMOJDKUTEIBPHOCTH U  CIOKHOCTH
UCCJIENIOBAaHMS), UYTOOBl  yOEMUTHCS, UYTO  TEXHUYECKHUE  CpE/CTBA,
o0opy/ioBaHUE, CTaHJAPTHBIE OIEpPAllMOHHBIE TPOLEAYPhl U  TEPCOHAI
nabopaTopuy  OTBEUalOT TpeOoBaHWSAM mpaBwid. Ecau  ucneiTarenbHas
naboparopusi ydacTByeT B CHCTeME KOHTPOJSI COOTBETCTBHS JabopaTropwid
TpeOOBaHUSAM 3aKOHOAATEIhCTBA TOCYIAPCTB — UICHOB EBpasuiickoro
HPKOHOMUYECKOTO CO03a (Jlajiee — roCy/1apCTBO-WIEH), K padoTe JOIyCKaeTCs
MIPUBJIEKaTh YIOJTHOMOYEHHBIM OpraH TOoCydapcTBa-wieHa JUIsl ONpenesIeHUsI
cTaTyca COOTBETCTBMS HCHBITaTeIbHOW J1TabopaTopuu TPeOOBAHUSAM TMPABHUII
(TOCKOJIBKY, HECMOTPSI Ha JIOTOBOPHBIE TPEOOBaHUS O KOH(PUACHIIUATBHOCTH,
YIOJHOMOYEHHBIA OpPTaH roCy/1IapCTBA-WICHA UMEET JOCTYI KO BCEM JTaHHBIM
UCIIBITATENIbHOU JTa0OpaTOpUM O COOJIIOICHUU HACTOAIIUX MTPABUIL. ).

Ecnu B ynmoJIHOMOUEHHBIN OpraH rocyiapcrBa-ujieHa MPeIoCTaBISIIOTCS
pe3yJIbTaThl HECKOJIBKMX HCCIAEAOBAHMN B OJHOM PErHMCTPAIlMOHHOM JOChE,
OTBETCTBEHHOCTbH 3a JOCTOBEPHOCTh BCETO PETHUCTPAIMOHHOTO JOChE JICKUT
Ha crioHcope. HeoOGxommmo, 94TOOBI CIIOHCOP YCTAHOBHUJI COOTBETCTBYIOIIYIO
CBSI3b MEXKIY €ro TMOJTHOMOYHBIMHU TPEIACTAaBUTEISIMH M BCEMH CTOPOHAMH,
YYaCTBYIOIIMMHU B TIPOBEJICHUU HCCAEAOBAHUS, HANPUMEp, PYKOBOIUTEIEM
UCCJIEIOBaHMs, CIIy)KOOoW  oOecredeHHs: KadecTBa U PYKOBOJCTBOM

UCIBITaTENbHON JJa00paToOpuu.
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VYIOTHOMOYEHHBIE OpTaHbl TOCYAapCTB-WICHOB MOTYT TpeOoBaTh OT
CIIOHCOPOB YTBEPKJCHUS IIJIaHA HCCIEAOBAHUS €CJIM 3TO YCTAHOBIIEHO B
3aKOHOJATENILCTBE  TOCYdapCTBa-4wieHa W  CBA3aHO C  IIPABOBBIMU
OCOOCHHOCTAMHM  YIOCTOBEPEHHUS  OTBETCTBEHHOCTH 32  pE3yJbTarhbl
UCCIIENOBAHUM.

Ecnm apxuB ncmbITaTeIsHOM JTA00PaTOPHH, B CBSI3U C MIPEKPAIICHUEM €€
JESTEIBHOCTH, TIEpPEIaH B apXHWB CIIOHCOPA, TO CIIOHCOP JOJIKEH 00ECIeUnTh
BO3MOXKHOCTh HAQJICKAIIETO XPAHCHHWS W W3BJICUCHUS W3 apXWBa TUIAHOB
UCCJICIOBAaHUM, TMEpPBUYHBIX JaHHBIX, OOpPa3loB, MNpPOO HCIBITYEMBIX U
CTaHJapPTHBIX 00pa3LOB U 3aKIIOYUTEIBHBIX OTUYETOB COIIACHO TPEeOOBaHUSIM
TIPABHIL.

CroHcop MOMKEH COoO0OIaTh HCIMBITATENbHOM J1a0OpaTopuu O JHOOBIX
W3BECTHBIX  TMOTEHIIMAIBHBIX  OMACHOCTSIX  HCCIAEMYEeMOTO  BEIeCTBa
(JIekapCTBEHHOTO CpPEICTBA) JJiA 3I0POBbS UEJIOBEKAa WJIM OKpYXKarolen
Cpeflbl, a TaKKe€ O 3allUTHBIX Mepax, KOTOPbI€ JOHKHBI ObITh MPEIITPUHSITHI

ICpCOHATIOM HCIIBITAaTCILHOU J'Ia60paTOpI/II/I.

3. Onmcanue CBOMCTB UCCIIEAYEMOTO BEIIECTBA
(JIeKapCTBEHHOTO CPEJICTBA).

TpeboBaHusi TpaBUJl BKIIOUAIOT TPEOOBaHUS K OIMCAHUIO CBOMCTB
HCCJIEMYEMOTr0 BEIIeCTBa (JIEKAPCTBEHHOTO CPEACTBA) (HampuMep, MyHKTHI 44,
45 W TOANYHKT «a» IyHKTa 65), COINIACHO KOTOPHIM HEOOXOAMMO TOYHO
YKa3bIBaTh HA3BaHUE KCCIIETyEMOTO BEIIECTBA (JIEKAPCTBEHHOIO CPEJICTBA) U
ero  cBoucrBa.  OrmpeneneHre  CBOWCTB — HCCIEAYEMOTO  BEIIECTBA
(JIeKapCTBEHHOTO  CPEJICTBA) MOXKET BBINOJHATH KAaK  MCHbITaTEIbHAS
nabopatopusi, paboTarorias 1o KOHTPAKTY, TaK U caM crioHcop. Ecim cBoiicTBa
HCCJIEYEMOT0 BeEIecTBa (JIGKQpCTBEHHOTO CPEACTBA) OMpPENEeNsiyl CIIOHCOD,

3TOT (PAKT JOJKEH OBITh YKa3aH B 3aKIIOYUTEIBHOM oT4YeTe. CIIOHCOP J0IKEH



YUUTHIBaTh, YTO TIPU OMNPEICICHUM CBOWCTB HCCIIEIyeMOTO BEIeCTBa
(JIeKapCTBEHHOTO CPEICTBA) HE B COOTBETCTBHH C IPaBUJIAMHU HCCIIEIOBAHUE
MOYKET OBITh OTKJIOHEHO YTIOJTHOMOUYEHHBIMHU OPTaHaMH TOCYIapCTB-UJICHOB.
Ecm  wHpopManmus O  CBOWMCTBaX  HMCCIIEAyeMOTO  BEIIeCTBa
(JlekapCTBEHHOTO CpENICTBA) HE IMPEICTaBlieHa CIIOHCOPOM HMCIBITATSIIBHOMN
nabopaTopuu, padoTaroniell M0 KOHTPAKTY, 3TOT (PAKT TaKkKe JOJIKEH ObITh

YKa3aH B 3aKJIIOUUTCIIBHOM OTUCTC.
4, HpeI[CTaBJ'IeHI/Ie JaHHBIX B YIIOJITHOMOYCHHBIC OPI'aHbI

OkoHuarenpHasi OTBETCTBEHHOCTh 32 HAy4YHYK) JIOCTOBEPHOCTH
UCCIICIOBAHUS JISKUT HA PYKOBOJUTEINIE HCCIIECIOBAHMS, a HE Ha CIIOHCOPE,
OOSI3aHHOCTBIO KOTOPOTO SIBIISIETCSI TPUHATHE PEIICHUS MO pe3yibraram
VCCIIEOBAaHUM O MPEAOCTABICHUM WA HE MPEAOCTABICHUU HCCIEIYEMOIO
BEIIECTBA (JIEKAPCTBEHHOI'O CPEJCTBA) HA PETHCTPALMIO B YIIOTHOMOYECHHBIM

opras (PKCHEPTHYIO OpraHU3allrIo) TOCyapCTB-YJICHOB.




I[MTPUJIOKEHUE Ne 6

K [IpaBunam Hamiexamen
nabopaTopHOl pakTUKU EBpa3uiickoro
HKOHOMHYECKOT0 COI03a B cpepe
oOpallleHHs JIEKapCTBEHHBIX CPECTB

HOPAJOK
npumenenus [paBua Hapuexameii JadopaTopHol
npakTuku EBpa3niickoro 3k0OHOMHUY€eCKOro0 co103a B cepe odpainieHust
JIEKAPCTBEHHBIX CPEICTB K KPATKOCPOYHBIM HCCJI€I0BAHUSM

[. OO1ue nonoXKeHus

1. [IpaBuiia  Hajuiexkamie JabopaTopHOM mpakTHKu EBpasuiickoro
PKOHOMUYECKOTO COI03a, YTBepKaaeMble EBpasuiickoli 3KOHOMHYECKOM
KOMHUCCHUEH (nanee — IMpaBumiia) cojieprkar oOiue TpeOOBaHUS W MPUMEHHUMBI
KO BCEM BHUJaM HCCileNoBaHMU. B ycrnoBusix neMCTBUS TMpaBUIl KOHTPOJb
YIOJHOMOYEHHBIX ~ OpPraHoB  TOCYHapCTB-WIEHOB  3a  COOJIIOICHHEM
YCTAHOBJICHHBIX HOpPM, Oa3MpYIONIMXCS Ha CYIIECTBOBAHMHM KOHKPETHBIX
METOJIOB M TEXHUUYECKUX MPUEMOB B paMKaX KpPaTKOCPOUYHBIX HCCIICIOBAHMIMA
3aTpyaHEH.

2.K KpaTrkoCpOYHBIM  OHOJIOTMYECKHUM  HCCIEAOBAHUSIM  OTHOCST
UCCJIEIOBAHMS C KOPOTKUM TEPUOJOM MPOBEICHUS] U IIUPOKUM AUANa30OHOM
MPUMEHSEMBIX PYTHHHBIX MPOIEAYP: H3yUYEHHE OCTPOM TOKCHYHOCTH, P
WCCJIEIOBAHUIM MYTareHHOCTH U UCCIIEAOBAHUS OCTPOM SKOTOKCUYHOCTH U JIP.

3. OU3MYECKUMH W XUMHUYECKHUMHU HCCICIOBAHUSAMHU CUUTAIOTCS TE
UCCJIENIOBAHMS, AHAM3bl W  U3MEPEHHUs, KOTOPhlE HMEIOT  Maylo
MPOJIOJDKUTEILHOCTh  (Kak TMpaBujiao, He Oojee 1 paboueilt Henmenn),

BaﬂeﬁCTBYIOT IMUPOKO NCIIOJIb3YyCMBIC MCTOAUKHU 151 JaroT



JIETKOBOCTIPOM3BOJIUMBIE PE3YJIbTAThl, 3a4acTylO0 TMPEJCTABICHHBIE B BHUJE
MPOCTHIX YUCJICHHBIX BEJIMYUH WIIA CIIOBECHBIX BBIPAKEHUM.

4. TpanuiIMOHHBIE (PUBUKO-XMMUYECKUE UCCIENOBAHMS BKJIIOYAIOT B
cebs ompeneNeHne XUMUYECKHX CBOWCTB, TeMIepaTyphl IUIABIICHUS,
yOpyrocTu mapa, koddduimenta pacnpeesieHrs, B3pbIBUAThIX CBOMCTB U
JIpyrue nojJoOHbIE UCCIENOBAHMUS, /ISl KOTOPBIX CYHIECTBYIOT MHCTPYKIIMHU IO
MpoBeIeHNI0 TecTOB. OJHAKO YIOJIHOMOYEHHBbIE OPraHbl B TOCY/IapCTBaX-
yneHax Coro3a JO0KHBI yTOYHUTH, KAaKU€ U3 HTUX AHAJM30B JIOJKHBI
NPEICTaBIAThCS MM Ha PACCMOTPEHHE U KaKue HEOOXOIWMO BBIMOIHATH

COINIACHO MPAaBUJIAM.
II. [Iporpamma obecrieueHus KauecTBa

5. UcnbiTatenbHasi IUIOMIAJKA JOJKHA HUMETh JOKYMEHTHPOBAHHYIO
nporpaMMy  OO€CH€UEHHUs] KauecTBa, YTOObl TMPOBOAMMBIE Ha  HEH
UCCJIEIOBaHMS COOTBETCTBOBAIIN MTPUHITUIIAM MPABUIL.

6. IucnekuMyd McCClNeoBaHUN  IJIAHUPYIOTCS B COOTBETCTBUU €
XPOHOJIOTUEN ATUX MCCIEAOBaHUN, OOBIYHO C MPUBSA3KOM K MEPBOMY dTaly,
OTMPEJEIISIONIEMY OCHOBHBIE (ha3bl IKCIIEPUMEHTA.

7. NHCTIEKIIMM  UCHOBITAaTeNIbHBIX IUIOIIAQIOK OCHOBBIBAIOTCA HE Ha
KOHKPETHBIX MCCIIEIOBAaHUSX, & OXBATHIBAIOT 00I1Iee 000pynoBaHue (IpuoOpsbI
W anmaparbl) YW BUABl  JIEATEIBHOCTM B  paMKax Jaboparopuu
(BcioMorareNnbHble  CIYXObI, KOMIBIOTEpHas CHCTEMa, CIeluaIbHas
MOJIFOTOBKA, OSKOJIOTUYECKU MOHUTOPUHI, TEXHUYECKOE OOCITy>KUBAHUE,
KaJIMOpOBKa U T.1.).

8. IHCeKIuu MpOIECCOB TaK)Xe MPOBOIATCS BHE 3aBUCHMOCTH OT
KOHKPETHBIX HccienoBaHui. X BBIMNONAHSAIOT C  1LEJIbI0 MOHUTOPHUHIA

onepauuﬁ N TCXHOJOTHUYCCKHUX IIPOHCCCOB MNMHUKIMYCCKOTO XapaKTCpa, KakK



MpaBWJIO, Ha BBHIOOPOYHOM OCHOBe. JlaHHBIE WHCHEKIIMM HUMEIOT MECTO, B
clly4yae, €Clii Kakas-nu0o orepalus O4€Hb YacTO MOBTOPSAETCS B paMKax
HCIIBITaTEeIbHOM 1a00paTOpuu, B CBSI3U C Ye€M IPOBEACHHNE OPUEHTUPOBAHHOTO
Ha MCCIIEIOBAHNE KOHTPOJIS cuuTaeTcsl Hed(PPEKTUBHBIM WM HEMPAKTUYHBIM.
[Ipr opranu3anuv OPUEHTUPOBAHHBIX HA TEXHOJOTHMIO IMPOBEPOK, KOTOPHIE
OXBaThIBAaIOT (Da3bl ¢ OYEHb BBICOKOM YAaCTOTOM IMOBTOPEHHS, SMIUPUUYCCKHUE

ATarbl HEKOTOPHIX UCCIISIOBAHUIN MOTYT OT/IETIFHO HE TTPOBEPSATHCA.
1. O6s13aHHOCTH TTepCcOoHaa MO 00ECIEYCHHUIO Ka4eCTRa

9. Ilepconan mo obecriedyeHHIO KadecTBa 00s3aH BBIMOJHATH, B TOM
qHCIIe CIenyronme QyHKITIN:

a) obOecneunBarTh HAJIMYKME 3K3EMIUISIPOB BCEX YTBEPXKIEHHBIX IJIAHOB
UCCJIEIOBAHMSI M CTaHJAPTHBIX OmNepalmoHHbIX mnpouenyp (mamee — COII),
UCTIONBE3YEMBIX B HCTBITATEIBHOM IICHTPE, M JIOCTYIl K TEKyIeMy BapHaHTY
OCHOBHOTO TUTaHa-TpaduKa UCCIISTOBAHMIA;

0) mpoBepsATh, UTOOBI  IUIAH-TpaUK  HCCIAEAOBAHHUS  COACpIKal
uHpOpMaIMI0, HEOOXOMUMYIO ISl cOOMroneHusl mpaBui. [laHHas mpoBepka
JOJHKHA OBITh TOKYMEHTHPOBAHA,;

B) OCYIIECTBISATh CHUCTEMATHYCCKUA KOHTPOJIb 3a IMPOBEIECHUEM BCEX
UCCIIC/IOBAHUI B COOTBETCTBHHM C TIpaBUJIaMH, JOCTYITHOCTHIO TUIAHOB
uccnenoanuss u  COIl  mepcoHamy, BOBJIEUEHHOMY B  IPOBEICHUE
UCCIICIOBAHUS;

I') BHOCHUTH B 3aKJIFOYMTENIBHBIN OTYET MOATOTOBIEHHOE W TIOAITHUCAHHOE
3aKJTFOUYEHUE O BUJAX WHCIEKIIMOHHBIX MPOBEPOK M JaTax WX MPOBEIACHUS C
uHpopmammelr o0 STamax MPOBEPSIEMOTO HCCIEAOBAaHUS M JaTe Iepenadu
PE3YNBTATOB WHCIEKTUPOBAHUS aJMUHHUCTPAIMKM HCIBITATEILHOTO IIEHTPA,

PYKOBOOUTCIO HCCICAOBAHUA HW OTBCTCTBCHHOMY HMCCIICOOBATCIIHO. 910
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3aKJTIOYEHUE TaKXKe JIOHKHO COJiepkKaTh MH(POPMAIIMIO O TOM, YTO TIEPBUYHBIE
JTAHHBIC UCCIICIOBAHUS OTPAKEHBI B 3AKITFOYUTEIILHOM OTYETE JOCTOBEPHO.

10. B cBsi3n ¢ BBICOKOM MOBTOPSIEMOCTBIO M THIIOBBIM XapaKTEPOM
ONPENICIICHHBIX CTAaHJIAPTHBIX KPAaTKOCPOYHBIX HCCIECIOBAHUN B  XOJIE
AMIIUPUYECKON (ha3bl UCCIEAOBaHUS CIyKOe oOecrieueHrs KauecTna (anee —
COK) Her HEOOXOAWMOCTH HHCHEKTHUPOBATh MO OTIACIBHOCTH KaXKJ0€
uccienosanue. Ilpu sTomM gomyckaercsi, 4TOObl OpPUEHTUpPOBaHHAasT Ha
TEXHOJIOTUIO MPOrpaMma KOHTPOJII OXBaThbiBaja BCE BUIbI HCCleNOBaHUU. B
COII obecnieueHus kadyecTBa CIEIyeT OTOBOPUTH MEPUOIUYHOCTh MHCIIEKITHH,
MpUHUMAasi BO BHUMAHUE YHMCIEHHOCTb, TTOBTOPSIEMOCTh M (WJIM) CIOXKHOCTH
HKCIIEPUMEHTOB, MPOBOJUMBIX B Jiaboparopuu. YacTtora HMHCHOEKIUM
yTouHsieTcs B cooTBeTcTByronux COIIl obecnieueHusi kayecTtBa, U HUMEHHO
COII rapanTUpyIOT PErYISIPHOCTh KOHTPOJIS BCEX MPOLECCOB TAKOTO POJIA.

11. Ecnu OTCYTCTBYIOT OTAEIBHBIE OPUCHTUPOBAHHBIC HA UCCIEIOBAHUE
WHCIICKITMHM, TO B oOTueTe 00 oO0ecrneyeHnd KadecTBa JIOJDKHO YEeTKO
OMKCHIBATBCS, KOTJA M KakWe BHUABl WHCIEKIUNA (HampuMep, HHCHEKIINH
npouenyp) npoBoawiuch. Jlokmannas 3amnucka, npexacraBieHHas COK,

o0si3aHa MOATBEPKAAaTh MPOBEACHUE ayJIUTa 3aKIIOYUTEIIBHOTO OTYETA.
IV. Ilomernenus niig nccienoBaHuim

12. Pa3mepbl, yCTpPOWCTBO W  PACIHOJIOKCHHE TOMEIICHUM IS
MIPOBEICHUST MCCJICIOBAaHUM JIOJDKHBI OTBEYATh 3ajadaM HCCIIeIOBaHUM.
[TomenieHust TOMKHBI OBITh YCTPOEHBI TaK, YTOOBI UX MIAHUPOBKA OKa3bIBajia
MHHHMAJIbHOE BIIMSTHUE HA X0 MCCICA0BAHNM.

13. TlomerieHust TOJDKHBI OBITH CINIAHUPOBAHBI TAKMM 00pa3oM, 4TOOBI
OBLJI0 00eCIeueHO MaKCUMaIbHO M30JIMPOBAHHOE MPOBEICHHUE MCCIICIOBAHUIMA

Pa3IMYHbIX BUIOB (TUIIOB).



V. O6opynoBanue, MaTepUaIIbl U PEaKTHUBbI

14. B COOTBETCTBYIOIIMX CiIy4yasix KaJduOpOBKa JOJKHA OOECIEeYUTh
CBS3b M3MEpEHHM C (yHIAAMEHTAIbHBIMU (U3NYECKUMU BEJIMYUHAMM,
3aJITaHHBIMA COOTBETCTBYIOIMMH YITOJIHOMOYEHHBIMH OpPraHaMu TOCYIapCTB-
ysieHoB. O00pynoBaHuE JOHKHO MEPUOJUUECKU MTOBEPTHCS i 00ecrieueHus
TOYHOCTH W3MEPEHUS B TEUCHUE JUINTEIIBHOTO BpeMEHH. Bemecrna,
UCIIOJIb3yeMbIe JJISl KaJuOpOBKH, pPacCMaTpHUBAIOTCS KaK CTaHJIAPTHBIE

oOpas3iibl, HO HE MOJIeKAT 00S3aTEILHOMY XPaHEHUIO.
VI. Tect-cucreMbl
1. ®usnyeckas (XumMuyeckas) TECT-CUCTEMA

15. Cnenyer mepuoinyYecKu MPOBEPATh, YUCTUTh, PEMOHTUPOBATh H
KammOpoBarh 00Opy/IOBaHKME, NMPUMEHAEMOE B (U3UYECKUX (XUMHYECKHUX)
uccienoBanusx B coorBercTBuM ¢ COII, kak yka3aHO B IIyHKTE 8 HACTOSIIETO

IMPUITIOKCHHA.
2. buonornueckas TecT-cucTemMa

16. lns  xpaHeHus,  pa3MelleHus, oO0pabOTKM W 3alIUTHI
OMOJIOTUYECKUX CHUCTEM JIOJKHBI OBITh CO3/IaHbl HaJJIeXKalllue YCIOBUS,
oOecnieunBalONMe  JOCTOBEPHOCTh  MOJy4aeMbIX  pe3ysibTaToB (B
COOTBETCTBUU C MyHKTOM 35 mpaBui).

17. BHOBb TOJIy4€HHBIE TECT-CUCTEMBI KMBOTHOTO M PACTUTEIHHOIO
MPOUCXOXKACHUS JOHKHBI OBITHh M30JMPOBAHBI ISl OLIEHKH COCTOSIHMUSI MX
310poBbs. [Ipy BOBHMKHOBEHUM 3a00JI€BAHUSI WM CMEPTH JAHHYIO MapTUIO
HE MWCHOJIB3YIOT B HCCIEIOBAaHUM M MPU HEOOXOJUMOCTH TMOJBEPraroT
0e300J1e3HEHHOM 3BTaHa3uu. Ha MOMEHT Hauasna uccie0BaHus BCE CUCTEMBI

JOJI2KHBI OBITH 3A0POBBLI. TCCT-CI/ICTGMBI, Y KOTOpPBIX B XOAC HCCIICOAOBAHUA
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ObLIM BBISBJIEHBI 3a00JIEBAHUS U TPAaBMBbI, CIEAYET M30JUPOBATh U JICUUTH,
€CJIM 3TO HEOOXOAMMO [JIsl TIOJIHOTHI HMcclieoBaHus. [lnarHo3bl U JiedyeHue
T00BIX 3a00J€BaHUM Kak B XOJI€ HMCCJIENOBaHMUS, TaK M JIO €ro Hayaia
JOJIKHBI OBITh JOKYMEHTHPOBAaHbI B COOTBETCTBUHU C IIYHKTOM 36 MpaBui).

18. JlomxkHa OBITh NPEAYCMOTPEHAa PETUCTpalUs  JaHHBIX 00
UCTOYHHMKAX TECT-CUCTEM, J1aTaX MX MOCTYIJICHUS M COCTOSSHUM HAa MOMEHT
MOCTYIUIEHUSI B COOTBETCTBUH C IIyHKTOM 37 IIPaBHIL.

19. Ilepen mnepBOHayYaldbHBIM BBEIECHHEM B OHOJOTMYECKYIO TECT-
CUCTEMY HCHBITYEMOIO WM CTaHAApTHOTO OO0BEKTa HCCIEAOBAHMS
OMOJIOTrMYECKUE TECT-CUCTEMbI JIOJKHBI MPOUTH NEPHUOJ aKKIMMaTH3aluH,
JNOCTATOYHBIN JUIS aJalTallMi K yCIOBHUSM MCCIEAOBAaHUS B COOTBETCTBUH C
IIYHKTOM 38 IpaBuiI.

20. Bea nH(popMaIus, HeoOxoaumas TSt HaQJIeKamien
UACHTU(QUKALMN TECT-CUCTEMBI, JIOJDKHA OBITh yKa3aHa Ha JIBEpAX
NOMEIICHUN WM KOHTelHepax. OTAeNbHbIE TECT-CUCTEMBI, KOTOpbIE
NEPEBOAATCS W3 OJHMX IIOMELIEHWA WIA KOHTEHHEPOB B IpoLecce
VCCIICIOBAHUS B IPYTHE, JOJDKHBI UMETHh COOTBETCTBYIOIIYIO MAapKUPOBKY B
COOTBETCTBHUH C ITyHKTOM 39 IpaBuil.

2].IloMemenuss W KOHTEHMHEPBl JUIsL COACP)KAHUSL TECT-CUCTEM
NOJJIEKAT PEryJIsIpHONl yOOopke M caHUTapHOM oOpaGoTke. Marepuainsl,
KOHTaKTUPYIOIIHE C TECT-CUCTEMOW, HE OJKHBI COAEPKATh 3arpA3HAIOIINX
BEIIECTB B KOJMYECTBAX, CIHOCOOHBIX IMOBIUATH HA XOJ HCCIEIOBaHUS.
[lopcTunky Mt KUBOTHBIX CIIEIYET CBOEBPEMEHHO MEHATh. Bce ciydan
UCIOJIb30BAHUSA  MECTULUIOB  JODKHBI  OBITH  JTOKYMEHTHPOBaHbl B

COOTBCTCTBHUHU C ITYHKTOM 40 ITIpaBNJI.
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3. Onucaunue

22. Jlns  Tect-cucteM 1n  vitro TpeOyeTcsi BECTHM OTYETHOCTh IS
JIOKYMEHTAJIBHOTO MOATBEPKIEHUS POCTa, )KU3HECTIOCOOHOCTU U OTCYTCTBHUS
3apaXeHUs MapTHl TeCT-CUCTeM. [[1s uccienoBaHui in vitro BaKHO, YTOOBI
Obl1a ompesereHa TMOJJIMHHOCT, W 3a(UKCUPOBAHBI  MPOUCXOXKICHHUE,
CyOIITaMM U PEXUM O0CTYKUBAHUS TECT-CUCTEMBI.

23. Onpenenenne XapakTepUCTUK TECT-CUCTEMBI HEOOXOIUMO, B TIEPBYIO
ouepenb, Ui HCCIENOBaHMM 1In vitro. ImaBHBIM TpeOOBaHHWEM SIBIISETCS
oOecreyeHne Toro, 4ToObl HCIIOJIH30BAJIaCh TECT-CUCTEMA, OIMMCAHHAs B IJIaHE
UCCJIEIOBaHMSI W CBOOOJHAs OT 3apaXeHHUsl. ITOTO MOXKHO JIOCTUTHYTh,
HaIrpyuMep, ¢ MOMOIIBI0 MEPUOIUUYECKOTO aHAIN3a TeHETHYECKUX MapKepOB,

KapUOTHUIIOB WJIM TECTA HAa MUKOILJIA3MBbl.
4. N3omsamms TeCT-CUCTEM

24. B ciy4ae ¢ KpaTKOCPOYHBIMH OHOJOTHUYECKUMHU HCCIICIOBAHUSIMHU
MOXXHO He TpeboBaTh 000COOJICHUsI KMBOTHBIX U PACTUTEIBHBIX TECTOBBIX
cucteM. B COII ucnbiTarensHON 1a00paTOpUn CIETYET ONPEASTUTh MPUHIINI
OIICHKHA COCTOSTHHS 370pOBbs (HAmpHUMep, apXuBHbBIE (Daillbl O KOJIOHHUU H
MOCTABIIUKE, HAOMIONEHUS, CEPOJIOTHYECKUN aHaiu3) MW TOCISAYIOIINe
JIEHCTBUS.

25. Ilpu koHTpOJe HHTEPHEPUPYIOIMINX MAaTEPUATIOB B HUCCIEAOBAHUAX 1N
vitro HeoOXoAMMO 00ecHeunTh, YTOOBI BOJA, CTEKJISIHHAs TMOCylda U Ipoyee
nabopaTtopHoe OOOpY/IOBaHHE HE COJEPXKAIU BEMIECTB, KOTOPHIE MOTYT
MOMEIIATh MPOBEJACHUIO HCTBITAaHUN. UTOOBI BBITIOJHUTH JAHHYIO 3a/1ady, B
TJIaH UCCIICIOBAHUS CJIEYeT BKIIIOUYUTh KOHTPOJIbHBIE TPYIIIbI. BhIMOTHEHNTO
ATOM 3a7a4d TAKKE MOTYT MOMOYb MEPUOIUUECKUE TTPOBEPKHU JTaOOPATOPHBIX

CHUCTCM.



5. Onncanue CBOMCTB KyJIBTYpPaJIbHBIX CPEX

26. JIonmxHBI JOKYMEHTAIBHO MOJATBEPKAATHCSI TUIIBI CPEJl, KOMITOHEHTHI
U HOMepa maptuil cpen (T.e. aHTUOMOTHUKOB, ChIBOPOTKH U T. 1.). B COII

CJIICaAyCT paCcCMOTPCTb MOATOTOBKY U ITPUCMKY TAaKUX CPCI.
6. Mcrionp30BaHNE TECT-CUCTEMBI

27.B omnpenenéHHbIX OOCTOATENBCTBAX JIONMYCKAETCS  [OBTOPHOE
VCITOJIb30BAaHUE JKUBOTHBIX OPTraHW3MOB WJIM OJHOBPEMEHHOE TECTUPOBAHME
HECKOJIbKMX HCHBITYEMbIX OOBEKTOB Ha OAHOM JKUBOTHOM. OCOOEHHO BaKHOMU
3ajadedl Il JOKJIMHUYECKUX (HEKIMHUYECKUX) MCCIENO0BAaHUMN SIBIISIETCS TO,
4TOOBI 0053aTENbHO COXPAHUIACh BCS apXHMBHAsl JOKYMEHTAIMsI O MPOILIOM
UCIOJIb30BaHUU KUBOTHBIX, & TAK)KE YIIOMUHAHUE 00 3TOM B 3aKJIFOUYUTEIHHOM
oryere. Takke HEOOXOOMMO JOKYMEHTAJIbHO IOATBEPAUTb, YTO METOJbI
IIOBTOPHOI'O HCIIOJIB30BAHMS TECT-CUCTEM HE CO3JAIOT IIOMEX IPU OLIEHKE

HCCIICAYCMBIX BCIICCTB.

VII. Uccnenyemsbie BeriecTBa (JIeKapCTBEHHBIE CPEICTBA)
1 o0pa3iibl cpaBHEHUsI (KOHTPOJIbHBIE 00pasIibl).

28. HeoOxoquMo  mpeAacTaBUTh B OTYETaX O  IPOBEACHHBIX
HCCIIeIOBaHUsIX HH(pOpMaInio (JaHHbIE) JJIsI  aJeKBAaTHOTO COCTAaBJICHUS
cnenu@UKanyd B OTHOILIEHWH KaXJIOW CEpUM MCCIEyEMOT0 BEIIECTBA
(JiekapCTBEHHOTO CpEACTBA) U 00pasila cpaBHEHUs (KOHTPOJIBHOTO 00pasIia).
Uto06bl 00€CIeUnTh MPUHATHE SAMHON CIEIIM(PUKAIIUN UCCIIETyeMbIX BEIIECTB
BO BCEX TOCYIapCTBaX-wi€HaX, CJEAYeT COCTaBISATh 3Ty HMH(POPMALUIO B
COOTBETCTBUU C ITpaBuiiaMu. Ecim ucnbITyeMblii 00bEKT HAXOJUTCS HA paHHEH
CTaAuu pPa3pabOTKH, JOMYCKAETCA BBINOJHUTH AHAJIUTUYECKOE OIMCAHUE

XAPAKTCPUCTUK IIO0CJIC ITPOBCACHUA OMOJIOTrMYECKOTO ucciaenoBanusa. Tem He



MEHEeE 10 JaThl Hayajla MCCIIECJOBAHMS CIEAYET IOIY4YUTh OIpe/eJICHHbIC
CBEJICHUSI O XUMHUYECKON CTPYKTYpE UCCIIEAYEMOTO BEIIECTBA.

29. lns  oOecnieyeHHWs  MPUHSTUS ~ PE3YJIBTATOB  MPOBEIACHHBIX
UCCJIEIOBAaHUI BO BCEX TOCYIapCTBaX-4ieHax CIEAYET, €CJIH 3TO MPUMEHUMO,
OTpPEACNUTh CTAOMJIBHOCTh HCCIEIyeMOrO0 W CTaHAApTHOTO OOBEKTOB B
71a00paTOPHBIX YCIOBUSX XPAHEHUS.

30. B ciayyae 3HAYMTENBHBIX  PACXOXKJIECHUWA B  00SI3aTENbHBIX
TpeOOBaHUAX FOCYAAPCTB-YWICHOB KacaTeJIbHO KOJMYECTBEHHOTO ONPEACIICHUS
KOHIIGHTpAIlMK, CTAOWJIBHOCTH WU TOMOTE€HHOCTH HCCIEIyeMOro BeIleCTBa
(JlekapCTBEHHOTO CpENCTBAa) B HOCHUTENE (BCIIOMOrarelibHOM BEIECTBE), a
TaKXK€ OTCYTCTBUSL BO3MOXXHOCTH MMAapaJICNIbHO BBIMIOJIHUTH TOAO0OHBIE
aHaJIU3bl JUIsl OMPEJIETICHHBIX KPAaTKOCPOYHBIX OMOJIOTMYECKUX TECTOB, €CIIH
MPOMEXKYTOK BPEMEHHM MEXAY TMOATOTOBKOM U TMPUMEHEHUEM OOBIYHO
cTaOUIBLHOM CyOCTaHLIMM COCTaBISIET HECKOJIIBKO MHHYT, OIpeaeieHue
CTaOMIILHOCTH TECTHUPYEMOIro OO0ObEKTa, Kak MpaBWIO, HE SBISETCS
akTyajdpHbIM. [l0 STUM mpuUYMHAM OYEeHb BAXHO 3apaHee YyKa3blBaTh U
YTBEPK/IaTh B IUIAHE MCCJIEIOBAHUSI aHAJIUTUYECKHE TPEeOOBaHUS, a TaKKeE
YUHUTBIBATH UX JTOCTHXKEHHE B 3aKJIFOUUTEITLHOM OTYETE.

31. lannbie, oTHOCSIMECS K MYHKTY 47 TIpaBUJI MOTYT OTCYTCTBOBATh, B
ciiydae (pU3NIECKUX (XMMUYECKUX) UCCIIEIOBAaHUM, MPOBOJUMBIX C IIEJIBIO UX

ITOJTyYEHHSI.
VIII. CrangapTHbIe ONEPALIMOHHBIE TPOLIEAYPHI

32. [Ilpumepsbl, NOPUBEACHHBIE B IIYHKTE 52 TMpaBUi, OTHOCATCA
MPEUMYIIECTBEHHO K OMOJIOTHYECKUM TECT-CUCTeMaM M TOTOMY MOTYT HE

COOTBCTCTBOBATL KOHTCKCTY (1)I/I3I/I‘ICCKI/IX (XI/IMI/IIICCKI/IX) HCCJICIOBAHUM.
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PyKoBOACTBO MCHBITATENbHON J1a0OPATOPUM HECET OTBETCTBEHHOCTh 32

Hajmuure COII ni1s Bcex mpOBOAMMBIX B JJA0OPATOPHSIX aHATM30B.
IX. ITpoBeneHune uccinemoBaHus
[1nan uccnenoranus (paznen 1 yactu IV npasun)

33.Iman  wWccieqoBaHUsd B INHMCHBbMEHHOM BHJE JOJDKEH OBITH
pa3paboTaH 10 Havana ucciaeaoBaHus. IlmaH mccienoBaHus AOJDKEH OBIThH
YTBEPKJEH MOAMUCHI0 PYKOBOJUTEINSI MCCIEIOBAHUSI C yYKAa3aHUEM JaThl U
BepUPUIIUPOBAH B COOTBETCTBUU C MyHKTOM 53 mpaBui nepcoHaiom COK.
[Inan wcciaegoBaHUs TaKXke JOHKEH OBITh YTBEPXKACH aJIMHHUCTpAIIUCH
UCIIBITATEJILHOTO IIEHTPa U CIIOHCOPOM MCCJIEAOBAHUS, €CIIU ATOTO TpeOyeT
3aKOHOJIaTENbCTBO TOCYAapCTB-YIECHOB MJIU 3aKOHOJATEIHCTBO FOCY/1apCTBa,
Ha TEPPUTOPHUHU KOTOPOTO IIPOBOUTCS HUCCIICTOBAHHUE.

34. OCHOBHOWl TIJTaH  HMCCIEIOBAaHUSI  MOET OBITh  JIOTOJHEH
CHEIUAIBHBIMU  TMPUJIOKEHUSIMU  JIJI1  TPOBEACHUS  KPATKOCPOYHBIX
HCCIICIOBAHUI B COOTBETCTBUHU C ITYHKTOM 56 MpaBuJl.

35. Eciii  KOHKPETHO€ KparKOCPOUYHOE HCCIEIOBAaHUE WM Cepus
MOJIOOHBIX MCCJIEIOBAHUN PETYJISPHO MPOBOAUTCS B paMKaX HCIBITATEIbHOM
7a00paTOpur, MOXKET OKas3aTrhCsi I€JeCO00pa3HbIM COCTABJIECHHUE OJHOTO
oOIllero IiaHa WCCIEIOBAHUS, COJEPIKAIIEro OOJBIIYH0 YacTh OCHOBHOM
uHdopmaruu. OH 3apaHee yTBEPXKIACTCS PYKOBOICTBOM HCIIBITATEIHHOM
nabopaTopud U PYKOBOJIUTEISIMU  HMCCIIEIOBAHUS, OTBETCTBEHHBIMH 3a
rmoxo0OHbIe uccieaoBadus, a Takxke COK.

[TpunokeHus, OTHOCSAIIMECS K HUCCICIOBAHUIO M BXOJAIINE B JIAHHBIN
mwiad (T.e. MOAPOOHBIE JaHHBIE MO TECTUPYEeMOMY OOBEKTY, jJare Hadajia
AKCIIEPUMEHTA), CIICYET MPEICTARISITh B BUJIC JOMOJIHUTEIHHOTO JOKYMEHTA,

KOTOpBII\/’I IMOAITUCHIBACTCA  TOJIBKO YIOOJIHOMOYCHHBIM ~ PYKOBOIUTCIICM
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UCCJIEIOBAHMS C YKa3aHUEM Jarbl. DTOT OOBEIMHEHHBIM JOKYMEHT — OOIIMiA
IJIaH WCCIICIOBAaHUS U CBSI3aHHBIE C IUTAHOM MPWJIOKEHUS MO0 KaXKIOMY
KOHKPETHOMY HCCIICOBAHUIO — TPEACTABIISIIOT COOOW IJIaH HMCCIEIOBAHMUS.
JlonomHUTEIbHBIE TPUJIOKEHUS CJEAyeT He3aMeIIUTEIbHO TPEACTaBIATh

PYKOBOJICTBY MCITBITATEIBbHOM JTaboparopun u cotpyauukam COK.
Coneprkanue 1iaHa UCCJICI0BaHUS

36. Conepkanre oOIIIero IjlaHa MCCIAEAOBAaHUS W CBSI3aHHOTO C HUMU
NPUWIOKEHUS! JOKHO COOTBETCTBOBATH OMMCAHHOMY B pazzeine 2 yactu [V u
pazzene 2 yactu V mpaBuil CO CIEAYIOIUMA YTOYHEHUSIMH.

37. Unudopmarusi 0 xapakTepe W IEIH HCCIEAOBaHUS MOXKET OBITh HE
00s13aT€NIbHOM, €CJIM OHA COJIEPXKUTCA B OINUCAHMM JHU3aiiHa (MpPOEKTa)
UCCJICIOBAHMUS.

38. PaccMoTpeHue BOIPOCOB, YKa3aHHBIX B a03alax BTOPOM-TISITOM
MNOJIYHKTa «I» MyHKTa 57 MpaBUJl MOTYT HMCKJIIOYAThCA MpU (HU3MUECKHUX
(XUMHYECKHUX) UCCIIEIOBAHUSX.

39. Uudopmariuto, ykazaHHy10 B ab3alle IMIECTOM MOAIMYHKTA «I» MyHKTa
57 npaBusl B UEIOM JIOMYCKAETCsl MPEACTaBUTh B KpaTKOM, 000O0IIaromen
dbopme wim co ccbutkoi Ha coorBercTByromue COII nubo pykoBoacTBa 1O

TCCTUPOBAHUIO.
X. HpCI[CTaBJ'IGHI/IG OTHYCTHOCTH IIO pE3yJibTaTaM UCCICAOBAHUA

40. ITo OKOHYAHUU KaXKJIOTO MCCIIEIOBAHMS JOJDKEH OBITh MOATOTOBIECH
3aKJIFOYUTENIBHBIA  OTYeT. B ciydyae KparkOCpOYHBIX MCCIIECIOBAHUW B
CTaHJIAPTU30BAHHBIA  3aKJIIOYUTEIBHBIA  OTYET JIOMYCKAETCS  BKIIFOYATh
COOTBETCTBYIOIIIEE TPUIIOKEHNE B COOTBETCTBUM C MYHKTOM 61 mpaBmui).

Ecmun OCYILIECTBIISIIOTCS KPaTKOCPOYHBIE DKCIIEPUMEHTHI C

HUCIIOJIB30BaHUEM O6H_II/IX IIJIaHOB HCCICAOBAaHUA, MOXKCT OBITH
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11e7IeCO00pa3HbIM  COCTABJIICHHME  CTAHJAAPTU30BAHHBIX  3aKJIFOUUTEIIHbHBIX
OTYETOB, COJEPXKAIIMX OOJBIIYI0 YacTh HEOOXOAMMOW Jisi TaKUX OTYETOB
oOmel wuHdopmanuu B Bujae MmadnoHa. OHU 3apaHee yTBEPKAAIOTCS
PYKOBOJCTBOM HCIIBITATEILHON JIA0OPAaTOpHH, a TakKXe PYKOBOAUTEISIMU
WCCJIEIOBaHMSI, OTBETCTBEHHBIMH 3a IIPOBEJICHHUE IOAOOHBIX HCCIEIOBaHUM.
JononauTenpHas nHGOpMaIKsa 0 KOHKPETHBIX UCCIIEIOBAHUAX, BKIIOYaeMasi B
TaKue OTYETHI (HarpuMep, NoapoOHast UHGOPMAIIHS O TECTUPYEMOM OOBEKTE U
MOJIYYEHHBIX YHUCJIEHHBIX pe3yJibTaTaXx) MOXKET ObITh 3areM odopmiieHa B
Ka4eCTBE JIOMOJIHUTEJILHOTO JIOKYMEHTa, IOAMMUCAHHOTO PYKOBOAHUTEIEM
UCCJIENOBaHUS C yKazaHWeM Jatel. He jomyckaercss HCHoJb30BaHUE
CTaHJAPTU30BAHHOTO 3aKJIIOUUTENILHOTO OT4YeTa, B Cly4ae, €CIu IUIaH
HCCIICIOBAaHUST M3MEHseTCs (TepecMarpuBaeTcs) WJIM B HEM JeIaroTcs
MOMNPABKK JI0 WM BO BpeMs MpoBeAeHUs uccienoBanus. COOTBETCTBYIOIINE
JOTIOTHEHUS  00s3aTeIbHO  JIOJDKHBI BHOCHUTBCS B CTaHJIAPTU30BAHHBIM
3aKJTFOUUTEIIbHBIN OTYET.

41. ConepxaHue 3aKJIIOYUTEILHOTO OTYeTa B TOJHOM oObeMe (T.e.
CTaHJIApPTU30BAaHHOTO  3aKJIIOYMTEIBHOIO  OT4YeTa W CBS3aHHOTO €
HCCIIEIOBAHUEM TPUIIOKEHHUS) JIOJDKEH COIVIACOBBIBATHCS C OINMCAHHBIM B
pazzmenie 2 4actu V TpaBWI C BO3MOXKHBIMH OTCTYIUICHUSIMU, YKa3aHHBIMU
HIDKE.

42. 3aKTOYUTENbHBIM ~ OTYET  JOJKEH  COACpP)KaTh  CIIEIYIOIIYIO
nH(pOpMaIiIo, HO HE OrPaHUYHBATHCS €10:

a) UACHTU(PUKAIIMOHHBIE  JIaHHBIE  OTHOCHUTEIIPHO  HCCJIEIOBAaHMS,
HCCJIEMYEMOT0 ¥ CTaHJApPTHOTO BEIIECTRA!

0) pa3BepHyTO€ HAMMECHOBAHHE;
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B) UJCHTU(DUKAIIMOHHBIE JJAHHBIE OTHOCUTEIHLHO TECTUPYEMOTO 0ObEKTA
— kon wm HamMmeHoBanue (IUPAC, CAS-HoMep, OwuogorndeckKue
XapaKTEPUCTUKHU U T. ]1.);

I') XAMUYECKOE€ HaMMEHOBAaHWE WJICHTHU(UIIMPYIOIEE CTaHJIapTHOE
BEIIECTBO;

1) XapakKTEPUCTUKH  HCCIEIYEeMOTo  BellecTBa  (JIEKQpCTBEHHOTO
CpEJICTBA), BKIIIOUAs YUCTOTY, CTAOUIBLHOCTDh U OJJHOPOAHOCTH (MOAMYHKT «@»
MyHKTa 65 MpaBui).

XapakTeprcTUKa MCCIENyeMOro BellecTBa (JIEKapCTBEHHOTO CPECTBA),
BKJIFOUAsl YHCTOTY, CTaOWJIBHOCTP M OJHOPOJAHOCTH MOXET OKa3aThCs
HEaKTyaJbHOM, €CIU HCCIEAOBAHUE MPOBOAUTCS ISl YCTAHOBJICHUS ATUX
JTAHHBIX

e) 3akimoueHne COK, B KOTOpOM MEPEUMCISIIOTCS BHIBI U JaThl
MIPOBE/ICHHBIX MHCIICKIIUN, BKJIIOYAsl MPOMHCIIEKTUPOBAHHBIN ATallbl, a TaKXKe
JaThl HaAIpaBJICHUS OTYETOB O pe3yibrarax HWHCIEKIMU aJIMUHUCTPAIIUH,
PYKOBOAMTEIIIO HCCJIEAOBAaHUS W OTBETCTBEHHOMY HCCIeNIOBaTeNsIM (eciu
NpUMEHUMO). JlaHHOE 3aKiI0YeHUE CIYKUT TOJATBEPKIACHUEM TOTO, YTO B
3aKJIIOUYUTEIIBHOM OTYETE OTPa)KE€HbI MEPBUYHBIC JIAaHHBIE B COOTBETCTBUH C
MOJIITYHKTOM <3 ITyHKTa 65 TipaBuL.

45. Ilpu HE0OXOMUMOCTH TpelyeTcsl OTpa3uTh (DAKT MPOBEICHUS ayIuTa
npouenyp uccienoBanusa. B 3akmodenun COK  HeoOXoauMMO — Takxke

OJHO3HAYHO yKa3arb, YTO 3aKJIIOYUTEIbHBIM OTYET [moaABCpraliCia ayaury.




[TPUJIOKEHUE Ne 7

k [IpaBunam Haanexarien JaboparopHoi
NPaKTUKK EBpa3zniickoro 3kKOHOMUYECKOTO
coro3a B cepe oOpallieHus JIEKapCTBEHHbBIX
CPEICTB

OBIMUE TPEBOBAHUA
K NOPS/IKY NMPOBeIeHNs TOKJIMHNYECKUX (HEKJINHUYECKNX)
HCCJIeIOBAHNH JIEKAPCTBEHHBIX CPEICTB

ensto JOKJIUHAYECKUX (HEKITMHUYECKHX) UCCTIEI0BAHUI
JIEKApCTBEHHBIX CPEACTB SBISETCS ITOJYYEHUE HAyYHBIMHM METOJAMHU BHE
OpraHM3Ma 4ejoBeKa pe3yJbTaToB OLEHKH U J0Ka3aTrelbCTB OE30MacHOCTH,
KauecTBa U 3((HEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB.

JlokIMHUYEeCKOE (HEKITMHUYECKOE) U3y4YEeHUE 0€30MacHOCTH
JIEKapCTBEHHBIX CPEJICTB MPOBOJUTCS C COOIIOJIEHHEM TpPEeOOBaHUM MpaBUI
HaJUIeKaIIed J1abopaToOpHOM TMPAKTUKK EBpa3sMiicCKOro 3KOHOMHUYECKOTO
COI03a,  yTBEpXKAAaeMbIX  EBpa3MMCKOW  SKOHOMHYECKOM  KOMMCCHEM,
o0ecreynBaeT HEOOXOAMMBIM YpPOBEHb KauecTBAa M BOCHPOU3BOJIUMOCTD
MOJIYYEHHBIX JAHHBIX.

JloknmHuYeckoe (HEKJIMHUYECKOE) M3YYEHUE JIEKAPCTBEHHBIX CPEJICTB
IIPOBOJUTCS IO CJIEIYIOIINM HAMPABICHUSIM:

u3yueHue QapMakoJIOTUM JIEKApCTBEHHOIO cpelcTBa (MepBUYHAs U
BTOpUYHass  (apMmakonMHamMuka U (apMmakonmorus  O€30MacHOCTH,
(dhapmakoJIorus JISKapCTBEHHOTO B3aUMO/ICHCTBHS);

u3ydyeHue (HapMakOKMHETUKU JIEKAPCTBEHHOTO cpencTBa (abcopOrius,
pacrpeneeHue, MeTabOoIN3M, BBIBEJICHUE, (hapMaKOKMHETUYECKOE
JIEKapCTBEHHOE B3aMMOJICICTBUE, UHBIE MCCIIEAOBaHUS (PapMaKOKUHETUKH);

TOKCUKOJIOTHYECKUE UCCIEAOBAHMS (TOKCUYHOCTh MPU OJTHOKPATHOM U

IIOBTOPHOM  BBCACHHUAX  JICKAPCTBCHHOI'O cpeacraa, ITCHOTOKCHUYHOCTD,



KaHIIEPOT€HHOCTh, PENPOAYKTUBHAS TOKCUYHOCTb, 3IMOPHOTOKCUYHOCT,
MECTHAasl IEPEHOCUMOCTh, MHBIE UCCIIEIOBAHUS TOKCUYHOCTH).

JIist opraHu3zand ¥ MOPOBEJCHUS JOKIMHUYECKOTO (HEKIMHUYECKOTO)
UCCJIEIOBaHUS JIEKAPCTBEHHOTO CPEJCTBA Pa3padOTUMKU JIEKAPCTBEHHBIX
CPEICTB BIIpaB€ TNPUBJIEKATh HAYYHO-UCCIEIOBATEILCKUE OpPraHU3alNH,
npoQUIbHBIE YUPEXKICHUS BBICIIETO TPOPECCUOHATHEHOTO 00pa30BaHMsl, UHBIC
OpraHu3ali, UMEIOIIUE HEOOXOIUMYI0 MaTepUalbHO-TEXHUYECKYIO 0azy u
KBUIM(UIIMPOBAHHBIX  CIEIMAJINCTOB B  COOTBETCTBYIOIIEW  oOnactu
UCCJIEIOBaHUSI.

HeoOxomuMeiii 00beM M METOOJOTHS MPOBEACHUS JOKIMHUYECKUX
(HEKJIMHUYECKUX) HCCIIEIOBAHUN JICKAPCTBEHHBIX CPEJCTB OMPEACISIOTCS
3aIaHHBIMA  ()APMAKOJIOTUUYECKUMU UM TOKCHKOJIOTMYECKUMHU CBOWCTBAMU

JICKAaPCTBCHHOI'O CPpCACTBA U CITOCOOOM €TO0 IIPOU3BOACTBA.




IMTPUJIOKEHUE Ne 8

k [IpaBuitam Haasexarei JadoparopHoi
NPaKTUKU EBpa3niickoro 3KOHOMHUYECKOTO
coro3a B cepe oOpallieHus JeKapCTBEHHBIX
CpEICTB

PYKOBOJACTBO
1o 00MeHy uHGopManren Mexay YIOJTHOMOYEHHbIMU
OPraHamMM rocyiapcrs — 4ieHoB EBpa3uiicKoro 3K0HOMH4Y€eCKOro
€032 B OTHOLLIEHUH CUCTEM KOHTPOJISA COOJIIOeHU S
IMpasuia Hapsexaiei J1a0OpATOPHOUH MPAKTUKH
EBpa3uiickoro 3x0HOMHU4€CKOI0 €o103a B cepe odpamieHus
JIEKAPCTBEHHBIX CPEACTB

1. YNomHOMO4YEHHBIE OpraHbl TOCYJApCTB — WICHOB EBpa3micKoro
PKOHOMHYECKOTO CO03a (Jajiee — TOCYIapCTBAa-WICHbI) IPU IPOBENCHHUU
CUCTEM KOHTPOJISi COONIOIEHUS TTPaBMII HAJIJIeXKaIel 1a00paTopHO MPaKTUKU
EBpa3suiickoro 3KOHOMHYECKOTO COKO3a, YTBEpKIaeMmbiX EBpasuiickon
HPKOHOMUYECKOM KOMUCCHEH (fanee — mpaBuiia) OOMEHUBAIOTCS CIEMYIOIIEH
uHdopmaIuen:

HaMMEHOBaHWE, OpraHu3alMoHHas ¢opMa U  OpraHHU3aIMOHHAs
CTPYKTypa YIIOJIHOMOYEHHOTO OpPraHa rocy/1apCTBa-yJIcHa;

MPOLIETyPbl, TPOBOJUMBIE B XOJI€ MHCIIEKIMI JIa0OpaTopuil U aylauToOB
UCCJIEIOBAHUM, TEPUOJUYHOCTh WHCIEKIUA W (WIH) KPUTEpUH TpaduKoB
MIPOBEICHUS MHCTICKITU;

KOJIMYECTBO U KBAJIM(PUKAIIMN UHCTIEKTOPOB;

NENCTBUS, NpEANPUHUMAEMBIE YIOJIHOMOYEHHBIM OpraHoM
roCy/lapCTBa-ujieHa B cllydae OOHApyKEHHsI HECOOTBETCTBUS UCIBITATEIHHOU

naboparopuu TPEOOBaHUSM IpPaBHUJ, BKJIKOYas BO3MOXKHOCTh COOOIATh MPHU

HEOOXOMMOCTH JIPYTMM TOCYJlapCTBaM-4J€HaM pe3ylbTaTbl HWHCHEKIIHMA
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UCTIBITATEIBHBIX J1A00PaTOpUid U ayJUTOB MCCIICAOBAHUN, POBOJUMBIX B ITHX
1a00paTopusIX;

MeEpHI 0 3alIUTe KOHPUIESHINATFHOCTH HH(OPMAIIUH;

OpolLeaypbl, HEOOXOIMMBbIE MJisi Hauajla M TPOBEIACHUS WHCHEKUIUN
UCIBITATENbHBIX JJA0OPATOpUil M ayTUTOB UCCIEIOBAHHUM O 3allpocy APYyrux
TOCYyIapCTB-WICHOB W TMPOIEAYypbl TOATOTOBKH OTYETa O MPOBEICHHBIX
MHCIIEKIUSAX (ayauTax);

MOPOLEAYPHl IS TIOMYyYCHUS YIMOJTHOMOUYEHHBIM OPTraHOM  OJTHOTO
rocy/iapcTBa-ujieHa HHGOpMalud 00 MCHBITATENbHBIX JIA0OPATOPUSX IPYTOro
rOCy/apCTBa-ujieHa, KOTOPbIE MPOILUIM MHCHEKIMIO YIOJTHOMOUYEHHOTO OpraHa
ATOTO TOCYIAapCTBA-UJICHA, BKIIIOYAsI PE3YJbTaThl OIIEHKN COOTBETCTBHUS TaKHX
nJaboparopuii TpeOOBaHUSIM IIPABUI,

BUJIBI HCCIICZIOBAHHUM, KOTOPBIC TMPOBOIATCS B HWHCIEKTUPOBAHHBIX
UCIBITATEIbHBIX JIAOOPATOPHUSIX B COOTBETCTBHUHU C MTPABUIIAMH.

2. B cnyuyae oOHapykeHHs B MCHBITATEIILHON JTA00OPATOPUH CEPHE3HBIX
OTKJIOHEHU OT TpeOoBaHW TMpaBUJl, KOTOpPhIE MOTYT TIOBJIUATH Ha
cenupuIeCcKre BUIBI UCCISIOBAHUHN, YITOJHOMOYCHHBIA OpraH rocyaapcTBa-
yjieHa BIpaBe COOOMUTh 00 OOHAPYKEHHBIX CEPbE3HBIX OTKJIOHEHUSX
COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM OpraHaM JIPYruX rocyapCTB-4JICHOB.

3. CBenenusi 0 HAMMEHOBAHUH JIA0OPATOPUH, MOAJICKAINX UHCTICKIUSAM
B paMKaX CHCTEMbl KOHTPOJISI COONIIOIEHUS MPaBUJI, CTENEHb COOTBETCTBUS
TpeOOBaHWSAM TPABWI ©  JaThl  TMPOBEICHUS HWHCICKIIUNA  JTOJKHBI
MIPEIOCTABIATHCS  YIOJHOMOYCHHBIMA OpPraHaMH TOCydapCTBa-dieHa I10
3allpocy  YIMOJHOMOYEHHBIX OpPraHOB JPYIMX TOCYIapCTB-4JI€HOB (B
COOTBETCTBUU C npuiioxkeHrem Ne 9 rpasun).

B cnyuae, ecinu yTBep:KI€HHUE CUCTEMbI KOHTPOJISI COONIONEHUS TTPaBUIl

B TOCYHApCTBC-WICHC CIm¢ HC TIPOBCACHO HWJIM B ClIydac, CCIH



YIOJHOMOYEHHBI ~ OpraH  TOCyJapCTBa-4ieHa HE  MOXET  OILICHUTh
NPUEMIIEMOCTh CUCTEM KOHTPOJSL COOMIONEHHMS TMpPaBUWI B JPYTUX
roCyJlapCTBax-ujiecHax TOJIbKO Ha OCHOBaHUM OOMEHa MHUCbMEHHOMN
uH(popMalMen, JOMyCKaeTcs MPOBEACHUE KOHCYJIbTAMA W 00CYXKIEeHUE
pE3yJAbTaTOB MHCIIEKTUPOBAHUSI MCHBITATENbHBIX JlTA0OpaTopuii B pamkax
B3aUMOJICUCTBUSL YIIOJTHOMOYEHHBIX OPraHOB C OJKCIEPTHBIM KOMUTETOM IIO
JIEKapCTBEHHBIM CPE/ICTBAM.

Ecom B rocymapcTBe-uwiieHE  CyllecTByeT  Ooiiee  OJHOTO
YIOJHOMOUYEHHOTO OpraHa, OOECHEYMBAIOIIETO KOHTPOJb  COOMIONEHUS
TpeOOBaHUN TPABUII, CIEAYEeT O0ECNEeYUTh MX B3aUMOJACUCTBHE U HaJIUYHE
€IMHOM CHUCTEMBbl KOHTPOJII B TOCYIAPCTBE-WIEHE, a TaKXKe CIeAyeT
YCTAHOBUTH  YNOJHOMOYEHHBIN OpraH, KOTOpbId Oyler oTBeuarh 3a
B3aMMOJICUCTBUE B pPAMKaX CHUCTEMbI KOHTPOJIS COOJIOJEHUS TpaBUIl C
YHOJIHOMOUYEHHBIMU OPraHaMU JPYTHUX TOCYIapCTB-UJICHOB.

Ecnu ynomHOMOYEHHOMY oOpraHy OJIHOTO U3 TOCYJapCTB-UJICHOB
HEOOXOUMO TIOMYUYUTh AKTYaIbHYIO MH(GOpPMAIIMIO O CTaTyce COOTBETCTBUSA
npaBuUjaM HCHOBITATEILHONM  JTA0OpAaTOpUM, PACIONOKEHHON B  JAPYyrom
roCyJlapCTBE-WICHEe, TO VYIOJHOMOUYEHHBIA OpraH BIIpaBe 3alpPOCHUTh
YHOJHOMOUYEHHBI ~ OpraH  3TOT0  TOCYIapCTBa-ujieHa  WHHULMHUPOBATH
CHELMAIbHBIN ayqUT TaHHOM JIabOpaTOPUH U MPEACTABUTH €r0 PE3yabTaThl s
OLICHKH.

Mexay yHnoJIHOMOYEHHBIMA OpraHaMu TOCYIapCTB-YJIECHOB JOHKHO
OCYILECTBIISITHCSL B3aUMOJICUCTBUE MO O(UIIMAIBHO OMPENEICHHBIM KaHAJIaM
uHpopmanuu. [lpu 3TOM, MO B3aMMHOMY COMJIAIICHUIO YHOJIHOMOUYEHHBIX
OpPraHOB  TOCYHapCTB-WICHOB JOMyCKaeTcs OOMeH uH@opmalueil 1o
HEOPUIMATbHBIM KaHaJlaM CBSI3M, a Takke oOMeH HH(popMaluell B paMmkax

BBaI/IMOI[ef/'ICTBI/IH OTAC/IBHBIX (bapMaI_IeBTI/I‘-IeCKI/IX HHCIICKTOPATOB.
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dapMalleBTUYECKUE HWHCIEKTOPaThl KaXJO0ro U3 TOCYIapCTB-WICHOB
BIIPAaBE MPUCYTCTBOBATh MPU WHCIEKIMU UCIBITATEIBHON J1a00OpaTopuu WiH
ayIuTe UCCIEA0BaHUs, KOTOPBIM MPOBOAUTCS B JAPYrHMX rocydapcTBax-uieHax
(dbapMalleBTUYECKUMHU UHCIIEKTOPaTaMH UX YIIOJTHOMOUYEHHBIX OpraHoB. B aTux
cllydasix O(UIMaIbHBIA 3ampoc YMOJIHOMOUYEHHOTO oOpraHa TrocyaapcTBa-
YjieHa, KOTOPbIA U3BSBISIET OKEJIAaHUE OUYHOIO TMPUCYTCTBUSI  CBOUX
(dbapMalneBTUYECKUX  HMHCIEKTOPOB  HAa  HWHCHEKIUMU  UCIBITATEIbHOU
naboparopud  WIW  ayJIdTe€  HCCIENOBaHUSA  JIOJDKEH  IOCTYIHUTH
3a0JIarOBPEMEHHO B CPOK, YCTAHOBJICHHBIH PYKOBOACTBOM IO Ka4€CTBY
(dapMalleBTUYECKOT0 HWHCIEKTOpaTa, Ha TEPPUTOPUM TOCYAapCTBa-dJieHA
KOTOPOTO BBITIOJIHSIETCSl TaKasi MHCHEKIUS (ayIUT). YIIOJHOMOUYEHHBIE OpraHbl
rocyaapcTBa-4wjieHa, MOJIyYMBLUIME TAaKOW 3ampoc HE BIIpaBe OTKa3arhb
(dbapmaneBTHYECKUM HHCIIEKTOPAM JPYroro rocy1apcTBa-ujieHa y4acTBOBaTh B

WHCTICKIINY (ayJInTe).




I[MTPUJIOKEHUE Ne 9

k [IpaBuitam Haasexarei JadoparopHoi
NPaKTUKU EBpa3niickoro 3KOHOMHUYECKOTO
coro3a B cepe oOparieHus JIeKapCTBEHHBIX
CpEICTB

PYKOBOJACTBO
JJIS YIIOJTHOMOYEHHBIX OPraHOB roCy1apcTB — YICHOB
EBpa3uiickoro 3k0OHOMU4Y€CKOr0 C0K3a 10 KOHTPOJIK COOJII0IeHUs
IMpasuia Hapsexaiei J1a0OpATOPHOUH MPAKTUKH
EBpa3uiickoro 3JkOHOMIU4eCKoOro corw3a B cdepe odOpaieHus
JIEKAPCTBEHHBIX CPEACTB MPH MOATOTOBKE 0030P0B
NMPOUHCIIEKTUPOBAHHBIX UCIILITATEILHBIX J1A00paTOpPUil
WIH ayIUTOB OTAEJIbHbIX UCCJICI0BAHUM

1. B ciiyyae BO3HMKHOBEHUS PA3HOMIACHM MEXAY YHOJIHOMOYEHHBIMU
opraHaMu rOCyJIapCTB — WICHOB EBpa3niickoro "KOHOMHYECKOTO COr03a (J1ayiee
— TOCYyIapCTBa-YJeHBI) TPH OIIEHKE CTaTyca HCHBITATEIbHBIX JabopaTopui,
OPOIIEAIINX  WHCIEKIMI0O HAa  COOTBETCTBHE  TPEOOBAHUSIM  MPABUII
HaJIexkKale JabopaTopHOM TMpakTUKK EBpa3suiiCKOro AKOHOMHUYECKOTO
COI03a, yTBEpKJIaeMbiM EBpa3uiickoil SKOHOMUYECKOW KOMUCCUEH (laniee —
MpaBuja), WK ayJIuTOB OTJIEIbHBIX MCCIICOBAHUN YIOJIHOMOUYEHHBIE OpTaHbI
rocyaapcTBa-ujieHa, (apMaleBTUUECKU HMHCIIEKTOPAT KOTOPOTO BBIMOIHSII
WHCIIEKIUIO UCIIBITATEIbHON JTaboparopuu (ayIUT OTJAEIBHOTO UCCIEAOBAHMS)
NEPENAlOT KpaTKUE O0030pbl BBIMNOJHEHHBIX HWHCIEKIUNA HUCHBITATeIbHBIX
na0oparopuii WU ayguTOB HCCIEAOBaHHMM B EBpa3uiicKyt0 3KOHOMHYECKYIO
KOMUCCHIO (151 pACCMOTPEHUS pa3HOITIACHIA).

2. YkazaHHbIe 0030pbI JIOJDKHBI COJEP)KATh CIAEAYIOIIYI0 MUHUMAILHYIO

uH(pOpMaLIMI0, KOTOpash TO3BOJIIET IMPOBECTH PACCMOTPEHHE pE3yJIbTaToB

WHCIIEKIUY (ayauTa):
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yKa3aHuE HAaMMEHOBAHUSI TPOBEPEHHON JTabopaTopuu (TIO3BOJISIIONIEE €€
TOYHO WIACHTU(UIIMPOBATh, TO €CTh Ha3BaHWUE JIAOOPATOpPWHU, TOpoJa H
rocyaapcTBa Ha TEPPUTOPUU KOTOPOTO OHA PACIOJIOKEHA (B TOM YHCJIE U B
OTHOIIEHUH TTPOUHCTIEKTHUPOBAHHBIX 3apyOEIKHBIX JIA0OPATOPHiN));

MECSII] ¥ TOJ MPOBEJACHUS UHCIICKIIUA U TIPU HAJIMYUU J1aTa BHIHECEHUS
MOCJICTHETO ~ 3aKJIFOYEHUsT O  CTaTyce  COOTBETCTBUS  Jjaboparopuu
(uccienoBaHus) TPEOOBAHUSIM MTPABUI;

OMMCAHWE TPOBEPKH C TOJHBIM W TMOAPOOHBIM YKa3aHHEM €€ BHJA
MIPOBEPKH (MHCHEKIMS COONIONEHUs] MPaBWI W (WIM) ayIuT HCCIEIOBaHUS),
CTaHJAPTHOCTU TMPOBEACHUA (CTaHIApTHAS WJIM HECTaHJapTHas WHCIEKITU),
ydacTds B HEW  YIIOJIHOMOYEHHBIX  OpraHoB  ((apmareBTHYECKUX
WHCIIEKTOPATOB) APYTHUX TOCYIaPCTB-UJICHOB);

CreTaIn3aIlis MpOBEPEHHOM Jaboparopuu;

BBICTABJICHHBIN CTAaTyC COOTBETCTBMS HCIBITATEILHON JabopaTtopuu
(OoTHENBbHOTO HcceqoBaHus) TPEOOBAHUSIM TPABKIT;

J00bIe KOMMEHTApHUH B OTHOIIIEHUH TTPOBEICHHOM MHCTICKIIUHM (ay/IUTa);

BEISIBJICHHBIC OTKJIOHEHUS (KPUTHUECKHUE, CEPhE3HBIC UM MPOUHE);

3aKJIFOYEHHE O  COOTBETCTBHMU  HWCIBITATEIbHONW  JTaboparopuu
(oTHeNbHOTO HcceaoBaHus) TPEOOBaHUSIM TPABUII.

3. CteneHp COOTBETCTBUS HMCHBITATENIbHOW JIaboparopuu TPeOOBaHUIM
MpaBUJ CBSI3aHA C BHJIOM IIPOBOJAMMBIX HCCJIEAOBAaHUN M JIOJDKHA OBIThH
OTHO3HAYHO yKa3aHa B KpaTKOM 0030pe:

(UBUKO-XMMUYECKHE UCCIICIOBAHUS;

UCCJIEIOBAaHUSI TOKCUYHOCTH;

UCCJICIOBAaHMSI MyTareHHOCTH;

AHAJTMTUYCCKHUE U KIMHUYCCKUE XUMUUECKHE UCCIICIOBAHMS;

JPyTUe UCCIeI0OBaHUs (C yKa3aHUEM BUJIA).



4. JlormyckaeTcss ~ yKa3aHHE€  HECKOJIIBKMX  BHJIOB  MPOBOAUMBIX
UCCIIEIOBaHMM, a Takxke HMX Oosee NeTalu3upOBAHHOE YKa3aHUE, €CIIA 3TO
HEOOXOMMO I  OIEHKH CTENEHU COOTBETCTBUS U (POPMYIUPOBKHU
3AKJIFOYEHUSL.

5.lns  ykazaHusi cTaryca COOTBETCTBUSI Jaboparopuil — clieayer
WCIIONB30BaTb TPU KATETOPUM: «COOTBETCTBYET», «HE COOTBETCTBYET,
«OIICHKA HE 3aBepleHa (C YKa3aHUEM MPUUYMHBI ).

BBuay TOro, craryc «oOlleHKa HE 3aBEpIIECHa» MOXET ObITh MCTOJKOBAH
M0-pa3HOMY, €r0 YKa3aHHWEe JOJKHO COMPOBOXKIATHCS MOSICHEHUSIMU B 0030pe.
Takue mMOsSICHEHUs CTaryca OLIEHKH JOJDKHBI BKIIOYATh (QPOPMYITHPOBKH,
MO3BOJIAIOIINE YCTAHOBHUTH IMPUYMHY HEBO3MOXKHOCTH OLCHHTH CTAaTyC Kak
COOTBETCTBYIOIIMM WM HECOOTBETCTBYIONIUN (HANPUMEp, «IPOBOJIUTCS
MMOBTOPHAsI MHCIEKIMS, KOTOpAasi HE 3aBEPILICHA», «OTBET W3 HUCIBITATEILHOU
1a00opaTopuu 3a 3aMeUaHusl M0 UHCTIEKIUU (ayAUTYy) HE MOCTYNUI (OTIIONKEH )»,
«aIMUHUCTpaTUBHAS MPOIIETypa UHCIICKIINY (ay[IMTa) HE 3aBEpILICHa» U T. 11.).

6. [Ipu dopMynupoBKe 3aKIIIOUYEHUSI O COOTBETCTBHM (M HaIpaBIICHUU
YIIOJIHOMOYEHHBIM OpraHaM JIPyTHX TOCYAapCTB-YICHOB 3aKIFOUCHUN O
COOTBETCTBUM, JOJDKHA HCIOJIb30BaThCA TEPMHUHOJOTHS, YCTAHOBJICHHAS
npaBWJIaMU TPOBeJeHUsT (apMalleBTUUECKUX WHCIEKINMA, YTBEpXKAAEeMbIMU
EBpasuiickoifi 3KOHOMHUYECKON KOMHCCHEH U OOIMMUMH TpeOOBaHUSAMHU K
cUcTeMe KadyecTBa (papMaleBTUUECKUX HMHCIEKTOPATOB TOCYHapCTB — YJICHOB
EBpa3suiicKoro 3»KOHOMHYECKOTO COI03a, YTBEpKIAaeMbIMU EBpa3uiickon
YKOHOMUYECKON KOMUCCHEM.

7. Kpatkue 0030pbl, BBINOJIHEHHBIX HMHCHEKIUNA  HCIBITATENbHBIX
nabopaTopuil WM ayJIuTOB HCCJEIOBaHUM, TOCTynuBIIMe B EBpazuiickyro
DKOHOMUYECKYKD KOMMCCUIO [UII PACCMOTPEHUs PA3HONIACUM  MEXIY

YHOJHOMOYCHHBIMU OpPraHaMu TOCyAapCTB-YJIICHOB IIPH OLCHKE CTaryca
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UCIIBITATENIbHBIX J1a0OpaTOpUil WM  ayJIuTOB OTMEJbHBIX HCCIEI0BaHUM
nyOIUKYIOTCSI B MHTErPUPOBAaHHOW MH(pOpMamoHHON cucteme EBpaszuiickoro
DKOHOMHUYECKOTO  COK03a  JUIsi  JOCTyIla  YIOJHOMOYEHHBIX  OpPraHOB
(YIOJTHOMOYEHHBIX OpraHu3alfii) TOCYyAapCTB-WICHOB M IO 3alpocy MOTYT

MpCcaoOCTaBIATLCA O6IJ_ICCTB€HHO CTH.
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