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COBET EBPA3MUCKOW 9KOHOMUYECKON KOMUCCUU

PELLUEHUE
oT 3 HosA6psa 2016 r. N 81

Ob YTBEPXAEHUU NMPABWUI
HAONEXALLEW NABOPATOPHOW NPAKTUKU EBPASUACKOIO
9KOHOMMYECKOI'O COIO3A B COEPE OBPALLEHUA
NEKAPCTBEHHbIX CPEACTB

B cootBercTBUM co ctatheit 30 JloroBopa o EBpazuiickoM 3xk0HOMHUYECKOM coro3e oT 29 mas 2014
rozaa, cratbeil 6 Coriamenus o eIMHBIX IPUHIUIAX U MpaBHiaX OOpaIleHus JeKapCTBEHHBIX CPE/ICTB B
pamMkax EBpa3uiickoro s3KOHOMHUYECKOTO coro3a oT 23 aekadpst 2014 roga, mynkroM 87 nmpuioxxkenus N 1
Kk Pernamenty pabotel EBpa3zuiickoil 5JKOHOMUYECKOW KOMUCCUH, YTBEpKJIeHHOMY Pemenunem Boiciiero
EBpaswmiickoro skoHomuyeckoro coera ot 23 nekabps 2014 r. N 98, u Pemenuem Bricmero
EBpaswmiickoro sxoHomuueckoro cosera ot 23 mekadbps 2014 r. N 108 "O peanuzanuu CornamieHusi o
€IMHBIX TPUHIUIAX U MpaBWiIax oOpalleHus JEeKapCTBEHHBIX CpPEACTB B pamkax EBpasmiickoro
sKOHOMHYECKOTo coro3a" CoeT EBpazuiickoil 5KOHOMUYECKON KOMUCCHUN PELLIIIL:

1. YrBepmuth mnpuiaraembie [IpaBuiia Hajuexamieid 1adopaTopHOW NpakTUKU EBpasuiickoro
SKOHOMHUYECKOTO CO103a B chepe oOpalieHus JieKapCTBEHHBIX cpeACTB (najnee - [IpaBuia).

2. WHucnexktupoBanue cooTBeTcTBUs [IpaBmiiam npoBoauTcs B paMkax (hapMaleBTHUYECKUX
MHCHEKUUH B COOTBETCTBUM C HPOLEAYpPaMH, YCTAHOBJICHHBIMH 3aKOHOAATEIbCTBOM TIOCYJapCTB -
yyieHoB EBpa3uiickoro 3KOHOMHUYECKOI'0 CO03a ¢ y4eTOM PEKOMEHJIAIH, coaepxammxcs B pasaenax Vil
u VIl Ipasui.

HcnbITarenbHble 1ab0opaTopuu rocyapcTB - WieHOB EBpa3uiickoro 3KOHOMHUYECKOI0 COr03a TaKXkKe
CUMTAIOTCSI COOTBETCTBYIOIMMHU [IpaBuiam B ciaydae, €CliM yIIOJHOMOYEHHBIM OPraHOM B COOTBETCTBUU
C 3aKOHOJATEJIILCTBOM TIoOCyJapcrBa - wieHa EBpa3suMilcKOro 5SKOHOMHYECKOIO COH3a IPU3HAHO
COOTBETCTBHE O3TUX MHCIBITATEIbHBIX JlabopaTopuil TpeOOBaHHAM JOKYMEHTOB B  o0nactu
CTaHJapTU3aL1H, NIECHTUYHBIX JOKYMEHTAM, YKa3aHHbIM B ITyHKTe | [IpaBui.

3. Hactosmee Pemenne Bcrynaer B cuily o ucredeHuu 10 xaneHIapHbIX THEH ¢ AaThl BCTYIJICHUS
B cuiy [Iporoxona, moanucanHoro 2 nexabps 2015 roga, o npucoenuHenuu Pecnyonuku ApmeHus K
CornamieHuio 0 €QUHBIX NPUHIUIAX M MpaBWiIax oOpallleHus JEKapCTBEHHBIX CPEACTB B paMKax
EBpasuiickoro skoHoMH4YecKoro coro3a ot 23 nekadbps 2014 roxa, Ho He paHee yeM o ucredyeHuu 10
KaJIeHJAApHBIX JHEU ¢ 1aThl 0(UIIMATBHOIO OMMYOJIMKOBaHUs HacTosALIero Pemenus.

Unenst CoBeta EBpazuiickoil 5KOHOMUYECKON KOMUCCHU:

Ot Pecnnyonukn Ot Pecny6onuku Ot Pecnnyonuku Ot Keipreizckoit Ot Poccuiickoit

Apmenust benapycs Kaszaxcran Pecniy6nuku ODenepannu
B.I'ABPHEJISIH B.MATIOIIEB A MAMUIH O.ITAHKPATO H.IIYBAJIOB
CKHHU B
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YT1BEpKACHBI

Pemrennem Cosera

EBpazuiickoi 3KOHOMUYECKOU KOMUCCUHU
ot 3 Hos10ps1 2016 1. N 81

NMPABUJIA
HAONEXALLEW NABOPATOPHOW NPAKTUKU EBPASUACKOIO
SKOHOMMUYECKOIO COIO3A B COEPE OBPALLEHUA
JNNEKAPCTBEHHbIX CPEACTB

1. O6uIre mooxeHus

1. Hactosmme IlpaBmiia mpuMEHSIOTCS B IENSX NMPOBEACHHUS JOKIMHUYECKUX (HEKIMHUYECKUX)
UCCIeIOBaHN 0e30MacHOCTH JIEKapCTBEHHBIX CpPEACTB U (WJIM) BEUIECTB, COACPXKAIIUXCS B
JeKapCTBEHHBIX mpemnapatax. Hacrosmme [lpaBuna pa3paboTaHsl € [ENbI0  TapMOHU3ALUHU
MEXIYHApOJHBIX JOTOBOPOB MU AKTOB, COCTABISIOIIUX MPaBO EBpa3zuiickOro 3KOHOMHUYECKOTO COM03a
(manee - Coro3), B 001acTu 00pallieHus JICKaPCTBEHHBIX CPEJICTB C 3aKOHOAATENIbCTBOM EBporeiickoro
coro3a B 3TOU o0mactu ¢ yyeToM TpeboBaHuil EBpomneiickoro coro3za u OpraHuzaiuu 3KOHOMHYECKOTO
corpyaanuectBa u pazsutus (ODCP). Ilpu stom Obun ucnonb3oBaHbl MokymMeHTHI ODCP cepuun
"l[lpuHuunel  HajuIekKameld  abopaTopHOM  MPAaKTUKA W MOHUTOPHMHTAa  COOTBETCTBHSA'":
ENV/MC/CHEM(98)17 (OECD - Ipunrunsl Haiexariei 1aboparopHoit npaktuke), OECD/GD(95)66
(PykoBoactBo mo mpoueaypam MoHuTOpuHra cootBercTBusi mpuHmunam GLP), OECD/GD(95)67
(PykoBOACTBO 1O MNPOBENCHHIO WHCIEKIHMK HCIBITATENFHBIX LEHTPOB W ayIWUTOB HCCIIEIOBAHHIA),
OCDE/GD(95)115  (Ilpumenenue mnpuHuunoB GLP K KOMIOBIOTEpU3UPOBAHHBIM  CHCTEMaM),
ENV/IM/MONO(99)20 (OGecrieueHue kadecTBa B  cooTBeTcTBUM ¢ mnpunHnunamu  GLP),
ENV/IM/MONO(99)23  (Ilpumenenue mnpuHuunoB GLP Kk KpaTKOCpOUHBIM  HCCIEIOBaHHSIM),
ENV/IM/MONO(99)24 (Posib u 00s3aHHOCTH PYKOBOJUTENSI HCCJIEAOBAaHUN B COOTBETCTBUU C
npurmunamMu GLP), ENV/MC/CHEM(98)16 (Pomp u 00s3aHHOCTH CIIOHCOpa B COOTBETCTBHH C
npuHuunamMu  GLP), ENV/JM/MONO(2002)9 (Opranuszanusi W yOpaBlI€HHE HCCIEIOBaHUIMM,
OPOBOJAMMBIMH ~ Ha  HECKOJBKHUX  HCCIEMOBATENbCKUX  IuIomankax), ENV/JM/MONO(2004)26
(ITpumenenune npununos GLP k uccnenoBanusm in vitro), ENV/IM/MONO(2007)10 (Opranuzauus u
KOHTPOJIb apXHUBOB).

2. Hacrosmue IIpaBuia npuHUMAOTCS B LENSX 3allIUThl 3/I0pPOBbS YEJIOBEKA, OOEcCreueHus
COIOCTAaBUMOI'O KayeCcTBAa PpE3yJIbTAaTOB JOKIMHMYECKHX (HEKIMHUUYECKHX) HCCIENIOBAaHMA B paMKax
Coro3a, ycTpaHeHUsl TEXHUYECKUX OapbepoB BO B3aMMHOW TOPrOBJI€ U MPUMEHSIOTCS MPU MPOBEIECHUU
JOKIMHUYECKUX  (HEKIMHUYECKMX) HCCIeOBaHUNH  OE€30MacHOCTH  BEIIECTB, COJEpXKallUXcsi B
JIEKapCTBEHHBIX CPE/ICTBAX.

3. HcnbiTyemble OOBEKTHI MOTYT OBITh KaK CHHTETHUECKOW TMPHPOJBI, TaKk U OHOTEHHOIO
IMPOUCXOXKIACHUA, a TaKXKE IPCACTABIIATH co00ii JKUBEIE OpraHnu3MablI. Hem)}o HccjIea0BaHuA 3JTHX
O0OBEKTOB SIBIISIETCA MOJIyUYeHHE TAaHHBIX 00 MX CBOMCTBaX M (MiIM) OE30MAaCHOCTH JUIsl 30POBbs YellOBEeKa
1 OKPYKAaIOIIEH Cpeabl.
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4. ConocTaBUMOE KaueCTBO PE3YJIbTATOB UCIIBITAHUM SIBJISIETCS OCHOBOM JIJIsi B3AMMHOI'O ITPU3HAHUS
YIOJTHOMOYEHHBIMH OpraHaMu rocynapcts - wieHoB Coro3a (fajiee - rocyapcTBa-4ieHbl) MOTyUYeHHBIX
JAHHBIX, YTO TO3BOJIUT UCKIIOYUTH JOTOJHUTEIbHBIE U3/IEPKKHU, CBSI3aHHBIE C TOBTOPHBIM MPOBEICHUEM
JTOKJIIMHUYECKUX (HEKJIMHUYECKUX ) UCCIE0BaHUHN B KaX/10M TOCYy1apCTBE-UJICHE.

5. JloxinHuYeckue (HEKIMHUYECKHE) HCCIEAOBaHUS M HEKIMHUYECKHE  HCCIICOBAHUSA
0€30IacCHOCTH ISl 3JI0POBbSI UEJIOBEKAa M OKPYXKAIOIIEH Cpe/ibl, B OTHOIICHUU KOTOPBIX MPUMEHSIOTCS
Hacrosue [IpaBuna, BKIIOYAIOT B ce0s paboTy, MPOBOJUMYIO B TAOOPATOPHUH U BUBAPUH.

6. Hacrosmue IlpaBuna mnpuMeHsSIOTCS B OTHOUIEHHM JOKIMHUYECKMX (HEKIMHUYECKHUX)
UCCIIeJ0BaHUM OE€30MaCHOCTH AJIS 370POBbsI UEJIIOBEKA M OKPYXKAIOLIEH cpelbl, MPOBEJCHUE KOTOPBIX
HE00XO0AMMO JUIs PErMCTPALIUH JIEKAPCTBEHHBIX CPEJICTB.

II. Onpenenenus

7. I[J'IH HeJei HacTOSIIMX HpaBI/IH HCIOJIB3YIOTCS IMOHATHA, KOTOPBIC O3HAYAIOT CJICAYIOLICC:

"anmapatHoe oOecmneuenne" (hardware) - ¢u3MUeckne KOMIOHEHTHI KOMIBIOTEPU3UPOBAHHON
CHCTEMBI, BKIIIOYasi KOMITBIOTEP U €ro neprdepuitHbie KOMIIOHEHTHI;

"acentmueckue ycnoBus'" (aseptic conditions) - ycimoBus pabodel cpenbl, MPH KOTOPBIX
BO3MOYKHOCTh MUKPOOHOTO U (WJIM) BUPYCHOTO 3apasKeHUsI CBEJICHA K MUHUMYMY

"aymut uccrnenopanus” (study audit) - cucremMarnyeckoe, HE3aBHCHMOE M JIOKYMEHTUPOBAHHOE
CpaBHEHHE TMEPBUYHBIX AAHHBIX M HUMCIONICH K HUM OTHONICHHE HH()OPMAIUU C MPOMEKYTOYHBIM H
3aKIIIOYUTCIIBHBIM OTYETOM C LCJIbIO OIPCACICHHUA TOYHOCTH MNPCAOCTABJICHHA IICPBUYHBIX JaHHBIX,
[POBEJICHUS UCIBITAHKS COTJIACHO TUIAHY MCCIICIOBAHHS M CTAHAAPTHBIM OIEPAIIMOHHBIM MPOIEAYypaMm,
MMOJIYYCHUA I[OHOJ'IHI/ITeJ'II)HOI\/JI I/IH(i)OpMaHI/II/I, HEC y1(a3aHHOI>i B OTYETC, U ONPCACICHUA CTCIICHU BJIWSHHA
METOIOB, IPUMEHSIEMBIX MPH MOJIYUYECHHH JTaHHBIX, HA JOCTOBEPHOCTh ATHX JAHHBIX Y BCEX BOBIICYCHHBIX
B MCCIICZIOBAHHUE CTOPOH;

"Banupanua" (validation) - JOKyMeHTalIbHOE MOATBEP)KJIEHHE TOTO, YTO MPOLECC, MPOBOJUMBII B
npejenax yCTaHOBIEHHBIX MapaMeTpOB, MOXKET OCYHIECTBIATHCA d()(HEKTUBHO M C BOCIPOU3BOIUMBIMU
pe3yJbTaTamy;

"Bamumanus KOMIIbIOTepu3upoBaHHOW cucteMbl" (validation of a computerised system) -
JOKYMEHTAJIbHOE MOATBEPKIACHUE BHICOKON CTENEHU TapaHTUU COOTBETCTBUS KOMIBIOTEPU3UPOBAHHOM
CHUCTEMBI OIpECaACIICHHBIM XapaKTCPHUCTHUKAM, a JaHHBIX, IMoJIy4aCMbIX C IIOMOIIIBFO 3TOU
KOMITBIOTEPU3UPOBAHHOMN CUCTEMBI, - 33JJAHHOMY YPOBHIO KaueCTBa U JIOCTOBEPHOCTH;

"Benymuii (OTBETCTBEHHBIN) uccieaoBarens” (principal investigator) - 1Mo, KOTOpoe B ciiydae
MIPOBEJICHUS] MCCIEIOBAaHNN HAa HECKOJIBKHX TUIOIMIAKaX (MyIbTHUIICHTPOBBIC HCCIEIOBAHUS) JIEHCTBYET
OT WMCHH pPYKOBOJUTENSI WCCIICJOBAaHUS W HECET OTBETCTBEHHOCTh 3a OIpe/aeicHHbIe (Da3sl
UCCIIeTOBAHMS;

"suBapuii" (vivarium) - 37jaHHe WIK OTEIBHOE MOMEIICHHUE TIPH UCCIIEA0BATEILCKOM OpraHu3aIny,
KOTOpBIE TpeJHA3HAYEHBI JJIs COACpkKaHHsS Ta00paTOPHBIX >KUBOTHBIX B COOTBETCTBUU C MPABOBBIMU
HOpMaMH HNCITOJIB30BaAHUA JKUBOTHBIX npu IMPOBCACHUHN JOKIIMHNYCCKUX (HeKJ'II/IHI/I'-IeCKI/IX)
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uccienoBanuii. BuBapuii MokeT ObITh OO€cleueH YCIOBUAMU U OOOpYNOBAaHUEM JJsi IPOBEACHUS
HKCHEPUMEHTOB HaJ COAEPIKALIMMUCS KUBOTHBIMU, a TAKXKE BBIMOJHATH (DYHKUIUU MUTOMHHUKA JJI UX
pa3BencHUS;

"reHHas TpaHcheknua' (gene transfection) - BBeAeHUE YyKepoaHOU, momosiHMTeNnbHON JIHK
(OIMHOYHBIC WJIM MHOYKECTBEHHBIC TEHBI) B KIICTKY-XO035MHA,

"mata Havasa ucciaenoBaHua" (study initiation date) - gaTa moamMCaHMS IUTAaHA HWCCIIECIOBAaHUS
PYKOBOJHUTENIEM HCCIEAOBAHNUS,

"mata Hadajma JKcrepuMeHTa" (experimental starting date) - gata moOJdydeHHsS TEPBBIX
CHEeM(PUICCKIX JAHHBIX UCCIICIOBAHMS;

"mara oxoHuaHusi uccnenoBanusa" (study completion date) - mata moamucaHus 3aKIFOYUTEIBHOTO
OTYeTa PYKOBOJIUTEIIEM UCCIICIOBAHHS,

"mata oxoHuYaHuUs dKcriepuMeHTta’ (experimental completion date) - mocnenHui AeHb MONTyYeHUs
TAHHBIX B HCCJICIOBAHUY;

"morosop" (contract) - moamucaHHoe cornamieHue (B MUCBMEHHOW (OpMe ¢ yKa3aHHEM [aThl
HOJNUCAHNSA) MEXAYy ABYMs Wi Oojiee CTOPOHAMHM, COJEpiKallee JOTOBOPEHHOCTH, KaCaIOIINECs
pacnpezneneHuss oObema pabOT, MpaB, OOS3aHHOCTEH, M TpPH HEOOXOJMMOCTH pETryJIHpYyIoIiee
(buHAHCOBBIE BOIIPOCHI,

"moknuHuYeckoe (HekimHu4eckoe) uccienoBanue" (preclinical study (trial)) - xumudeckoe,
¢usnveckoe, OMOJIOTHUECKOE, MHUKPOOHOIOTHYEcKoe, (HapMaKOJIOTHIECKOE, TOKCHUKOJIOTHYECKOEe |
JAPYroe SKCIECPUMEHTAILHOE HCCIICOBAHUE WM CEPHUs HCCICIOBAHUN MO HM3YYCHHUIO HCCIIEIyeMOro
BelIecTBa (JIEKAPCTBEHHOTO CPECTBA) ITyTEM MPUMECHECHHS HAYYHBIX METOJOB OIICHOK B IEJISAX U3YyUCHUS
crenugpuIeckoro AeMcTBrs U (WIK) A0Ka3aTeNbCTB 0€30MaCHOCTH IS 310POBbs YEIIOBEKA;

"nokymenTanusa" (documentation) - oQOpMIIEHHbIE B YCTaHOBJIEHHOM MOPSAJKE 3alUCH JHOO0Tro
BUJA, ONHCHIBAIOIIME JHMOO PETHUCTPUPYIOLIME METO/Abl, OpraHu3aluio U (WIU) Ppe3yJbTaTbl
JOKIIMHUYECCKOI'O (HCKJ'II/IHI/ILICCKOFO) HCCIICO0OBaHHUA JICKAPCTBCHHOI'O CPCACTBA, q)aKTOpI)I, BIIMAIOIINEC HaA
UCCIIeIOBaHKE, U IPUHATHIE MEPHI;

"usMeHeHus IutaHa wuccnenoBanus” (study plan amendment) - mnpeaHaMepeHHbBIE IMOMPABKH
(U3MEHeHUs), BHOCUMBIE B IJIaH UCCIIE0BAHUS 1OCIIE IaThl Hayalla UCCiel0OBaHUs;

"uHcnekTop" (inspector) - U0, MPOBOJAIIEE HHCIEKIIMU UCIBITATENbHBIX JIA0OPATOPUI U ayAUTHI
JOKIMHUYECKUX (HEKIMHUYECKUX) UCCIIE0BAaHU JIEKAPCTBEHHBIX CPEACTB OT UMEHH YIMOJHOMOUYEHHOIO
Oprasa;

"MHCTIEKIIMs UCHbITaTeNnbHON nabopatopun” (test facility inspection) - mpoBepka Ha MecTe
VIIOJTHOMOYEHHBIMHA OpraHaMH TIPOLEAYp W TPAKTHUYECKUX JCHCTBHHA JIA0OPATOPUU [UIS OLEHKH
COOTBETCTBHS IPUHIMIIAM HaJJIeKalleld 1abopaTOpHON MPaKTUKU. B Xo/1e Takoil MHCTIEKIUU U3ydaroTcs
CTPYKTypa YIpaBIeHHs U ONEPAMOHHBIC TIPOIIEYPhl HCIIBITATEIILHOW J1a00paTopru, HHTEPBBIOUPYETCS
OCHOBHOHM TEXHHYECKHMI NEepCOHaN, MPOBEPSAIOTCS KAaueCTBO M JOCTOBEPHOCTh JIAHHBIX, MOTYYEHHBIX B
nabopaTopuH, ¥ B 3aKIIFOYCHNAE TOTOBUTCS OTUET;
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"ucnpITaTeNbHAS MIomaaKa" (test site) - MecTo MpoBEICHUS KaKOTO-TU00 3Tara UCCIICJOBAHHS,

"Hccie0BaHMe Ha HECKONbKHX Iuiomaakax" (multi-site study) - uccrnemoBanue, $hasbl KOTOPOTo
npoBosATcs Oosiee yeM Ha | mumomazake. VccrnemoBaHus Ha HECKOJNBKHX IUIOIIAAKAX MPOBOIAT, €CIU
HEOOXOJIMMO HCIOJIb30BaTh reorpaduvyecku yJalleHHbIC, OPTaHU3allMOHHO O000COOJICHHBIE WM WHBIM
0o0pa3oM OTJENICHHbIC HUCHBITATENbHBIE TUIOMAAKH. K HHUM MOXET OTHOCHTHCS OTIEN OpPTraHU3AIlHH,
OCYIIECTBISIONIMNA (YHKIIMU HCIBITATEIBHON IIOMIAJKK, €CJIM JIPYrOM OTHEN 3TOH KE OpraHu3aluu
OCYIIECTBISIET PYHKIIMH UCIIBITATEILHON JabopaTopuu;

"uccnenoBanus in vitro" (In vitro studies) - ucciemoBaHus, B KOTOPBIX B KaueCTBE TECT-CHCTEM
UCIIOJIL3YIOTCS. HE MHOTOKJICTOYHBIE II€JIOCTHBIE OPTraHW3MbI, a2 MHUKPOOPTaHU3MBI, WIH MaTepua,
W30JIMPOBAHHBIN OT IEJOCTHBIX OPTaHU3MOB, WM MX MMHUTAIMs. BONBIIMHCTBO MCCIEIOBAaHMMA in Vitro
SIBIITFOTCST KPATKOCPOYHBIMHU HCCICNOBAaHUSMU. J[s1 TakMX WCCIEAOBAaHUN CIIEyeT WCIOIh30BaTh B
Ka4eCcTBE PYKOBOJICTBA MoJIoKeHusI nprtoskeHust N 1 k Hactosum [IpaBuiiam, 4ToObI 00JIErYUTh paboTy
PYKOBOJIUTESI KICCIIEIOBAHUS U OT/IeIa 00ecTieueH s KauecTBa;

"uccienoBaTtenbCKkas oOpraHuzanus (WcmbITaTenbHbIM 1eHTp)" (test facility) - maGopaTtopus
(opranmzanus), UMEIONIas HEOOXOAMMYIO MaTepHUATbHO-TEXHHUYECKYI0 0a3y W KBaJH(HIMPOBAHHBIN
MIEPCOHAN ISl MPOBEICHHUS JOKIMHUYCCKUX (HEKIMHUYECKUX) UCCICIOBAHUN JICKAPCTBEHHBIX CPEJICTB B
COOTBETCTBYIOIIEH 001acTH;

"uccieqyeMoe BEIIeCTBO (JIEKapcTBEHHOE cpeAcTBO)" (test item) - BemiecTBO (JIEKapCTBEHHOE
CpPEACTBO), MOAJIEKAIIEE UCCIIETOBAHMIO;

"ucxomHblit Koxa" (source COOe) - OpurMHajbHAas KOMIIBIOTEpHAs MPOrpaMMa, COCTAaBIICHHAs B
MPUTOJHON Ui uTeHus Gopme (Ha S3bIKE NMPOrpaMMHMPOBAHMS), KOTOPYIO HEOOXOAMMO IEPEBECTH B
MAaIIMHOYUTAEMYIO (hOpMY, IPEXK/Ie YEM OHA MOXKET ObITh UCIIOJIHEHA KOMIIBIOTEPOM;

"kanmOpoBka" (calibration) - COBOKYITHOCTh OTEpAIlHii, YCTAaHABIMUBAIOIINX COOTHOIIEHUE MEXKIY
3HAYEHUEM BEIUYHMHBI, IOJYYCHHBIM HCIOJIb3yeMbIM MPUOOPOM, M 3HAYEHUEM OTOW BEJIHUYHHBI,
OTIpPEIENIIEMBIM C TIOMOIIBIO STAJIOHA;

"knetounsle muHUU" (cell lines) - kneTKH, KOTOpbIE MOABEPTIIMCH TEHETUYECKOMY M3MEHEHHUIO JI0
MMMOPTAIM3AIMA M KOTOPBIE BCJEACTBHE JTOTO CIOCOOHBI Pa3MHOXAThCS B TEUCHHME MPOJJICHHBIX
MIEPHUOIOB in Vitro ¥ MOTYT YBEIHUMUBATHCA U TIOJIBEPTaThCs KPUOKOHCEPBAIIMU B OaHKE KIIETOK;

"KOMIIBIOTEpU3UpOBaHHas cucteMa" (computerised system) - rpynmna KOMIOHEHTOB amnapaTHBIX
CPEACTB U CBSI3aHHOTO C HMMH IPOrPpaMMHOTO OOecledeHus, a Takxke JabopaTOPHOro MPUOOPHOTrOo
000py/10BaHUsl, CBA3aHHOI'O MJIM HHTETPUPOBAHHOTO C KOMIIBIOTEPOM, pa3pabOTaHHBIX M COOpPaHHBIX JJIS
BBITOJIHEHUS ONpeAETIeHHON (PyHKIIMM WK TPYNIbl QYyHKIMM;

"KOMITBIOTepHAst Oe30macHOCTh" (computer Security) - oOecriedeHHe 3allUThl KOMIBIOTEPHOTO
anmapaTHoro ¥ MPOTPaMMHOrO oOecredyeHuss OT CIy4yalHOTO WJIM  YMBIIUICHHOTO JOCTYyIa,
HUCIIO0JIb30BAaHUs, MO)II/I(l)I/IKaHI/II/I, YHUYTOXCHHNA WUJIW pas3rjIalliCHUsA. Takas 0e30m1acHOCTEL OTHOCHUTCS TaKKe
K TEepCOHaly, JaHHbIM, KOMMYHHKAIlMOHHBIM CBs35M, (U3MYECKOW M  JIOTHUECKOW 3alluTe
KOMITBIOTCPHBIX I/IHCTaJ'IJ'ISH_[I/II\/II;

"koHTpoJb M3MeHeHuil" (change control) - mocTossHHAs OlLlEHKA U JOKYMEHTHUPOBAaHHE CHUCTEMHBIX
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onepaum”l M U3MEHCHUM C ILIEIbIO OIIpCACIICHUA H€06XOI[I/IMOCTI/I IMPOBCACHUA IMTPOLECCa BAIMJAIIUU TTOCJIC
MOSBJIEHUS B CHCTEME KaKHX-JIHOO H3MEHEHHUH. KOHTpOHB W3MEHEHHMI KacaeTcsi HE TOJbKO
KOMIIBIOTCPU3HUPOBAHHBIX CHUCTCM, HO W [AOPYrux MponecCcoB, CBA3AHHBIX C JOKIIMHUYCCKUM
(HGKJ’II/IHI/ILIGCKI/IM) HCCICOOBAHUEM, ITIPOBOAMMBIM B COOTBETCTBUHU C HACTOAIIUMU HpaBI/IHaMI/I;

"koHduneHmaabHocTh" (confidentiality (privacy)) - HE0OXOOUMOCTh XpaHCHHUsS B TailiHe
uH(pOpMAIIMH, TPUHAJISKAIIEH CIIOHCOPY U (MJIH) UCIIBITATEIbHON JIAO0paTOpHH;

"kpaTkocpouHoe wuccienoanue” (short-term study) - wucciemoBaHue, MPOBOJUMOE B KOPOTKHE
CPOKH C TPUMEHEHHEM CTaHAAPTHBIX MIMPOKO PACIIPOCTPAHEHHBIX METOIOB;

"kputepun mpueMku" (acceptance criteria) - JOKYMEHTAJIbHO IIOATBEPXKACHHBIE KPHUTEPHH,
KOTOPBIM HEO0OXOIMMO COOTBETCTBOBAaTh JUIsl YCIEIIHOIO 3aBEpIIECHUs ATala HUCCIENOBaHUS WU
BBITIIOJTHEHUS TPEOOBAaHUM MIOCTaBKH;

"kputuueckue ¢aspl" (critical phases) - ompeneneHHbIe MPOLEAYPHl WM BHUABI JCSITEILHOCTH B
paMKax HCCIIeIOBaHMS, TOYHOE U MPABUIHBHOE MCIIOJIHEHHUE KOTOPBIX SBJISETCS HEOOXOIUMBIM YCIOBHEM
JUISL Ka4eCTBa, JOCTOBEPHOCTH U HAJIC)KHOCTH TIOJY4aEMBbIX PE3yJIbTaTOB HCCIICIOBAHNUS;

"MOHUTOpPHHT" (Monitoring) - MpoIeaypa KOHTPOJISI COOTBETCTBUS MIPOBOIUMOTO JOKIMHUYECKOTO
(HEKJIMHMYECKOT0) UCCIIeIOBAaHUs. U OOecreueHus ero MpoBeleHHs, cOopa AAHHBIX U IPeJCTaBICHUS
pe3yJIbTaTOB UCCIIEJIOBAHMS IUIaHY, CTAHJAPTHBIM OIEPAIlMOHHBIM TNpOLEeAypaM M TpeOOBAHUAM
Hacrosmux [Ipasu;

"Haayexkamas j1abopaTopHas TpakTHka (mpaBwia jaboparopHoit mpaktuku)' (Good Laboratory
Practice, GLP) - cuctema TpeGoBaHMii K OpraHM3alUH, UIAHKPOBAHUIO U TMPOBEACHUIO TOKIHHUICCKUX
(HEeKJIMHUYECKUX) HCCIIEJOBAaHUM BELIECTB (JIEKAPCTBEHHBIX CPEACTB), O(QOPMIICHHUIO pE3YJIbTATOB U
KOHTPOJIIO KaueCTBa YKa3aHHBIX UCCIICOBAHMIA;

"HEKJIMHIYECKOE HCCIIeIOBaHNE OE€30MacHOCTH ISl 3/I0POBbSl YEIOBEKAa M OKpYXaroliehd cpenl"
(non-clinical health and environmental safety study) - onbIT uH cepust ONBITOB, B KOTOPBIX HCCIIEAYEMOE
BEICCTBO TMPOXOJUT TMPOBEPKY B JA0OPATOPHBIX YCIOBUSX HIM B OKPYKAMOMIEH cpele C Ielbio
MOJIyYeHHs JaHHBIX O €ro CBOWCTBax W (WJIK) O€30MacHOCTH, HAMpaBIsICMbIX B YIMOJHOMOYEHHBIC
OpraHsbl;

"Hocutenb (pacTBopuTenb)' (vehicle) -  BemecTBo, HCMONB3yeMOe JUIS  CMEIIWBaHUSA,
JUCTIEPTUPOBAHUS MJIM PACTBOPEHUS MCCIEAYEMOTO BEIIECTBA (JIEKapCTBEHHOI'O CPEICTBA) UM 0Opaslia
cpaBHEHMsI (KOHTPOJIBHOTO 00pa3la) u MO3BOJISAIONIee 00JIETYUTh €r0 BBEJICHUE B TECT-CUCTEMY;

"obecrnieuenne kadectBa" (quality assurance) - COBOKYIMHOCTh CHCTEMATUYECKMX W TUIAHOMEPHBIX
NEHCTBHUM, O00ECIeunBarOIUX COOTBETCTBHE MPOBOJAUMOIO HCCIEIOBaHUS TPEeOOBAaHUSM HACTOSIIUX
[IpaBui;

"oOpa3zer; cpaBHEeHUS (KOHTPOIBbHBIN 0Opasen)" (reference item (control item)) - oOpaser BemecTBa
(JTeKapCTBEHHOTO  CpPEJCTBA), WCIOJB3YeMBIH JUISI CpPaBHEHHS C  HCCICAYEeMBIM  BEIISCCTBOM
(JlekapCTBEHHBIM CPEJICTBOM) U OILEHKH HAyYHBIMH METOJaMHU 0€30MacHOCTH HCCIEAYyeMOTO BEIIeCTBa
(JTeKapCTBEHHOT'O CPEJICTBA) MTyTeM TAaKOTO CPABHEHHS MX (DU3MUCCKHX, XUMUYCCKUX, OMOJIOTHICCKUX U
(hapMaleBTHUECKUX CBOWCTB;
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"oOpa3iel (poOb1)" (specimen (supplements)) - MaTepuanbl, MOTYYCHHBIE W3 HCIBITATECIHHON
TECT-CUCTEMbI C LIEJIbI0 U3YUYCHUS, aHAIM3a UIIH COXPAHCHUS;

"oOmienpru3HaHHble TexHUYeckue crangapthl" (recognised technical standards) - crammapTsi,
NPUHATBIC HAMOHAIBHBIMH WJIM MEXKAYHApOIHBIMU opranamMu 1o craaaptuzanuun  (COCT,
MEXTrocyapcTBeHHble cTaHaapthl), cranaaptel OECD Organisation of Economic Co-operation and
Development (Opranuzanuu >KOHOMHYECKOTO COTpyAHMYecTBa W pasButus), [SO, International
organization for standartization (MexnyHapoaHoit opranuzamuu no crannaprusanun, MCO), IEEE,
Institute of Electrical and Electronics Engineers (MHcTUTyTa HWHXEHEPOB IO JJIGKTPOTEXHUKE U
AJIEKTPOHUKE) U T.1.);

"opran 1Mo KoHTpoiro coOmoaeHus Hacrosuwmx IlpaBun" (GLP monitoring authority) - opran
roCy/lapCTBa-4wiICHa, YIOJTHOMOYEHHBI Ha TIPOBEACHHE KOHTPOJS COOJIIOJICHUSI WCTBITATSIIbHBIMU
nabopaTopussMd Ha TEPPUTOPHH TOCYJapCTBa-wieHa HACTOSIUX [IpaBuil TIpU  BBINOJHEHHU
JOKJIIMHUYECKUX (HEKITMHUYECKHX ) HCCIICIOBAaHUH JIGKAPCTBEHHBIX CPE/ICTB;

"ocHoBHOI Tpaduk" (master schedule) - rpaduk pabor 0600maroNIIEro ypoBHS, OTpa)KarOIIUN
TEKYIIYI0 HH()OPMAIIHIO O CTAIUU M COCTOSIHUU BCEX MCCIICIOBAHUI B HCIIBITATEILHOM LICHTPE;

"oTKJIOHEHUE OT miaHa uccinenoanus” (study plan deviation) - HempenHaMepeHHOE OTCTYILICHUE
OT TJIaHA MCCIIEJIOBAHUS TTOCIIE IaThl Hauasa UCCIIEI0OBaHMS;

"mareHTOBaHHBIN Matepuan" (proprietary material) - marepuan, 3anMIICHHBINA 3aKOHOIATEIHLCTBOM
rocygapcTBa-ujieHa (0 TaTeHTaX, aBTOPCKOM IIpaBe WM TOBAapHBIX 3HAKaX) OT HE3aKOHHOTO
UCIOJIb30BaHNUS;

"mepBuYHbIe NaHHbIE" (raw data) - MCXOIHBIE 3alMCH M JOKYMEHTAIUs (MX 3aBEPEHHBIC KOIIHMH)
KOTOpbIE SIBJSIFOTCSL  PE3YJIbTATOM IE€PBOHAYAIbHBIX HAONIOJEHUA M JIEATENIbHOCTH B IIpoliecce
uccinenoBanus. llepBuuHble OaHHBIE MOTYT TaK)Ke BKJIOYaTh B cebs, Hampumep, Qororpadum,
MUKPOQWIbMBI WM  MHUKPO(UIIM, MAIIUHOYMTAEMbIE HOCUTENM, MPOAUKTOBAHHbIE HAOIIOACHUS,
3alMCcaHHble JAaHHbIE C AaBTOMATH3MPOBAHHOM ammapaTypbl WIM JIOObIE JPYTHUE€ CPEICTBAa XpaHEHUS
uHpopMalnu, criocoOHble 00ecTIeunTh HaJle)KHOEe XpaHeHHe MH(OopMaIK B TEYEHHE MeproJia BpEMEHH,
yKa3aHHOTO B pazzene VI Hacrosuux [Ipasw;

"mepBuYHble KieTKH" (primary cells) - KJIETKH, M30JIMPOBAaHHBIE U3 OpraHU3Ma >XMBOTHOTO WU
PacTUTEIBLHOIO UCTOUYHMKA U UMEIOIINE OIPAaHUYEHHYIO MPOI0JKUTENbHOCTD )KU3HH;

"mepekpecTHOe 3arpsizHeHue" (cross-contamination) - 3arpsi3HEHHE MCCIIEAYeMOro BelIecTBa JIMOO
TECT-CUCTEMbl IPYIMM HMCCIEAYEMbIM BEUIECTBOM WM JIPYrod TECT-CUCTEMOM, KOTOPOE MPOUCXOIUT
HENpPEeIHAMEPEHHO U IIPH KOTOPOM HApYIIAETCs CTENEHb XMMHUYECKON YMCTOTBI HCCIIENYEMOTO BEIIECTBA
WM TTIOBPEKIACTCS TECT-CUCTEMA;

"nepudepuiinpie KoMmmoHeHTH" (peripheral components) - m000e CBS3aHHOE € TOMOIIBIO
uHTepdeiica obopynoBaHue MO0 BCIIOMOTraTeNIbHbIE WM YyJaJleHHbIE KOMIIOHEHTHI, B TOM YHCIE
MPUHTEPBI, MOJIEMbI, TEPMUHAJIBI U T.1.;

"mnaH (MpoTOKoJ, mporpamma) wuccienoBanus” (study plan) (mamee - mimaH) - JIOKYMEHT,
COJIEp>KaIlfii OCHOBHBIE 33/1a4l, METOJIOJIOTHIO, MPOLIETYPhI, CTATUCTUYECKUE ACTIEKTHI, OPraHU3aIUI0 U
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IJIJAHUPOBAHUE PECYPCOB JIOKJIMHUYECKOTO (HEKIIMHMYECKOT0) HCCleoBaHusl (BKIIOYAsl €ro 3Tambl U
4acTH), a TAKXKe MEPbI 110 00eCIeYeHNI0 0€30IaCHOCTH YYaCTBYIOIUX B HEM CUCTEM;

"moBepka cpeactBa u3MmepeHuit" (verification of instrumentation) - COBOKYMHOCTH ONeEpalyid,
BBIMIOJIHSIEMBIX TOCYJapCTBEHHON METPOJIOTHYECKOH CIy:)KOOH WM JPYrMMH aKKPEJUTOBAHHBIMU
IOPUINYECKUMU JIMLIAMU C LENBI0 ONpPEICNCHUsI U MOATBEPXKICHUS COOTBETCTBHS CPEICTBA M3MEPEHUI
YCTaHOBJIEHHBIM METPOJIOTUYECKUM TPEOOBAHUSM;

"moctaBmuK" (supplier) - IOpHIMYECKOE JIMIIO, BBHIMOJNHAIONIEE B paMKax JIOTOBOpa C
UCHBITAaTEIbHON J1abopaTtopueil o0s3aTenbcTBA MO 00ECHEUEHMIO OOOpYIOBAaHUEM, pPEaKTHBAMU,
pacxXoJHbIMH MaT€pruajiaMu, TCCT-CUCTCMAaMU JOKIIMHUYCCKUX (HGKJII/IHI/I‘-IGCKI/IX) HCCHCHOB&HHﬁ;

"mpueMouHOe wHcHbITaHue" (acceptance testing) - BBIMOJHEHHOE 110 YCTaHOBJICHHOW (opme
UCTIBITAHUE KOMITBIOTEPH3UPOBAHHON CUCTEMBI B TIPEAIIOIaraeMoi paboueil cpesie ¢ Iebio OnpeeIeHus
COOTBETCTBUSI OTOW CHCTEMbl KPUTEpUSM TMPUEMKH HCHBITATENIbHOM sabopaTopuu, a Takke
MIPUEMIIEMOCTH CUCTEMBI ISl KCIUTyaTalluu;

"mporpaMMHOe o0ecreYeHue - onepannoHHas cucrema" (software - operating system) - nporpamma
WK Habop Mporpamm, CTaHIAPTHBIX (PYTUHHBIX) IPOrpaMM M HOAIPOrpaMM, KOHTPOIUPYIOIIUX padoTy
KoMIbroTepa. OnepanyoHHas CHCTEMa MOXKET IPEJOCTAaBUTh TaKHE YCIYIH, KaK paclpeleleHHue
peCypcoB, IUIaHUPOBaHKUE paboT, yIpaBiieHUE BBOAOM (BBIBOJAOM) U YIIPABJICHUE JAHHBIMU;

"mporpammHOe obecrieuenue - npuitokenue” (software - application) - nporpamma, nmpuodpeTeHHas
WK pa3pabdoTaHHas, aJalTHPOBAHHAS WU TPHUCIIOCOONICHHAS K TPeOOBAHMSIM HCIBITATSILHOM
71a00paTOPUH C IEJIBI0 KOHTPOJIS MPOIECCOB, cOopa, 00pabOTKH, IPeACTaBICHUs U (MJIM) apXHUBUPOBAHUS
JaHHBIX;

"pesepBHOe KomupoBanue" (back-Up) - Mepa, mpeanpuHUMaeMasi Ui BOCCTaHOBICHHsS (ailaoB
JAHHBIX W TPOTPAMMHOTO oOOecredeHusi, BO30OHOBIEHUs OOpPaOOTKM JaHHBIX WJIM HCIOJIb30BaHUS
aIbTEPHATUBHOTO KOMITBIOTEPHOTO 000PYAOBAHUS MTOCIIE CUCTEMHOTO COO0s WIIH aBapuH;

"pestome (aBroOHWoOrpadus)" (curriculum vitae) - HOKYMEHT, MOJTBEPKIAIONINI 00pa3oBaHHE,
npodeccHoHaNbHYIO MOATOTOBKY U OTIBIT;

"pykoBoautens ucciaenoanus” (study director) - nuI0, OTBETCTBEHHOE 3a OOIIee MPOBEACHHUE
JOKJIIMHUYECKOTO (HEKJIIMHUYECKOT0) HCCIeIOBaHUSI OE€30MacHOCTH s  3/I0pOBbsS  UENOBEKA W
OKpY>Karollen Cpeibl;

"DYKOBOJCTBO HCHBITAaTEIbHOIO YywacTka" (test site management) - JuIa, Ha3HAYEHHBIE
OTBETCTBEHHBIMH 334 KOHTPOJIb 3TAIOB UCCIEAOBAHUS U IIPOBEACHUE UCCIIEI0OBAHUS COTJIACHO HACTOSAIINM
[IpaBunawm;

"PYKOBOJACTBO HCCIEAOBATEIbCKON oOpraHu3anuu (ucmelTaTenbHOro 1eHrpa)' (test facility
management) - nuna, oOJagaroNIre MOJTHOMOYMSMH M HECYIIHE OTBETCTBEHHOCTh 3a OPraHHM3allUI0 W
(YHKIIMOHUPOBAaHKE UCIIBITATENbHOMN J1abopaTOpuu coryiacHo HacTosiuM [IpaBunam;

"cepus" (batch) - onpemeneHHOe KONWYECTBO WM TapTHA HMCCIEAYEMOTo BEIIECTBa,
IIPOU3BEACHHOIO B TEUEHHUE 3apaHee yCTAaHOBIEHHOIO IMPOM3BOJICTBEHHOIO IIMKJIA B TaKOH (hopMme, Koraa
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npeanojgaracTcda OAHOPOAHOCTh COACPIKAHUA BCEIO KOJIMICCTBA (HapTI/II/I) BCIICCTBA UJIK 3TO COACPKAHUC
AOJIDKHO XapaKTECPU30BATHCA KaK TaAKOBOC,

"cucrema obecnieueHus kadectsa" (quality assurance programme) - KOMIUIEKC Mep, HalpaBJICHHBIX
Ha coOmrojieHue nepcoHanoM Hactosmux [IpaBui, npenHa3sHayeHHbIM A oOecneueHus yrpaBiIeHUs
UCTIBITATEIbHOM TabopaToprell B COOTBETCTBHH ¢ HacTosmuMu [IpaBunamu;

"crienu@uKays Ha UCCIIeayeMOe BeIIeCcTBO (JIeKapcTBEHHOE cpenicTBO)" (specification on test item)
- TOKYMEHT, CoAep KalIuii nHpopManuio 00 uccaeyeMOM BEeIecTBE (JIEKapCTBEHHOM CpE/ICTBE);

"cnenudukanus Ha TecT-cucTeMbl” (specification on test-System) - MOKYMEHT, yCTaHaBIMBAIOIIUI
TpeOOBaHUS K TECT-CUCTEMAM;

"crioHcop (pa3paboTyuK JIEKAPCTBEHHOTO CpejcTBa)" (Sponsor) - (pu3nyeckoe WM IOPUANYECKOE
JUI0, KOTOPOE WHUIMHUpYeT, obecrieunBaeT u (WIM) YTBEPKIAET TNPOBEACHHE JOKIMHUYECKOTO
(HeKJIMHUYECKOTO) ~ HMCCJICOBaHUsI OC30MacHOCTH JUISl  3JI0POBbSI  YEIIOBEKAa M AKOJIOTUYECKOM
6e3omacHOCTH, 0(OPMIIET 3aKa3 U HECET OTBETCTBEHHOCTH 32 OPraHU3alNI0 U (PMHAHCHPOBAHUE TAKOTO
UCCIICIOBAHHS,

"cranmapTHble onepanuoHHble mponenypel (COII)" (standard operating procedures (SOPs) -
JOKYMEHTAJIbHO O(OPMIICHHBIE ITPOLEAYPHI, B KOTOPBIX ONHUCAH CIOCOO MPOBEJCHUS MCCIIEeI0OBAHUS MU
OCYILIECTBIICHUS JI€ATEIbHOCTH, HE H3JIOXKEHHBIM MOAPOOHO B IUIaHE (IIPOTOKOJIE, MpOrpamMMme) MU
yKa3aHMsIX 110 IPOBEICHUIO UCCIIEJOBAHUM;

"tecT-cucrema" (test system) - ucHoip3yemass B MCCIEJIOBAaHUU OMOJIOTMYECKas, XUMHUYECKasd,
¢du3nueckas cucTeMa, aHATUTHYECKOEe 000PYIOBaHNE WIIH MX KOMOWHAIINS;

"TOKCHKOreHOMHKa" (toxicogenomics) - HCCIIEJOBaHME pPEAKIMH TEeHOMa Ha cTpecc-(aKTophl
OKpY)Kalolleld cpensl WIM TOKCHYHBIE BEIIECTBA C IIENbI0 ONPENENCHHS COOTHOUICHUS MEXIY
TOKCHUYCCKUMHU PCAKIUAMU Ha TOKCHYHBIC BCHICCTBA M H3MCHCHUAMU B TI'CHCTUYCCKUX HpO(l)I/IJ'IﬂX
00BEKTOB, TTOIBEPTIIUXCS BO3ACHCTBHIO 3TUX TOKCHYHBIX BEILECTB;

"TokcukomeTaboHOMUKA" (toxicometabonomics) - KOJMYECTBEHHOE H3MEpPEHHE 3aBHUCSIIEH OT
BPEMEHH MHOTOIMapaMeTPUIecKoil MeTa0OIUYECKON PEaKIuu KUBBIX CHCTEM Ha MaTO(PH3UOIOTHYECKHE
CTUMYIJIBI UJIU TCHETUYCCKYIO MO]II/I(i)I/IKaIII/II-O IMYTEM CUCTEMATUYCCKOTO U3YUYCHUA COCTaBa 6I/IO)KI/II[KOCTI/I
C MCIOJIb30BaHUEM TEXHOJOTHHU SJIEPHOr0 MarHUTHOro pe3oHaHca (FIMP) pacmosnaBanusi Habopa, ams
oTpesieNieHUs! CBSA3M TOKCUYHOCTU OpraHa-MUIIEHU CO CIEKTpaibHbIMU Habopamu SIMP u onpenenenus
HOBBIX CYpPpOTaTHBIX MapKEPOB TOKCHUHOCTH;

"TokCMYHOCTB" (toxicity) - Mepa BpEeIHOTO BO3/AEHUCTBUS UCCIIEIyEMOIr0 MaTepraia Ha OpraHu3M B
YCIIOBUSX OAHOKPATHOTO MM MHOTOKPAaTHOTO BBEJICHUS;

"TpaHcreHHble KieTku" (transgenic cells) - kneTku, momyuuBmime TpaHcheknuio 1 wnm Oonee
Yy)KEepOJHOrO Te€Ha M BCIEACTBUE DJTOTO MMEIOUIME XapaKTePUCTHKH M (DYHKIMH, KOTOpbIE B
POIUTENBCKON KIIETKE OOBIYHO OTCYTCTBYIOT WJIM IPUCYTCTBYIOT TOJIBKO C HU3KUM YPOBHEM SKCIIPECCHUH;

"yronmHOMOuUeHHBIH opraH" (regulatory authority) - opran rocymapcrBa-ujeHa, OCYIIECTBISIOIINI
KOHTPOJIb 00palieHust IEKapCTBEHHBIX CPEICTB HAa TEPPUTOPHH 3TOTO TOCYAAPCTBA;
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"snmexTpoHHass moanuck” (electronic signature) - 3amUCh B BUAE€ MAarHUTHBIX HMMITYJIbCOB HIIU
TpaHCHAMA (KOMITWIIAIMSI) KOMIIBIOTEPHBIX MaHHBIX JIIOOOTO CHMBOJA WJIM IOCIEIOBAaTEIbHOCTH
CHMBOJIOB, BBITIOJHIEMBIX, aJalTHPOBAHHBIX WJIM aBTOPHU30BAHHBIX JIMIIOM B KAaUeCTBE SKBHBAJICHTA €TO
COOCTBEHHOPYYHOH MOIINCH;

"stam (Ppaza)" (phase) - ompenencHHBIA OTHEIBHBIA BHJ JOKIMHUYECKOTO (HEKIMHUYECKOTO)
UCCIICIOBaHMs, [POBOAMMBIA  OMHOH ¥W3  HCHBITATEIBHBIX  IUIOMIAJIOK MPHU  OCYIICCTBICHUH
MHOT'OIICHTPOBOT'O UCCIICIOBAHUSL.

III. OcHOBHBIE TTOJIOKEHUI
1. Cucrema oOecrieueHus KauecTBa
O61as uapopmanus

8. UcnbrTaTenbHas abopaTopusi, MPOBOAAIIAs JTOKIMHUYECKUE (HEKIMHUYECKHE) UCCIICI0BAHMS,
JOJKHA UMETh JOKYMEHTAIbHO 0(OPMIICHHYIO cUCTeMy oOecreueHus KadecTBa AJisi TapaHTUU TOTO, YTO
UCCIIEIOBaHMsI POBOJISATCS COIIacHO HacTosiuM I[lpaBuiam.

9. Cucrema obecrieueHusi KayecTBa JIOJDKHA MMETh YTBEPXKICHHbBIE CTaHJAPTHHIC ONEpallMOHHBIC
npouenypsl (mainee - COII), B KOTOpbIX MOAPOOHO U TOCIEAOBATEIHHO OIMUCHIBACTCS TOPAIOK
OCYIIECTBIICHHSI BCEX JTa00PATOPHBIX U MPOU3BOACTBEHHBIX OMEPAIlHii, BKIFOYAs:

a) TMOCTYIUICHHE, WICHTU(UKAIMIO, MapKUPOBKY, 00pabOTKy, OTOOp mpo0, WCIIOIh30BAHHE,
XpaHCHUE W YHHUTOXKCHHE (YTUIIM3AIINIO) UCCIICAYEMbIX BEIIECTB (JIEKAPCTBEHHBIX CPEICTB) U 00pa3IoB
CpaBHEHUS,

0) oOciy>)KuBaHHE U TIOBEPKY U3MEPUTENIBHBIX TPHOOPOB U 000PYAOBAHUS;
B) IPUTOTOBJICHUE PEAKTHBOB, MUTATEIBHBIX CPEIl, KOPMOB;

T') BeJICHHE 3aIHCEH, OTYETOB M UX XPAHEHHE;

1) 00CITy)KMBaHHE IOMEIICHUH, B KOTOPBIX MIPOBOIUTCS UCCIICIOBAHKE;

€) MpueM, TPaHCIOPTUPOBKY, pa3MellleHUe, OMMcaHue, UICHTU(PUKAIIUIO UCCIeIyeMbIX BEIIECTB U
TECT-CHCTEM;

’K) OCYILECTBJICHHE IJaHa (MPOTOKOJA, MPOrpaMMBbl) (Janee - MiaH) MO OOECIeYeHHI0 KadecTBa
JOKJIIMHUYECKOTO (HEKITMHUYECKOTO) MCCIIET0OBAHUS.

10. PykoBoauTenp HCHbITATeNbHONW Ja0OpaTOpUM HAa3HA4YaeT JIMI, OTBETCTBEHHBIX 3a CHUCTEMY
oOecTieYeHnsT KauecTBa M O0ECIICUMBAIOIINX €€ COONIOIEHUE PYTUMHU COTPYTHUKAMH HCIBITATEIHHON
nabopaToOpHH.

OTH HE3aBUCHMBIC JJMIja HE OOJIKHBI OBITE 3aﬂeﬁCTBOBaHLI OOIHOBPEMCHHO B IIPOBCIACHUU
HCCIICAO0BAaHHUA U MPOBCPKEC KAaUCCTBA 3TOI'O UCCICAOBAHU.
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O0s13aHHOCTH TIEPCOHANIA, OTBETCTBEHHOTO
3a 00ecIieueHre KauyecTBa

11. O6sa3aHHOCTH IepcoHajia, OTBETCTBCHHOI'O 3a obecneyeHne Ka4yCCTBaA, BKIIIOYAIOT B cebs:

a) pazpaborky COII u ux BHeIpeHHE B UCIBITATEILHON J1a00OpaTOpuH, CHCTEeMaThuyecKas IpoBepKa
X COOJIFOCHMS,

6) MMPOBCACHUC HWHCICKIHMU C LCJIIbIO MNOATBCPKACHHUA COOTBCTCTBHA HCCIICAOBAHUA HACTOAIIHUM
HpaBI/IHaM, JOCTYIIHOCTH [JIA IEPCOHAIAa IIaHa UCCICAOBaHUA U COH, a TaKKC IIOATBEPIKACHUC (baKTa
HUX UCHIOJHCHHA ITPU MMPOBCACHUU UCCIICIOBAHUSA

B) MPOBEPKY 3aKIIOYUTEIBHBIX OTUYETOB JJIs TOJATBEPXKACHHUS TOTO, YTO METObI, MPOIEIYPHI,
HAOJIIOJICHUST W PE3YNIbTAThl HM3JI0KEHBI TOYHO W B TIOJHOW MeEpe OTPAKAT NEPBHYHBIC JIaHHBIC
HCCIICIOBAHUN;

r) cooOmieHne B THUCHBMEHHOM BHAE (OTY4ET) O pe3yibTaTaXx WHCIEKIUH pPYKOBOJCTBY
UCTIBITATENIbHOM 71a00paTOpHH, PYKOBOJHUTENIO HCCIECIOBAHUS, BEAYIEMY HCCIEAOBATEII0 U, IPH
HEOO0XOAUMOCTH, IPYTUM PYKOBOJISAILINM PaOOTHUKAM;

1) MOATOTOBKY U MOANKMCAHUE 3aKJIIOUEHUS, IPUIAraeMoro K 3aKJIFOUUTEIbHOMY OTYETY, B KOTOPOM
YKa3bIBAIOTCS THITbI HHCIIEKIIMMA, 1aThl UX MPOBEACHUS, BKIIIOUast HH(GOPMAIIMIO 00 dTanax mpoBepsIeMOro
UCCIEAOBaHUS, W JaThl IEpelayd pe3ylbTaTOB HWHCIEKTHUPOBAHUS PYKOBOJCTBY HCIIBITATEIbHON
nabopaTopuy, PYKOBOAMTENIO HMCCIECIOBAHUS U BEIyIIEMY HCCIEIOBATENI0. DTO 3aKIOYCHHE TaKKe
JIOJDKHO COJIepKaTh HH(MOPMALMI0O O TOM, YTO MEPBUYHBIC J[aHHBIE MCCIEAOBAaHUS OTPAXKECHBI B
3aKJIIOYUTEIIBHOM OTYETE TOCTOBEPHO.

2. Ilepconan ucneiTarenbHON Jaboparopun
O0s13aHHOCTH PYKOBO/ICTBA UCIIBITATEIbHOMN J1ab0opaTOpUH

12. PyKOBOJICTBO UCIIBITATEILHON J1a00OpaTOPUH JOHKHO 00€CTIEUNTh COOTBETCTBUE BBIMOIHIEMBIX
pabot Hactosmum [IpaBunam.

13. PyKoBOACTBO HCTIBITATEILHOM JTA0OPATOPHH:

a) oOecrieuyrBacT HaJIMYHE J0CTAaTOYHOI'O <1> xonm4ecTBa COTPYAHUKOB, COOTBETCTBYIOILCTO
o60py21013aHH$1, CpCACTB W MaATCpHAJIOB I CBOCBPEMCHHOI'0O W HAJJICKAIICTO IMPOBCIACHUA
HUCCICIOBAHUA,

<1> Omnpenenenre "MOCTaTOUHBIN" MPUMEHSETCS B 3HAUCHUU "0OECIEUMBAIONINI BO3MOKHOCTH
TIOJTHOTO BBITIOJIHEHUSI TPOLIEYPhl HCCIEAOBAaHUN M OoOecleueHus €€ KadecTBa B HCHBITATEIbHON
nabopaTtopun B COOTBETCTBUH C TpeOOBaHUSIMH HacTOSIIMX [IpaBuit u pyKOBOJICTBA MO KaYECTBY JaHHOM
naboparopun", omnpefeNeHre "MOAXOMAIMMA" TpUMEHSeTCS B 3HAUYCHMH  "00eCIeunBarOIINi
MPUHIUIIAATIBHYI0 BO3MOXHOCTh OCYILIECTBJICHUSI TMPOLEAYpbl MCCIEIOBAHUA B COOTBETCTBUHU C
METOJIMKOHN (METO/0M), IPEAYCMOTPEHHON PYKOBOICTBOM 1O KauecTBY jJaboparopuu u ee COIT".
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0) oOecrieunBaeT BEJCHUE yYeTa 3alMHMcel 0 KBaMM(HUKAIMH, OOYy4EeHHUHU, ONBITC U KOMIICTCHITUU
CHEIMAIMCTOB U TEXHUUYECKOTO IMEPCOHANIA HCIIBITATeILHOM TabopaTopuu;

B) oOecrednBaeT YETKOE IIOHWMAaHUE OOS3aHHOCTEH BCEMH COTPYIHHKAMH HCIBITATCIBHON
nabopaTopuu u, pH HEOOXOAUMOCTH, 00ECIIEUNBACT UX COOTBETCTBYIOIINE O0YUYEHHE U MTOATOTOBKY;

F) YTBCPXKIAACT COIln HN3MCEHCHHA, BHOCUMBbBIC B HUX, obecreynBaeT Ux BBITTIOJTHCHHUC,

I[) o0ecreunBaeT HAJIMYKME CHCTEMbI OOCCIICUEHMS KAayecTBa M Ha3HAYacT JINI], OTBCTCTBCHHLBIX 3a
CUCTEMY obOecrieyeHns KadeCTBa,

€) Ha3HayaeT PyKOBOJUTEINS UCCIEN0BAHUS U3 YKCIIA COTPYAHUKOB MCIBITATENIbHOM J1abopaTopuy,
UMEIOIINX KBIM(UKALMIO, COOTBETCTBYIOIIYIO II€JIIM HCCIEIOBaHMSA, Hepe] HadyajJoM KaxJ0ro
UCCIIEIOBaHMs. 3aMeHa PyKOBOJUTENS UCCIIEA0BAaHUS IIPOBOJUTCS COIIACHO YCTAHOBIEHHOMH IIpouenype
U JI0JDKHA OBITh IOKYMEHTAJIbHO O(hopMIIeHa;

) B Clly4ae IPOBEJCHUS MHOIOLIEHTPOBOIO HCCJIEIOBAaHUS Ha3HAdyaeT IMpU HEOOXOAUMOCTH
BEYILIEr0 UCCIIe0BATENs, UMEIOIIEro COOTBETCTRYOIIEE 00pa3oBaHue, KBATM(UKAIIMIO U OIBIT. 3aMeHa
BEAYIIEro HMCCIEeN0BaTeIsl IPOBOAUTCS COIVIACHO YCTAHOBICHHOH Ipouenype M J0JDKHA ObITh
JOKYMEHTaIbHO 0()OpMIIECHA;

3) obecrieunBaeT yTBEPKIACHHE PYKOBOAUTEIEM HCCIIE0BaHNUs [UIaHA UCCIIEIOBaHMS;

I/I) KOHTPOJUPYCT, YTOOBI PYKOBOAUTCIIb HCCICAOBAHUA IIPEAOCTABUII YTBCp)I(,HeHHBII;'I IIJ1aH
HCCIICO0BaHUA IICPCOHATY OTACIA obecrieueHus KadyeCTBa,

K) obecrieunBaet Beaenue ooHoBisiemoro nepeyns COIl (¢ coxpaHeHneM MpeabLIyIIX pelaKIiii);
JT) Ha3Ha4YaeT COTPYIAHMKA, OTBETCTBEHHOTO 3a BE/ICHHUE apXHBa;
M) oOecrieuuBaeT BeJeHUE OCHOBHOTO Irpauka;

H) B Cily4yae IIPOBEJIEHUS MHOIOLIEHTPOBOIO HMCCIEI0BaHUsI OOECHeunBaeT B3aWMOJEHUCTBHE
PYKOBOJIUTENS UCCIIEAOBAHUS, BEAYILIETO UCCIIEA0BATENs, JIML, OTBETCTBEHHBIX 3a CUCTEMY OOecleueHus
Ka4yecTBa, U NEPCOHANA, y4aCTBYIOIIErO B IPOBEICHUH UCCIIEI0BaHMUS;

0) ompezAemnseT MPOoUeaypbl Ul KOHTPOJS HCIOJIB30BaHUS KOMIIbIOTEPU3UPOBAHHBIX CHUCTEM I10
Ha3HAYEHUI0, 00ECIIeYnBaeT UX BaIUAaLNI0, QYHKIMOHUPOBAHUE U 00CITy)KHUBaHUE COTJIACHO HACTOSALINUM
[IpaBunam.

OO0s13aHHOCTH PYKOBOAUTEIIA UCCIICAOBaHUA

14. PykoBOAMTENb UCCIENOBAHUS SBISIETCS LIEHTPAJIU30BAHHBIM KOHTPOJUPYIOIIUM JIUIIOM B
WCCTIEIOBAaHMM M HECET OTBETCTBEHHOCTh 3a TIPOBEJICHHE WCCIAEAOBAHHUS B IIEJIOM M TOJATOTOBKY
3aKJIIOYUTEIBLHOTO OTUETa O NPOBEICHHOM HCCIENOoBaHUU. B nonoinHeHMe K MyHKTY 15 HacTosmumx
[IpaBus poaps U JOMKHOCTHBIE 00S3aHHOCTH PYKOBOJAMUTEIIS UCCIICOBAHUS YKa3aHbl B MPUIokeHUH N 2 K
HactosmuM [IpaBunam.
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15. PykoBoAUTENb UCCIIECIOBAHUS:

a) COIJIaCOBBIBAET IUUIAH MCCJIEIOBAHUSI U BHOCHMBIC B HETO M3MEHEHUS, 3aBepsieT UX MOJIUCKIO C
YKa3aHUEM JaThl;

0) opraHu3yer MpPOBEICHUE IOKIMHUYECKOro (HEKIMHUYECKOT0) HCCIEeNOBAaHUS, pachpenesseT
00sI3aHHOCTH MEXKy Y4aCTHUKAMHU UCCIICIOBAHHUS,

B) KOHTPOJUPYET CBOCBPEMCHHOC IMPEAOCTABICHUC IICPCOHATY OTACIIAa obecreyeHHsl KayecTBa
KOIINM I1JIaHa UCCIICAOBAHUA U U3MEHEHHI COTJIaCHO TpGGOBaHI/ISIM K IIPOBCACHUIO UCCIICAOBAHUSA

r) obecrieynBaeT NpeA0CTaBICHHE MIEPCOHANY IJIaHa UCCIIe0OBaHUs U u3MeHeHul, a Takxke COIL;

1) OTBeyaeT 3a 0OPMJICHHE IJIaHA MCCIICOBAHMS, 3aKIIOYMTEILHOTO OTYETa M BHOCHMBIX B HUX
W3MEHECHMI;

e) obecrieunBaeT CcOONIONEHUE TPOLENYp, YKa3aHHBIX B IJIAHE HCCIICAOBAaHUS, OLEHUBACT H
JOKYMEHTUPYET BIUSHUE TIOOBIX OTKJIOHEHUH OT IJIaHa UCCIIEIOBAHMS HA KaueCTBO U JIOCTOBEPHOCTH
PEe3yJIbTaTOB MCCIIEAOBAHUS, P HEOOXOJUMOCTH IPEAPUHUMAET COOTBETCTBYIOIINE KOPPEKTUPYIOIIHE
MEpPOIPHUATHS;

) o0ecrieunBaeT IMPaBUIbHOE JTOKYMEHTaJIbHOE O(OPMIICHHUE U PETUCTPALMIO0 OTBETCTBEHHBIM
MIEPCOHAJIOM BCEX MOIY4YE€HHBIX IEPBUYHBIX JaHHBIX;

3) KOHTPOJHUPYCT MPOBCACHUC BaIMJAllMKM KOMIBIOTCPHU3UPOBAHHBIX CHCTCM, HUCIOJIbB3YCMBIX B
HCCICOOBAHUH,

I/I) oA ChIBACT 3aKIIOYNTCIBHEIA  OTYET (C YKa3zaHueM IIpHU3HAaHHWA OTBCTCTBCHHOCTU 3a
AOCTOBCPHOCTb NAHHBIX U COOTBCTCTBUS UCCIICAOBAHUA HACTOAIUM HpaBI/IHaM H JaThl HO,Z[HI/ICEIHI/I}I);

K) KOHTPOJIUPYET apXMBUPOBAHUE ILJIaHA HCCIENOBAHUS, 3aKIIOUYUTEIBHOIO OTYEeTa, MEPBHUYHBIX
JAHHBIX M BCEH TOKyMEHTAllUU TOCJIe OKOHYaHUS (MIPEKPaIIEeHus ) UCCIIe0BaHUS.

OO0s13aHHOCTH BCAYLICTO UCCIICAOBATECIIA

16. Benyumii uccienoparens JODKEH OOECTIEUUTh MPOBEACHUE MOPYYEHHOW eMy YacTu (dTama)
HCCIIEIOBaHMs B COOTBETCTBUHM € HacTosAmmMu [IpaBunamu.

O0s13aHHOCTH TIEPCOHAJIA, YYACTBYIOIIETO B HCCIIEIOBAHUN

17. Ilepconan, yd4acTBYIOLIMH B NPOBEACHUM MCCIEAOBAaHUSA, JOJDKEH 3HaTb M COOJIOAaTh
Hactosamue [IpaBuna.

18. Ilepconan, y4aCTBYIOIIMN B MCCJIEIOBAaHUHU, JHOKEH UMETh JOCTYMN K IJIaHY HMCCJIEIOBaHUS U
COIl, ortHOcsmmMMCS K €ro (QyHKIHSIM B paMKaxX HcclefAoBaHus. JI0Oble OTKIOHEHHs] OT IUIaHa
HUCCIICO0OBAHUA OOJIKHBI 6LITB }IOKYMeHTaJ'H)HO O(i)OpM.]'IeHI)I 158 HepellaHBI HaprlMYI-O pYKOBO)II/ITeJ'IIO
UCCIeIOBaHU U (WJIH) IPU HEOOXOIMMOCTH BEYIIEMY HUCCIIEIOBATEIIO.
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19. Ilepconain, y4yacTBYIOIIMH B HCCJIEIOBAaHUHU, HECET OTBETCTBEHHOCTb 3a CBOEBPEMEHHYIO U
TOYHYIO PETUCTpPAlMI0 MEPBUYHBIX JAHHBIX M MX COOTBETCTBUE HacrosmuM [IpaBmiam, a Takxke 3a
KaueCTBO ATUX JIAHHBIX.

20. [Ilepconam, yd4acTBYyIOLIMH B HCCIEAOBAHUHU, JOJDKEH IPUMEHSTH O03J0POBHUTEIbHBIC
npoUIaKTHIECKUE MEPhI B LEISIX MUHUMHU3AINUN PUCKA JUIS 370POBbS M 00ECIIeYNBATh JTOCTOBEPHOCTD
pe3ynbTaToB uccienoanus. [lepconan nomkeH coobIaTh COOTBETCTBYIOIIEMY JIMILY O CAHUTAPHBIX WU
MEJUIIUHCKUX YCIOBHSX C LIETbI0 UX YCTPAHEHUS U HEJIONYIIEHUS BIUSHUS Ha HCCIIEIOBAaHUE.

3. [TomereHust 1J1st KCCIICIOBAHUI
O6mmas uapopMarus

21. IlomemieHus, mnpeAHa3HAUYEHHbIE U1 NPOBEACHMS JOKIMHUYECKUX (HEKIMHUYECKUX )
HCCIIeIOBAaHUM, TPOEKTUPYIOTCS, PACIIONIAraloTCs M SKCIUTYaTUPYIOTCS B LIESIX OOECleYeHUsl KadyecTBa
IIPOBOJIUMBIX MCCIIEJOBAHUM.

22. CprKTypa HCIIBITATeNLHOMN J'Ia60p8.TOpI/II/I JOJIDKHa o0ecreunBaTh AICKBATHYKO CTCIICHb
pasaciICHuA pa3HbIX BUAOB ACATCIBHOCTH AJIA HAJIC)KAIICTO IIPOBCACHUS KAXKIO0TO NCCIICAOBAH M.

HOMCHIGHI/I?I JJI1 TECT-CUCTEM

23. UcnpiTatenbHas gaboparopus A0JKHA UMETh JIOCTATOYHOE KOJMYECTBO MMOMEIEHUIN U 30H AJIs
M30JIAIIUA TECT-CUCTEM, B KOTOPBIX 3aJCMCTBOBAHBI BEIIECTBA WJIM MHUKPOOPTaHU3MBI C M3BECTHOW HIIN
HOTEHIIMAIBHON OMOJIOTHYECKOI OITAaCHOCTHIO.

24. JlomxHbl OBITH O0OOpPYHOBaHBI CHEIHAlbHbIE MOMENIEHUS W 30HBI JUISI JUArHOCTHKH,
HCCIIEIOBAHUS U KOHTPOJIS 3a00JIeBaHUH, UTOOBI HE JOMYCTUThH MOBPEXKICHUS TECT-CUCTEM.

25. JomxHbl OBITH O0OpPYIOBaHBI OTAENBHBIC TMOMEIICHHUS WA 30HBI JUIS XpaHEHHs CBIPbS U
000pyIOBaHUsA, HCIOJIB3YEeMbIX B UCCIIEIOBAHUHM, W OOCECIEUYCHHUS COOTBETCTBYIOIICH 3alllUTHl OT
3apa)KE€HUs, 3arpsA3HEHUS WIIH TOBPEXKACHMUS.

[Tomerienus 1151 MAHUNYJISIUN C UCCIIEYEMBbIMU BEILlECTBAMU
(JlekapCTBEHHBIMHU CPECTBAMU) U 00pa3LiaMu CpaBHEHUS
(KOHTPOJIBHBIMU 00pa3liaMu)

26. Jlns npenoTBpaIieHus 3arps3HeHs WM CMEIIMBAHUS JOJDKHBI OBITH 000PYIOBaHbI OT/IEIbHBIC
MTOMEIIIEHUST ¥ 30HBI JUISl TIOJIYYCHUS U XPAHCHHS HCCIICTyeMBIX BEIIECTB (JCKAPCTBEHHBIX CPEJNICTB) H
00pa3IoB cpaBHEHUS (KOHTPOIBHBIX 0OPA3IIOB).

27. HOMGI_HGHI/ISI WM 30HBI I XPAaHCHUA MCIIBITYCMBIX BEIICCTB JOJI?KHBI OBITE OTACICHBI OT
O6CCHC"II/IBE[IOH_[I/IX COXpaHCHUC COCTaBa, KOHHOCHTpAalWUH, YHUCTOTHI, CTaOUIBHOCTH U Oe30macHoe
XPaHCHHUEC OMACHBIX BCHICCTB KOMHAT WJIX 30H, B KOTOPBIX PasMEIIAIOTCS TECT-CUCTEMBI.

[Tomemenus 1151 apXUBUPOBAHUS

28. [lomenieHus aJisi apXUBUPOBAHMSI TOJDKHBI OBITH 000PYAOBaHBI JJIsl 00ecredeHus: 06€301macHOTO
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XpaHEeHHs MJIAaHOB UCCIICIOBAHUSI, NIEPBUYHBIX JAHHBIX, 3aKIIOUUTEIBHBIX OTYETOB, MPOO HUCTIBITYEMBIX
BellecTB U 00pa3uoB. B momeniennn apxuiBa JOKHBI MOJJICPKUBATHCS YCIOBUSI PEKHMMa XPaHEHUS,
00€eCTIeYNBAIOIIUE 3AIIUTY €0 COJIEPKUMOTO OT MPEKICBPEMEHHON OPYH.

VY nanenue (YHUYTOKEHUE) OTXOOB

29. O6paboTKa W YJAJICHHE OTXOJOB JOJDKHBI OBITH BBIMOJTHEHBI TaKUM OOpa3oM, 4YTOOBI HE
MOJIBEPTHYTh OITACHOCTU TMPOBEJCHUE HCCIICOBAaHUN W HE HCKa3WTh HMX pe3yibrarhl. s 3Toro
TpeOyeTcst 00ecreYnTh COOTBETCTBYIONIME YCIOBUS /I cOOpa, XpaHEHHUS U BBIBO3a OTXOJOB, a TaKkKe
JUTSL BBITTOJTHEHHMSI ITPOIETYP MX JIC3aKTHBALUU U TIOCIIEYIOMIEH TPAHCIIOPTHPOBKH.

4. O0opynoBaHue, MaTepHalibl U PEaKTHUBBI

30. OGopyznoBaHue, BKJIIOYas KOMIIBIOTEPU3UPOBAHHBIE CHCTEMBI, UCIOJb3yeMble A cOopa U
XpaHeHUsI JaHHBIX U JUIS KOHTPOJsS (DaKTOPOB OKPYKAIOMIEH Cpenbl, KOTOpble MMEIOT OTHOILICHHE K
HCCIIEIOBAaHHIO, JOJDKHBI OBITh pa3MEIIEHbl WM YCTAHOBJEHBI C YYETOM OCOOCHHOCTEH, Lened u
Ha3HA4Y€HMs, COOTBETCTBYIOIMX BUaM IIPOBOJIUMBIX MCCIICJOBAaHUM.

O60py,I[OBaHI/Ie, HCIIOJIB3YyEeMOC B HCCJIICAOBAHUU, HCO6XOI[I/IMO MNEPpUOANYCCKU IMOABCPraTb
TEXHUYCCKOMY O6CJIy>KI/IBaHI/IIO, KaJII/I6pOBKe U OYUCTKE B COOTBCTCTBMU C IPHUHATBIMH B BHC
IMUCbMCHHOTO JOKYMCHTA U YTBCPIKICHHBIMU COIl.

31. OGopymoBaHMEe W MaTE€pUANIbI, HCIOJIb3yeMbIe B HCCICIOBAHWH, HE JOJDKHBI OKa3bIBaTh
OTPHIIATEIIFHOTO BIIMSIHUS HA TECT-CUCTEMBI.

32. XvUMHYECKUE BEIECTBA, PEAKTUBbI U PACTBOPHI JTOJIKHBI ObITh MApKUPOBAHBI C yKa3aHUEM
cocTaBa (IIpyu HEOOXOAMMOCTH - KOHIIEHTPALUH ), CPOKA T'OJTHOCTU M OCOOCHHOCTAX XpaHeHus. B Hanuuuu
JOJKHA ObITh MH(pOpManus o0 MCTOYHMKE MOJY4YEHMs, JaTe MPUTOTOBIEHUS M cTadbuibHOCTU. Cpok
TOAHOCTH MOKET OBITh MPOJUIEH HA OCHOBAaHUU JOKYMEHTAJIBHO O(OPMIIEHHON OLIEHKH MJIM aHAJIN3a.

5. Tect-cucremMbl
duznyeckue (XMMHUIECKHE)

33. OOopynoBaHue, ucCHoNb3yeMoe Ui  (U3UKO-XUMHUECKUX  MCCIEOBAaHUHN,  JOJIKHO
COOTBETCTBOBATH BHUJIaM IIPOBOJAUMBIX UCCIIEIOBAaHUI.

34. Heo6xoaumo o0ecneunTsh HaIeKHOCTh (PU3HMUECKUX (XUMUYECKHX ) TECT-CUCTEM.
buonornueckue

35. HeobGxoaumo obecrieunTh HaANeXKallue yCIOBHS AJIs pa3MEIIeHHs, XpaHeHUs, 00paboTKu U
colepkaHusi OMOJOTMYECKMX TECT-CUCTEM C I[eJbl0 O0ecredeHns] HEOO0XOJUMOTO KadecTBa
HUCCIIEIOBAHUS.

36. BuoBs IMMOJIYYCHHBIC )KMBOTHBIC U PACTUTCIIBHBIC TCCT-CUCTEMBI JTOJI>KHbBI OBITh HU30JIUPOBAaHbI B
COOTBCTCTBHUU C YCTAHOBJICHHBIMHU TIPOLCAYpPAMU. K MOMCHTY Ha4aJla HCCICIHOBAHUSA TCCT-CHCTCMBI
JOJIKHBI HpOfITI/I KapaHTUH, MPOUEAYPY AOIYCKa K HCIIOJIB30BAHHUIO U COOTBETCTBOBATH BUAY W LCIISAM
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uccienoBanus. TecT-cucTembl, MOpaKEHHbIE OOJIE3HBIO MJIM IOBPEKIACHHBIE B XOJE HCCIEIOBaHMUS,
JOJKHBI OBITh M30JUPOBAHBI U MPOJIEUEHBI, IPU HEOOXOJUMOCTH LIEIOCTHOCTh MCCIEIOBAHUS JIOJDKHA
ObITh coxpaHeHa. Bce paHHbIE 10 JUArHOCTHKE M JICUEHHMIO 3a00J]€BaHMI [0 Hauaja M B XOe
UCCIIeI0BaHMSI JOJDKHBI PETUCTPUPOBATHCS JOKYMEHTAJIBHO.

37. HeoOXoauMO BECTHM pPETUCTPAIMIO HCTOYHUKA TMOJNYYEHHsI, JaThl W YCIOBHH NPUEMKH
TECT-CUCTEM.

38. buonoruueckue TeCT-CUCTEMBI JODKHBI aJallTUPOBATHCS K YCIOBUSIM MCCIIEOBAHUN B TEUEHUE
COOTBETCTBYIOIIETO TEPHO/Ja BPEMEHH TMEpe IMEpBbIM BBeACHHEM (IIPUMEHEHUEM) HCCIIEIyeMOro
BeIIeCTBa WU 00pa3Iia cpaBHEHUS (KOHTPOIBLHOTO 00pasia).

39. Mcnonb3yemble TeCT-CUCTEMbI HEOOXOIUMO 00ECTIEYUTh COOTBETCTBYIOIIEH MapKUPOBKON st
WX HaJUIC)KANICH UICHTH(PUKAIIH.

40. Ilpm wuCHONB30BAaHMU TIOMEILEHUS WM KOHTEWHEpbl € TeCcT-CUCTeMaMHM Heo0XOAUMO
NEepUOMYECKH IOJBEprarh caHUTapHOW oOpabOoTke. JIroOoil Marepuan, KOHTAKTUPYIOIIUNH C
TECT-CUCTEMOM, He JOJDKEH COJAep)KaTb 3arpsA3HSIOIIME areHThl BBIIIE PA3pPEILIEHHOTO YPOBHS,
JIOITYCKAIOLIET0 MIpoBeeHuE uccienoBanus. IloacTuin st sKUBOTHBIX TOJKEH MEHSTHCS B COOTBETCTBUU
C MPHUHATBIMU HOpMaMu. /laHHbIE 00 MCIOIB30BaHUM CPEICTB OOPBHOBI ¢ BPEAUTENSAMHU JIOJKHBI OBITh
JOKYMEHTUPOBAHBI.

6. UcneiTyemble BeriecTBa (JIEKapCTBEHHBIE CPEJICTBA) U 00pa3LIbl
cpaBHEHUs (KOHTPOJIbHBIE 00pa3Ibl)

[Tonyuenue, 06paboTka, 0TOOp MPOO U XpaHEHUE

41. HeoOxoaumo obecrieuyuTh HAIMYME U MOAJepKaHne WHGOPMAIIMU O CBOMCTBAX HUCCIEIYeMOTO
BelleCTBA (JIGKQPCTBEHHOTO CpEACTBA) W OOpa3loB CpaBHEHHS (KOHTPOJBHBIX OOpasloB), nare
MOJIy4eHUs1, CPOKE TOAHOCTH, MOTYYCHHOM U HCIIOIH30BAaHHOM KOJIMYECTBE B HCCIIETOBAHUSX.

42. JIomKHBI OBITH OIpPENeICHBI MPOIEAYPHl MO OOPAMEHUI0 C TECTHPYEMBIM BEIICCTBOM U
BEIIECTBOM CpaBHEHHUSI (KOHTPOJBbHBIM BEIIECTBOM), WX XPAaHEHHUI0O M MCIOJb30BAHUIO C IEIBIO
obecrieueHns CTaOMILHOCTH U TOMOTEHHOCTH, HCKTIOUEHUSI KOHTAMUHAIIMK U TIEPEyThIBAHHUS.

43. Ha xoHTeliHepe AJis XpaHeHHs 10JKHA OBbITh yKa3zaHa MJIeHTH(GULUpYIoas HH(OpMaIHs, CPOK
TOJTHOCTU ¥ OCOOEHHOCTH XpaHEHUS!.

Onucanue CBOWCTB

44. Kaxnmoe wucciemyeMoe BeEmECTBO (JIGKAPCTBEHHOE CPEICTBO) M 00paszell CpaBHEHUS
(KOHTpOJIbHBINA 00paserl) JOJKHBI ObITh COOTBETCTBYIOLIMM 00pa3oM HICHTU(UIIMPOBAHbBI (HampuMmep,
UMETh KOJ, WACHTU(UKAIMOHHBIA HOMEp IO peecTpy XHUMHUYECKOW pedepaTuBHON CITy>KObI
AmepukaHnckoro xumudeckoro ooOmectBa (CAS-HOMep) ¢ yKa3aHWeM Has3BaHHs, (QHU3HMUECKHUX,
XUMHUYECKUX, OMOJIOTHYECKUX, (DapMaKOJIOTUYECKUX CBOUCTB.

45. B KaI0M HCCIIeIOBaHUHA HEOOXOAMMO 3HATh HOMEP CEpUH, YUCTOTY, COCTAaB, KOHIIEHTPAIIHIO 1
Apyrue XapakTePHUCTUKU HCCIICIYyEeMOro BEIIeCTBa (JEKapCTBEHHOTO CpPEJICTBA) M 0Opa3IOoB CPaBHEHHS

www.consultant.ru Crpanuua 17 u3 100
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/

PelwweHve CoseTa EBpasuiickol skoHoMUYeckol komuccum ot 03.11.2016 N
81
"06 yTBepxaeHuUM MpaBun Hagnexallen nabopaTopHoii Npak...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

(KOHTPOJILHBIX 00PA3IIOB).

46. B Tex ciydasx, KOrJa MCCIIEAYeMOE BEIIECTBO (JIEKAPCTBEHHOE CPEACTBO) IMPEJOCTABIICHO
CIIOHCOPOM, CIIOHCOPOM (pa3pabOTUYMKOM) M HCIIBITATENILHON J1abopaTtopueil 1omkHa OBITh pazpaboTaHa
COBMECTHas MpoIenypa IO TPOBEPKE IOTMHHOCTH HCCIEIyeMOro BEIIECTBAa (JIEKapCTBEHHOTO
CpelCTBa).

47. HeoOxonuMo 3HaTh O CTAOMJIBHOCTH MCIIBITYEMOTO BEIIeCTBa (JEKapCTBEHHOI'O CPENCTBA) U
00pa31oB cpaBHEHUS (KOHTPOJIBHBIX 00pa3LlOB) B YCIOBUSAX XPaHEHHS U TIPOBEICHHS UCCIICIOBAHMM.

Ecmu HCCIIEAYEMOE BCHICCTBO (J'IeKapCTBCHHOG CpeI[CTBO) IMPUMCHACTCA CO BCIIOMOI'aTCJIbHBIMH
mMarcpuajiaMu, HCO6XOIII/IMO OIpCAC/IUTL TOMOTCHHOCTb, KOHICHTPAIIUIO 1 CTaOUIIBLHOCTh HCCIICAYEMOTI'O
BCIIICCTBA B 9TOM MaTcpHralic.

48. B KaXIOM HCCIICIOBAaHHH, KPOME KPAaTKOCPOUYHBIX, HEOOXOAMMO OOECHEYNUTh AapXHBHOE
XpaHeHHe o00pa3loB KaXIOW CEepUM MCCIEIyeMOro BellecTBa (JIEKApCTBEHHOI'O CpEICTBa) s
AQHAIIMTUYECKUX LICJICH.

7. CranapTHbIE ONEpaLOHHBIE TIPOLEAYPbI

49. UcnplTarenpHas 1ad0paTopusi JODKHA UMETh mUcbMeHHO odopmiieHHbie COIl, yTBep:kaeHHbIE
PYKOBOJICTBOM HCHBITaTeIbHONW JabopaTopuu W TNpeqHa3HAUYECHHbIE I OOecreueHus: KayecTBa H
AOCTOBCPHOCTU JaHHBbIX, IMOJIYYCHHBIX HCIBITATCIILHON na60paT0pneﬁ B Xoae IMPOBCACHUA
uccienoBanuii. BHeceHne W3MEHEHHH B CTaHAAPTHBIC ONEPAIMOHHBIC MPOIEAYPhl JIOJDKHO OBITh
0JI00pEHO PYKOBOJICTBOM HCIIBITATEILHON JTA00OPATOPUH.

50. B kaxaoMm OTAETbHOM TNOApa3AeNeHud W (WIM) Ha KaXIO0H IUIOHIAJIKe HUCHBITATEIbHOU
nabopatopun oJbKkHA OBbITh Komwus nerictByromux COIl, oTHOCSAIUXCS K UX JIeATeTbHOCTH. B kKauecTBe
JOTIONTHUTENBHBIX MaTepuaioB K 3TuM COIl MOXXHO HCHONB30BaTh OMyOIMKOBaHHBIE MOHOTpa(uH,
AHATUTUYECKUE METOJIbI, CTAThH M PYKOBOJICTBA.

[Tpu opranuzanuy ucciaeJ0BaHUN Ha HECKOJIBKHX IUIOMIAAKaX HE0OX0IUMO coOI01aTh TpeOOBaHUS
npuioxkenusa N 3 k HacrosmmMm [IpaBunam.

51. Otknonenus ot COIl, nmeromux OTHOLIEHNWE K MCCIEOBAHUIO, JOJKHBI OBITh JOKYMEHTAIbHO
o(OpMIIEHBI, YTBEp)KIEHbl PYKOBOJUTENIEM HCCIEIOBaHUS W BEOYLIUM HCCIEJOBaTelieM B
YCTaHOBJICHHOM TOPSZKE.

52. COIl pomxHBI OBITH pa3pabOTaHbl, B YaCTHOCTH, ISl CJIEAYIOUIMX BHUIOB JCATEIHHOCTU
UCIBITATEIbHOMN JTa00opaTOpUH (TIepeueHb SBISETCS MPUMEPHBIM):

a) Mccienyemble BellecTBa (JIEKapCTBEHHBIE CpeACTBa) W 00pas3libl CpaBHEHHUS (KOHTPOJIbHBIE
00pas1bl): oJy4eHue, UAeHTU(UKaUsI, MapKHUpoBKa, 00padoTka, 0TOOp Mpobd 1 XpaHEHHE;

0) o0opymoBaHHEe, MaTepraIbl U PEAKTUBBI:

060py2lOBaHI/ICI HCIIOJIB30BaHHCE, 06CJ'IY)KI/IB8.HI/IC, OYHCTKa U KaJII/I6pOBKa;
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KOMIIBIOTEPU3UPOBAHHBIC CUCTEMBI: Balujamus (IIPOBEICHHAs B COOTBETCTBUU C TPEOOBAHHSIMH,
yKa3aHHbIMH B mnpuioxkeHuu N 4 k HacrosimuM [lpaBunam), dyHKUMOHHpOBaHHE, OOCITYXHUBaHUE,
0€301acHOCTb, KOHTPOJIb 32 U3MEHEHHUSIMU U pE3EpBHAs CHCTEMA,

MaTe€pHralibl, pCaKTHBbBI U PACTBOPHIL: IIPUT'OTOBJICHUE U MAPKHUPOBKA,

B) peructpaiysi, IMoJroTOBKa OTYETOB, COXPAHECHUE: KOJMPOBAHUE HCCIEIOBaHUMN, cOOp TaHHBIX,
MOATOTOBKA OTYETOB, CHUCTEMbl HWHJEKCAlM¥, oOO0padoTKa MJaHHBIX, BKJIIOYAs KCIOJIb30BaHHE
KOMITbIOTEPU3UPOBAHHBIX CUCTEM;

') TECT-CUCTEMBI (B HEOOXOAMMBIX CITyJasX):
MOATrOTOBKA IMOMEILICHUHM U YCIIOBUM XPaHEHHUSI TECT-CUCTEM;

OpoLeAypsl TONYYeHHs, Iepeladd, HaJUIe)Kallero pa3MElICHUs, XpaHEeHUs, OIUCAaHus,
UACHTU(DUKAIINHA U 00paOOTKH TECT-CHCTEM;

MOATOTOBKA TECT-CUCTEM, HAOJIIOJCHUS W aHAJIM3BI TIEPE]l HA4ajloM, B TCUCHHE U T10 3aBEPIICHUHU
HCCIICIOBAHUS,

pa3sMCIICHUC TECT-CUCTEM HA UCTIBITYCMbIX TUIOHIAAKAX ]

1) IPOLIEAYPHI OOeCTIeYeHHs KauecTBa: paboTa mepcoHana ciryx0bl oOecriedeHus: kadyecTna (manee -
COK) no miaHMpOBaHUIO, COCTABICHMIO IpaduKa, MPOBEICHUIO, JOKYMEHTAIBHOMY O(GOPMIICHUIO U
IIOATOTOBKE OTUYCTOB 00 HWHCIICKIIUAX.

IV. IIpoBenenue uccieqoBaHus
1. Ilnan uccnegoBaHust

53. Ilepen HavamoM KaKIOTO HCCIENOBAaHUS JOJDKEH ObITh HANWCaH IUIaH, YTBEP)KICHHBIN
PYKOBOIMTENEM HCCIENOBaHUS W mposepeHHbI npexacrasuteneM COK  uccimenoBarenbckoit
nabopatopun. [lnan cormacyercss pPyKOBOJACTBOM —HCHBITATENbHOW J1a0OpaTOPUM U CIOHCOPOM
(pa3paboTYMKOM), €CJI 3TO YCTAHOBJIEHO 3aKOHOJATEIBCTBOM IOCY/1apCTB-UJIEHOB.

IInan HCCICOOBaHUA OOJIDKCH OBITH YTBCPXKACH IMOAINMUCBIO PYKOBOJAUTCIA HMCCICAOBAHUA C
YKa3aHHUEM JaThl.

Ponp u o0s3aHHOCTH CHIOHCOpa B paMKaxX IPOBENEHUS JOKIMHUYECKHX (HEKJIMHUYECKHX)
HCCIIEIOBAHUM NTpUBEAECHBI B ITpuiokeHun N 5 k HacTtosuM [IpaBunam.

54. IlompaBku K MJaHy HCCIEIO0BaHUS JOJKHBI ObITh OOOCHOBaHBI, OJOOPEHBI JaTMPOBAHHOU
MOJITMCHIO PYKOBOJIUTENS UCCIEIOBAHUS U MPUOOILEHBI K TUIAaHY UCCIIEI0OBAHMS.

55. OTKJIOHEHHS OT IUIaHA WCCIIEOBAHUS JOJKHBI OBITh OMHUCAHBI, OOBICHEHBI, OIOOPEHBI,
CBOEBPEMEHHO JaTUPOBAHbl PYKOBOJUTEIEM MCCIIECOBAHUS WM BEIYIIMM HCCIEAOBATENIEM U JIOJKHbI
XPAHHUTHCS C TIEPBUYHBIMU JAHHBIMU HCCIICTIOBAHUS.

56. HpI/I KpPaTKOCPOYHBIX HCCIICAOBAHUAX MOXKHO HCIIOJIB30BATh O6I.I.IPII>1 IJIaH HUCCIICAOBaHUA C
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COOTBCTCTBYIOIIIMMU ITPUITOKCHUAMMU.

TpeOoBaHMsT K IPOBEACHUIO KpPAaTKOCPOUYHBIX MCCIEJOBAaHMH B paMKax JOKJIMHMYECKUX
(HEKJIMHUYECKHUX ) UCCIIEI0OBAaHUI JIEKAPCTBEHHBIX CPEZCTB (BELECTB) MPUBEAEHBI B NpuioxkeHuu N 6 K
HacrosmuM [IpaBunam.

2. ConepxaHue MmiiaHa UCCIeq0BaHUS

57. Ilnan uccienoBaHus JOJDKEH, B YaCTHOCTH, COIEPKATh CIEAYIONIYI0 HH(pOpMaIIUIO:

a) ueHTU(UKALINS UCCIICIOBAHUS, UCCIEAYEMOT0 BEIIeCTBa (JICKaPCTBEHHOTO CPEJICTBA) M 00pasia
cpaBHeHUs (KOHTPOJBHOTO 00pasia):

Ha3BaHUEC C KPATKUM OIIMCAHUCM I[I/I?;&ﬁH& HCCIICAOBaHUA,
PIH(bOpMaI_II/If{ O OCJIX M 3aJa4aXx UCCICIOBaAHUA,

UACHTH(DHUKAITS UCCIICyEeMOTO BEIIeCTBa (JCKAPCTBEHHOT'O CPEJICTBA) Yepe3 KOJ WM Ha3BaHUE
(3amecTUTENPHOM W paauKano-QYHKIMOHAJIHHOW  HOMEHKIaType  MeXIyHapoJHOro  COro3a
teopernyeckoit u npukinagHoi xumun (IUPAC); naeHTudUKaMOHHBIN HOMEp 10 peecTpy XUMHUYECKOIH
pedepatuBHON CciyxkObl AmepukaHckoro xumuyeckoro oOmiectBa (CAS-Homep), Ouosioruyeckue
CBOWCTBA U T.1.);

UCCIIelyeMO€e BEIECTBO (JIEKApCTBEHHOE CPEJCTBO) (€ro omnucaHue, MpUpOAa MPOUCXOXKICHHUS U
XapaKTEPUCTHUKH);

0) nHpopMalus o crioHcope (pa3paboTYHKE) U UCIBITATEILHON JJa00paTOpHu:

Ha3BaHUE U aJpec crioHcopa (pa3paboTymnka);

HA3BaHUS U afjpeca 3aJeCTBOBAHHBIX UCIBITATENBHBIX Ja00OPATOPUN U UCTIHITATENFHBIX TUIOMIAIOK;
bamunus, M, 0TYECTBO (MPU HAIMYUH) U aJpec pyKOBOJIUTENS UCCIEI0BAHUS;

q)aMI/IJ'II/I}I M5, OTYCCTBO (HpI/I HaJ'II/ILII/II/I) U aJapec BEAYHWICIo HUCCICAOBATCIIA, (l)aMI/IJ'II/II/I
HCCHCHOB&TGHCﬁ, MNPUHUMABIIUX Y4aCTUC B UCCIICAOBAHNH,

B) JaThI:
JlaTa yTBEPKACHUS TUIaHA UCCIIEOBAHUS C TTOIUCHI0 PYKOBOIUTENS HCCIIEIOBAHNUS;

JaTa yTBEPKICHHS IJIaHa UCCIEA0BAaHMUS C TIOIMUCHIO0 PYKOBOICTBA UCIIBITATEIHHON JTA00paTOPUU U
croHcopa (pa3padoTunka);

npearojaracMbIC 1aTbl Ha4aJIa U 3aBCPHICHUS SKCIICPUMCHTAJIbHBIX pa60T;

) METOABl WCCIENOBAaHHMM, C YKa3aHWEM TOAPOOHOTO OMHCAaHUS METOJO0B HWCCIICOBAHUM,
HAaUMEHOBAHHI TECT-CUCTEM, UCTIOIB3YEMBIX B UCCIEAOBAHUH, C 00OCHOBaHHWEM HMX BBIOOpA, CIOCOOOB H
MyTell BBEICHHS WCCIIEAYEMOTo BelecTBa (JIGKAPCTBEHHOTO CPEICTBA), METOJOB CTAaTUCTUYECKOU
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00pabOTKH, MHBIX CBEJICHHUH MO MPOBEACHUIO UCCIICIOBAHUA;
1) coJiepKaHKe TIaHa UCCIIe0BaHUS (ITYHKThI, KOTOPbIE IPUMEHUMBI):
000CHOBaHME BBIOOPA TECT-CHCTEMBI;

OINHCaHKUE TECT-CUCTEMBI (HalpuMep, BUJ, IITaMM, CyOIITaMM, MCTOUHHUK MOJIy4EHHsI, KOJIMYECTBO,
BUJI )KUBOTHBIX, UX Macca Tela, MoJI, BO3PACT U Apyras BaXHas HHPOPMAaLIUS;

croco6 MpUMEHEHHs U MIPUUMHA TAKOTO BHIOOPA;
YPOBHH 103 U (MJIM) KOHIIEHTPALIUU, YACTOTA U MPOJIOJDKUTEILHOCTh TPUMEHEHNS,

noapoOHas uHGoOpMAIUsA O CTPYKTYpe (Iu3aifHe) UCCIeA0BaHMs, BKIIIOYAs OMMCAHUE XPOHOJIOTHH,
BCEX METOJ0B, MaTEpUajOB M YCJIOBUW, BHJIA M 4YaCTOThl IPOBEACHHBIX aHAJIW30B, H3MEPECHUM,
HAOJIOIEHUI U UCCIIEIOBAHMIA;

C) AOKYMCHTAIMA 110 UCCIICAOBAHNIO B BUJIC CIIMCKA JOKYMCHTOB UCCIICAOBAHUA, KOTOPBIC JOJIKHBI
OBITh 3aII0JIHEHEI U COXpPaHCHBI.

3. [IpoBeaeHue uccinenoBaHms

58. Kaxxnomy ucclieIoBaHUIO J0JDKEH ObITh MPUCBOCH YHHUKAIBHBIA HOMEp. Bce ucmonb3yembie B
HCCIICIOBAaHUK 00pa3ipl, 00OPYJOBAaHHE M MaTepUabl JOJKHBI OBITh JOKYMEHTAIBHO OTPaXKCHBI B
MaTepualiaX HMCCICIOBaHHS C LENBI0 WX TMPOCICKUBACMOCTH. lcciaenoBaHue OJKHO MPOBOJAUTHCS
COTJIaCHO IJIaHy uccienoBanus. OOpasibl UCCIeyeMbIX BEIIECTB (JIEKApCTBEHHBIX CPEACTB) U 00pa3LIbI
cpaBHEHHs (KOHTPOJIbHBIE OOpaslibl) JOJDKHBI OBITh MapKUPOBAaHBI COOTBETCTBYIONIMMHU 00pa3oM,
00€eCTIeYNBAIOIIUM UX HICHTU(DUKALUIO.

OO6mue TpeboBaHMS K TOPSAKY TPOBEIACHHS HCCIENOBAaHUN yKa3aHbl B MpuwiokeHnn N 7 K
HactosmmM [IpaBunam.

59. Bcee AAHHBIC, ITOJIYYaeMbIC B XOAC MCCIICAOBAHUSA, NOJIKHBI OBITh 3apCruCTpUPOBAHBI IIPU UX
IMOJIYYCHHUHN HE3aMCIJIMTCIIbHO, TOYHO MW AaKKYpaTHO JHWUIOM, KOTOPOC IOJYYUJIO OTHU HAaHHBIC, C
MMPOCTABJICHUCM Z[aTHPOBaHHOﬁ IOATIMCH UCITIOJTHUTCIIA.

Bce BHOCHMMBIC M3MEHEHHS B NEPBUYHBIC TAHHBIC JOJIKHBI OBITh CACJIaHbI Tak, YTOOEI OCTaBajach
BUJJHA IICPpBOHAYAJIbHAA 3allUCh, IPHU 3TOM YKAa3bIBAKOTCA IMMPUYUHBI HCIIPABJIICHUA C HaTHpOBaHHOﬁ
MOATIMCBIO TOI'O JIMIa, KOTOPOC BHECIIO UCITPABJICHUC.

60. Ecnu nepBUYHBIE [aHHbIE PETHUCTPUPYIOTCA C IIOMOIIBIO KOMIIBIOTEpPA, JOJKHA OBITh
uH(popMalyg O JUIE, OTBETCTBEHHOM 32 BBOJ 3THUX JIaHHBIX B KOMIIBIOTEP B MOMEHT UX IMOJYYEHHS.
JlM3aifH KOMITBIOTEPU3UPOBAHHON CHUCTEMbI JOJDKEH OBITh TaKUM, 4TOOBI MPEAOCTABIATH BO3MOXKHOCTh
MIPOBEACHUS IIOJIHOTO ayJuTa JJIEKTPOHHBIX JaHHBIX M IIOKAa3bIBaTh BCE MCIPABJICHHUS NEPBUYHBIX
JaHHBIX C COXPaHEHHEM IIepPBOHAYAIBHBIX OpPUTMHAIBHBIX JaHHBIX. JloikHAa OBITH IpelcTaBlieHa
BO3MOKHOCTb CBSI3aTh BHECEHHBIE HCIIPABIEHUS C JIMIIOM, MX CJEJIaBIIMM, HAIpUMEp, C IOMOUIbIO
JATUPOBAHHOM 3allUCH  HUCIOJIB30BAaHUs KOMIIBIOTEPU3UPOBAHHOW CHUCTEMBl WIM JaTUPOBAHHOU
ANEeKTpOoHHOW moanucu. JlomkHa OBITh yKa3aHa NpPUYMHA BHECEHUS W3MEHEHHUH B IepBUYHbBIE
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OJICKTPOHHBIC JAaHHBIC. BGILGHI/IG 3anuceil TOJIBKO B 9JICKTPOHHOM BHAC OOIMYCKACTCA IIPpU HAJIHWYUU
BAIIMAWUPOBAHHBIX KOMIIBIOTCPU3HUPOBAHHBIX CUCTEM.

V. OdopmiieHHE Pe3yIbTaTOB HCCIICTOBAHUS
1. OGmas uadopmarus

61. Jlnsg Kaxaoro HCCIEAOBaHUS TOTOBUTCA 3aKIOUMTENbHBIA oTueT. I[lpu mnpoBeneHuun
KPaTKOCPOYHBIX MCCIEAOBAHUMN CIEAyeT MOJTOTOBUTHh CTAHAAPTU30BAHHBIN 3aKIIOYUTEIBHBIM OTYET CO
CHEeIUaIbHBIM TPUJIOKEHHEeM 00 OCOOEHHOCTSIX wuccienoBanus. Ilpu MpoBEAECHUU TOITOCPOUHBIX
HCCIIE0BAHUM CIIEIyeT MPEyCMOTPETh MOATOTOBKY IPOMEKYTOUHBIX OTYETOB.

62. OTyeTsl BENyIIMX HCCEAOBAaTENIed W CIEIHAIMCTOB, 3aJICHCTBOBAHHBIX B HCCIICIOBAHHH,
JOJDKHBI OBITH IMH COOCTBEHHOPYYHO TIOJITUCAHBI U IATUPOBAHEI.

3aKIIIOYNTEIIFHBIA OTUET JOJIDKCH OBITh MOoAINMCAaH U JAaTUPOBAH PYKOBOAUTEIIEM HCCICAOBAHUA CO
CBUACTCIIbCTBOM O IIPUHATHMU OTBCTCTBCHHOCTH 3a AOCTOBCPHOCTH OAHHBIX. I[OJDKHa OBITh YKa3zaHa
CTCIICHb COOTBCTCTBHUA IIPHUHOUIIAM Hannex(ameﬁ na6opaTopH0171 IIPaKTHUKH. 3aKITIOYATEIbHBIA OTYET
JOJIKCH OBITH CKPCILICH I€YaTbIO OpraHu3anuu.

63. VI3MeHeHMsl U JIONOJIHEHUS, BHOCUMBIE B 3aKJIFOUUTENIbHBINA OTYET, JOJKHBI ObITh ITPEICTABICHbI
B (hopMe momnpaBok kK otyety. HeoOX0oauMo TOYHO yKa3aTh NPUYMHY HCIIPABICHUN WM TOTIONHEHMA. Bee
MIOTIPABKHU JIOJKHBI OBITh MOJAIMMCAHBI U JaTUPOBAHbI PYKOBOJIUTENEM HCCIIEOBAHUS, KaK 3TO YKa3aHO B
ab3are BTopoM myHKTa 62 HacTosmux [IpaBwui.

64. Ns3meHenwne Q)opMaTa 3aKJIIFOYUTCIBHOI'O OTYCTa COIJIaCHO Tpe60BaHI/I${M FOCYI[EIpCTBGHHOfI

peructpaiu WJIKW YIIOJHOMOUYCHHOI'O OpraHa HE pacCMaTpUBACTCA KaK JOINOJIHCHUC HWJIM IIOIIpaBKa B
3aKJIIOUUTEIIbHBIN OTYET.

2. ConepxcaHI/Ie 3aKIIIOYUTCIBHOT'O OTUYCTAa

65. 3aKIIIOYUTEIBHEINA OTYET JOJIKCH BKIIIOYAaTh CIICAYHOUIUC pa3aCiIbl:

a) uAeHTU(UKAIIS UCCIIeIOBAHMS, UCCIIETyeMOT0 BellecTBa (JIEKapCTBEHHOT'O CPECTBA) U 00pasia
CpaBHEHMs (KOHTPOJIBHOTO 00pa3ia):

Ha3BaHUEC UCCICAOBAHUSA C KPATKUM OIIMCAHHUEM HHSaﬁHa;

UICHTU(PHUKAIMS UCCIIEAYEMOro BelllecTBa (JIEKapCTBEHHOTO CPE/ICTBA) Yyepe3 KOJ| UM Ha3BaHue (110
3aMECTUTENILHON U paauKano-GyHKIIMOHATFHON HOMEHKIAType MeXTIyHapoIHOTO COI03a TEOPETUUECKON
u npukiagHoi xumun (IUPAC); nneHTHgUKaMOHHBIN HOMEp 10 peecTpy XUMHUUECKOH pedepaTUBHOMN
CITy )0l AMEpUKaHCKOTO XuMudeckoro oomiecta (CAS-Homep), OMOTOTHUECKIE CBOMCTBA H T.11.);

uaeHTudukaims odpasia cpaBHeHHS (KOHTPOIBHOTO 00pa3iia) Mo HauMEeHOBaHUIO;

XapaKTepUCTHKa CBOMCTB UCCIIEyEMOT0 BellecTBa (JIEKApCTBEHHOT'O CPENICTBA), BKIIIOYAsl YACTOTY,
CTaOMJIBHOCTh M TOMOT€HHOCTb;
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0) uadopmanus o cioHcope (pa3paboTuuKe) U UCTIBITATEIbHON JabopaTopuu:

Ha3BaHUE U ajpec CroHcopa (pa3paboTymnka);

Ha3BaHU U a/Ipeca 3aJIeliCTBOBAHHBIX HCIIBITATEILHBIX TAOOPATOPHA U UCTIBITATENIbHBIX IJIOLIA I0K;
dbamunus, uMs, 0T4eCTBO (MPU HATMYUH) U aAPec PyKOBOIUTEINS UCCIEI0OBAHUS;

dbamuus, UMs1, OT4eCTBO (TIPY HATMYUH) U aAPEC BEAYIIETO UCCIICIOBATEIS,

(baMI/IJ'II/II/I, HUMEHa, OT4YECTBAa (HpI/I HaJ'II/ILII/II/I) CIICHUaIMCTOB, MPCACTABUBUIMX CBOW OTYCTBHI JIA
COCTaBJICHHA OKOHYATCIBHOI'O OTYCTA.

B) JAaTbl, YKa3aHHBIC KaK JaTbl Hadalla MW 3aBCPHICHUA OKCIICPUMCEHTOB B paMKaxX BCECToO
HUCCICIOBAaHUA U €0 OTAIlOB,

T') IIeJIM 1 33/1a4d UCCIICIOBAHMS;
1) ONMCAHKUE UCTIOIB3YEMbIX MAaTEPUATIOB U METOIOB UCCIICIOBAHUIA:

ONHCaHHE HCCIEYyeMOro BellecTBa (JIEKAPCTBEHHOIO CPEJICTBAa), BKIIIOYAs CBEACHUS O €ro
(GU3NYECKUX, XUMHUYECKUX, OHOJIOTMYECKMX W (hapMaleBTHUECKUX CBOHCTBAaX, COCTaBe TOTOBOM
JIeKapCTBEHHOH (POPMBI;

XapaKTEepUCTUKA U 0OOCHOBAHUE TECT-CUCTEMBbI, OTOOPAHHOM JJI TOKJIMHUYECKUX MCCIIECIOBAHUIA;

BUJI, BO3PACT, KOJMYECTBO )KMUBOTHBIX B Ka)I0H IpyIIe, Moj, MoKa3aTellb MacChl Tella, UCTOYHUK U
TUII KOpMa (B CITy4yae UCIOJIb30BAaHUs OMOJIOTMYECKOM TeCT-CUCTEMBI (3KMBOTHBIX));

PEKHUM JIO3UPOBAHUS, KPATHOCTh M MYTh BBEACHMS HCCIEAYEMOTO BellecTBa (JIEKapCTBEHHOTO
CpelCTBA);

CcXeMa MPOBEACHUS JOKIUHUYECKOTO (HEKIMHUYECKOTO) HMCCIEAOBAaHUS HCCIEAYEMOrO BeIIecTBa
(JiekapCTBEHHOTO CPEJICTBA);

OIMMCAaHHUE METOJOB CTaTUCTHUECKOI O6pa6OTKI/I PE3YyJIbTATOB,

€) CChUIKM Ha pyKoBojcTBa OpraHu3alii SKOHOMHUYECKOTO COTPYIHMYECTBA M Pa3BUTHS, WHBIE
JOKYMEHTHI 110 TPOBEICHUIO UCCIIEI0BAHUM, IPU3HABAEMbBIE B TOCYIAPCTBAX-WICHAX;

) pe3yJIbTaThl:

KpaTkuii 0030p pe3ynbTaToB;

BCA I/IH(i)OpMaHI/IH W JAHHBIC, MPEAYCMOTPCHHBIC INIAHOM HUCCICOOBAHNA,

NpeJ0CTaBlIEHNE Pe3yIbTaTOB, BKIIOYAsl pacueThl, KOJUUYECTBEHHOE ONpeAeIeHUe CTaTUCTHYECKON

3HAYMMOCTH, 00oOIIaronme Tadmuipl (TpaduKku) ¢ COOTBETCTBYIOMIEH CTAaTHCTHYECKOW OOpabOTKOW M
KOMMEHTapUSIMHU K HUM;
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OLIEHKA M 00CYKICHUE PE3yJIbTATOB U BBHIBOJIBL;

3) 3aKJIIIOYCHUE IIPCACTABUTECIIA COK c¢ IIPUITIOKEHUEM CIIMCKa IPOBCIACHHBIX I/IHCHCKHI/Iﬁ 10
HCCIICAOBAHUIO C YKA3aHUECM HX 4T, OTYCTOB O IMPOBCACHHLIX IMPOBCPKAX C YBCIOMJIICHUCM PYKOBOJCTBA
HCCHCHOB&TCHBCKOﬁ Ha60paTOpI/II/I U PYKOBOIUTECIA HMCCICIOBAHUA. B 3axmrouenun JOJIDKHO OBITh
YKa3aHO MOATBCPKACHUC IMPOBCPKU MW COOTBCTCTBUA MHCXOAHBIX OAHHBIX HWCCICAOBAHHA JaHHBIM,
COACPNKKAIMMUMCA B 3aKITIOUUTEIIBHOM OTUETEC,

W) XpaHeHue (apXuBHpOBaHWE). Mecrta XpaHEHUs IUIaHA, MPOO MCCIEAYEeMOTo BEIIeCTBa
(JtekapCTBEHHOTO CpEACTBA) W 00pa3IOB CpaBHEHHS (KOHTPOJBHBIX OOpa3loB), MEPBHYHBIX JaHHBIX
3aKJIFOYUTETHHOTO OTUETA.

VI. XpaneHue 10KyMEHTOB U MaTe€pUalOB

66. I[OKYMGHTI)I, HMCIOIIMC OTHOMICHUC K UCCIICAOBAHUIO, JOJKHBI XPAHUTLCA B apXHMBaxX B TCUHCHUC
HE MeEHee 5 JIeT moclie OKOHYaHHUS O6paH_I€HI/IH JICKApCTBCHHOI'O CpCACTBA, CCIIA WHOM CPOK HEC
YCTAHOBJICH 3aKOHOAATCIIbCTBOM I'OCYAapCTB-4JICHOB!:

IUIAaH HKCCIICJOBaHUS, TICPBUYHBIC JaHHBIE, MPOOBI HCCICIyeMOro BeliecTBa (JIEKAPCTBEHHOTO
cpenctBa) U o0Opas3lloB CpaBHEHUS (KOHTPOJBHBIX OOpa3lloB) M 3aKIIOYUTEIBHBIM OTYET O KaXKIOM
UCCIICIOBAHNH;

JIOKYMEHTHI O TIPOBEICHHBIX MHCIIEKIIUSIX U ayIUTaX;

JIOKYMEHTHI 0 KBaJTU(UKALUAX, 00YYEHHUH, OTIBITE U JOIKHOCTHBIE MHCTPYKLIUU TIEPCOHATIA;
JIOKYMEHTBI U OTYETHI 00 MCITOJIb30BAHUU U KATHOPOBKE 000Dy I0BAHMS;

JIOKYMEHTBI O BaJTUAAIIMU KOMIIBIOTEPU3UPOBAHHBIX CUCTEM;

JTOKyMEHTHI 000 Becex npeasiaymux COII;

JIOKYMEHTBI O KOHTPOJIE COCTOSIHUSI OKPY>KaIOLIEH Cpeibl.

[Ipy OTCYTCTBMHM YCTAaHOBJIEHHOTO IE€pPUOJIa XPAaHEHMs] TOKYMEHTOB OKOHYATEJbHOE pPEIICHHE O
BPEMEHU XpaHEHUs JTI0OBIX MaTepHaIOB UCCIEIOBAHUS JOJKHO OBITh TIOKYMEHTAIbHO opopmieHo. Eciu
poOBl HCIBITYEMOIO BeEIeCTBA (JIEKAPCTBEHHOTO CPEACTBA) M KOHTPOJIBHBIX OOpa3lloB WM CaMH
00pa3ibl YTHIIM3UPYIOTCS 10 UCTEUEHUsI TPeOyeMoro mnepuojia XpaHeHHs M0 KaKoi-Iubo mpUYMHE, 3TO
JOJDKHO OBITh JOKYMEHTaIbHO odopmileHO (¢ ykazaHuem mpuduH). [IpoObl mcciaeayeMoro BelecTBa
(JIekapCTBEHHOT'O CPEICTBA) U KOHTPOJIBHBIX 00PA3I0B WM CaMU 00pa3libl TOJKHbBI XPaHUTHCS B TEUEHUE
nepHuojia BpEMEHH, MO3BOJISIONIET0 C yUeTOM KauecTBa IpernapaTa PpOBECTU UX OLEHKY.

67. [lanHble, XpaHMMble B apXWBaxX, JOJDKHBl OBITh HJIECHTH(DUIUPOBAHBI, YTO OOJErdaeT
YIOPSAAOYEHHOE XpaHEHHUE U U3BJI€UeHHE HH(DOPMALINH.

68. I[OCTYH K apXuBaM JOJIDKCH UMCTb IICPCOHA, ynOHHOMO‘ICHHLIfI PYKOBOACTBOM. HepCMCH_IeHI/IC
JaHHBIX U3 apXuBa U B apXUB JOJIKHO TIIATCIBHO PETUCTPUPOBATHCA.

69. Ecau ucnbITaTenbHas 1adopaTopust UM apXHUB MCIIBITATEIbHON JTabopaTopuH, paboTarouuii no
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KOHTPAKTY, MPEKPAIAET ACSITEIIbHOCTh U HE MMEET MPaBONPEEMHHKA, apXHUB JIOJDKEH OBITH MEpe/laH B
apXUBbI CIIOHCOPOB HCCie0BaHuUs (pa3paboTUUKOB).

VII. UacnextupoBanue. [Iporenypbl KOHTPOJIs COOTIOICHHS MPABIII
HaJIeXkaIen J1ab0paToOpHOM MPaAKTUKH

1. PyKoBOJICTBO MHCIIEKTUPOBAaHUEM

70. T'ocynapcTBa-uieHsl B pamkax HacTosiux [IpaBui:

a)  0o0ecre4YMBalOT  HEIMOCPEICTBCHHYI0  OTBETCTBEHHOCTh  OpPraHoB  (OpraHu3anui),
KOHTPOJMPYIOIIUX BBINOJIHEHWE HacTtosmmx [IpaBwi, 3a mombop KBaTM(DHUIIMPOBAHHBIX KaJIpPOB
(MHCTIEKTOPOB), UMEIOIIMX HEOOXOAMMBIA TEXHUYCCKUN (HAyUHBIN) OIIBIT;

0) myONMKYIOT JHOKYMEHTHI, pa3pa0OOTaHHbIE B pa3BUTHE HacTosmux [IpaBmi B mpenenax cBOeEH
TEPPUTOPUU;

B) MMyOJUKYIOT JIOKYMEHTHI O MPOBEICHUN HHCIICKIIMI, HHCTPYKITUH, IEPHOANYHOCTh UHCTICKITUN U
(wm) rpaduKy MPOBEACHUS MHCIIECKIIHIHA;

r') 0OMEHHBaIOTCS WH(pOpPMAIMEl B OTHOIICHUH CHCTEM KOHTPOJSI COOTBETCTBHUS MCIBITATEIIBHBIX
nabopaTopuil (IJIOIIA0K) TpeOOBaHUAM 3aKOHOAATENBCTB TOCYIAPCTB-WIEHOB C LEJbIO COOJIIOJCHUS
Hactosauux [IpaBun cornacuo npunoxkenuto N 8 k HactosiuM [paBuiam;

1) BEAYT y4eT MHCIEKIMH HCIIBITaTeNIbHBIX Ja00opaTopuil (M X cTaTyca COOTBETCTBUS HACTOSIILIUM
[IpaBuiam) U ayAWTOB UCCIEIOBAHMNA M MYOJUKYIOT HH(POPMAIUIO 00 3TOM B OTKPBITBIX MCTOYHHKAX,
coryacHo npuioxenuto N 9 k Hactoaumm [IpaBunam.

2. KonuneHnmansHOCTb

71. 'ocynapcTBa-uiieHbl B paMKax HacTosmux [Ipasuit:

a) obecreynBarOT COOMIOAEHNE KOH(UICHIIMAIBHOCTH HE TOJIBKO MHCIEKTOPAMU, HO U APYTUMU
JUIAMH, MMEIOUIMMU JOCTYH K KOH(UICHIMAIbHOM HWHpOpMalMU B pe3ysbTaTe OCYILECTBICHUS
ACATCIIBHOCTH IO MHCIICKTUPOBAHUIO CO6J'IIOI[GHI/I$I HaCcTOoAIMUuX HpaBI/IJ'I;

6) oOecreunBarOT NPEACTABICHUE MOJHBIX OTYETOB 00 MHCHEKIUAX HCIIBITaTeNIbHBIX JabopaTopuii
U ayauTax WCCIeIOBaHUi, 3a MCKIIOUYEHHEM JOCTYyNa K KOMMEpPYECKH Ba)KHOW M KOHQUACHLIHAIbHOU
uH(pOpMaINU, KOTOPBIN MPETOCTABIAETCS TOIBKO YIIOJIHOMOYEHHBIM OpraHaM rocy/1apCcTB-4JICHOB.

3. Ilepconan u 00y4eHrne HHCIIEKTOPOB
72. YOTHOMOYEHHbIE OpraHbl FOCYJapCTB-UJICHOB B paMKax HacTosmux [Ipasut:
a) o0ecreurBalOT HEOOXOANMMOE KOJMYECTBO MHCIEKTOPOB Ui BBINOJIHEHUS (papManeBTHYECKOrO

MHCIIEKTUPOBAHUS MCIBITATENbHBIX JabopaTopuil B pamkax coONtojeHuss TpeOOBaHMN HACTOSIIMX
[IpaBui;
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0) oOecrieunBarOT HEOOXOAUMYIO KBATM(HUKAIMIO U 00y4YeHHE HHCTIEKTOPOB;

B) FapaHTUPYIOT OTCYTCTBUE (PMHAHCOBOI'O HJIM JAPYroro MHTEpeca y MHCIEKIIMOHHOTO MepcoHaa,
BKJIIOYAsl HKCIEPTOB, PAOOTAIOIIMX IO KOHTPAKTY, MPU MPOBEACHUM HHCHEKIMH HCIBITATEIbHBIX
nabopaTopuii WK ayAuTa UCCIIEOBAHUM, a TAK)KE Y KOMIIAHUN, CIIOHCUPYIOLIUX TaKUe UCCIIEIOBAHMUS;

r) o00ecrneynBalOT WHCIEKTOPOB HEOOXOAMMBIMU CpEACTBAMH HACHTHU(UKAUU (Hampumep,
YIIOCTOBEPEHHUEM).

73. Tpebyemoe KOTHMUECTBO HHCIIEKTOPOB 3aBUCHT OT:

KOJIMYECTBA 3a/IeHCTBOBAHHBIX HCIIBITATEIbHBIX Ja00OpaTOpuil B CUCTEME KOHTPOJS COOTBETCTBUS
UCIBITATEBHBIX JIA0opaTopuii (IUIOMAA0K) TpeOOBAaHUSM 3aKOHOAATEIhCTBA TOCYJApCTBA-UJCHA C
1enbio coomoaenus Hactoanmx [Ipasun;

MEPUOJUYHOCTH OLIEHKH CTaTyca COOTBETCTBUS HCIBITATEIBHBIX J1a00paTOpUi  HACTOSALIUM
[IpaBunam;

KOJIMYECTBA U CIIOXKHOCTH I/ICCJIGI[OBaHI/H\/JI, IMPOBOAMWMBIX HUCIIBITATCIbHBIMUA Ha60paT0pI/I$IMI/I;

KOJINYECTBA CIEIHMAIbHBIX HHCIEKIIUI WK ayIUTOB, IPOBOJAUMBIX IO 3alpOcaM YIIOJTHOMOYCHHBIX
OpraHoB.

74. ncniekTopamM# MOTYT OBITh:

Jana M3 4Yucjila IIOCTOAHHOI0 MTara YIOJHOMOYCHHOI'O OpraHa WA q)apMaHeBTI/ILIeCKOFO
HHCIICKTOpPATa,

JMIIa U3 4YUCJIAa MOCTOSHHOIO IITaTa OpraHa, paOOTArOIEro HE3aBHUCUMO OT YIOJIHOMOYEHHOTO
oprasa;

JUIa, HaHATHIE YIOJHOMOYEHHBIM OPIaHOM IO KOHTPAKTy WM JIPYruM oO0pa3oM JUisl POBEAECHUS
MHCIIEKIIUN UCTIBITATENbHBIX JIAOOPATOPUI MK ayTUTOB UCCIIETOBaHUM.

B nocnennux 2 ciydasx yNoJHOMOYEHHBIH OpraH HECET UCKIIOYHUTEIbHYIO OTBETCTBEHHOCThH 3a
OIpeJIeIEHUEe COOTBETCTBUS MCIIBITATENIbHBIX JabopaTopuii TpeboBaHUsAM Hactosmux [IpaBui, kayecTBo
(mpuemMiIeMocTh) ayIuTa UCCIIEeI0OBaHUS U 3a JII0ObIe 1eMCTBHSI, OCHOBAaHHBIE Ha Pe3yJbTaTaX MHCIIEKIIUH
UCHBITATEIbHBIX JJA00OPATOPUI UM ayTUTOB UCCIIETOBaHUM.

75. MHCHIEKTOpHI JOJKHBI UMETh HEOOXOJUMBbIE KBATM(PHUKALMIO U MPAKTUUECKUN ONBIT B psjie
HAY4YHBIX JMCLUIUIMH, UMEIOIIUX OTHOILIEHHWE K HCCIIEOBAHUSAM XMMHYECKMX COCIMHEHMH (BKIJIIOYas
JIeKapCTBEHHbIE CpeCTBa). B pamkax B3auMOJIeHCTBUS YIIOJIHOMOUYEHHBIE OpraHbl TOCYapCTB-UIEHOB:

JIOTOBApUBAIOTCS O COOTBETCTBYIOIIEM OOYyYE€HHUH MHCIEKTOPOB C YYETOM WMHIUBHIYaJIbHBIX
KBaJIM(UKALIMIA U OTIBITA,

MMpOBOAAT KOHCYJbTAlUH, BKJIKOYAAd B COOTBCTCTBYIOIIUX ClIydyadX COBMCCTHBIC 06yqa101m/1e
MCpPONpPUATHA C TCPCOHAJIOM YIIOJHOMOUYCHHBIX OpPraHoB JApPYTUX TroCyAapCTB-4JICHOB C IICJIBIO
coJIeficTBHS MC)KﬂYHapOﬂHOﬁ COTJIAaCOBAHHOCTH B UCTOJIKOBAHHWU U MPUMCHCHUHN MMPUHIUIIOB HACTOATIINUX
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[TpaBui, a Takke NP MPOLEAYPE HHCTIEKTUPOBAHMS UX COOTIOACHUSI.

4. CuctemMa KOHTPOJISI COOTBETCTBHS UCTIBITATEIBHBIX JIa00OpaTopuit
TpeOOBAHUAM 3aKOHOAATENILCTB IOCYAAPCTB-UWIECHOB

76. IlpuMeHeHHE TPHUHIMIIOB HacTosmuX [IpaBuia K JaHHBIM 1O 0E30MacCHOCTH ISt 37I0POBbS U
OKpY’KaroIen cpebl, COOPAaHHBIM B PETYIATOPHBIX IENSX, TOJKHO OBITh 00s3aTeNbHBIM. J[OMKeH OBbITH
pa3paboTaH MEXaHHM3M, B COOTBETCTBUM C KOTOPBIM HCIBITATENIbHBIC J1A00OPaTOpPUU  MOTYT
(YHKIIMOHUPOBATh B COOTBETCTBHHM C HAcToSuMU [IpaBwiamMu, W KOTOPBIA IPOBEPSETCS
COOTBETCTBYIOIIMM YIIOJTHOMOYCHHBIM OPTaHOM.

77. NUncnekTupoBanue cobmoaenus Hactosmux [IpaBuin nmpoBoauTest B paMkax (GpapMarneBTUYeCKUX
MHCIEKIUH, MPEeIyCMOTPEHHBIX MEKAYHApOJIHBIMU JIOTOBOPAMU M AKTaMH, COCTABIIAIOUIMMU IIPaBO
Coro3a, U nperHa3HAYEHO MJIs JOKA3aTeNbCTBA TOTO, YTO HCIBITATENIBHBIE JIAOOPATOPUM IPUMEHSIOT
Hacrosmue [IpaBuna npu npoBeeHUN UCCIEI0BaHUNM U MOTYT I'apaHTUPOBATh, YTO HOJIYYECHHBIE JaHHbIE
UMEIOT COOTBETCTBYIOILEE HOPMaM KadyeCcTBoO.

78. TocynapcrBa-uieHbl NYOJUKYIOT HMH(DOpPMALUMI0 O CHCTEMax KOHTPOJS COOTBETCTBUS
UCHBITAaTENbHBIX JabopaTopuil (IJIOLAA0K) TPEOOBAHUSAM 3aKOHOATENBCTB IOCY1apCTB-UICHOB (J1ajee -
cucTeMa KOHTPOJISI) C LeNblo COOMIOeHNsT Haaexaliel gabopatopHoil npaktuku. Takas undopmanus
JOJDKHA, B YACTHOCTH, OTPEACIIATH 00BEM H MAacIITad CUCTEMBI KOHTPOJIS.

Cucrema KOHTpOJISL COOIOACHUS HalIexKallel J1abopaToOpHON MPAaKTUKU MOXKET BKJIIOYATh TOJBKO
OTrPaHUYEHHOE KOJIMYECTBO UCCIEAYEMbIX BELECTB (JIEKAPCTBEHHBIX CPeACTB). OOBEM MHCIEKTUPOBAHUS
JI0JKEH OBITh ONpesEsIeH ¢ YyYeTOM KaK KaTeropuil JJIeKapCTBEHHBIX CPEACTB, TaK M BUJIOB HCCIIEI0BAHUH,
IIPOBOJAMMBIX B OTHOILIEHUU HX, Hampumep, (pU3MuecKue, XUMUYECKHE, TOKCUKOJIOIMUYECKHEe U (WUJIN)
HKOTOKCUKOJIOTHYECKHUE.

79. Cuctema KOHTpPOJIsS COOJII0IEHUs HaAexalel J1abopaToOpHONU MPAKTUKU BKITIOYAET:

a) MTOJIOKEHUS 00 HHCIICKIHUAX HCIOBITATCIIbHBIX HaGOpaTOpHﬁ. Ot HHCIICKOWMK BKIIHOYAKOT
HWHCIICKIINHU 06HI€F0 XapakTepa U ayJUThbL HCCJ’IGI{OB&HI/II\/'I, TCKYIIUX WJIM 3aBCPIICHHBIX

0) TOJIOKEHUS O CICHUAIBHBIX HWHCHCKIMSIX HCIBITATeIbHBIX Jla0opaTopuii  (ayaumrTax
UCCJICIOBAaHMIA) MO 3ampocy YIMOJHOMOYEHHOTro opraHa (Hampumep, MPOBOJMMBIC IO 3alpocy MOCie
MPEIOCTABJICHUS TAHHBIX B YITOJTHOMOUYEHHBIN OpraH);

B) YKa3aHME€ Ha MEXaHU3Mbl, B COOTBETCTBUM C KOTOpPHIMHM HCHBITATENIbHBIE JabopaTropuun
BKJIFOYAIOTCA B CUCTEMY KOHTPOJIS;

I) MOJIOKEHHE O TPEJOCTAaBICHUH HHPOPMAIMM O KATErOpUsX WHCIEKIHUHA HCHBITaTelbHbBIX
nabopaTopuii (ayAuTax UCCIEIOBaHUMN);

}1) YKa3zaHu€ Ha IIOJHOMOYHA HHCICKTOPOB B OTHOHICHHMMW HX HaXOXICHUSA B HCHBITaTEILHOMN
naboparopuu W JAOCTyNa K JaHHBIM, SBISIIOIMIMMCS COOCTBEHHOCTHIO HCHBITATENILHON Naboparopuu
(Brurouas 06pasiel, COI, mokyMeHTanuro u T.1.);

C) OMMHMCAHUC TpOoUCAYp HWHCIICKIUN HCIIBITATEeIbHOM J'Ia60paTOpI/II/I U ayaAUuTOB HUCCICAOBAHUA JIA
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MMOATBCPIKACHUSA CO6JIIOI[€HI/I$I HaCTOAIINX HpaBI/IJI.

JloJbKHBI  OBITH ~ ONMKCAaHBI MPOIEAYPHI, KOTOpPhIE OYIyT MCIHOJIB30BAHBI IS  H3YYCHHS
OpraHU3alMOHHBIX MPOIECCOB U YCJIOBHI, B COOTBETCTBUU C KOTOPHIMU HCCIIEIOBAHUS IUIAHUPYIOTCS,
MPOBOJATCS, KOHTPOJIUPYIOTCS M PETUCTPUPYIOTCS. TpeOoBaHWS K TaKMM MPOIEAypaM H3JI0KCHBI B
paznenax 6 - 9 wactu VII nacrosiux IIpasui;

’K) ONHCAHHME JICHCTBHI, KOTOpPhIE MOTYT OBITh HPEANPHUHSTHI MOCIE MPOBENCHUS WHCHEKIUI
UCTIBITATEIbHBIX JJA00PATOPUI U ayJUTOB MCCIIEIOBAaHUN.

5. Ilocnenyromue qeiCTBUS MOCIE IIPOBEICHUS HHCIIEKIUN
UCIBITATEIbHBIX J1A00PaTOPUI U ayJUTOB UCCIIEI0BaHUN

80. Ilocne 3aBCPHICHUA HMHCIICKIIHUN HCIIBITAaTCIbHBIX na6opaTopI/H71 U ayJauTa I/ICCJ'IGI[OBaHI/Iﬁ
HHCIICKTOP AOJIKCH MMOATOTOBUTL OTUCT O pE3yJibTaTax B MMMCHbMCHHOM (1)0pMe.

81. TocynmapcTBa-wieHbl MNPEANPUHUMAIOT JCHCTBHSI TIpU OOHAPY)KEHHH HECOOTBETCTBUI
HACTOALINM HpaBI/IJIaM B XO0A€ WJIM IIOCJIC MNPOBCACHHA MHCICKIHWU HCIBITATCIbHBIX ﬂa60paT0pHﬁ nIIn
aynuta uccinenoBaHuii. COOTBETCTBYIOUINE ICHCTBUS JOJKHBI ObITh OMHCAHBI B JOKYMEHTaxX OpraHa
(opranu3zanuu), OCyIIECTBISIONIETO0 HHCTICKTUPOBAHUE.

82. Ecim B XoJe MHCIEKUUMM HCHBITATEIbHOM JabopaTopuu WM ayAuTa MCCIEJOBaHUMN
OOHapy>KEHBl HECOOTBETCTBUsI HacrosiuM [IpaBmiam, kiaccupuuupyemble Kak '"cepbe3Hble" WU
"mpoune" <1>, ucnelTaTenbHas Jga0opaToOpus NOJDKHA YCTPAaHUTh TaKHe HECOOTBETCTBUA. VHCHEKTOp
BIIPAaBE B OTOBOPEHHOE BPEMs BEPHYTHCS B HCIBITATENBHYIO JIAOOPATOPUIO W TPOBEPUTH BHECEHHUE
U3MEHEHUN.

<I> B Hactosumx IlpaBunax HCIONB3YIOTCS KJIACCU(PUKALMOHHBIE MOJIXOAbl K BBISIBICHHBIM
HecooTBeTCTBUAM ("kKpuTHueckue", "cepbe3Hble” U "mpouune"), yCTaHOBJIEHHBIE IIPABUJIAMU MTPOBEICHUS
(bapMareBTUYECKMX WHCIEKIMH, yTBepxkaaeMbIMu EBpazniickoil SKOHOMHUYECKOH KOMHUCCHEH, C y4eTOM
UX IPUMEHEHMS B OTHOLLIEHUH OLEHKU 0E€30MaCHOCTH N3Y4aeMOro OObEKTa.

83. Ilpu orcyTrcTBUM HECOOTBETCTBUI WJIM HPU BBIBICHUH TOJNBKO "MPOYUX HECOOTBETCTBUMA"
YIIOJTHOMOYEHHBIN OpraH:

a) BBIJACT 3aKJIIOYEHHE O TOM, YTO HCHBITaTelbHas JabopaTopusi NMPOMHCIIEKTHpPOBaHA U €€
JesTeNbHOCTh COOTBETCTBYeT HactosmuM IlpaBunaM. JlomkHbl OBITH yKa3aHbl Jara MPOBEIEHUS
MHCIIEKIIUU U B COOTBETCTBYIOIIMX CIy4dasxX KaTeropHs MPOBEJECHHOTO MCCIIEIOBAHMS B UCIBITATEIbHON
na0opaTopuy Ha JaHHBIH MOMEHT. DTH 3aKJIFOUYEHHS MOTYT ObITh MCIOJIBb30BaHBI JAJIsl MPEJOCTaBICHUS
nH(OpMaLIUU B YIIOJIHOMOUYEHHBIE OpTaHbl APYTUX FOCYAAPCTB-UICHOB;

0) mpenocTaBisgeT B YHNOJHOMOYEHHBIM OpraH, 1o 3ampocy KOTOPOro ObUI TNPOBEAEH ayauT
UCCIIEI0BaHMsI, OJPOOHBIN OTUET O pe3yIbTaTax.

84. HpI/I BBISIBJICHUU KPUTHUYCCKUX HECOOTBETCTBUM IleI‘;ICTBI/ISI, NpeaANpUHUMACMBIC OpPraHOM 110
KOHTPOJIO CO6JIIOJIGHI/I${ HaCTOAIINX HpaBI/IJ'I, 3aBUCAT OT KOHKPETHBIX 00CTOATENLCTB KaXXa0ro ciiydas u
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IMMPaBOBLIX WX aAMUHUCTPATUBHBIX HOHOH(GHHﬁ, B COOTBCTCTBHUU C KOTOPBIMU 6]3111 YTBCPKACH KOHTPOJIb
coOmoaenust Hactosimux I[lpaBun B rocymapcrBe-wieHe. B 4acTHOCTH, MOTYT OBITH MPEANPUHSTHI
CHEAYIOUIUE NEHCTBUSA:

a) BbIJAYa 3aKJIIOYCHHUS C ONMCAHUEM OOHApPY)KEHHBIX HECOOTBETCTBHM HIIM IOTPEITHOCTEH,
KOTOpbIE MOTYT TIOBIUSATH HAa JIOCTOBEPHOCTh HCCJICIOBAHUM, MPOBEACHHBIX B HCIBITATEIHLHOM
nmabopaTopuu;

0) BbIJIaYa PEKOMEHJAIMM B YINOJHOMOYEHHBI OpraH, 4TO HCCJIEJIOBAHUE NPHU3HAHO
HEJICHCTBUTEIIbHBIM;

B) BPEMEHHOE IPEKpaIICHUE NTPOBEICHUS NHCIEKUNN UCIBITATENbHBIX JA00OPATOPU UM ayAUTOB
UCCIICIOBAaHUM B  MCIBITATEIbHOW J1a0OpaTopuu M, HaNpUMep, M €CIH 3TO BO3MOXKHO C
aJIMMHHUCTPaTUBHON TOYKHM 3pPEHHUS, YAAJECHUE HCIBITATEIbHONW JIaDOpaTOPUU W3 CUCTEMBI KOHTPOJIS
cobmoaeHust HacTosAmux [IpaBui nn6o U3 mo0oro cnucka UM peecTpa UCHbITATEIbHbBIX J1a00opaTopui,
MOJIeKANUX MHCTIEKIHAM COOII0IeHns HacTosmux [Ipasw;

r) TpeOOBaHWE BKJIIOYEHHUS B OTYET OO0 HCCIACTOBAHUU 3aKIIOUYEHHUS C IMOAPOOHBIM OIHMCAHHEM
HECOOTBETCTBU;

1) JEUCTBUS B Cyl€, €CIU BO3HUKAIOT TakHe OOCTOATENIbCTBA U IPaBOBbIC (aJMHHUCTPATUBHBIC)
IIPOLEYPBI ATO NOIMYCKAIOT.

6. O01Ke TPUHLKITBI UHCIIEKTHPOBAHUS

85. HHcnekuuum Ha cooTBeTcTBUE HacTtosmuM IlpaBuimamM MOryT MNpoOBOIUTHCS B J1H00OH
UCHBITAaTEIbHON J1abopaTopuM, M3y4arolledl JaHHble O Oe30MacHOCTH Ul 3[0pPOBbS M OKpYXarolei
Cpelbl B PEryJIsATOPHBIX LEsiX. MoryT notpeOoBaThCsl MHCIEKTOPHI JJIsl ayJIUTa JaHHBIX B OTHOILEHUU
(Gu3NYeCKUX, XMMHYECKHX, TOKCHMKOJIOTMYECKHUX CBOMCTB BellecTBa WIM mpenapata. B HeKOTOpbIX
ClIydasix MHCIEKTOpaM MOXET MOTPeOoBaThCs OMOILb SKCIIEPTOB B ONPEAEIEHHBIX JUCIUIUIMHAX.

86. B cBA3M ¢ MMEIOMIMMUCS Pa3InYMsIMU MCIIBITATENbHBIX Ja0opaTopuil (Kak MO IJIaHUPOBKE, TaK
H IO CTPYKTYPE ynpaBneHI/m), a TaKXXC pas3JIMYHbIMH BUJAMU BBINTOJIHACMBIX HCCHGHOB&HHﬁ, C KOTOPbIMU
CTAJIKUBAIOTCSI MHCIEKTOPBI, UM HEOOXOJMMO MCIIOJIb30BaTh CBOE CYKICHHME /ISl OLIEHKU CTEHNEeHH U
o0bema cooTBeTcTBUS HacTosiuM [lpaBunam. VHCHEKTOPBI MOJKHBI CTPEMHUTHCS K MPUMEHEHHUIO
OOBEKTHBHOTO TOJXOJa MpPHU OLIEHKE KOHKPETHOM MCIBITATEIbHONW J1a00opaTopuu WU MCCIIEOBaHUS,
JOCTUKEHHSI COOTBETCTBYIOIIETO YPOBHSI COOJIIO/IEHUSI KaXXA0T0 MPHUHIIMIIA HajJexallel 1adopaTopHOM
IIPAKTUKH.

87. VHcneKkTophl HE JODKHBI M3ydaTh HAyudHYIO0 CTPYKTYpY HCCIIEOBaHMs WIH OOBSCHEHHUE
pE3yJIbTaTOB B OTHOLIEHWM PUCKOB JUISI 3J0POBBSl YEJIOBEKA MM OKPY)KAIOIIEH Cpenbl. JTH aCHEKTHI
paccMaTpuBarOTCs YIIOJTHOMOUYEHHBIMH OpraHaMu (9KCIIEPTHBIMU OpTaHU3aIUSIMH).

88. MHcnekuu HMChbITaTeNbHBIX JIAOOPATOPUIl M ayAWThl MCCIEOBAaHUN HEM30€KHO HapylIaroT
UCCIIEIOBATENbCKYI0 paboTy. MHCIEKTOPhI TOMKHBI OCYIIECTBISITh CBOIO pabOTy MO CTPOTOMY ILIaHy C
yyeTroM (MpH HAJUYUK HEOOXOJUMBIX PECYpCOB) MPEAJIOKEHUH  YIPaBISAIOLIET0 IepcoHaia
UCIBITaTEIbHON J1a0OpaTOPUM B OTHOIIEHWM BPEMEHU TMOCELIECHHUS OIpeNeieHHbIX IUIOAA0K
UCTBITATEIbHOM Ta00paTOPHH.
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89. B TeueHue npoBeneHNs UHCIEKIUI UCIIBITATENbHBIX JA00OPATOPUN U ayTMTOB UCCIIEI0BAaHUN Y
MHCIIEKTOPOB JIOJDKEH OBbITh AOCTYH K KOH(UIACHIMAIBHOW KOMMEPUECKH BakHOW MHpopmanuu. BaxHo
rapaHTupoBaTh TOT (akT, 4ToObl 3Ta uWHpoOpMauus OblIa JOCTYIIHA TOJBKO YIIOJIHOMOYEHHOMY
nepcoHany. OOsf3aHHOCTM IepcoHajla [0 3TOMY BOIIPOCY OINPENENSIIOTCS CUCTEMOM KOHTPOJIS
cobmonenns Hacrosmux [Ipasui.

7. Ilponienypbl MHCTIEKIIMU UCTIBITATEIIbHBIX JIA0OPATOPHil
[IpenBaputenbHas HHCIEKIUSA

90. Lenp - MO3HAKOMUTH HMHCIIEKTOpA C HCIBITATEIBLHON Jaboparopueil, KoTopas MOMJIEKUT
MHCIEKIIMM Ha MpeaMeT CTPYKTYPbl YIPAaBICHUSA, (U3MUECKOrO pacIOOKEHHs 3JaHUM W BHUIOB
IIPOBOJIUMBIX MCCIIEJOBAHUMN.

91. Ilepen mpoBeneHHUEM HHCIEKIIMH HCIBITATEIbHONW 1a00paTOpUU WM ayauTa HCCIEIOBaHUS
MHCIEKTOPBI I0JKHBI 03HAKOMUTBCS C UCIIBITATENIbHOM J1abopaTopueil, moasiexalieil HHCIEKTUPOBAHUIO.
Heo0xo1uMo u3yunTh BCIO CYIIECTBYIONIIYIO HH(POPMAIUIO 00 UCIBITATENIbHON JabopaTopuu, K KOTOpOi
MOTYT OTHOCHUTBCSI OTYETHl O MPEIbLAYIINX MHCHCKIUAX, IUIAH T[OMENICHUN UCHBITaTeIbHON
nabopartopuu, CTPYKTYpHasi CXeMa OpraHu3aliy, OTYETHl 00 UCCIIEJOBAHUSIX, POTOKOJIBI UCCIICTOBAHUMA
U pe3loMe TiepcoHana. B Takux TOKyMEHTax JOJDKHA COIAEPKAThCs CIeAYIoNas HHPOpMAIIH:

a) BHJI, BEJIMYMHA U PACTIOJIOKEHUE MIOMEIICHUI NCTIBITATEIbHOMN J1ab0paTOpu;
0) psia uccie0BaHuil, KOTOPbIE MOTYT ObITh IPOBEPEHBI BO BPEMsI MHCIIEKIIMH;
B) CTPYKTYpa YIpaBJICHUS UCIIBITaTEIbHON JTabopaTopueit.

92. WNHcnekTopbl AOMKHBI OTMETUTHh HEAOCTATKH, BBISIBJICHHBIC MPEIBIAYIIUMUA HWHCIEKIIUSIMHI
UCIBITaTeNbHON Maboparopun. B ciydae ecnu B MCHIBITATENbHON J1a0OpaTOPUU paHEe HE MPOBOJIMIHCH
WHCIEKIMU, JUISI  TIOJIYYeHHS  COOTBETCTBYIOIIEH  WMH(OpMAlUM  JIOMYCKAeTCs  MPOBEICHUE
MPEABAPUTEIBHON UHCIIEKLIUH.

93. IlepcoHan uCHBITATENbHONW JAOOpPATOPUU HEOOXOIUMO TOCTABUTH B W3BECTHOCTH O JaTe M
BpPEMEHH IpHE3/1a HHCIIEKTOpa, BPEMEHH €r0 MOCENIEHUs U MPOJA0KUTEIHHOCTH MPeObIBAaHUS B 3[aHHH.
DTO MO3BOIUT nepcoHainy noAroTOBUTH HCO6XO)II/IMI>IC AOKYMCHTEIL. B Tex ClIydadax, Korga MHCIICKIUH
MOAJIEKAT OINpeAeTeHHbIE JOKYMEHTHl M 3allMCH, IIeJecO00pa3sHbIM OyAeT NOCTaBUTh 00 3TOM B
M3BECTHOCTh HCIBITATEILHYIO JIA0OPATOPHUIO 3apaHee 10 Hadaia MPOBEPKH, YTOOBI ATH JAHHBIC ObUIH
MPEIOCTaBIIEHBI 0€3 TPOMEJIEHHUsI B TEUCHNE IPOBEICHISI MHCTICKIIMH UCIIBITaTEIbHON JTa00paTOpuH.

Koudepenuus B Hayane HHCIEKIIUU

94. llens - npouH(GOPMUPOBATH PYKOBOJHUTEIEH M MEPCOHAI HCIBITATENbHONW JabopaTopuu O
MIPUYMHE MPEACTOAIIeH NHCIEKIMU UCTIBITATeIbHOM 1a00paTopuu U ayIuTe UCCIeI0BaHus, ONPENEIUTh
TUTOIIAJKU HUCHBITATEIbHOM J1abOpaTOpUM M UCCIeNOBaHMSA, BbIOpaHHBIE JUIsl ayAuTa, HEpCOHAN U
JIOKYMEHTBI, 33/IeiCTBOBaHHbBIE B TIPOBEPKE.

95. B Hauane MMOCCIICHU A HCIBITAaTEeIbHOM JlaGopaTOpI/II/I C PYKOBOAUTCIISIMU HCIIBITATEIbHOM
na60paT0pI/m HGO6XOJII/IMO O6Cy}1HTB AIMUHUCTPATUBHBIC W TPAKTUYCCKHEC MOMCHTBI HHCIICKIIUH
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nabopaTopuu U ayuTa uccieaoBanus. B Havyane KoH(pEpeHIIMH HHCIEKTOPHI TOJIKHBI:
a) pacckasarh O LEJIM U MaciiTabe IpOBEpKH;

0) ommcarh JOKYMEHTAIMIO, KOTOpas OyneT HeoOXoAuma MJisi WHCIEKIUH HCIBITaTeIbHON
nabopaTopyuy, HalpuMmep, NepedyeHb TEKYLIMX W 3aBEPILIEHHBIX HMCCIEJOBAHUH, IJIAHbl UCCIEIO0BaHUM,
COII, ortuetsl 00 uccnenoBanusx u T.4. Ha 3Toil craguu HEoOXOAMMO COTIIAcOBATh BOIPOC JOCTYyMA H
IIPU HEOOXOMMOCTH JIOTOBOPUTHCS O KONMPOBAHUH COOTBETCTBYIOIUX JJOKYMEHTOB;

B) BBUSICHUTD WJIM 3alIPOCHTh MH(POPMALIUMIO O CTPYKTYpE yIpaBlieHUs (OpraHU3allii) U IepcoHale
UCHBITaTEIbHOM Ta00paTOpuy;

I) 3ampocuTh WHPOPMALHUIO O MPOBENECHUH HCCICJOBAHUM, HE TOAYMHSIOMUXCA MPUHLIUIIAM
Hacrosmux IlpaBui, B IOMEHIEHHSAX UCHBITATENbHON saboparopuu, B KOTOPBIX MPOBOJSATCS
JOKJIMHUYECKUE (HEKJIIMHUYECKHE) UCCIIEIOBAHMS;

,I[) OCYHICCTBUTDL IICPBOHAYAJIBHOC OIIPEACICHUC OTI[CJ'ICHPIIZ HCITBITATEJIbHOMN Ha60paTOpI/II/I,
moAJIC)KalluX MPOBEPKE B XOAC HMHCIICKIINH,

€) omucarh JOKYMEHTBI U 00pa3Iibl, KOTOpbIE OyayT HEOOXOAMMBI JIJIsl TEKYIIUX U 3aBEPIIEHHBIX
WCCIIEI0BaHU M, BRIOPAHHBIX TSl AyUTa;

)K) HU3BCCTUTD O IIPOBCACHUHA 3aKJIIOUUTEIIbHOMN KOHq)epeHHHI/I B KOHLIC MHCIICKIIHNH.

96. Ilepen nPOMOIKEHWEM WHCHEKIIMH HCIBITATEIBHON J1a00OpaTOpUu HHCIEKTOPY CleayeT
YCTaHOBHUTBH KOHTAKT CO CIY)X00H 00ecreueHns1 KauecTBa HCIBITATEIbHON JJabopaTopu.

97. Tlpm mnpoBeneHHHM WHCHEKIMH HWCIBITATEILHON J1a00paTOpuu OOIIEHPUHSATHIM PABUIOM
SBJISIETCS COMPOBOXKJCHUE MHCTIEKTOPOB padoTHUKOM COK.

98. WHcnekTopbl MOryT MNOTpeOOBaTh OTIENbHOE IOMEIEHUE JUIsi HPOBEPKU JTOKYMEHTOB U
OCYLIECTBJICHUSA APYIUX JEHCTBUMA.

HNucnekuus OopraHu3alyvu U nepcoHalia

99. Ilens - ompenenuTh: HaTUYME JOCTATOYHOIO KOJMYECTBA KBAIU(UIMPOBAHHOIO NEPCOHANA,
KaJpOBBIE pPeCypchl, HH(PACTPYKTYpy [UIS TPOBEACHUS PA3IMYHBIX HCCIEIOBAaHHN; COOTBETCTBUE
TpeOOBAaHUSAM OpPraHU3allMOHHON CTPYKTYpbI; MOJUTUKY B OTHOLIEHMH OOY4YeHHsS U KOHTpOIsA 3a
COCTOSIHUEM 3/I0POBBS TIEPCOHAJIA, COOTBETCTBYIOUIYIO MIPOBOIUMBIM HCCIIEIOBAHUSM B MCIIBITATEIBHOM
n1a00paTOpHH.

100. PykoBo1cTBO MCTIBITATENBHOM Ta00OPATOPUN JOKHO MPEACTABUTH CIAEAYIOUINE TOKYMEHTBHI:
a) MJIaHbl 3/1aHUS;

0) cxeMbl Hay4YHO-UCCIIEOBATEIbCKON OpraHu3alMl U aJMUHHCTPATUBHOTO  YIPaBJICHUS
UCTIBITaTENbHOM TabopaTopuu;

B) pe3oMe COTPYAHHUKOB, 3a/1€CTBOBAaHHBIX B UCCIEAOBAHUSIX (BBIOPAHHBIX I ay/IUTA);
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I) MepeueHb TEKYIIMX M 3aBEPIICHHBIX HCCICJOBAHMA C YyKa3aHWeM WHGOpMalnud O BHJC
UCCIIEIOBaHMs, JaTax Hayala M 3aBEpIICHUS, TECT-CUCTeMe, CIOoco0e MNPUMEHEHHUs HCCIeayeMOro
BellecTBa U (DaMUITUU PYKOBOIUTEIS UCCIICIOBAHUS;

,I[) JAOKYMCEHTBI, YCTaHaBJIWBAOIIHUE ITIOJIUTUKY KOHTPOJIA COCTOAHUA 3A0POBbA IIEPCOHATIA,

€) omucaHue paboThl TepcoHala, MPOrpaMMbl OOYyYeHHUs TIepcoHajla M BCe HEOOXOAUMBIE
JIOKYMEHTHI,

x) nepedenb COII ucnipitaTensHoM 1abopaTopuy;

3) cnenuduueckue COIl, mMmerone OTHOLIEHHE K KCCIEAOBAHUSAM U TMPOIEAypaM, KOTOpbIE
MPOXOAAT UHCIIEKIIUIO U aYIUT;

I/I) CIIMCOK pYKOBOﬂHTeHeﬁ HCCJIICAOBAHUS U CIIOHCOPOB, HUMCHOIIUX OTHOLICHHUEC K ayIuTy
HUCCICIOBAaHU.

101. MHCTIEKTOp JOJIKEH MPOBEPUTH B YACTHOCTH:

a) TEepeYCHb TEKYIIUX M 3aBEPIICHHBIX HCCICJAOBAaHUN JUIS OIpeneicHus o0bemMa padoTHI,
MIPOJICJIAaHHOM UCTIBITaTeIbHOU TabopaTopueii;

0) ¢dammimio, UMs, OTYECTBO (MPH HAJIMYUHM) U KBATH(PHUKAIHMIO PYKOBOIUTEINS HCCIECIOBAHMS,
pykoBoautensa COK u npyroro nepconana;

B) Hasmmare COII my1s BceX COOTBETCTBYIOIIUX 00JIaCTElH POBEPKH.
WHucnekuus nporpaMMbl 00ecriedeH s KauecTBa

102. Lenp - ompeaenuTs COOTBETCTBHE METOJ0B OOECHEYEHHsS KauecTBa IPOBOJAUMBIX
UCCJIEOBAaHUM NIpUHIMIAM HacTosmux [Ipasu.

103. PykoBogutens COK mnokaspiBaeT cucreMbl u crnocodbsl mnpoBepkd COK u koHTpons
HCCIIeIOBaHMM, a Takke crnoco0 perucrpanuu HabmoaeHuit B TeueHue koHTposis COK. MHcnekTopbl
JIOJKHBI TIPOBEPUTD:

a) KBaJIMpUKALMIO pyKoBouTeNs U Beero nepconana COK;
0) nezaBucumocth pabotel COK ot nepconana, 3a1€liCTBOBAHHOTO B UCCJICIOBAHMSIX;

B) XapakTep MjaHupoBaHus W mpoBefeHus uHcnekiuii COK, KOHTpOJIb KPUTHUYECKHX 3STaroB
HCCIIEIOBaHMsI, UMEIOLIUECS B HATMYUU pecypchl i nposeaeHus nHcnekiuii COK u MmoHuTopuHra;

I') €CIIM UCCIEN0BAaHUS HENPOJOJDKUTENIBHBIE U KOHTPOJIb KaXJA0r0 MCCIEA0BAaHUS HEBO3MOXKEH, -
HaJIM4Yue JI0rOBOPEHHOCTH O MPOBEPKE Ha BHIDOPOYHON OCHOBE;

I[) Macirabd u FJ]y6I/IHy MOHHUTOPHUHI'Aa HPAKTUYICCKUX 3TAIIOB UCCIICAOBAHN;

€) MacTald u TIyOMHY MOHUTOPHHTA CTaH/IaPTHBIX ONEpalluii UCTIbITATeNbHOM TabopaTopuu;
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x) mporenypsl COK mpu mpoBepke 3aKIIOYMTENBHOTO OTYeTa C IEJbI0 O00ECIeUYeHUs: ero
COOTBETCTBUS EPBUYHBIM JAHHBIM;

3) TMOJIy4eHHE PYKOBOICTBOM HCIBITaTenbHOU Jaboparopun oTtueroB m3 COK B oTHOIICHHH
MPOOGJIEMHBIX BOIIPOCOB, KOTOPbIE MOTYT IMOBJIHUATH HA KQU€CTBO WJIU JTOCTOBEPHOCTDH UCCIIEIOBAHMS;

n) neuctsus, npeanpunumaemsle COK npu oOHapy:XKeHUM OTKIOHEHUH;

k) ponb COK B Tex ciydasx, KOrJa MCCIEIOBAHUSA WIM UX 4YaCTh IPOBOJIATCA B KOHTPAKTHBIX
UCTIBITATEIbHBIX JTA00PaTOpUsIX;

1) poiab COK B ompeneneHHbIX CiIydasx (MpU MepecMOTpe, U3yYeHWU M BHECEHUU H3MEHEHHH B
COID).

WHucnekuus noMeleHuil ucnpITareabHol Jadopatopun

104. Llenp - onpenenauTb COOTBETCTBUE IUIOIAIEH, ITITAHUPOBKU MTOMEIIEHUH, MECTOPACIIONIOKEHUS
UCTIBITATEIBHOM 1a00paTopun TpeOOBaHUSIM POBOANMBIX UCCIIECIOBAHHMA.

105. NHcniekTop JOKEH TPOBEPUTH:

a) o0ecIieunBaeT Ju IJIaHUPOBKaA HUCIBITATEILHOU J'Ia60paTOpI/II/I AJICKBATHYIO CTCIICHb PAa3JCJICHUA
HOMGIIIGHI/Ifl (HaanMep, 9TOOBl HMCKJIIOYHUTH BO3MOXKHOCTH nepeMenMBaisd HCIIBITYCMbBIX BCUICCTB,
JKUBOTHBIX, KOPMOB, ITIATOJIOTHYCCKUX O6p33].[OB n T.,Z[.);

0) HajnMuMe M HaAJIEKAIEee BBINOJIHEHWE KOHTPOJISI OKPYXKAIOLIEH cpeibl B KPUTUUYECKUX 30HAX,
HampuMep, B BUBAPUU U B APYTUX MOMEUICHHUSIX sl OMOJIOTMYECKUX TECT-CUCTEM, B 30HE XPaHECHUS
HCIBITYEMBIX BEILIECTB WM B 30HE aHAIIMTUYECKON Jaboparopuu;

B) COOTBETCTBHE OOIIEl OpraHu3ali TOMEUIEHHH TpeOOoBaHUSAM, MPEIbSBISEMBIM K
WCIIBITATEIbHBIM JTA0OPATOPHSIM, M HAIMYMUE TMPU HEOOXOAMMOCTH TPOLEAYpPHl 3alIUTHI U OOPHOBI C
BpPEIUTEISIMHU.

WNucneknus obpalieHus, CoaepKaHus U pactoI0KeHUs
OUOJIOTUYECKUX TECT-CUCTEM

106. Lenp - ompenenutb, UMEET JM HCHObITaTeNbHAs JabopaTopus, €ciu peyb HuAeT o0
UCCIIEIOBAHUSIX, MPOBOAMMBIX B OTHOILIEHHM >XUBOTHBIX M JIPYTUX OHOJOTHYECKUX TECT-CUCTEM,
JOCTaTOYHO CPEJICTB M YCIOBUH /ISl OOpaIIeHus: C HUIMH, COACPKaHUS U JIOKAIN3ALNH, IPEIOTBPAICHHUS
CTPECCOBBIX BO3JCHCTBUH M JApPYruX MpoOsieM, KOTOpbleé MOTYT HOBIHUATH Ha TECT-CUCTEMY H,
CIIe/I0BATENFHO, HA KAYECTBO JAHHBIX.

107. B wucneiTaTtensHOW  1a0OpaTOpUM  MOTYT HPOBOJUTHCS MCCIIENOBaHUS, Tpedyromue
MCIIOJIb30BaHUS Pa3HBIX BUIOB KUBOTHBIX WJIM PACTEHUH, a TaKKe MUKPOOHBIX WM APYTUX KIETOYHBIX
WIA CYOKJIETOYHBIX CHCTE€M. BHJ HCHOJIB3yeMBIX TECT-CUCTEM OIpeNeseT acleKThl B OTHOIICHUHU
oOparlieHus, pa3MeleH!s] U JIOKaIU3aluu, KoTopble OyneT MpoBepsTh MHCIEKTOp. B 3aBucumoctu ot
TECT-CUCTEMBI U UCXOJSl U3 CBOETO OIBITA MHCIIEKTOP MPOBEPSIET:
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a) COOTBETCTBUE MCIIBITATENILHONW J1a00OpaTOpUU HCIOJIb3YEeMBIM TECT-CHCTEMaM U TpPeOOBaHHIM
HCCIIEI0BaHMS;

0) HaJiMuMe YCJIOBHM JJi KapaHTHUHA XUBOTHBIX M PACTEHHM, MOCTYNAIOLIMX B HMCHBITATEIbHYIO
naboparopuio, U HaaJexauee GyHKIIMOHUPOBAHNUE ITUX TTOMELICHHI;

B) HaJIn4yue yCJIOBI/Iﬁ 11 U30JII0 6OJIBHBIX JKUBOTHBIX WM OAPYTUX 3JICMCHTOB TCCT-CUCTCMBI, a
TaKXKe KUBOTHBIX, TOJO3PUTEIBHBIX HA HAIUYWe 3a00JICBAaHHUS WM SIBIISIONIMXCS BO3MOKHBIMH
MepPeHOCUYUKaMK 3a00JICBaHHIA;

F) COOTBeTCTBYIOH_[I/Iﬁ Tpe6OBaHI/I${M KOHTPOJIb U PErucCTpaivio AaHHBIX O COCTOSAHUH 310POBbA,
MOBCACHNH HUJIM APYTUX ACIICKTAX, KOTOPLIC UMCIOT OTHOIICHHEC K TCCT-CUCTCMC,

1) HaJTM4Khe COOTBETCTBYIOIIET0 TpeOOBaHUAM Hajiexaiiero u 3¢p(GeKTUBHOrO 000pYyI0BaHUS IS
MOAIepKaHUsI HEOOXOAUMBIX YCIIOBUN OKPYKAIOIIEH Cpeibl, TPEOYEMBIX JIJIsl KKI0M TECT-CUCTEMBI;

€) cofepaHUe B YHCTOTE KJIETOK UBOTHBIX, KOPMYIIIEK, pe3epBYyapoB U APYTUX KOHTEHHEPOB, a
TaK)K€ COIYTCTBYIOILLEro 000py0BaHUs;

) IPOBEACHUE NMPU HEOOXOIMMOCTH MPOBEPOK YCIOBUN OKPYKAIOUIEH Cpebl U BCIOMOTaTeIbHBIX
CHCTEM;

3) HaJIn4uec O60py,HOBaHI/I$I I yAAJICHUsT W YTHIIM3aluUu OTXOAOB JKHUBOTHBIX MU TCCT-CUCTEM,
Haajacx)amee COoACpKaHue 3STOro O60py,IlOBaHI/I$I C OCJIbIO MHHHUMM3AOHUU 3apa’XCHUA I1apasuTaMu,
3a11axoB, OIIaCHOCTHU BO3HHMKHOBCHU A 3a00JIeBaHUH U 3arpsA3HCHUA OKPY)I(EII-OH_Ieﬁ CpEabI;

M) HaJuM4Me 30H XpPAaHEHUS KOopMa JJis KUBOTHBIX WJIM AHAJOTHYHBIX MaTEpUaJoB JUIS BCEX
TECT-CUCTEM. DTH 30HBI HE JIOJDKHBI MCIIOJIb30BAThCS JUIsl XPAHEHUs IPYIMX MaTepHajoB (B TOM 4HCIIe
UCIBITYEMBIX BEIIECTB, XUMUKATOB WIN JAE3MH(UIUPYIOUIMX BEUIECTB JUIsl OOpbOBI C BPEIUTENSIMU) U
JOJDKHBl OBITH OTZAEJEHBI OT 30H, B KOTOPBIX HAaXOMATCS JKUBOTHBIE WM COJAEPIKATCS JApyrue
OMOJIOTrMYECKHE TECT-CUCTEMBI;

K) 3alllUTy XpaHsIIerocs KOpMa M MOJACTUIA OT TOBPEXKACHUN BCIEACTBHE HEOIArompUsTHBIX
YCJIOBUM OKPYKAIOUIEN CPEIIbl, 3apaXKEHUS WU 3arpsi3HEHHUS.

WHucnekuus 060pyaoBaHus, MaTepUaioB U PEaKTHUBOB

108. Lenu - ompenenuTh, UMEET JIM HCHbITaTeNbHAas J1a0oOpaTopus MPAaBHIBHO PpPa3MENIEHHOEe
000pyZI0BaHUE B JOCTATOYHOM KOJMYECTBE U JOCTATOUHOW MOIIHOCTH Ul COOTBETCTBUS TPEOOBaHUIM
IMPOBOANMBIX HCCHG)IOB&HH?I, U OCYHCCTBUTL IIPOBEPKY Ha[[ﬂe)KaHIeI\/’I MapKHpPOBKHU, HCIIOJB30BAHHUA U
XpaHEeHUsI MaTepHaJIOB, PEAKTUBOB U OMOJIOTMYECKUX 00pa3IOB.

109. HCIIEKTOP TOJKEH TPOBEPUTH:
a) YMCTOTY U HajuIexkalee GyHKIMOHUPOBaHHE 000pYIOBAHHUS;

0) perucTpanuio JaHHBIX O (YHKIMOHWPOBAHWH, COJCPKAHUHU, KaTUOPOBKE U BaTUAAIlUN
M3MEPUTEIBHOTO 000pyI0BaHUS M MPUOOPOB (BKIIOYAS KOMITBIOTEPU3UPOBAHHBIE CUCTEMBI);
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B) HAJUICKAIYI0 MapKHPOBKY MAaTepUaloB W XHMHUYECKUX PEAKTUBOB M WX XpaHEHUE TIpU
COOTBETCTBYIOIIMX TEMIIEPATypax, COOIIOCHNUE CPOKOB TOJHOCTH. MapKHpOBKa Ha PEaKTHBAX JOJDKHA
COJIEpKaTh MCTOYHHK TONTYYCHHsSI, BUJ[ PEAKTUBA, KOHIICHTPAIUIO U (W) APYTYIO COOTBETCTBYIOIIYIO
nHpopMaIuio;

') HATM4YKMe Ha OMOJIOTHYECKUX 0Opa3iax MH(POpPMAIMH O TECT-CUCTEME, UCCIEIOBAHNH, COCTABE H
JaTe B3STHUS;

J1) HE OKa3bIBAIOT JIM HCIOJIb3yeMOe OOOpYIOBAaHHUE W MaTepHajbl 3HAUUTEIBHOTO BIMSHUS Ha
TECT-CUCTEMBI.

I/IHCHCKHI/IH TECT-CUCTEM

110. Lenp - ompenenauTh HAIUYUE COOTBETCTBYIOIIUX TPeOOBAHUSAM IMpOLEAYp AJiA OOpalieHus u
KOHTPOJIS 32 TECT-CUCTEMaMH, KOTOPbIE HEOOX OIUMBI JIJIsl IPOBOJIMMEBIX UCCIICIOBAaHUI B UCIIBITATSIILHOM
nabopaTopur, HaPUMEpP, XUMHYECKHE M (DU3UYECKHUE CHCTEMbI, KJICTOUYHBIE U MHUKPOOHBIC CHUCTEMBI,
pacTeHUs U KUBOTHBIE.

111. Ana pu3nueckux 1 XUMUYECKHX CUCTEM UHCIIEKTOP JOJIKEH MPOBEPUTH:

a) HAJIMYUEC MpoueaAypbl OIMPECACICHUA CcTaOUIIBHOCTH HCIBITYCMBIX M KOHTPOJIbHBIX BCHICCTB U
UCIOJIb30BaHUsl KOHTPOIBHBIX BEIIECTB, YKa3aHHBIX B IUIAHAX HCCIENOBaHUs (eciau 3To Tpelyercs
TIJIAHOM HMCCIICIOBAHUSA);

6) pEerucTpanvio B aBTOMATHYCCKUX CUCTEMAX NMECPBUYHBIX JAHHBIX, ITOJYUYCHHBIX B BU/IC Fpa(I)I/IKOB,
KPHUBBIX CaMOITUCIa UJIM KOMIIBIOTCPHBIX PACIICYATOK;

B) APXUBHUPOBAHUC NAHHBIX.

112. Jnst OWOJIOTMYECKUX TECT-CUCTEM, YYWUTBHIBAs COOTBETCTBYIOIIME AaCHEKThl, HMEIOIIHE
OTHOIIICHHE K UX 0OpaIIeHHI0, pa3MEIICHHUIO U JTOKAIU3AlUU, HHCTIEKTOP JTOJKEH MPOBEPUTD:

a) COOTBETCTBUEC TCCT-CUCTEM YKA3aHHBIM B IIJIaHAX UCCJIICIOBAHUA;

6) COOTBCTCTBHUEC TCCT-CUCTEM NPCABABIIICMBIM K HHUM Tpe6OBaHI/I$IM H 1pu HeO6XOI[I/IMOCTI/I Hux
OAHO3HAYHYIO I/II[eHTI/I(bI/IKaHI/II-O B UCCJICAOBAHHUH,

B) HaJIM4ue JOKYMEHTOB O MOJYYEHHUU TECT-CUCTEM (KOJUYECTBO IMOJYyYEHHBIX, UCIOIb30BAHHBIX,
3aMEHEHHBIX U YTUIN3UPOBAHHBIX TECT-CUCTEM);

I') HaJJISKAIIYI0 UIACHTU(UKAIMIO TIOMEIIEHUS WM KOHTEHHEPOB C TeCT-CUCTEMAaMH C yKa3aHHEM B
Hel Bceil HeoOXoAUMOMN HH(pOpMaIUY;

1) obecreueHUe pa3elIbHOTO IPOBEICHUS HCCIEAOBAaHUM Ha OJMHAKOBBIX BHMJAaX KHUBOTHBIX
(OnosornyecKkux TecT-CUCTEMax), HO Ha pa3HbIX BEIIECTBAX;

C) COOTBETCTBHC Tpe6OBaHI/I}IM pa3aciicHud BHUAOB JKUBOTHBIX W IOPYIrux OMOJIOTHYECKUX
TECT-CUCTEM B IIOMCIUICHUAX WA I10 IIEPUOJaM BPEMECHHU,
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) COOTBETCTBHE YCJOBUU COJEpKAaHUS OMOIOTMYECKOH TECT-CHCTEMBl YCIOBHSAM, YKa3aHHBIM B
miane ucciepoBanus wim B COIl B OTHOIIEHNH TaKUX MapaMeTpoB, Kak TeMIlepaTypa WIN LUKIIbI THS U
HOYU;

3) COOTBETCTBHE JOKYMEHTAIBHBIX 3aIMCEH PETrUCTpaIliu, MOJy4eHUs, OOpaIlleHus, pa3MEIICHH
WJIU JIOKQJIU3AI[UH, COJIEP KaHUs U OLICHKU COCTOSIHUS TECT-CUCTEMBbI TPEOOBAHUSM, KOTOPBIE OMPE/ICICHBI
JUTS 3THX TIPOLIETYp Ha JaHHOUM TECT-CHCTEME;

M) COOTBETCTBHE JIOKYMEHTAJbHBIX 3amucel 00 ocMoTpe, KapaHTHHE, 3a00JIeBa€MOCTH,
CMEPTHOCTH, IIOBEICHHH, HAarHo3¢ M JICYCHUH J>KUBOTHBIX U PACTUTEIBHBIX TECT-CHCTEM 3aIliCsM
pedepeHTHOH OMOTOTMYECKON TeCT-CHCTEMbI, BRIOPAHHOM JIJIsl IPOBEPKHU;

K) HaJIN4YUEC JOKYMCHTAIUH O Haﬂnemameﬁ YTUIIU3alun TECT-CUCTEM B KOHIIC PICCJ'IGI[OB&HPIIZ.
HMHucnekuus HCIBITYEMBIX U KOHTPOJIbHBIX BCHICCTB

113. Llens - ompenenuTb, MPUMEHSIOTCA JIM B UCHBITATEIbHON J1a0OpPaTOpUU MPUHSATHIE B BUJE
MUCbMEHHOTO JOKYMEHTa MPOLEAypbl, NMpeIHa3HAYCHHBIC IJii OO0ECreYeHUs] TapaHTHH COOTBETCTBUS
MOJJTMHHOCTH, aKTUBHOCTH U COCTaBa MCHBITYEMbIX U KOHTPOJBHBIX BEIIECTB CrelU(UKAIMIM, a TAKKE
MIPOLIEAYPHI ISl HAITICKAIIETO TOJYUCHHS M XPAHEHUS UCTIBITYEMbIX M KOHTPOJIbHBIX BEIIECTB.

114. NHCIeKTOp JOJKEH MPOBEPUTH:

a) HaAJIMYMe JOKYMEHTAJbHBIX 3allCEe O MOJy4eHUHU (BKIIIOYas UACHTHU(PHUKALUIO OTBETCTBEHHOI'O
JM1a), oOpaleHlH, 0Toope Npod, UCIIOIB30BAaHUH U XPAHEHUH UCIIBITYEMBIX U KOHTPOJIBHBIX BEIECTB;

0) HaIeXKAIYI0 MAPKUPOBKY KOHTEHHEPOB C UCCIIEAYEMBIMU U KOHTPOJIBHBIMU BEUIECTBAMU,

B) COOTBCTCTBHC y'CJ'IOBI/Iﬁ XpaHCHUA I MOAACPKAHUA KOHOCHTpAIUN, YACTOTHI U CcTaOMILHOCTH
HCIBITYEMBIX 1 KOHTPOJIBHBIX BCIICCTB;

F) HAJIMYUEC JOKYMCHTAJIbHBIX 3amucer 00 OIPCACIICHUN TMOMJINHHOCTH, YHCTOTBI, COCTaBa,
CTaOMIILHOCTH U NpCAOTBPAIICHHUHN 3arpsA3HCHUA HUCHBITYEMbBIX W KOHTPOJIBHBIX BCIICCTB, CCJIA
MMPUMECHUMO,

1) HaJu4ue MpOIeaAyp VISl ONpeneseHUs TOMOT€HHOCTH M CTaOMIBHOCTH CMECeH, COIep Kalux
UCIBITYEMbIE M KOHTPOJILHBIE BEIIECTBA (€CIIH TaKKe MPOoLe ypbl IPUMEHUMBI);

€) MapKHUpPOBKY KOHTEHHEpPOB, COIEpPKAIIUX CMECH WU PAaCTBOPHI UCIBITYEMBIX U KOHTPOJBHBIX
BEIIECTB, U B COOTBETCTBYIOUIMX CIy4asX PETHUCTPALMIO JaHHBIX O TOMOI€HHOCTH M CTaOMIBHOCTU HX
COJIEpKaHUS;

) B3SITHE OOPa3IOB U3 KAXKJOH CEpUM UCTIBITYEMbIX M KOHTPOJBHBIX BEIIECTB B AaHATUTUYECKUX
IEJSIX ¥ UX COXPaHEHHE B TEUCHWE COOTBETCTBYIOMIETO MIEPHOa BPEMEHH (B Cliydae €CJIM UCCIICOBAHHE
JUTATCS O0s1ee 4 Helenb ),

3) HaJIM4YUC Impoucaypbl jId4 OAHOBPEMCHHOI'O  HCIIOJIB30BaHMA  HECKOJBKHUX  BCIICCTB,
HpCHHaBHanHHOﬁ IJig [peAOTBPAILICHUA HOFpCHIHOCTCfI npu OnpeacjJCHU IMOJJIIMHHOCTU HIIN
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IIEPEKPECTHOTO 3arpsI3HEHMUS.
HNHcneknus cTanaapTHBIX ONEPAlMOHHBIX IPOLIEAYD

115. Uenpb - ompenenuts, UMEET U ucnbiTaTeabHas nadoparopusi COIl B nmucbMeHHOM dopme B
OTHOIIIEHUHU BCEX BAXKHBIX ACTIEKTOB CBOEH AESITEILHOCTU YUUTHIBAs TO, YTO OJTHUM U3 HanOoJjee BaKHbBIX
METOJIOB YIPABJIECHUSI NPU HMHCIEKTHPOBAHUU JEATEIBHOCTH HCHBITATENLHON J1abopaTOpuM SBISIETCA
ucnionbzoBanue COIl B mucebMeHHON (opme. DTO HaNpsIMyH0 OTHOCHTCS K PYTUHHBIM OII€paIUsM,
MIPOBOJIUMBIM B HCITBITATENILHON J1a00paTopuu.

116. NHCIEKTOp JOJIKEH MPOBEPUTH:

a) HaJIMYue B KaXJAOM [IOMELIEHMM HCHBITATEIbHOM JabopaTropuu  COOTBETCTBYIOLIMX
YTBEPXKIECHHBIX akTyalbHbIX konuii COIL;

0) mpoBeIeHUE MPOIIeAyp 1o repecMoTpy u ooHoBieHuto COII,

B) YTBEp)KJIEHUE U TaTUPOBaHUE JII0ObIX monpaBok u u3meHenuii 8 COIT;
') JOKYMEHTHI ¢ peructpauueii panee nepecMorpeHHbix COIL;

n) Haymmuue COIl, B yacTHOCTH IS

OTIpe/ICNICHUs] TIOJUIMHHOCTH, YHCTOTBI, COCTaBa M CTaOMJIBLHOCTH, MAapKHPOBKU HCCIEAYEMBIX
BEILECTB (JICKAPCTBEHHBIX CPEJICTB) U 00pa3IoB CpaBHEHHS (KOHTPOJIBHBIX 00pa3IioB);

oOpamlieHnss M HCIONb30BAaHUSA HCCIEAYEMbIX BEIIECTB (JCKApCTBEHHBIX CpPEACTB) M 00pa3IoB
cpaBHEHUS (KOHTPOJBHBIX 00Pa3IoB);

otbopa npoo;

XPaHEHUs UCCIEeTyeMbIX BEIIEeCTB (JIEKapCTBEHHBIX CPENICTB) U 00Pa3I0B CpaBHEHHUS (KOHTPOIBHBIX
00pas1oB);

UCIIONIb30BaHUs, OOCIY)KUBAHMS, OYUCTKH, KAIUOPOBKM U BalHIAIUUd HM3MEPUTEIHHOTO
000pyIOBaHUs, KOMIBIOTEPU3UPOBAHHBIX CHUCTEM U OOOpPYJOBaHUS IO KOHTPOIIO COCTOSIHUS
OKpY’Karolllen cpesl;

MIPUTOTOBJICHHSI PEAKTHBOB M JIO3MPOBAHMS HCCIEAYEMBIX BEIISCTB (JICKQPCTBEHHBIX CPEJICTB) U
00pa3IoB cpaBHEHUS (KOHTPOJIBHBIX 00PA3IIOB);

PEruCTpalvii JaHHBIX, MMOATOTOBKHW OTYCTOB, XPaHCHHUA W HU3BJICYCHHA AJOKYMCHTOB M OTYCTOB H3
apXuBa;

IIOATOTOBKHU l'IOMeH_[eHI/Iﬁ U KOHTPOJA COCTOSHUA 0pr>1<a}01ueﬁ Cp€anl B TIOMCHICHUAX C
TECT-CUCTEMAMMU,;

MOJIYYCHH, NICPEMCUICHUA, PAa3MCUICHUA, OMMUCAHUA, ONPCACICHUA MOATMHHOCTH U o6pameHH51 C
TECT-CUCTEMAMMU,;
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06paH_[€HI/I$I C TCCT-CUCTCMAaMU N0 Ha4ajla, B TCHCHUEC U IMPU 3aBCPIICHHUUN UCCIICIOBAHUSA;
YTUJIHM3alUHU TECT-CUCTEM,
HCIIOJIB30BAHHA OYHUIIAOIUX CPECACTB U CPECACTB IAJIA 60pb6BI C BpCAUTCIIAMU,

€) MepBI [0 pean3aliy MPorpaMMbl OOeCTieueHusl KauyecTBa.
Wucnekuus npoBeaeHus UCCIe0BaHus

117. Lenb - mpoBepUTh HATMYHUE TUTAHA UCCIICIOBAHUS B MMCHbMEHHOW (JOpMe U COOTBETCTBHUE TUIAHA
Y TIPOBEICHUS UCCIIEIOBAHUS MPUHIIUIIAM HacTosAmux [IpaBu.

118. MHCIeKTOp JOJIKEH MPOBEPUTH:
a) MOANKCH PYKOBOAMTENS UCCIIEA0BAHNS Ha TUIaHE UCCIIEI0BAHNUS;

0) moamMch W JAaTUPOBAHHWE PYKOBOAUTEIEM HCCIENOBAaHUS JIOOBIX W3MEHEHUW IUIaHa
HCCIICIOBAHUS,

B) PErUCTPALMIO JIaThl COIVIACOBAHUS IUIAHA MCCIIEOBAHUS CO CIIOHCOPOM (B COOTBETCTBYIOILUX
clly4dasx);

') COOTBETCTBUE U3MEPEHHI, HabMoIeHni 1 0OcnenoBanuii any uccienoBanus u COIT;

1) TIOJTHOTY, CBOCBPEMEHHOCTh, TOYHOCTh U pa300pUYUBOCTh PETUCTPAIIUU PE3YIbTATOB U3MEPCHHM,
HaOMroeHUH 1 00CIe0BaHM, MOATMCaHNe (MM MHUIIKAJIBI) U TATHPOBAHUE;

€) U3BMEHEHUS B IEPBUYHBIX JAHHBIX, BKJIIOYAs JaHHBIC, XpaHUMbIE B KOMIIBIOTEpax, HE BHECEHA JIU
HEACHOCTh B IPEAbIAYIINE 3allUCH, BKIIOYAsi MPUYUHY U3MEHEHUs, JINII0, OTBETCTBEHHOE 3a U3MEHEHHUE,
U JIaTy, KOT/Ia TaKO€ U3MEHEHUE ObLIIO BHECEHO;

)K) I/I,Z[GHTI/I(I)I/IKS.I_[I/IIO JaHHBIX, CO3JaHHBIX MWK COXPAaHCHHBIX B KOMIIBIOTEPC, HAJIWYUC
COOTBCTCTBYIOIIUX IMpOUCAYP IO 3allIUTE 3THUX JAHHBIX OT HCYIIOJTHOMOYCHHBIX W3MCHCHHIN WITN YTCpHU,

3) HAJEKHOCTb, TOUHOCTh U BaJHJALMI0O KOMIIBIOTEPU3UPOBAHHBIX CHUCTEM, HCIIOJIIH30BAaHHBIX B
HCCIICIOBAHUH;

M) U3YYEeHHE U OLIEHKY HEIMpPEIBHJICHHBIX OOCTOSTENHCTB, 3apETHCTPUPOBAHHBIX B MEPBHYHBIX
JTAaHHBIX;

I() COTJIACOBAHHOCTb W TMOJIHOTY PpPE3YyJIbTATOB B OTYCTAX HUCCICAOBAHUA (HpOMe)KYTO‘{HBIX u
3aKJ'IIO‘—II/ITeJ'II)HI)IX) " MMPpaBHUIIbHOC 0T06pa>KeHne NEPBUYHBIX JaHHBIX.

I/IHCHeKI_[I/ISI MPEACTABJIICHHUA OTUCTA O PE3YyJIbTaTaX UCCICAOBAHUA

119. Ilenp - ompenenuTbs COOTBETCTBUE COAECP/KAHMS 3aKIIOUMTEIBHBIX OTYETOB NPHUHIMIIAM
HacToamux [Ipasui.

www.consultant.ru Crpanuua 38 u3 100
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/

Pewenne CoeTa EBpasmitckoi akoHoMuueckoi kommuccum ot 03.11.2016 N
81 OBETa EBpa Ol 5KOHO on Ko or 03 016 [JokymeHT npepoctasneH KoHcynbTaHTI0C

"06 yTBepxaeHuUM MpaBun Hagnexallen nabopaTopHoii Npak... Hata coxparenua: 23.10.2024

120. ITpu u3yyeHuu 3aKIOYUTEIHLHOTO OTYETAa HHCIEKTOP JI0JKEH MPOBEPUTH:

a) IMOAIINCh U JaTUPOBAHUEC PYKOBOAUTECIIEM HMCCICAOBAHUA I MOATBEPKACHUA OTBETCTBECHHOCTHU
3a BAJIMJHOCTD UCCIICAOBAHUA U €TI0 COOTBCTCTBUC ITPUHIIUITIAM HACTOAIINUX HpaBI/IJI;

6) noAnucCh W JAaTUPOBAHHUE APYIrUMH BCAYIIMMHU YYCHBIMHU B TOM Cliy4dac, €CJIM IIpujiararoTcCsa
OTYCTHI U3 CONNYTCTBYIOIIUX AUCHUILINH,

B) BKiroueHue oryera COK, moanuck u 1aTupoBaHue;
I') BHECEHUE U3MEHEHUN OTBETCTBEHHBIM IIEPCOHAIIOM;

1) apXUBHOE pa3MellleHue Bcex 00pa3ioB, Mpo0 U MePBUYHBIX JIAHHBIX.
Wucnekuus XpaHeHus: JaHHbIX

121. ]_[eJ'IB - OIpEacCInTb, UMCCT JIM UCIILITATCIIbHAsA na60paT0pI/I;1 COOTBCTCTBYIOIIHNEC NTOKYMCHTHI U
OTYCTDBI, MEPBI MPCAOCTOPOKHOCTH 110 6630HaCHOMy XPaHCHUIO JOKYMCHTOB U MAaTCPUAJIOB.

122. NHCTIEKTOp JOJIKEH MPOBEPUTH:
a) IOKYMEHT 00 YTBEpKJICHHUH JIUIIA, OTBETCTBEHHOTO 32 apXUB;

0) apXHMBHBIC IOMEIICHUS JJI1 XPAaHEHHUs IUIAHOB HCCIICIOBAaHUM, NMEPBHYHBIX JTaHHBIX (BKIFOYAst
MIPepBaHHBIC TOKIMHUYCCKHE (HEKIMHUYECKHUE) WCCIICOBAHMS), 3aKIIFOUNTEIBHBIX OTYETOB, 00Pa3IloB,
OHMOJIOrMYECKHUX PO U JOKYMEHTOB 00 00pa3oBaHUU U O0yYEHUH MTEPCOHANA;

B) MPOLEAYPHI JIIsl U3BJICUEHUSI COXPAHEHHBIX JJaHHBIX;

I) OrpaHMuYeHHE JOCTyla K apXuBy TOJIBKO JUIS YHOJHOMOYEHHOIO IIE€pPCOHaa, XpaHEHUe
JOKYMEHTOB y ITEPCOHAJIA, UMEIOILIETO JTOCTYII K IEPBUYHBIM JaHHBIM, CJIali/laM U T.1.;

I[) pel"I/ICTpaI_II/IOHHHﬁ JKYypHaJI MaT€pruaIOB, BbIIAHHBIX U BO3BPAICHHBIX B APpXUB;

€) COXpaHEHHE IOKYMEHTOB U MaTE€pHaJloOB B TeueHUE TpeOyemMoro mepuosia BpEMEHH, 3aluTa OT
yTepU WM NOBPEXICHUS OXKAPOM, HEOIarompHUsATHEIMU YCIOBUSMH OKPYXKAOLIEeH cpesbl U T.1.

8. AyauT uccienoBaHui

123. OneHka ucnbITaTeIbHBIX J1a00OpaTOpUil Kak CTaHJapTHas Mpoleaypa BKIOYAeT B ce0s ayauT
WCCIIeIOBAaHM (TEKYyIIMX W 3aBepIICHHBIX). [IpoBeneHne crenupUYecKuX ayIauTOB HCCIEIOBAHUI
3a4acTylo SABJIsIETCS TPeOOBAHUEM YIIOJHOMOYEHHOI'O OpraHa, U OHM MOTYT IPOBOJIUTHCS HE3aBUCUMO OT
WHCTICKIIMH ~ WCTIBITaTeNbHBIX ~ JTabopatopwit. B cmimy MHOrooOpaswst BHIOB  JIOKIMHUYECKHX
(HEeKTMHUYECKUX) MCCIEOBaHUM, KOTOpHIE IMOJBEPraloTcs ayauTy, YCTAHOBJEHBI TOJIBKO OOIIMe
MIPUHIUIBI ayJUTa HCCIEOBaHUN. AyauTOopamM W JPYrUM JIAIAM, MPUHUMAIONINM Y9acTHE B ayauTe
UCCleIoBaHmi, TpedyeTcst copMynupoBaTh 1 000CHOBATh HEOOXOIUMYIO INIyOMHY W MaciTald aynuTa
WCCIIEIOBAaHMA, MCXOAS M3 COOCTBEHHOTO ombITa. Llenmpro ayauTta SBISIETCS TPOBEpKAa BO3MOKHOCTH
BOCCTAQHOBJICHUS MCCIIEIOBaHUS IyTeM CPaBHEHHs 3aKJIIOYMTEIBHOTO OTYETa C IUIAHOM HCCIIEOBaHUS,
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cootBeTcTByomMMHU COIl, nepBUUHBIMY JaHHBIMU U IPYTUMH COXPAaHEHHBIMU MaTepUalaMH.

124. B HEKOTOpBIX CIIy4asx ayJAuTOpaM MOXET IMOTPeOOBaThCS IMOMOIIb JIPYTHX 3KCIEPTOB B
npoBeaeHUN 3(PPEKTUBHOTO ayAWTa UCCICIOBAHMS, HAlpPUMEp, KOrJa HEOOXOJAUMO TIPOBECTH
MUKPOCKOIHIO (hparMeHTOB TKaHEH.

125. Ilpu npoBeneHny ayuTa UCCIEA0BaHUS Ay IUTOP JOJKEH:

a) MpoBEepUTh (aMIINU, IOJDKHOCTHBIE OO0S3aHHOCTH U KpaTKoe U3J0KEeHUE OO0y4deHHs U
npo(eCCUOHATBHOTO OMNbITa BBHIOPAHHOTO MEPCOHANa, BOBJICUYEHHOTO B IPOBEACHUE HCCIEIOBAHUS
(uccnenoBaHuit), HaIPUMeEpP, PYKOBOJIUTEINS UCCIEIOBAHUS U BEAYIIUX YUCHBIX;

0) MpOBEpUTh HAIWYHE JIOCTATOYHOTO KOJHMYECTBA TMEPCOHANA, OOYUYEHHOTO B OINpPEACICHHBIX
00JacTAX IS MPOBEACHUS UCCIIeIOBaHUs (MCCASIOBaHUN);

B) M3y4YHTh OTJC/IBbHBIC MPHCIIOCOOJNCHHS WM CICHalbHOEe 000pYyI0BaHUE, HCIIOJIB3YeMOE B
UCCJICIOBAaHUH, IPOBEPUTH JOKYMEHTBI O KalHOpOBKE, OSKCIUTyaTallid M OOCIY)KHBAaHHHU TaKOTO
0o0opymOBaHUS;

I') M3y4YUTh JIOKYMEHTHl B OTHOLICHUU CTAOMJIBHOCTH HCIIBITYEMOTO BellecTBa (JIEKAPCTBEHHOTO
CpelCTBa), pe3yJbTaThl aHAJIM30B MCCIEIYyEMOTO BEIIEeCTBAa (JIEKAPCTBEHHOTO CPEACTBA) M OOPAa3IOB
cpaBHEHUs (KOHTPOJBHBIX 00PA3I0OB) H T..;

J1) ONpPENENNUTh, MPEANOUYTUTENBHO - IIYTEM HHTEPBBIOMPOBAHUS, pacupenesneHue o0s3aHHOCTeN
cpeau BBIOpAaHHBIX COTPYAHMKOB, MPUHMMABLIMX YYacTHE B MCCIEIOBAHUU, C LIEJIbIO MOATBEPKACHUS,
YTO 3TH JIMLA HMMEJIH JOCTaTOYHO BPEMEHU [UIS BBIIOJHEHMS CBOMX 3aJa4, YKa3aHHbIX B IIJIaHE
HCCIIEA0BAHUSA UIH OTYETE;

e) IMOJIYYUTh KOIIMU BCEX AOKYMCHTOB B OTHOWICHUH MPOLUCAYP KOHTPOJIA HWIHN ABJIAIOIIHUXCA
HEOTHEMJIEMOM YaCThIO HCCICO0OBAaHMsA, BKIIOYAA:

IJIaH UCCICJOBAHUA,
HCIIOJIB3YCMbIC COII na MmoMeHT MMPOBCACHUA UCCIICAOBAaHNA;

JKYpHaJIbl ydeTa, J1abopaTOpHBIE >KypHalbl, JOKYMEHTHI, paboune TaONMIbl, pacHedyaTKH
COXpPAaHEHHBIX B KOMIIBIOTEPE JAHHBIX M T.A.; @ TAaKKE€ B COOTBETCTBYIOIIMX CIIy4asX ITOBEPOUYHBIE
pacyeTsl;

3aKJIIOYNTEIbHBIN OTUCT,

) €ClIM B HCCIIEJJOBAaHMSX HCIOJIb30BAINCH TPBI3YHbI U JAPYTrHe MIIEKOINHUTAIOUINE, ayIUuTOpPHI
JIOJKHBI UIMETh BO3MOXKHOCTh YOEIUTHCS B HAJTMYUH OIPEICIIEHHOTO KOJIMYECTBA )KUBOTHBIX B IEPHOJT C
MOMEHTa UX HpHUOBITHS B HCHBITATENIbHYIO JAOOPATOpPUIO U JO MPOBEACHUS AayTONCHH. AYIUTOPHI
JIOJDKHBI 0OpaTUTh BHUMAHHUE Ha CIEAYIOIINE 3aHCH:

peFI/ICTpa]_[I/Iﬂ MacCcChI T€Jia ) KUBOTHBIX, an/IeMa JUBZ0000%1 (BO}ILI), )]OSI/IpOBaHI/Iﬂ 1 BBCACHUA npenapaTOB
U T.J.;
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KJIMHUYECKHE HAOMIOACHUS M PE3yIbTaThl ayTOTICUU;
JTaHHbIE OMOXMMHUYECKHUX TECTOB;

naToMopdoorus.
9. 3aBepuieHNE UHCIIEKLIUY WM ayJIUTa UCCIEA0BAHUS

126. Ilocne OoxOHYAaHMS MHCHEKIUH HCIBITATEIbHOW JIaOOpAaTOPUM WM ayauTa MCCIEI0BaHUs
MHCIEKTOp (ayauTOp) MAOJDKEH IOATOTOBUTHCA K OOCYXICHHIO PpEe3yJIbTaTOB C IPEJICTaBUTEIIIMU
UCTIBITATEIbHON JIA0OpaTOpUU Ha 3aKIIOUUTENFHOW KOH(GEPEHIMH M TOATOTOBHUTH 3aKIIOYUTEIHHBIN
OTYET, T.€. OTUET O MPOBEJCHHON MHCIEKIIHH.

127. Ilpu MHCHEKUMU KPYIHOW UCHBITATENbHON Jabopatopuu (BUABI U KAaTErOpUH J1abopaTopuil,
KOTOpble (papMalleBTUUECKUH MHCIEKTOpaT TOCyAapcTBa-wieHa KIAacCUPUUUPYET Kak "KpyIHble
ucnelTarenbHble Jadoparopun”, onpenensatorcss B COIl unu pykoBOACTBE IO KAayecTBY) MOIYT OBITh
oOHapyeHbl '"mpoune HecoOTBeTCTBUA" TpeOoBaHUAM HacToAumMx IlpaBmil, KOTOpble HE OKa3bIBAIOT
CEPbE3HOIO BIMSHMI HA JOCTOBEPHOCTb MCCIIEIOBAHHUM, IIPOBOJAMMBIX B 3TOM HCHBITATEIBHOU
nabopaTtopuu. B Takux ciydasx MHCIEKTOPY (ayIUTOpPY) L[eeco00pa3HO B OTYETE COOOLIUTH O TOM, YTO
ucnelTatenbHas jgaboparopus paboTaeT B COOTBETCTBMM ¢ HactosmmMmu IlpaBuinamu u coryiacHo
KPUTEPUSM, YCTAHOBJICHHBIM YIOJHOMOYEHHBIM OpraHoM. TeM HE MeHee, HEKOTOpbIE JeTald
HECOOTBETCTBUSl WJIM IOTPEIIHOCTH JIOJKHBI OBITh IPEICTABICHbl PYKOBOJCTBY MCIIBITATEIbHOU
nabopaTopuy, a TaKKe JOJDKHBI OBITh IOJYYEHBl TapaHTHMM CO CTOPOHBI PYKOBOJACTBA O IMPHUHATHU
COOTBETCTBYIOLIUX MEp IO UX yCTpaHEHMIO. MHCIEKTOp (ayIUTOp) MOXET MOCETUTh HCIbITATENbHYIO
1a00paToOpUIO Yepe3 OIpeIelIeHHbIN epro]] BPEMEHU U POBEPUTH IPUHATHE COOTBETCTBYIOLIUX MED.

128. Ecnu B TeueHUE HWHCHEKUMU HCHBITATEIbHONW JITA0OpaTOpuM WM ayAuTa HCCIEI0BAHUS
OoOHapyKeHbl KPUTUYECKHUE WIN Cephe3Hble HECOOTBETCTBUS MpUHIMNAM Hactosmux [IpaBui, koTopsle,
10 MHEHHUIO MHCHEKTOpa (ayAUTOpa), MOTYT MOBJIHUATH Ha JOCTOBEPHOCTb MCCIIEIOBAHUS UM HA ApPYyrue
HCCIIEIOBaHMsI, IPOBOUMBIE B UCHBITATEIbHON J1aOOPAaTOPHH, HHCIIEKTOP (ayIUTOp) JODKEH COOOIIUTH
00 3TOM B YIOJHOMOYEHHBIH oOpraH. JleHcTBus, MpeAnpUHUMAaeMble S3TUM OpraHoM U (WIH)
YIIOJIHOMOYEHHBIM OpPraHOM B 3aBUCHUMOCTH OT CHUTYyallud, OyAyT 3aBHCETh OT XapakTepa U oObema
HECOOTBETCTBHUS, a TaKKe OT IOPUAWYECKUX M (WIM) aAMHUHHCTPATUBHBIX IOJIO)KEHHH B CHUCTEME
KOHTPOJIs cobmoieHnst HacTosumx [IpaBui.

129. Ecnu ayaut uccienoBaHus IPOBOAMIICA IO 3aIPOCY YIOJHOMOYEHHOTO OpraHa, He0OXOJUMO
[IOATOTOBUTL IIOJHBIM OTYET O pe3ylbTarax M OTIPAaBUTb €r0 4Yepe3 COOTBETCTBYIOLIUN
YIIOJIJHOMOYEHHBIA OPraH B YIIOJJHOMOYEHHBIA OPTaH.

VIII. ITpoueaypa yperyaupoBaHusi pa3HOTJIaCHI
MEX1y YIOJIHOMOYEHHBIM OPTaHOM U MCTIBITATENIbHOM TabopaTopueit

130. IlpoGnembl WIM pa3HOTJAcHs BO MHEHHSAX MEXAYy HHCIEKTOpaMH U PYKOBOJCTBOM
UCIBITaTEIbHON JTA0OpPaTOpUM pa3pelIaroTcsl B XOJE€ HHCHEKIUU HCIBITaTeIbHOM J1a00opaTOpUu WM
ayIuTa HCCIeNOBaHUN. B COOTBETCTBHM C YCTAaHOBIEHHOM 3aKOHOJATEIbCTBOM TIOCYAAPCTBA-YJICHA
MpPOLEYpPON HCHBITaTeNbHAs J1TaOOpaTOPHUsl MOXKET 3asBJATh MPOTECT MPOTUB PE3YJIbTATOB MHCIEKIINU
UCTIBITATEIbHON J1abOpaTOpUN WM ayJUTa HCCIEIOBAaHUI Ha COOTBETCTBHE HacToAlMM IlpaBmiam u
(M) B OTHOILIEHUU IEUCTBUM, KOTOPBIE MpeJiaraeT MpeanpHHITh YIOJTHOMOYEHHbBIN OpraH.
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IX. ObGecrieuenue kauecTsa
1. Cuctema yrnpaBiieHUsI 00OECIICYCHHEM KauyecTBa

131. PyKOBOACTBO WCIBITATEIBHOW JIA0OPAaTOPHH HECET OKOHYATENIbHYI0 OTBETCTBEHHOCTh 32
obecnieueHrne pabOTHl HUCHBITATENHHONW 1a0OpaTOpUd B IEJIOM B COOTBETCTBHHM C HACTOSIIIUMHU
[TpaBunamu. PykoBOJCTBO MOMKET JA€lerHpoBaTh O0O3HAYCHHBIC BUBI JCSITEIBHOCTH IO KOHTPOJIIO
CpeAHEeMYy 3BEHY pYKOBOACTBAa, HO 0O0mas OTBETCTBEHHOCTh cCoxpaHsierca. HeoTbemiemoii
OTBETCTBCHHOCTHIO PYKOBOJICTBA SIBJSICTCS HAa3HAYCHHE W MOAOOP HEOOXOJAMMOro KOJUYECTBA
KBUTM(DUIIMPOBAHHOTO M OIBITHOTO TIEPCOHANIA, BKIIIOYAsE COTPYAHUKOB, HEOOXOUMBIX ISl BHITIOTHCHHS
¢bynxumii COK.

132. MWckmrouuTenbHas OTBETCTBEHHOCTh PYKOBOJUTENS 3a BBINOJHEHUE JIOKJIMHUYECKHX
(HEeKJIMHUYECKUX) HCCIEIOBaHUI JOJDKHA OBITh 4eTKo oOo3HadeHa. B 00s3aHHOCTH PYKOBOAMTENS
BXOAWT HAa3HAYCHHE COOTBETCTBYIOUIETO KBATM(PUIMPOBAHHOTO TMEpCOHANA JUIsl  BBIMOJHEHUS
HeszaBucumoit ¢pynkiun COK. JlenerupoBanue Qpynkuuii COK, CBSI3aHHBIX C BBIMOJIHEHUEM HACTOSLIUX
[TpaBwi1, He TOKHO HAPYIIATh HE3aBUCHUMOCTh (hyHKIIMOoHUpoBaHUs oTaena COK u He JOMKHO MOBJICYb
BoBiieueHue mnepconana COK B mpoBeneHue ucciernoBaHUs, KpOME HCHOIHEHHS] (QYHKIUH KOHTPOJIS.
Jluno, HazHaueHHoe oTBeTCTBEHHbIM 3a COK, NOKHO HMMETh HpsIMON JOCTYN K pa3HbIM YPOBHSIM
PYKOBOJICTBA, B YACTHOCTH K PYKOBOJICTBY HCIIBITATENLHOM Ta00PaTOpPUU BHICIIETO YPOBHSI.

2. KBaJ'II/I(bI/IKaI_II/IH IepCoHalia OTAcia obOecreyeHns KauecTBa

133. Ilepconan otmena COK nomkeH HpOHTH COOTBETCTBYIOIIEE OOYYEHHE M HMETh OIIBIT,
HEOOXOMUMBIA 1T WUCIOJTHEHHS CBOMX o00s3aHHOCTeH. COTPYIHHUKH JOJDKHBI OBITh 3HAKOMBEI C
MpoLeaypaMu HCCIEAOBaHUN, CTaHAapTaMH M CHCTEMaMH, HCIOJIb3YeMbIMU B HCIBITATEIHLHOM
nabopaTopuH.

134. Jluua, HazHauyeHHble Ui ucnonHeHus ¢yHkuuni COK, nomkHBI MMETh HpeAcTaBieHue 00
OCHOBHBIX MPHUHIMIAX KOHTPOJIMPYEMBIX BHUAOB JeATENbHOCTH. OHU Takke JOKHBI UMETh YETKOe
IpescTaBieHue o HacTosmux [IpaBunax.

135. B cayuae otrcyrctBusi y corpynHuka COK crnenuanbHbIX 3HAHUW WIM HEOOXOAMMOCTH
MOJTyYEHUs 3aKII0YCHHUSI €1l OJHOTO JIUIA CIeIyeT OOpaTUTHCS 3a HKCIEPTHON MOMOIIIbI0. PykoBoaCTBO
JOJDKHO 00ECTICUUTh HAJTUYHE JOKYMEHTAIBHO U3JI0KEHHOM MporpaMMbl 00Y4YeHUs, OXBaThIBAIOIIEH BCE
aciekTel paboTel otmena COK. Moxker OBITh OpPraHM30BaHO TIOCEIICHHE BHYTPEHHUX W BHEIIHHX
CEMUHApPOB U KypcoB. JlOMKHO OBITH NMPETyCMOTPEHO OOYYEHHME METOJIaM OOIICHHUS W YJIaKUBAHUS
KoH(MIKTOB. O0y4eHUE TOKHO OBITH MOCTOSHHBIM U TIOJIJIEKATh EPUOAUYECKON MMPOBEPKE.

136. OOydeHue mepcoHana OTAeNa Ka4ecTBa JOHKHO OBITh JOKYMEHTaJIbHO 3a(UKCHUPOBAHO, a
TakKe JOJKHA OBITh OIICHEHA MX KOMIIETEHTHOCTh. DTH JIOKYMEHTHI JJOJKHBI MOCTOSSHHO OOHOBJIATHCS U
COXpPAaHATHCH.

3. Yuacrue otaena o0ecreyeHrs KauecTBa B pa3padoTke
CTaHJAPTHBIX OMEPAIIMOHHBIX MPOLEAYP U TUIAHOB UCCIIEIOBAHUIMI
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137. PykoBOJICTBO HECET OTBETCTBEHHOCTh 3a Pa3palOTKY, BBITYCK, pPACIPOCTPAaHEHUE U XPAHEHHE
COII. Homyckaercs yuactue nepconana oraena COK B moaroroBke COII; HO mpeamnoYTuTeIbHO, YTOOBI
onu nposepsuin COII nepen nprMeHEHUEM C LIETbI0 OLEHKHU MX SICHOCTH U COOTBETCTBMSI IPUHLIUIIAM
Hactosamux [IpaBu.

138. PykoBOACTBO JOKHO OOECHEYHUTh JOCTYMHOCTH IJIaHA MCCICIOBAHUS TMEPCOHATY OTIela
COK nepen HayaJIoM HCCIIEI0OBaHUS B LEIAX:

KOHTPOJIA COOTBCTCTBHA IJIaHA UCCIICAOBAHWA ITPUHIIUITIAM HACTOAIINX HpaBI/IJI;
OLICHKHU COACPKaHHA COTJIIaCOBAHHOCTH I1JIaHA MUCCICIOBAHUSA,

ONpCaACIICHUA KPUTUYCCKHUX 3TAIIOB UCCIICAOBAHN,

IJIAHUPOBAHUA IIPOrpaMMbl MOHHUTOPHHI'A UCCIICIOBAHUS.

139. Ilocne BHeceHHUs MONPABOK B IJIaH MCCIIEIOBaHMS KOIUU IUIaHA JIOJKHBI OBITH IEpElaHbl B
oraen COK a1 onTMMU3aLUU IPOBECHUS MOHUTOPUHTA UCCIIEIOBAHUS.

4, HMHucnekuuu CJ'Iy>K6BI obecreyeHns1 KauyecTBa

140. ITporpammbl COK oCHOBaHBI Ha CIEAYIOIIMX BUAAX MHCIEKIHUN B 3aBUCUMOCTU OT TOTO, YTO
YKa3aHO B IPOrpaMme 00ecredeHus: KaueCTBa U CTaHJAPTHBIX OMEPALMOHHBIX MPOIIeaypax:

a) HHCIICKIIMH I/ICCJ'Ie,Z[OBaHI/Iﬁ - HMHCIICKIIHUH, FpaQ)I/IK MMPOBCACHUA KOTOPBIX COCTABJICH COIJIACHO
XPOHOJOI'MM KOHKPETHOI'O UCCICAOBAHNA U BKIIIOYACT OIMPCACIICHUEC BaXKHBIX CTaI[I/Iﬁ HCCICIO0BaHUA,

0) MHCHEKIUU HCIBITATENIbHBIX JIA0OPATOPH - MHCIEKINH (IIPOBEpKa) 001Iero o0opynoBaHUS U
BHJIOB JICATCIILHOCTH B HCIBITATEIBHOW JlabopaTopuu (MOHTaX, BCIOMOTATEIbHBIC —CITYKOBI,
KOMITBIOTEpHAs cHcTeMa, O0yuyeHHEe, MOHUTOPUHT OKPYKAIOLIEH Cpefbl, HKCIUTyaTalus, KaltuOpoBKa U
T.1.);

B) MHCHEKIMHM MpPOLEAYyp - HHCHEKIHH, KOTOpPble MPOBOJATCS HE3aBUCUMO OT KOHKPETHBIX
UCCIIEIOBAaHUN. BBIMOMHAIOTCS U1 KOHTPOJISL IPOLIEyp WM IPOLIECCOB MOBTOPSIOLIETOCs XapakTepa H,
KaK MPaBUJIO, OCYIIECTBIISIOTCA Ha BRIOOPOYHOM ocHOBE. IIpoBOIATCS B TeX ciaydasx, KOrja OJWH U TOT
e IMpOLEeCC B HUCHBITATEIbHOM JIAOOPATOPUM OCYLIECTBISIETCS OYEHb YacTO, BCJIEJICTBUE YErO
IPOBEJEHUE  HMHCIEKUMH  OTHAENbHBIX  MCCIEJOBAaHUM  cuuTaercs  HedIPPEKTHUBHBIM MU
HenenecooOpasHeIM. CrieyeT npu3HaTh, YTO MHCHEKIUU OTIENIbHBIX MPOLECCOB B paMKaX KOHKPETHBIX
9TANoB, OCYLIECTBIIIEMBIX OYEHb YacCTO, MOT'YT IPUBECTU K IOSBIECHUIO HEKOTOPBIX HE NMPOBEPEHHBIX B
MHIUBUAYAJILHOM MOPSAKE UCCIEA0BaHUN B X0OJI€ SKCIIEPUMEHTAIILHBIX ITAIOB.

141. Heo0xo1uMo coXpaHsTh BCIO JOKYMEHTAIIMIO O TAKUX MHCIICKIIMSIX.

[TnanupoBanne COK u 060cHOBaHUE BUAOB JESATEILHOCTH
u MetonioB COK

142. Otnen COK momxkeH TmiaTenbHO TJIAHUPOBATH CBOKO paboTy. PaGoTa mepconana ornena COK
U TPOIIeIyphl TUTAHUPOBAHKS B OTHOIICHUHU MPOBEICHUS, TOKYMEHTHPOBAHUS U TIOJTOTOBKH OTYETOB 00

www.consultant.ru Crpanuua 43 u3 100
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/

PelwweHve CoseTa EBpasuiickol skoHoMUYeckol komuccum ot 03.11.2016 N
81
"06 yTBepxaeHuUM MpaBun Hagnexallen nabopaTopHoii Npak...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

WHCIEKIUAX JOJDKHBI ObITh omucanbl B cooTBercTByromeMm COII. Heobxomumo Bectu yuer
3alUIaHUPOBAHHBIX W Tekymux ucciaenoBanuii. Otaen COK pomkeH uUMeTh JOCTYI K MOCIETHEMY
OOHOBJICHHOMY BapHaHTy OCHOBHOTO rpaduka. Takoi yder HEoOXOAMM MJis TUIAHUPOBAHUS BHUIOB
nestenbHOCcTH COK 1 onieHku padoueit Harpy3ku Ha coTpyaHukoB COK.

143. IIporpamma COK ¢ uMHCHEKUMSMM W ayAUTaMU IIOJUIEKUT IPOBEPKE B OTHOILIECHUU
opraHuzanuu u ympasieHus. Kak nepconain, Tak U pyKOBOACTBO JIOJDKHBI OOOCHOBATh BBIOOP METOJIOB,
BBIOpaHHBIX /17151 ucnoiHeHus: pabotsl COK.

5. Otyerbl 006 MHCIEKIMAX CIYXKObl 0OecrieueHus KauecTBa

144. YIIOTHOMOYEHHBIH OpraH MOXXET 3alpOCUTh MH(POPMAIMIO O BUAAX WHCIEKIHMHA M JaTaxX HX
MPOBEACHUS, BKJIIOYAs CTaAuio (CTaauu) WHCIICKTUPYEMOTO HCCIEOoBaHUA. TeM He MeHee, OOBIYHO
conepxkanue otueroB o mposeneHun uHcnekuuid COK He MOMKHO paccMaTpUBAThCS OPraHoM IO
KOHTPOJIO coOmoieHus HacTosmux [IpaBuit, mockoiabKy 310 MoxkeT npenarctBoBath COK B moaroroBke
OTYETOB 00 HWHCIEKIWHU. YTIOJHOMOYCHHBIH OpraH MOXET NEPHOIAMYECKH 3alpamiuBaTh JOCTYyH K
COJICP’KaHUIO OTUETOB 00 MHCIEKIMAX, 4TOObI MpoBepuTh Haanexaiee (yHkuuonuporanue COK.
VYIIOTHOMOYEHHBIM OpraH HE JOJDKEH MCIOJIb30BaTh TaKWe OTYEThl KakK Croco0 YCTaHOBJICHUS
HEJIOCTAaTKOB B ITPOBEACHHBIX UCCIICIOBAHMSIX.

6. Ay,I[I/ITBI JaHHBIX M 3aKJIIIOYHUTCIIBHBIC OTYCThI

145. Aymut nepBHYHBIX JaHHBIX uccienoBanus oraesniom COK moxer ObIThb NPOBEIEH pa3HbIMU
cnocobamu. Otmen COK MokeT mpoBepATh TOKYMEHTHI B XOJE OKCIIEPHUMEHTAIBHBIX JTaIloB
UCCJICJOBAaHMs, WHCIEKIMH Ipollecca WM B XOJAE ayJuTa 3aKIIOYUTEIbHBIX OTYETOB. PyKOBOACTBO
JOJDKHO 00€CIeYnTh, YTOOBI BCE 3aKIIOUYMTENBHBIE OTYETHl WCCIICOBAHWH, B OTHOIIEHHH KOTOPBIX
3asBJICHO COOTBETCTBUE HacTosAmMM [IpaBuiiam, 66U npoBepensl otaesnom COK. Takoil aynur pomkeH
OBITh NMPOBEJICH HA 3aKJIFOUUTENILHON CTaIUH TTOATOTOBKH IMPOEKTA OTYETA, KOT/Ia BCE TICPBUYHBIC JTaHHBIE
cOOpaHbl ¥ HE TUIAHUPYETCS BHOCUTh HUKAKUX U3MEHEHHH.

146. Llenbto ayauTa 3aKII0YUTEILHOTO OTUETA SIBISIETCS OMPEENIEHUE TOro, 4TO:

UCCleIoBaHKe OBLIO MPOBEIEHO B COOTBETCTBUU C TUIaHOM HccnenoBanus u COIL;

MCCIIeI0BaHNe ObUIO TOUHBIM U TIOJIHBIM 00pa30M OTPa)KEHO B OTUETE;

OTYET COACPKUT BCE AIEMEHTHI, Tpebyemble HacTosAmmMu [IpaBunamu;

OTUYET XapaKTEPHUIYETCs TOCIEOBATEIHPHOCTHIO U BHYTPEHHEH HEPOTUBOPEUNBOCTHIO;
MEPBUYHBIE TaHHBIE COOPAaHbBI TIOJTHOCTHIO U B COOTBETCTBUH ¢ TpeOoBaHUsIMU HacTosmux [Ipasui.

147. Corpyaaukam COK cremyer cOCTaBIATh 3aKIIOYUTEIBHBIA OTYeT 00 ayauTe Kak MOXHO
noapoOHee, 4ToObI OblIa BO3MOXKHOCTH BOCIIPOU3BECTH JAETalNH ayAuTa. [oMKHBI OBITH YCTaHOBIEHBI
MpoIeaypsl, B COOTBeTCTBUU ¢ KoTopbiMu oTaen COK Oyaer y3HaBath 000 BCEX MAOMOIMHEHUSX U
M3MEHEHUSX B IUIaHE MCCIIEIOBAHUS U OTUYETE B XOJE 3Tala ayAuTa.

148. Ilepen mnonmucanuem 3axmoueHuss COK  fomkHa MPOKOHTPONIMPOBAaTh, YTOOBI BCe
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poOJIeMHbBIE BOMPOCH], OTMEUEHHBIE B XOJ€ ayauTa, ObUIM COOTBETCTBYIOIIUM OOpa3oM OTpPAXECHBI B
3aKJIIOYUTEIBHOM OTYETE, BCE COINIACOBAHHBIE IEHCTBHS 110 YCTPAHEHUIO 3aMEYaHUH ObLIM BBINOIHEHBI U
9YTOObl HUKAKUX W3MEHEHHM, TPeOyIOIMX MPOBEICHHs JOMOJHUTEIBHOTO ayauTa, HE ObUIO BHECEHO B
OTUYET.

149. JlroOble ucTpaBieHUs] WM JOMOJIHEHHUS 3aBEPIICHHOTO 3aKIIOUYUTEIHLHOTO OTYeTa JOJDKHBI
cTaTh OOBEKTOM JOMOJIHUTENBHOTO ayauTa co ctopoHsl COK, mocie yero HeoOXOAUMO MPEJOCTaBUTh
IIEPECMOTPEHHOE U onoJHUTENbHOE 3aKiatoueHne COK.

7. 3aKIII0uYcHUE oTacia o0OecrneucHUs KauyecTBa

150. IToanucannoe 3axmouenne COK N0mKHO BKIHOYATHCS B 3aKIIOUUTENbHBINA OTYET, B KOTOPOM
yKa3aHbl B cOOTBeTCTBHM ¢ myHkTamu 140 m 142 nacrosimux [IpaBui Buabl MHCHEKIMH M JAThl MX
MIPOBE/ICHUS, AaThl COOOIICHHS PE3yIbTaTOB MHCIIEKIIMU PYKOBOJCTBY, PYKOBOAMTEIIO UCCIICAOBAHUS U,
KOTJIa PUMEHHMO, BeIyIIeMy HCCIEA0BATEN0 (MCclenoBaresiM). B 00s3aHHOCTH PYKOBO/ICTBA BXOAUT
OCYIIECTBIICHHE MEp, TapaHTHPYIOIINX, 4TO 3aKkmouyeHne, BeiganHoe COK cormacyercs ¢ 3asBieHueM
PYKOBOAMTENS. HCCIENOBAaHUS O COOJIONEHMM HacToAmmx IIpaBHi M COOTBETCTBYET BBIIAHHOMY
3aKJIFOUYUTEIBHOMY OTYETY 00 HCCIICIOBAHUM.

151. ®opmar 3akmoyenus COK coorBercTByeT CTpykType oTueta. HeoOxoaumo, uTOOBI
3aKIJIIOYEHUE COJEPKANIO MIOJHOE HAa3BAHUE UCCIICA0BAHMs, IIEPEUEHb BCEX MPOLEYP MOHUTOPUPOBAHHUS,
nposeneHHblx COK B xoze vccnenoBaHus ¢ yKa3aHUEM JaThl U 3Tala uccileAoBaHusd. B ciydasx, korzna
WHCHEKUUU OTHENbHBIX MCCIEAOBAaHUNH HE SABIAIOTCA YacThI0 3allJIJAHUPOBAHHOW MpPOrpamMmbl
obecriedeHnss  KadecTBa, O0s3aTeNbHO  HAIMYME  3aKIIOYEHHs, MOAPOOHO  ONMCHIBAIOIIETO
KOHTPOJIMPYIOIME UHCIEKIMH, HAIPUMEp, B CiIydae KpPaTKOCPOUHBIX MCCIIEOBAaHUM, KOT/1a POBEACHHE
MOBTOPSAIOLIMXCS MHCIIEKIUI Ka)KI0r0 UCCIeI0BaHUS HEelleJIeco00pasHo.

152. Caenyer mpemycMoTpeTh, uTo0bl 3akmodeHrne COK Obl10 3aBepIIeHO TOJBKO TOT/a, KOraa
OyZleT TOATBEPXKICHO 3asBICHUE PYKOBOJIUTENS HCCIENIOBaHUA O MPOBEIECHUU HCCIIEIOBAaHUS B
cooTBeTcTBUM ¢ Hacrosmumu [lpaBunamu. 3axmrouenne COK Takke mHoATBEp)KIaeT (akT, 4To B
3aKJIIOYUTEIBHOM OTYETe MEepPBUYHBIE JaHHbIE OTPAXXEHbI JIOCTOBEPHO. PyKOBOAWTENb HCClIeIOBaHUS
00s13aH yKa3aTh B 3aKJIIOYUTEIBHOM OTYETE OOJIACTU HCCIIEOBAaHUS, HE COOTBETCTBYIOIINE HACTOSIIUM
[TpaBunam Haanexarei 1abopaTopHON MPAKTUKHU, €CITH TAKOBBIE UMEHCh.

8. CJ'Iy>K6a oOecrieueHUs KauyecTBa 1 HUCCICIOBAaHUA,
HC NPCAHA3HAYCHHBIC IJIA NPCACTABJICHUA
B YIHOJIHOMOUYCHHBIC OpraHbl

153. CootBerctBUe HacTosumM [IpaBunam sBIsieTCS HOPMATUBHBIM TpeOOBaHUEM Ul 0J100OpEeHUs
JOKJIIMHUYECKUX (HEKJIMHUYECKHX) uccieaoBaHnil. HekoTopele ncnpiTarenbHble 1a00paTOpUU IPOBOJAST
Ha OJIHOM IUIOLIA/IKE UCCIIEOBAHUS, KOTOPBIE IPEIHA3HAYEHBI U HE TIPEJHA3HAYECHbI Ul IIPEICTABICHU S
B YIOJHOMOYEHHbIE opraHbl. Eciu uccienoBaHus, He NpeqHa3HAYCHHbIE MJIs MPEACTABICHUS B
YIIOJIHOMOYEHHBIE OPTaHbl, IPOBOJISATCS HE B COOTBETCTBUU CO CTaHIApTaMH HaJyIexallei 1adopaTopHOi
MPaKTUKW, O3TO, KaK TMpaBWIO, HETaTUBHO BJIMSET Ha KAuyeCTBO MPOBEACHUSI HCCIEIOBaHMM,
COOTBETCTBYIOIUX HacTosAMM [IpaBunam.

154. B cnucke wuccinenoBanui, kouTponupyembix COK, nomkHbBl OBITH yKa3aHbl Kak
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COOTBETCTBYIOIIHE, TaK U HE COOTBETCTBYIOIIME HacTosimuM [IpaBuiam uccienoBanus. ITo HE0OOXOAUMO
JUIS TIPaBUIJIBHOTO TIPOBEJCHUS OLEHKU padouell Harpy3Kd, IPUTOJAHOCTH HUCIBITATEIbHBIX JIAOOpaTOpHii
U BO3MO>KHOCTH B3aMMHOTO BJIMSIHUSA B IIPOLIECCE NPOBEACHMSI MCNBITAaHUN. JJI BBIIOTHEHMS TaHHOU
3amaun COK nomKkHAa MMETh JOCTYI K aKTyalM3HUpPOBAHHOMY SK3EMIUISIPY OCHOBHOIO IUIaHA-rpaduka.
SIBrisieTcst HEIPUEMIIEMBIM 3asBIISITh O COOTBETCTBHHU IPUHIIMIIAM HaJIeKaIIel 1ab0paTOpHON MPaKTUKU
y)K€ HA4aToro HCCIEAO0BaHUs, KOTOpPOE H3HAYaJbHO HE COOTBETCTBOBAIO TPEOOBAHUSM HACTOSALIUX
[TpaBun. Ecnu nmpoBenenue uccienoBanusi, 0003Ha4€HHOTO B Ka4eCTBE COOTBETCTBYIOLIETO MPUHIIUIIAM
HajuIexaled 1abopaTopHON MPaKTUKU, MPOJOJDKAeTCd Kak MCCIe0BaHHE, HE COOTBETCTBYIOIIEE
TpeboBaHusAM HacTosIMX [IpaBui, 3TO 1OMKHO OBITH YETKO TOKYMEHTHPOBAHO.

9. O0ecnieueHue KayecTBa B HEOOIBIITUX
HCIBITATEIbHBIX J1a00paTOpUsIX

155. B HEOONMBIIMX HCIBITATENLHBIX JJAOOPATOPHIX MOXKET OBITh HEILEIeCOO0pa3HbIM COJCPIKAHHE
nepcoHaia, npeaHazHaueHHoro uckirountensHo it COK. PykoBOICTBO MOMKHO Ha3HAYUTHh HE MEHeEe
OJTHOTO COTPYIHHUKA C MOJHON WJIM YAaCTUYHOM 3aHITOCTHIO, oTBevarolero 3a pabory COK. Perynsapuas
u noctosiHHas padora nepconana COK HeoOxonrMa 11 HaKOIUJIEHHsI OIbITa U 00ecTieueHus] KOPPEKTHOM
uHTepnperanuu pe3ynbratoB padorsl COK. CoTpynHuku, NpUHUMAIOIINE Y4acTHE B HCCIIEIOBAHUSX,
COOTBETCTBYIOIIMX HacTosmmM [IpaBuimam, wmoryr BemonHATh ¢GyHkmmun COK B oTHOmEHUH
JOKITMHHYECKUX (HEKJIMHUYECKUX) HMCCICIOBAHUN, MPOBOJUMBIX B JIPYTHX OTIENaX HCIBITATCIbHON
nabopatopuu. JIumom, He SBISIONMMCS INTATHBIM COTPYIHHUKOM HCIBITATENBHON JIaOOpaTOpuu, MOTYT
BoimonHAThCS QyHkuuu COK, ecnu oOecnedena nHeoOxoaumas 3¢G¢GeKTUBHOCTh, TpeOyemast uis
COOTBETCTBHS HacTosmmM [IpaBumam.

156. TpeboBanus Hacrosumx IlpaBun Takke MOryT OBITh MPUMEHEHBI K MHOTOIICHTPOBBIM
WCCJICIOBAHMSM TIPH YCJIOBUM YETKOTO OIPEACICHHs OOMIeH OTBETCTBEHHOCTH 3a KOOPIHUHAIUIO
MIPOBOAMMBIX PaboOT.

[Tpunoxenne N 1

K [IpaBmiiam

Ha/iIexalei 1abopaTopHON MPaKTUKU
EBpazniickoro 5KOHOMHU4ECKOro
coro3a B cdepe oOparieHus
JIEKapCTBEHHBIX CPEJICTB

TPEBOBAHU/I .
K ITPUMEHEHMNIO ITPABUJI HA JUIEXAIIEN JIABOPATOPHOU ITPAKTHUKU

EBPA3UIMCKOIO SKOHOMUYECKOI'O COIO3A B C®EPE OBPAIIEHIA
JJEKAPCTBEHHBIX CPEJCTB JJIAA UCCJIIEAOBAHUU IN VITRO

. Onpenenenus

I[J'I}I 1eJIe HacTOSIIEro MPUITOKCHUS UCITOJIBb3YOTCA MMOHATUA, KOTOPBIC O3HAYAIOT CIICAYIOIICC:
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"KOHTpOJb pacTBopHUTeNs (pa3daBurens, Hocutens)" (control vehicle) - oTnmenbHas dYacTh
TECT-CUCTEMBI, K KOTOpOWH [00aBlI€H pacTBOPUTENb, IPEJHA3HAUYEHHBIA JJIsI  ONpPEAEICHHOTrO
TecTupyeMoro oOpasma (00bEeKTa); KOHTPOJIb PACTBOPUTENS MPEJOCTABISAECT CBHUIETEIBCTBO 00
OTCYTCTBHUH BIIMSHUS BHIOPAHHOTO PACTBOPHUTEINS Ha TECT-CUCTEMY B (PaKTHYECKUX YCIOBHSIX IPOBEACHUS
aHaIN3a;

"kpuococyn" (cryovial) - crmenuanbHBI cOCya JUIsl KPHOKOHCEPBAIMM, KOTOPBIH COOTBETCTBYET
0COOBIM  YCIIOBUSIM, TAaKUM KaK TEePMETHYHOCTh 3aKPBITHS, Jake MPH IKCTPEMalbHO HHU3KHUX
TEMIIEpaTypax M pe3KHux nepernajgax TeMneparyp, BOSHUKIINX B XOJI€ 3aMOPAXUBAHUS U OTTaUBaHMUS,

"KprOKOHCepBau'" (cryopreservation) - XpaHeHHE KJIETOK U TKaHEeH B 3aMOPOKEHHOM COCTOSIHUU B
YCIIOBUSIX, KOTJIAa UX KH3HECIIOCOOHOCTh COXPAHSETCS;

"HaOop [UIA MPOBEICHHs HCIBITaHUH, TecT-Habop" (test kit) - TOTOBBIN K MCHOIB30BaHUIO HAOOD,
BKJIIOYAIOIIUI BCE KOMIIOHEHTHI, HEOOXOIUMBIE I MPOBEJCHUS aHAIM3a, UCIBITAaHUS (TECTUPOBAHMS)
WM UCCIIEI0BAHUS;

"HeoOpaboTanublii  KoHTpoas" (untreated control) - oraensHas HeoOpaboTaHHAas YacTh
TECT-CHCTEMbI, KOTOpasi XPaHHUTCS B NEPBOHAYAIBHBIX YCIOBHUSX KYJIbTUBUPOBAHHS, HEOOPaOOTAHHBIM
KOHTPOJTb MPEIOCTABIISECT UCXOIHBIC JJAHHBIC O TECT-CUCTEME B YCIIOBHSIX IIPOBE/ICHUS aHAIIN3A,

"oTpuiatenbHbBIA KOHTPOJBL' (negative control) - oTAenbHas 4acTh TECT-CUCTEMbI, 00OpaboTaHHAs
00BEKTOM (00pa3iioM), B OTHOIIEHHH KOTOPOTO U3BECTHO, YTO OTBETHOM PEaKIIMU TECT-CUCTEMbI Ha HETO
HC MOCJICAYET U IIPU BBCACHUH OTPHUUATCIIBHOIO KOHTPOJIA TECT-CUCTEMA HE BbIAACT OTBETHOU pC€aKkuuu B
KOHKPETHBIX YCIOBUSAX aHAIIN3a;

"HOJIOKHUTEIBHBIN KOHTPOIB" (positive control) - oTaenbHas 4acTb TeCT-CHCTEMBI, 0OpaboTaHHas
00beKTOM (00pa3lioM), B OTHOIIEHMM KOTOPOTO U3BECTHA OTBETHAas pEaKLUs TeCT-CUCTEMBI;
MTOJ0KUTEITbHBIN KOHTPOJIb CBUACTCIBCTBYCT O TOM, YTO TCCT-CUCTEMA BbIAACT OTBCTHYIO PCAKIHUIO B
KOHKPETHBIX YCIOBHSIX aHAJIHN3a;

"cranmapTHBIA 00BEKT (0Opasem)" (reference item) - pyKoBOASIIHME YKa3aHUsI TIO MPOBEICHUIO
MCCIIEIOBAaHMHM 1N Vitro BO MHOTHX CJIydasiX MMPeIIUCHIBAIOT HCIIOJIb30BaHHE COOTBETCTBYIOIINX OOBEKTOB
MOJIOKUTETIBLHOT0, OTPULIATENILHOTO KOHTPOJIA U (MJIM) KOHTPOJIS peakTrBa (pa30aBUTENs], paCTBOPUTENS),
KOTOpbIE, HE MOTYT CIYXUThb B KauecTBe ''CTaHIApTHBIX OOBEKTOB" mJs KiaccU(UKAlUM OTBETa
TECT-CUCTEMbI Ha TECTUPYEMBIN OOBEKT, a UCHOIb3YIOTCS JJIsi KOHTPOJIS HaAJeXalleld XapaKTepUCTHUKU
TeCT-CUCTeMBl. Tak Kak LeNb HCIONb30BaHUS 3THUX OOBEKTOB IOJIOKUTEIBHOTO, OTPULATEIBHOIO
KOHTpOJISI W (WJIM) KOHTPOJS pEeaKTHBAa MOXET OBITh PacCCMOTpPEHa KaK aHAJIOT LETH HCIOJIb30BaHUS
CTaHJapTHOrO oOBeKkTa (oOpasla), ompeeneHHe MOCIETHET0 MOXKET TaK)Ke OTHOCUTbCS K TepPMHUHAM
"0OBEKTHI MOJTOKHUTEIBHOT0, OTPULIATEIIBHOTO KOHTPOJIS U (WIM) KOHTposis peakTuBa". OqHaKo cTENEHb
OIpeJIeJIEHUs] UX AaHATUTHUECKUX XapaKTEPUCTUK MOXKET OTJIMYAThCs OT TPeOOBAHUH, MPEIBIBIIEMBIX K
AHATUTHYECKUM XapaKTEPUCTHKAM CTAaHIAPTHBIX 00BEKTOB (0Opa3IoB);

"TpaHcreHHble KJeTku" (transgenic cells) - KkieTkd, TpaHCPEKTHPOBAHHBIE OJHUM (MU
HECKOJIbKUMH) YYKEPOJHBIM T€HOM (T€HaMHU) W BCIIEJICTBUE ATOTO OO0JIAAIONINE XapaKTEPUCTUKAMH U
(GYHKIUSAMHU, KOTOpbIE OOBIYHO HE MPHUCYTCTBYIOT HJIM TNMPHCYTCTBYIOT TOJBKO NPH HU3KUX YPOBHSAX
AKCIPECCHH B POAUTEIHCKOHN KIIETKE.
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II. O6s3anHOCTH
1. PyKOBOZICTBO UCTIBITATEIBHOM TAOOpAaTOPHH

Bonbiias gacte 005S3aHHOCTEH PYKOBOJCTBA MCHBITATEIBLHON JIAOOPATOPUM SIBIIIETCS 0OLIeH U B
paBHOM Mepe IpUMEHseTcs U1 PYKOBOJCTBA MCIBITATEIbHOM J1a0OpaTOpUM TNpU  BBITOJHEHUU
MCCIIEIOBaHM in Vitro u in vivo (Hampumep, TpeOOBaHUS K PYKOBOJCTBY UCHIBITATEIBHON 1a00paTOPHH O
HE00XOMMOCTH O00€CHeUUTh HAJIMYMe JOCTATOYHOIO KOJIMYECTBA KBAJIU(UIMPOBAHHOIO IMEPCOHAIIA,
COOTBETCTBYIOLLIErO0 OOOPYAOBAHMS M alIaparypbl AJii CBOEBPEMEHHOIO M HAJUIEKAIIETO MPOBEACHUS
uccienoBaHusi). PykoBoACTBO UCHBITaTENbHOM J1aOOPaTOpUU JOIKHO OBITH OCBEIOMJICHO O TOM, 4YTO
MCCIIEIOBAHKE in Vitro MOXKET COMPOBOXKIATHCS BO3JI0KEHUEM Ha HETO JIOMOJHUTEIBHBIX 0053aHHOCTEH.
Hanpumep, pykoBOACTBO HCHBITATENbHON J1aOOPATOPUM JOJKHO IPENOCTaBIATh TapaHTHM, TOYHOI'O
MOHMMAaHHsI TIEPCOHATIOM HCIBITATeILHON JIAOOPATOPUH BHIMOIHAEMBIX (pyHKIMA. J{71s1 nccienoBanuii in
vitro 3T0 MOXeT TpeOoBaTh HEOOXOAMMOCTU MPOBEACHUS CIELHMAIbHOTO OOYy4YeHUs IepcoHasa
UCTIBITATEIBHON JTA0OpaTOPHH acCeNTUYECKUM MpOoIeaypaM U OOpalIeHHI0 ¢ OMOJIIOTUYECKH OMAaCHBIMHU
Mmatepuanamu. s ucciemoBaHMs in Vitro MOrYT MOTpeOOBaTbCs BBIACICHHME CIEUUAIBHBIX 30H U
BBIIIOJIHEHUE MPOLEAYp Ul IPEIOTBPAIICHUS 3arpsi3HEHMs TecT-CUcTeMbl. KpoMe Toro, pykoBOJACTBO
UCHBITATEIbHON J1abopaTopuu JOJDKHO OOECIEeUUTh COOTBETCTBUE HCIBITATENbHON J1abopatopuu
TpeOOBAaHUSAM MPHUTOJHOCTH JJIsl MccienoBaHusd. [[Jis HEKOTOPBIX HCCIENOBaHWH in vitro TpeOyercs
IPUMEHEHHE B NIpPOILEcCe HCCIIEAOBAHUS HCKIIOUUTENBHO MAaTEHTOBAHHBIX MaTepUajoB WM HAaOOpOB.
HecmoTpss Ha TO 4TO Marepuasbl, HCIOIb3YEMBIE B MCCIEIOBAHWH, COOTBETCTBYIOLIEM IIPAaBUIIAM
Ha/IIexaled  J1abopaTopHO MpakTHKM EBpasuilckoro 3KOHOMMYECKOI'O CO03a, YTBEP)KIAEMbIM
EBpasuiickoil 5KOHOMUYECKON KOMUCCHEN (Z1anee - mpaBuiia), JOHKHBI IPOU3BOAUTHCA U TECTUPOBATHCS
Ha COOTBETCTBHE C HCIOJb30BAaHUEM HAJIeXalled CcHCTeMbl KadyecTBa (TO €CTb OCHOBHYIO
OTBETCTBEHHOCTbh 32 HX COOTBETCTBME TPEOOBAaHUSAM IPaBUJI HECET W3TOTOBUTENb WM IMOCTABILUK),
0053aHHOCTh PYKOBOJCTBA HCIBITATEIBbHOM J1a0OpaTOpUM MOATBEPAUTh, YTO 3TO TECTHMPOBAHUE HA
COOTBETCTBHE COOTBETCTBYIOIIMM OOpa30M BBIIIOJIHEHO ITyT€M OLEHKH JESTEIbHOCTH, METOAMK MU
MOJIUTHUK B 00JIACTH KAa4eCTBa Y MOCTABLINKOB MPOAYKIIUH.

PYKOBOI[I/ITGJ'IB HUCCICIOBAaHUA

OO0ue 0053aHHOCTH PYKOBOIMTENS MCCIEIOBaHUS, YKa3aHHbIE B MpaBHJIaX, HE 3aBUCAT OT THIA
UCCIIEIOBaHMsI U MPHUMEHSIOTCS K MCCIEeIOBaHUAM In vitro. PyKoBoauTenb UCClI€OBaHMS MPOJOJIKAET
ABJISATHCSL TJIABHBIM M €AMHCTBEHHBIM JIMIIOM B OOECIEYEHHU KOHTPOJS MCCIEIOBAHUS U HECeT
OTBETCTBEHHOCTb 3a 00llee NPOBEJCHUE UCCIEAOBAaHUS U (POPMHUPOBAHUE 3AKIFOUUTEIBHOIO OT4eTa 00
UCCIICIOBAaHUH.

B wuccnenmoBaHusx in Vitro pyKOBOJUTENb HWCCIICIOBAHHS JIOJDKCH YACNAThH 0CO00€ BHUMAHHE
JOKYMEHTAIbHOMY O(OpMIIEHHI0O 00OCHOBaHHUS BBIOOpA U XaPAKTEPUCTUKU TECT-CUCTEMBI, TO €CTh €ro
00S13aHHOCTH B HCCIIEIOBAaHUAX 1In Vitro OoJiee CIOXKHBI [JIl HAJJISKAIIEro OCYIIECTBICHUS.
Hcnonb30BaHWe  OMpENENCHHBIX  BHUJOB  OPraHWU3MOB  HEOOXOIMMO  OOOCHOBHIBATH  IMYTEM
)IOKyMeHTaJ'II)HOFO HO}ITBep)K}IeHI/ISI XapaKTepI/ICTI/IK, KOTOpI)Ie JCIIAKT UX HO}IXO)ISIHIeﬁ MOACJIBO JIA
OLICHKH MHTEPECYIOIIUX uccienoBatens 23PPeKkToB. XapakTepUCTUKA ONMPEAETCHHOTO )XKUBOTHOTO MOKET
6BITI) BBITIOJIHCHA HYTGM COCTAaBJICHUS )IOKyMeHTa C y1<a3aH1/IeM BHUA )XKUBOTHOI'O, IIITaMMa, CY6HITaMMa,
MCTOYHUKA MTOCTABKH, Beca TeJa, ToJia ¥ BO3pacTa.

Jlns obOocHOBaHMSI BBIOOpa TECT-CHCTEMbI, B YaCTHOCTH, TpeOyercsi, 4ToObl pPYKOBOJAWUTENb
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MCCIIEIOBAaHMSI JOKYMEHTAIBHO MOJATBEPIMI, YTO METO] UCCIIECAOBAHMS OBbUT 0JJOOPEH YIMOITHOMOUYEHHBIM
OopraHoM (dKCHEPTHOW OpraHW3allMeil) rocymapcTBa - WieHa EBpa3uiicKOro 3KOHOMHUYECKOTO COH3a
(mamee - TOCYOApCTBO-WIEH) WJIM SIBISIETCS CTPYKTYpHO, (YHKIMOHAIBHO W (WIM) MEXaHHYECKH
AHAJIOTHYHBIM O(UIIMAIFHO 0JJOOPEHHOMY 3TaIOHHOMY MeTOoay ucciienoBanuii. [lepen ncnoiap3oBaHueM
HOBBIX METOJIOB HCCIICOBAHUH, SIBISIOMIMXCA CTPYKTYpHO, (YHKIHMOHAIBHO M (WJIM) MEXaHHYECKH
CXOIHBIMA C OQUIMATIBHO OJOOPEHHBIM J3TAJIOHHBIM METOJIOM HCCICIOBAHHMA, PYKOBOIHUTENb
UCCIICIOBAaHMSI JOJDKEH MPEJOCTaBUTh JOKYMEHTAJIbHOE MOATBEPXKICHHE O TOM, YTO HOBBIH METO[
UCCIICIOBAaHHIA UMEET COMTOCTaBUMYIO 3 (HEKTUBHOCTH MPH OIICHKE MTOKAa3aTesIei NCCIIEAYEeMOro BeIeCTBa
(JlekapCTBEHHOT'O CPEJICTBA) C MOMOIIBIO HAJIeXkKAIIero oopasiia CpaBHEHUS (KOHTPOJIBHOTO 00pasIa).

JlokymeHTanbHOEe  O(GOpPMIICHHME  XapaKTEPUCTHK CHCTEM in  Vitro  MOXET  OKa3aTbCs
3aTpyJHUTENIbHBIM. HecMOTpsi Ha TO 4YTO pPYKOBOAMTENL HCCIEIOBAHUSA, C IOMOUIBIO ITOCTaBIIMKA
OPONYKIUH, B pAIAEC CIy4aeB MOXET OBITh CIIOCOOEH JOKYMEHTAIbHO IIOATBEPAMTh HEKOTOPHIC
XapaKTePUCTHKH TECT-CUCTEMBI (HAampUMep, JTHUHHUIO KIETOK, BO3pAcT (Iacca)kw), MPOUCXOXKIACHUE), OH
TaKKe JOJDKEH 0XapaKTepU30BaTh TECT-CUCTEMY, JOKYMEHTAIBHO 3a(pUKCHPOBAB, YTO OHAa 00ECIICUYMBACT
HEOOXOJMMYI0 HAJeXHOCTh IIPH OIEHKE IIOKa3aTeleld MCCIeqyeMOro BellecTBa (JIEKapCTBEHHOTO
CPEICTBa) C TOMOINBI0 HaJUIeXKallero odpasna cpaBHEHHsS (KOHTPOJIBHOTO 00pasia), BKIIOYas, NpU
HEOO0XOAMMOCTH, OOBEKTHI MOJIOKUTEIFHOTO, OTPUIIATEIHFHOTO KOHTPOJIS,, HEOOpaOOTAaHHOTO KOHTPOJIS U
(u) OOBEKTHI KOHTPOJS pacTBopuTeneil. B 0cCOOBIX ciydasx JOIycKaeTcs HCIOJIb30BaHHE
MAaTEHTOBAHHBIX MaTE€pPHaJOB WM HAOOPOB ISl MPOBENEHUS HCIBITaHUH in vitro. Hecmotpst Ha To, 4TO
3 QEeKTUBHOCTh TAKMX MaTEpPHAIOB WIM HCIBITATEIbHBIX HAOOpPOB JOJDKHA OBITH TI'apaHTHPOBaHA
MOCTABIIUKOM, TIPOU3BOIUTEIEM WM MAaTeHTOOOIagaTesIeM, pyKOBOJICTBO UCIIBITATEIbHOM JIabopaTopun
HECET OTBETCTBEHHOCTb 32 TO, YTO BHIOPAHHBIN MOCTABIIMK COOTBETCTBYET KPUTEPHSIM KadecTBa, Kak 3TO
YKa3aHOo BblIlIe (HaIpUMep, IMyTeM IPOBEPKU JESATEIbHOCTH, METOJAUK M MOJUTHKU B 00JIACTH KauecTBa
MOCTAaBIIMKA MPOAYKIMHU). PykoBoauTens ucciaeqoBaHHs OTBEYAaeT 3a IOATBEPXKICHHUE TOTO, YTO
XapPaAKTCPUCTHUKHU JAaHHBIX MAaTCPUAJIOB HJIN Ha60pOB HeﬁCTBHTGHBHO OTBCYHaIOT TpC6OBaHI/I$IM K Ka4CCTBY
U HaJeKHOCTH PE3yJIbTATOB MPOBEICHHS HCCIEIOBAHUS M YTO HAOOPBI JUI MPOBEICHUS UCCIICIOBAHHS
JOJI’KHBIM 06pa30M BAJIMAWUPOBAHBI U IOAXOOAT IJIA HpeI[HaBHaquHOﬁ e NpUuMCHCHHA. HOCKOJIBKy
KayecTBO M HAJEKHOCTh 3TUX MAaTEpUaloOB WJIM HCHBITATEIbHBIX HAOOpOB HANpPSIMYyIO BIHAIOT Ha
KaueCTBO U HAJIC)KHOCTH PE3YJIbTAaTOB UCCIICOOBAHMA, H€O6XO)II/IMO, YTOOBI PYKOBOJOUTEIb UCCICAOBAHUA
TIIATEIbHO H3YYWJI M KPUTHUYECKU OLEHWJI TOJIHOTY U NPHUEMJIEMOCTh JOKYMEHTAIlMH 10 KOHTPOJIIO
Ka4yecTBa, NPECTABICHHYIO ITOCTABIIMKOM. PyKOBOAMTENb WCCIENOBAaHUS [OJDKEH OBITH crocoOeH
OLIEHUTh COOTBETCTBUE CHUCTEMBbl KauecTBa, HCHOJIb3YEeMOM HW3TOTOBUTENEM, M HMEThb B HAJIMYUH
AOKYMCHTBI, HCO6XOI[I/IMI)IC A1 OOCHKH NPUTOAHOCTU TECT-CUCTCMbI IJId HCIIOJIB30BAHHA B pa60Te
UCTBITaTEIbHOM TabopaTopuu (HanpuMep, pe3yabTaThl UCCIAETOBAaHUNA XapaKTEPUCTUK TECT-CUCTEMBI).

HepCOHaJ'I, y‘IaCTBYI-OH_II/Iﬁ B UCCJICAOBAHNU

HepCOHaJ'I, y‘laCTBy'IOH_II/Iﬁ B HCCICIOBAHHUH, MOOJIKCH THIATCIIBHO CO6J'IIO,[[aTB Tpe6OBaHI/I}I K
ACCIITUYCCKHUM YCIIOBHUAM (GCJ'II/I OTH YCJIOBHA IIPUMCHSAIOTCA B HCIBITAaTCIIFHOM na60paT0p1/H/I), BBITIOJIHATH
COOTBCTCTBYIOIIUC MMPOLCAYPHI ITPU IMPOBCACHUN HCCHGI[OBaHI/Iﬁ in VitI'O, YTOOBI M30€XKATh MATOT€HHOTO
3arpA3HCHUA TCCT-CHUCTCMBI.

HCpCOHaJ'I, yqaCTByIOH_[I/Iﬁ B HCCICOOBAHUU, MOOJDKCH HPUMCHIATH HCOGXO,I[I/IMBIC MCTOJUKHU U
TCXHUKHU, 9TOOBI U30€KATh NEPEKPECTHOT'O 3arpA3HCHUS MCXKAY TECT-CUCTEMaMU U 00ecIeYnThb YUCTOTY
HUCCICIOBaHU.
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[Tepconan uccrnenoBaHus JOJHKEH 3HATh U CTPOTO MPUAEPIKUBATHCS TPEOOBAHUHN K M30JIMPOBAHUIO
TECT-CUCTEM U TpeOOBaHMI K HUCCIIEOBAHUIM C IIPUMEHEHHEM OMOJIOIMUYECKH ONacHbIX MaTrepuaioB. Bo
BpeMs IPOBEIEHUS UCCIICIOBAHUI in Vitro ciieayeT MPUMEHATh HAJIEKAIINe MEPBI MPEIOCTOPOKHOCTH,
YTOObI CBECTH K MUHUMYMY PUCKH IIPU UCIIOJIb30BAHUH OIACHBIX XUMUYECKUX BEIIECTB.

III. O0ecnieueHue KayecTBa

JesaTenpHOCTh, CBsA3aHHAs C CiIyxOou oOecreueHusi kadectBa (mgasiee - COK), He3HauMTEIHbHO
pasnuyaercs JUIs UCCIEeNOBaHMM in vitro u in vivo. MccaenoBanus in vitro B OTAENBHBIX CIy4asX MOTYT
KJIAaCCU(UIUPOBATHCS KaK KPATKOCPOUHBIE MCCIEAOBAHUS;, B TAKUX CIIydasx MPUMEHSIOTCS TpeOOBaHUS
npunoxennss N 6 k mnpaBwiam. Takum o00pa3oMm, TM0A00HBIE HCCIEOBAHUS MOTYT OBITh
npouncnektupoBanbl  COK, ecnm 9TO  yCTaHOBJIEHO U JOMYyCKAaeTcs  3aKOHOAATEIhCTBOM
roCyJapCTB-WICHOB, HA OCHOBE MPOrpaMMbl MHCIEKTUPOBaHMA MporeccoB. [IpaBuna TpeOyroT, 4TOOBI
COK wuHcnekTupoBalia, TIaBHBIM 00pa3oM, KpuUTHUecKue (ha3bl UCCIIEOBAHUS, MO3TOMY HEO0OXOIUMO,
9T00BI B HccenoBanusax in vitro COK Obu1a MOJIHOCTHIO OCBEIOMIICHA O TOM, YTO M3 CeOSI MPEACTABIISIOT
KpuTH4eckre (a3pl M KPUTHUUYECKHE AacMeKThl TaKuX HcciaeloBaHui. PykoBoauTento ucclieqoBaHuUs,
BEAYIIMM HCCIEIOBATEIsIM U TIEPCOHANTY, yYacTBYIOIIEMY B HCCIIEJOBAaHHH, HEOOXOIMMO COBMECTHO
pa3paboTath pyKoBOJCTBO 1o nposenenuto uucnekuuii COK B coorBercTBytonmx odnactsax. [lockonbky
nporpamMma obecrieueH s KauecTBa JI0JKHA 003aTeIbHO PACIPOCTPAHITHCS U Ha CIIEUAIBHBIC ACTIEKTHI
UCCIEeOBaHui in vitro, obpazoBanue u oOydeHue mnepcoHana COK momkHO ObBITH HampaBlIeHO Ha
CTIIOCOOHOCTh YCTaHOBHTH NMOTEHIMAJIBHBIE MPOOJIEMBI B CHEHU(PHUECKUX O00JACTAX HCCIEAOBAHHS in
vitro.

Crieruduueckue o0IacTH HUCCIENOBaHHMA in  Vitro, TMOANEKANINEe HWHCIEKTHPOBAHUIO, MOTYT
BKJIFOUaTh B Ce0sl CIIEAYIOIINE MPOLETyPhl U MEPHI (HO HE OTPaHHMYUBAIOTCS UMH):

MOHUTOPUHT BJIMSHUSL TApTUM KOMIIOHEHTOB KJIETOYHBIX W TKaHEBBIX KYJIbTYPAJIbHBIX Cpei,
SIBIISIOIINXCSI KPUTHUECKU BaKHBIMH JJ1s1 () (HEKTUBHOCTH TECT-CUCTEMBI (Harpumep, (etaabHas Tensdbs
CBIBOPOTKA), M IPYTUX MaTepHaIOB Ha 3()(PEKTUBHOCTh TECT-CUCTEMBI;

olleHKa U obecrieyeHHe (PYHKIMOHAIBHOTO U (WIHM) MOP(OJIOrHUECKOro craTyca (M LEeIOCTHOCTH)
KJIETOK, TKaHEeW U APYTruX UHIUKATOPHBIX MaTepUasoB;

MOHUTOPHUHT NOTCHUUAJIIBHOTO 3arpsA3HCHUA YYXXCPOAHBIMU KIIETKAMHU, MUKOIUIa3MaMU U JPYTrUMU
naTorcHaMu Ujin ApyrumMu CHy‘-IafIHI)IMI/I arcHTaMH,

O4YHCTKa " 06C3Sapa)I(I/IBaHI/Ie O60py,Z[OBaHI/I$I " antaparypsl 1 CBEACHUC K MUHUMYMY UCTOYHHKOB
3arpsA3HCHUA UCCICAYEMBIX 3JICMCHTOB U TECT-CUCTEM

ofOecrieueHre  HAANEXKAIETO  WCIONb30BaHUS U OOCHY)KMBAHHS  CIEHUATU3UPOBAHHOTO
000opyI0BaHUS;

obecrneucHue HaJIeKaIen KPpHUOKOHCCpBAIUU U BOCCTAHOBJICHUA KIJICTOK U TKaHefI;

obecneyeHne HaaJIeXamux YCJ'IOBI/II\/'I JJIsL HW3BJICUCHUM MaTrepruajoB TIIOCIE XpPAaHCHUA B
3aMOPOKCHHOM COCTOSHHU,

obecneyeHue CTEPUIIbHOCTH MAaTCPHUATIOB U IOCTABOK, MCITIOJIB3YCMbBIX IJIA KJICTOYHBIX WU TKAHCBBIX
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KYJIbTYP;

noaaAcCpKaHUE€ COOTBETCTBYIOLICTO pasACICHUA MCEXAY pa3lindYHbBIMHU  HCCIICAOBAHUAMU U
TCCT-CUCTEMAaMH.

IV. Ilomemenus
1. Obume TpeboBaHMUs

[IpaBuiia ycTaHABIWBAIOT, YTO HCHBITATENbHBIE JTAOOPATOPHH JOJDKHBI  COOTBETCTBOBATh
TpeOOBaHUSAM, NPEIbIBIIEMbIM K KAauyeCTBY W HAJCKHOCTH pPE3yJbTAaTOB BBIMOJIHAEMBIX B HHUX
WCCJICIOBAHMM, a TAK)KE UYTO B UCHBITATEIILHON Tab0paTopuu ClieayeT MOJACPKIUBATh COOTBETCTBYIOIICE
pazfenenre 00si3aHHOCTEH MepcoHaia MeXAY Pa3Iu4YHbIMU BUJIAMU JIEATEIBHOCTH, YTOOBI 00ECIIEYHUTh
HaJJIeXkKaIee M OSCHpeNsITCTBEHHOE BBITIOJHEHUE KaXKIOTO HCCIeNOoBaHUs in vitro. J[ns mpoBemeHus
UCCIIEIOBAHMHM in Vitro Kak mpaBUiI0 HEOOXOJUMO OrpaHUYEHHOE pabouee MPOCTPAHCTBO U HE Tpedyercs
BBIJICJICHHS CIIECIMATIBHBIX MTOMENICHUH, B KOTOPBIX HE JOMYCKAETCs MPOBOAUTH JAPYTrue JOKIMHUYECKUE
(HEeKJIMHUYECKUE) UCCIIEIOBAHMSI, TMOSTOMY TMpPH MPOBEICHUHM MCCIEAOBAaHUN 1In Vvitro clegyer
MPEINPUHITH MEPHI B TIENIIX 00€CTICUCHUS HAICKAIIETO Pa3/IeIICHHs Pa3IUNYHBIX HCCIICIOBAaHUH in Vitro,
MIPOBOAMMBIX OJJHOBPEMEHHO B OJIHOM U TOM ke 30HE (TOMEIIEHUHN ).

2. IloMerneHus 11 TECT-CUCTEM

Jiis oGecrieueHHst U30JSILUN TECT-CUCTEM HEOOXOIMMO UMETh B HAJIMUUU JI0CTaTOYHOE KOJIMYECTBO
30H (IOMENIEHUH), YTOObI CBECTHM K MUHMMYMY BO3MOYKHOCTb 3arpsi3HEHUS! TeCT-cucTeM. BO3MOXKHOCTD
MNOTEHIHAJILHOIO 3arpsi3HEHUS, TIEPEKPECTHOTO 3arpsI3HEHMSI, WM MEePeNnyThIBaHUsI 0ObEKTOB HE JI0JDKHA
YIpOXKaTh LEINOCTHOCTH KaXJAO0U U3 TECT-CUCTEM U OTIENbHBIX UCCIIETOBAHUMN.

JlomyckaeTcss ”HKYOMpOBaTh KJIETKM WM TKaHH, YYaCTBYIOIIME B PA3IUYHBIX HCCIEIOBAHUSX, B
OJIHOM M TOM JX€ WHKyOaTope MpU yCIOBUHU, UYTO UX pa3jielieHne 00ecreyeHO B JAOCTATOYHOU CTEIEeHU
(Hampumep, HAHECEHBI COOTBETCTBYIOIINE HISHTHU(UKATOPHI, METKA WM HCIOIB3YETCS pa3JesibHOe
pa3MenieHre OOBbEKTOB I OTIWYMS MCCIENOBAaHUN U T.J1.), © HU OJUH UCCIIEIYyEMbIIl KOMIIOHEHT He
SIBIIIETCS TOCTATOYHO JIETYYHM, YTOOBI 3arpsi3HUTH JIPYrHe OOBEKTHl HCCIETOBAHUS MPU COBMECTHOM
MHKYOUpOBaHUH.

Pasznenenne kputndeckux a3z uccieaoBaHU MOKET OBITH BO3MOKHBIM HE TOJIBKO B MPOCTPAHCTBE,
HO W BpeMeHW. MaHUIyAIUs ¢ KICTOYHBIMHA WM TKAaHEBBIMU KYyJIbTypaMu (HampuMep, MPOLEAyphI
CyOKyNbTUBHPOBAHUS, JOOABICHUE UCCIEAYEMOTO JIeMEHTa U T.J.) KaK MPaBUJIO, BBIMIOJIHAETCS B 30HAX
C BEPTHKAJIBHBIM JIAMHHAPHBIM BO3JYXOMOTOKOM B IEJSIX OOECIIEYCHHUS CTCPUIBHOCTH W 3allUTHI
TECT-CHCTEM, TepCOHalla, YYacTBYIOUIETO B HCCIEAOBAaHWU M OKpYXKaroled cpeapl. B Takom ciydae
COOTBETCTBYIOIIEE Pa3CiiCHUE IS MPEIOTBPAMICHUS TEPEKPECTHOTO 3arps3HEHHS] MEXKIY OO0bEKTaMH
pPa3IMYHBIX HCCIEAOBAaHUNA MOXHO O0ECIeYUTh MyTEeM TMOCIEI0BaTeNbHBIX MAHUMYIALUNA C
WCIBITATEIbHBIMUA  TECT-CUCTEMAaMH, WCIIOIB3YEeMBIMH B KaXJIOM W3 HWCCIICIOBAaHUM, C ITOMOIIBIO
THIATENTFHOM OYUCTKM W 00e33apakuBaHusl (CTepuiin3anuu) pabodux TOBEPXHOCTEH KaOuHEeTa U
COOTBETCTBYIOIIETO  JIA0OPATOPHOTO  OOOPYAOBAaHHS, WCIOIB3YEeMOI'0 HA  Pa3IUYHBIX  dTamax
uccienoBanus (P HEOOXOAUMOCTH).

BaxxabiM acrmekTom IIPOBCACHUA I/ICCJ'IG)IOBaHI/II\/'I in vitro sABIAETCS HaIW4Ue OTBCICHHBIX 30H
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(momemeHnii) €O  CHEUMANBHBIM  O0OpYAOBAaHUEM, OO0ECIECUMBAIOUINX JIOJTOCPOYHOE XpaHEHHUE
tecT-cucteM. OO6opynoBaHue (B TOM 4YHCIE KOHTEHHEpHI [UIsl XpaHEHHs) IOJDKHO 00ecredyuBaTh
HEOO0XOAMMBIE YCIIOBUS JJISl COXPAHEHUS IIETIOCTHOCTH TECT-CUCTEM B T€UEHHE JUINTEIILHOTO BPEMEHH.

3. Ilomemenus st 00pabOTKH UCCIIEAYEMBIX BEIIECTB
(JtekapCTBEHHBIX CPEJICTB) U 0OPA3IOB CPaBHEHUS
(KOHTpPOJIBHBIX 00pa3I0B)

TpeboBanus mpaBui K 00pabOTKE MCCIIETYyEeMBIX BEHIECTB (JEKapCTBEHHBIX CPEACTB) U OOpa3LOB
CpaBHEHUS (KOHTPOJBHBIX 00Opa3OB) B OTHOLICHUH INPEIOTBPALICHUS MX HNEPEKPECTHOTO 3apaKCHUS B
pPaBHOM Mepe OTHOCATCS K OOBIYHBIM HCCIEAOBAHHMSIM W HMCCIENOBaHUAM in vitro. Ilpu mpoBeaeHuun
UCCIIEOBAaHUH in Vitro HEOOXOAMMO YUYHUTHIBATH JOTOJHUTEIBHBIM AaCHEKT: MOCKOJIBKY COONI0/ICHNE
CTEPUIIBHOCTH SIBIISICTCS KPUTHUSCKUM (PAKTOPOM ISl HA/JICKAIIETO MTPOBEICHUS MCCIICIOBAHMM in Vitro,
cienyer o0ecneynTh, 4TOObl TOMENICHUS! MM 30HBI, MCHOJb3YeMbIe Uil TMOATOTOBKH M CMEIIWBAHMS
HUCCICAYCMBIX M O3TAJIOHHBIX BCIICCTB C HOCHUTCIAMU (CB)ISYIOHII/IMI/I BGH_IGCTBaMI/I), ObLIIN OCHAIIICHBI
TaKUM 00pa3oM, 4TOOBI MOXHO ObUIO pabOTaTh B aCENTHYECKUX YCIOBHSAX M TEM CaMbIM 3alUTUThH
TECT-CUCTEMY M XOJ BCETO HCCICAOBAaHHA B LCIOM IIYTCM CBCACHHWA K MHHHMYMY BO3MOXHOCTHU
3arpsi3HEHUS B IIPOIIECCE MOJATOTOBKH TECTUPYEMBIX U CTaHIAPTHBIX 00BEKTOB (00pa3IoB).

V. O6opynoBanue, MaTepuasbl U peareHThl

CranpapTtHble TpeOOBaHUS, KOTOpble TNPEABABISAIOTCS K ammapaType, HCIONb3yeMOoH B
HCCIIEIOBaHMX, MPOBOJUMBIX B COOTBETCTBUHM C IpaBWJIAMHU, B PaBHOW CTENEHW NPUMEHUMBI U K
anmnaparype JJis ucciefoBaHuil in vitro. OnHako, UMEIOTCS crelMaibHble TpeOOBaHUA U OCOOEHHOCTH,
KOTOpBIE HEOOXOAMMO YYUTHIBATh B paMKaxX MCCIEAOBAHHM in vitro. J{sl JOCTOBEPHOCTH M HAAEKHOCTH
pe3yabTaTOB Ka)JOro HCCIENOBaHMS in Vvitro HE0OXOJUMO 00ecHeunTh HaAJeKallyue YCIOBMS s
UCTIONIB3yEMOTr0 00OPYAOBaHMSA, T.€. HY)KHO NPOBOJIUTH €r0 PEryJIIPHOE TEXHUYECKOe OOCITyKHBAHUE
(Hammpumep, mKadoB C BEPTUKAJIBHBIM JJAMUHAPHBIM BO3yXOIMOTOKOM MJIM MHKYOaTOPOB), KOHTPOJIb U
KanmuOpoBKYy  (HampuMmep, MHMKPOBECOB W  MHUKPONMNETOK) (mpu  HeobxoaumocTH). g
CNELUAIU3UPOBAHHOIO O0OpPYJOBAaHUS CJeNyeT 3apaHee YCTaHOBUTb KPHUTHYECKHE MapameTphl,
TpeOyIoIre MOCTOSHHOTO KOHTPOJS WM KOHTPOJS NPEJCNIbHBIX OTKJIOHEHUM BEITUYMHBI, a TaKXkKe
MPUMEHATh YCTAaHOBKY CHEMATIbHBIX YCTPOMCTB, CUTHAIM3UPYIOIINUX 00 OTKIIOHEHUH NTapaMeTpoB.

TpebGoBaHus MpaBUl K peareHTaM B OTHOIIEHWU UX MApPKUPOBKU U CPOKOB T'OJHOCTH B PaBHOU
CTEIEeHH NMPUMEHSIOTCS U K peareHTaM, UCIOoJIb3yeMbIM Ul UCCIEI0BaHMH in Vitro.

VI. TecT-cuctemsl
Tect-cucTemsl in Vitro - 3T0, Kak MPaBUIIO, OMOJIOTHYECKHE CUCTEMBI, XOTS B YACTHBIX CIIy4asx B
KauecTBe  aJbTEPHATHUBBI  CTAHJIAPTHBIM  HCCIAEAOBAaHUSIM 1N VIVO, MOTYT  HCIOJb30BaThCS
(U3UKO-XMMHYECKHE TECT-CUCTEMBI (HampuMep, KOMIUIEKT T€HOB JUIsi TOKCUKOT€HOMUKH), THOO Apyrue
AHATUTUYECKHUE METOJOJIOTHH (HampuMmep, NpH H3yYeHWH TOKCUKOMETaOOHOMHUKH). McmbITaTenbHbIe
HaOOPBI, BKIFOYAs MATEHTOBAaHHBIC UCTIBITATEIbHBIE HA0OPHI, JOJHKHBI TAKXKE CYUTATHCS TECT-CHCTEMaMHU.

1. YcnoBus 1uis cofiepkaHus (XpaHeHHs ) TECT-CHCTEM

CJ]C,Z[yeT 3apaHCC YCTAHOBUTH TpeGOBaHI/I}I K COACPIKAaHUIO (XpaHGHI/IIO) TCCT-CUCTCMBI,
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noaACPKUBAaTh U BECTU MOHUTOPUHIT BHCITHUX (I)aKTopOB HCO6XOI[I/IMBIX JUIA 00ecCIICUCHHS KadyecTBa U
HEJIOCTHOCTH TCCT-CUCTEMbBI BO BPEMS XpPAHCHHUA U B XO0AC CaMOI'0 UCCIICJOBAHUA.

Jns  KoHTponsi oOecrieueHusi YCIOBUH coaep)KaHusl (XpaHEHHs) TECT-CUCTEM NPUMEHSIOT
IIPOLEAYPBI JOKYMEHTAJIIBHOTO y4eTa:

BbIOOpA TpeOOBaHUI K COAEPKAHUIO (XPAaHEHHIO) TECT-CUCTEM;
HOJ/Iep)KaHUs 3a/IaHHBIX [1APAMETPOB JUIsl BHEIIHUX (DAKTOPOB;

MOHUTOPHHT JKM3HECIIOCOOHOCTU U PCAKTUBHOCTH TCCT-CUCTCMbI, BKJIIOYad PpErucTpanuro
KOJIMYCCTBA IIEPECEBOB KJICTOK U IMOKa3aTCJIM BPEMCHU YABOCHUS ITOITYJIALINHN.

CrnenyeT perucTpupoBaTh YCIOBUS OKpY’KaoLIed cpelbl (HallpuMeEp, YPOBEHb KHUJAKOTO a30Ta B
CUCTEME KPUOKOHCEpPBALUM U1 XPAHEHUS, TEMIIEPATYPY, BIAKHOCTbh U KOHLEHTPALMIO YIIIEKUCIOTO
raza B MHKyOaTopax W T.I.), a TaKkxke J0Oble MaHUIYISAIHUUA C TECT-CHCTEMOH, HEOOXOIUMBIE ISt
MoJAJEp)KaHUsl €€ KadecTBa W IEJOCTHOCTH (Hampumep, o00paboTka aHTUOMOTUKAMU WM
MPOTHBOTPUOKOBBEIMH ~ CPEJCTBAMHU, CYOKYJIbTHBHPOBAHWE, H30UpaTEIbHOE KYyJIHTHBHPOBAHUE JIJIS
CHIDKEHHUS YaCTOThI CIIOHTAHHBIX COOBITHI MyTanuii). CoxpaHeHHe HaAJeKaIUX YCIOBUH OKpYKaroen
Cpelbl BO BpEMsI XpaHEHUsI TECT-CUCTEMbI B OOJIbIIIEH CTENEHU BIMSET Ha KAUYECTBO JaHHBIX, 1OJIYy4aeMbIX
OT TECT-CHUCTEMBI in Vitro, 4eM OT OOBIYHON OMOJIOTHYECKON TECT-CHCTEMBI, B CBSI3U C 3TUM PETUCTPALIUS
YCIIOBHI COJEpXaHUA W XPAHEHUS TECT-CHCTEM in Vitro sBIsSeTcS 0O0s3aTeNbHBIM YCIOBHEM
IOATBEPIKICHHS Ka4eCTBA U HAJIC)KHOCTH MOJIYYEHHBIX JAHHBIX OT 3TOTO BUJA TECT-CUCTEM.

2. HenaBHo nony4eHHbIE (HOBBIE) TECT-CUCTEMBI

JloKyMeHTaIuio, MOJIY4YeHHYI0 OT IIOCTaBIIMKA TECT-CUCTEM in Vitro M cojaepkaluecs B HeEi
CBEICHUsI (HaIpUMep, MPOUCXOXKICHUE TECT-CUCTEMBl, BO3pacT (YUCIIO TNaccakeil), BpeMs YABOCHHUS
KJIETOK M IIPOYME COOTBETCTBYIOIINE XapaKTEPUCTHKH, TOMOTaloIe HICHTU(DUIIMPOBATh TECT-CUCTEMY),
HEOOXOMMO  TNpOaHAJM3UpOBaTh M  COXPAaHUTh B  3amucAX  HcciaenoBaHud. [l oueHku
KHM3HECTIOCOOHOCTH, MPUTOAHOCTH (Hampumep, PyHKIHMOHAIBHOTO U (WIM) MOP(OIOrHUECKOro cTaTyca
KJIETOK W TKaHEH, UCHBbITAaHUS Ha HAJIWYME€ HW3BECTHOTO WJIM IMPEANOJIaraéMoro MHUKPOOHOTO WM
BUPYCHOT'O 3arpsi3HEHMs) U YyBCTBUTEIBHOCTH TECT-CUCTEMBI CJIEyeT HCIOJb30BaTh MPEIBAPUTEIHHO
YCTAaHOBJICHHbIE KpUTEepuu. Pe3ynbTaTbl TakoW OLIGHKH JKU3HECIIOCOOHOCTH, TPUTOJHOCTH U
YYBCTBUTEIBHOCTH TECT-CUCTEMBI JOJDKHBI  O(QOPMIIATHCS  JOKYMEHTAJIBHO M BKJIIOYaTbCA B
perucTpalMoHHbple 3anucu o0 wuccieqoBaHuU. Ecnu Takas oOlLleHKa HEBO3MOXKHa (Hampumep, MpH
MCMOJIb30BAHUU KYJIBTYp HNEPBUYHBIX KJIETOK MM "BOCCTAHOBJIEHHBIX OPraHOB') MEX/1y MOCTaBIIUKOM U
MI0JIb30BATEIEM JIOJDKEH OBITh YCTAaHOBJIEH MEXaHM3M OLIEHKHM U JOKYMEHTAJIBHOTO O(QOpMIIECHUS
IPUTOJJHOCTH TECT-CUCTEMBbI. J/laHHbIE MOHMTOpPUHIA W perucTpanuu 3PQPEeKTUBHOCTH TECT-CUCTEMBbI B
OTHOIIEHWU PEAKIMH Ha OOBEKThl OTPULATEIBHOTO M IOJIOKHUTEIBHOTO KOHTPOJIS MOTYT CIY>KUTh
JOCTaTOYHBIM  JOKa3aTeJbCTBOM  YYBCTBUTEIBHOCTHM  KOHKPETHOM  TecT-cucteMbl. Kakue-nmn6o
BBISIBJICHHbIE MPOOJIEMBI C TECT-CHUCTEMOM, KOTOpbIE MOTYT MOBIUSATh Ha KauecTBO, JIOCTOBEPHOCTh U
HQ/IeKHOCTh  pEe3yJbTaTOB  HCCIENOBaHMA, JODKHBI  OBITh  O(QOPMIIEHBI  JTOKYMEHTAJIBHO U
MIpOaHAIM3UPOBAaHbl B 3aKIOUYUTENbHOM oTyere. CleayeT YBEJOMIISATh IOCTaBIIMKA O BBISBICHUU
npobJeM ¢ TMOCTaBICHHBIMM KM TECT-CHCTEMaMHM M IOoJyyaTb OT HEro OTYEThl O MPHUHATHIX
KOPPEKTUPYIOIIHUX Mepax.

3. 3amucu 0 TeCcT-cucTeEMAax
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HpaBHna Tpe6y10T XPaHCHUA 3amuceld 00 HMCTOYHHKAX IIOCTaBKH, AAaT€ IMOCTYIUICHHUA M OLCHKE
COCTOSIHUA TCCT-CUCTCM IIPHU HUX MOCTYIJICHUU B HCILITATCIIBHYIO na6opaT0pmo. I[JISI KJIE€TOK U TKaHeH
TaKHC 3aIllMCHh JOJIXKHBI BKJIIOUATh HE TOJIBKO HCHOCpe,Z[CTBCHHBIfI HCTOYHHUK IIOCTaBKH (Haan/IMep,
KOMMCPYCCKOIo HOCTaBH_[I/IKa), HO W HCTOYHHUK IMPOUCXOXKICHHUA ITUX KIICTOK H TKaHeﬁ, TO €CTb
YKa3aHHUEC, OTKyIa ObLIH BBIJCJICHBI KIIECTKH HJIM TKaHH (HaanMep, IECPBUYHBIC KIICTKHM HJIM TKaHHU C
AOHOPCKUMU XapaKTCPUCTUKAMU, aJAIITUPOBAHHBIC KIICTOUYHBIC JIMHUU U3 U3BCCTHBIX UCTOYHHUKOB 1 T.I[.).
HpOLII/Ie CBCACHUA NOJI?KHBI BKJIIFOYATh:

METOJI, TOCPEICTBOM KOTOPOTrO ObUIM HW3HA4YaJIbHO IOJYYEHbl KJIETKM WM TKaHW (Hampumep,
IOJy4eHbl M3 HKCIUIAHTOB TKAHEH, MOJYyY€Hbl IyTeM OHOIICMM HOPMajJbHBIX WJIM PAKOBBIX TKaHEH,
MOJTyYEHBI IEPEHOCOM I'€HOB MTyTEM IIa3MHUIHON TPaHC(HEKITUH UM BUPYCHON TPAHCIYKINUU U T.1.);

XPOHOJIOTUIO XPaHEHUS;
KOJIMYECTBO ITacCaKel KJIICTOYHBIX JIMHHI;

YCIIOBUS KYJIbTUBUPOBAHMS U MHTEPBAJIbI CYOKYIbTUBUPOBAHUS;
YCIIOBUS 3aMOPaXUBAHUS (pa3MOPaKUBaHUs) U T. 1.

I[J'ISI TPaHCI'CHHBIX TCCT-CHUCTCM H606XOI[I/IMO, TaK 7K€, YCTaHOBUTH INPUPOAY TpaHCTCHA U BECTU
3aIMCHU O COOTBCTCTBYIOLIEM YIIPABJICHUN I-)KCHpCCCI/IeI\/JI TPAHCI'CHOB.

Crnenyet ynensatb oco00oe BHUMaHHE HaJyIekKalleld MapKuPOBKE TECT-CUCTEM BO BpEMs UX XPaHECHHUS
Y UCIIOJIb30BaHUSA, MPHUHATH MEPhl MO O0ECNEYEHUI0 M3HOCOCTOMKOCTH Takoil MapkupoBku. Cremyer
MPUHUMATh MEpPHI MO O00ECIEeYeHHIO MPaBUWIbHONW HICHTU(PUKALMU HCIOJIb3yeMbIX TECT-CHUCTEM, B
YaCTHOCTH, €CJIH Pa3Mep KOHTCHHEPOB M yCIOBHS MX XPAHCHHS MOTYT OBITh KPUTHYCCKHMH (DaKTOpaMH
JUISE MApKUPOBKH (HApUMEDp, UCIOIb30BAaHIUE KPUOCOCYIOB, MOMEIIEHHBIX B KUAKUN a30T, pa3MelIcHHe
HECKOJIbKUX TE€CT-CUCTEM, XpaHAIIUXCS B 1 KOHTEIHEpE).

TpeGoBaHus mpaBWJl K TECT-CUCTEMaM M peareHTaM B OTHOLIEHWHM MapKUPOBKM M CPOKOB HUX
XpaHeHHsT TPUMEHSIOTCS K HabopaMm Ui TIPOBEICHHS WCIBITAHWH, HWCIOJIB3YEeMBIM B KadecTBE
TECT-CUCTeM in vitro. Bce HabOpbI A1 UCTIBITAHUH, UCIIOIB3yEMbIE B KAUECTBE TECT-CUCTEM WJIM MHBIM
oOpazom (HampuMep, B AHAJUTUYECKHX IENIAX) MOJDKHBI MMETh MapKHpPOBKY C YKa3aHHEM CpOKa
rogHocTd. IIpojyieHue HaHHOTO CpoKa TOJHOCTH MOJXKET OCYIIECTBIATHCS TOJBKO HA OCHOBE
JOKYMEHTAIBHO O(OPMIICHHOW OICHKM WM aHaim3a. HaOopsl Ui TpOBEACHUS HCIBITAHUH,
UCMOJIb3yeMble B KAUECTBE TECT-CUCTEM, ITPH UCTEUEHUH CPOKA TOAHOCTH OJTHOTO U3 KOMIIOHEHTOB MOTYT
MOJIBEPTaThCsl OIIEHKE MMPHUTOTHOCTH, KOTOpast 0hOpMIIIETCS TOKYMEHTAIBHO U CIY)KHUT JJ0Ka3aTeIbCTBOM
TOT0, YTO MOCJIe UCTEYEHUsI CPOKA MOJJHOCTH peakiusi HabOpOB HE OTKJIOHSAETCS OT paHee ONpeleIeHHbIX
(apxMBHBIX) TOKa3aTeleld KOHTpojds (Hampumep, W3 paHee 3apEerUCTPUPOBAHHBIX  PEAKIMH
COOTBETCTBYIOLIECH MapTuu HAOOPOB ISl IPOBEACHUS UCTIBITAHUN B OTBET HAa OOBEKTHI MOJIOKHUTEIHHOTO,
OTPHUIIATETILHOTO KOHTPOJIA W (WJIM) KOHTPOJIA peakTwBa (HocwTens, pazbaButens)). JIOKyMEHTAIbHO
oopMIIeHHOE pelIeHHe PYKOBOJUTENS MCCIEJOBAHUSA O MPOMJICHUM CPOKa TOJAHOCTH Habopa JIOJIKHO
COIPOBOKAATHCS TIPUIIOKEHUEM JTOKA3aTeIbCTB BHIMIOJIHEHUS TAHHOTO BHU/IA OIEHKH.

Bo u3bexxanue BO3MOXKHOTO NepenyTbiBaHUs, NOJIKHBI OBITH TOYHO OIIpCACICHBI HOMCHKIJIATYpa
TECT-CUCTEM U MAPKHUPOBKA TCCT-CUCTEM, a4 BO BCEX 3aIIUCAX, MMOJTYYCHHBIX B OTACIBHBIX UCCICAOBAHUAX,
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JOJDKHO HCIIOJIB30BATHCA O(bI/IL[I/IaJIBHO [IPpUHATOC B HUCIIBITATEILHOMN na6opaTopHH 0003HaucHUE
TECT-CUCTCMBEI.

VII. Tectupyembie U cTaHIAPTHBIE OOBEKTHI (B TOM YHCIIC OOBEKTHI
MOJIOKUTEIBHOTO KOHTPOJISI M OTPULIATEIILHOTO KOHTPOJIS)

st monmydenusi, 00paboTku, 0TOOpa Mpod, XpaHSHHSI M ONPEICICHHS XapAKTEPUCTUK TECTUPYEMBIX
U CTaHJApPTHBIX 00Pa3IOB, UCIIOJIB3YEMbBIX B MCCIICOBAHUSIX in Vitro, TJe MPUMEHSIOTCS TECT-CUCTEMBI,
HE TPEIBSIBISCTCS HUKAKUX JIOMOJHUTEIBHBIX CHEIUAIBHBIX TPeOOBaHUM, KpOME MEPEYUCIICHHBIX B
npaBuiax. [lpu oOpaboTke mpoO MOryT MOTPEOOBATHCS ACENTHYECKUE YCIOBHS, YTOOBI H30ekKaTh
MUKPOOHOTO 3apa)KEHUS TECT-CUCTEM.

OmnpezneneHue KOHLEHTPALMU W OJHOPOJHOCTH HEOOXOOUMO il OOBEKTOB IOJIOKUTEIBHOTO
KOHTPOJIS, OTPUIATETIBHOTO KOHTPOIST H (WJIM) KOHTPOJIA PEaKTHBOB (HOCHTENs, pa30aBUTEN),
MIOCKOJIBKY HaJMuue S3TUX IOKa3aTeiaed MOXeT ObITh JOCTaTOYHBIM JO0Ka3aTelIbCTBOM KOPPEKTHOM,
OKUJAEMON OTBETHOM peaklUy TECT-CUCTEMBI HA 3TH 0OBEKTHI KOHTPOJIS.

Cpok romHOCTH OOBEKTOB KOHTpOJIA (00pasloB) Takke MOKET OBITh MPOJAJIEH HAa OCHOBAHUU
OLIEHKA WIM aHaiu3a O(OPMIICHHBIX JOKYMEHTaJIbHO. Takas OIIGHKa MOXET COCTOSTh W3
JOKYMEHTAIBHOTO 3aUKCUPOBAHHOTO TMOATBEPKACHUS TOrO, YTO pEaKUUs COOTBETCTBYIOLIUX
TECT-CUCTEM HAa OOBEKTHI IOJIOKUTEIBHOIO KOHTPOJIS, OTPULATEIIBHOIO KOHTPOJIS U (MJIM) KOHTPOJIS
PEaKTUBOB HE OTKIIOHSETCS OT apXMBHBIX TIOKa3aTelell OOBEKTOB KOHTPOJIS, XPAHAIIUXCA B
UCTIBITATEIbHON JlabopaTtopuu. B cBoo oyepenp, TaHHBIE apXUBHBIC IIOKA3aTeNH JOJDKHBI OBITH
COIOCTaBUMBI C OMYOJIMKOBAaHHBIMU YTAIOHHBIMU TOKA3aTEIISIMHU.

VIII. CtanaapTHbI€ ONepalluOHHBIE POLEAYPHI

B nononHenue k npumepam, NPUBEJCHHBIM B IYHKTE 52 MpaBWil, B CTaHJAPTHBIX ONEPAIIMOHHBIX
npouenypax (manee - COII) cnenyer onmucarh BUIBI JEATEIBHOCTH U MPOLECCHI, CeNUPUUECKUE IS
uccnenoBanus in vitro. Takue COII qomKHBI BKIIOYaTh (HO HE OTPAaHUYMBATHCS UMH) CIIETYIOLIUE BUIbI
paboT UCTIBITATENBHOTO LIEHTPA, CBSI3aHHBIE C POBEICHUEM UCIIBITAHUH 1n Vitro:

nabopaTopHble TPOLEAYPHl: MOHUTOPUHT OKpYXKaloIled cpeapl Ha Halu4yhe NaTOTeHHBIX
MUKPOOPTaHU3MOB B BO3/IyX€ M Ha TMOBEPXHOCTSIX OOBEKTOB, OYMCTKA U AC3WH(DEKIMS MOMEIIEHUN U
o0opynoBaHusl, AEUCTBUA, IPEANPUHUMAEMbIE B cllydae MH(GEKIIMH WM 3arps3HEHUs B UCIBITATEIbHON
abopaTOpUM WM 30HE TTPOBEICHUSI HCTIBITAHMUS,

000pyJIOBaHUE: HCHOJIb30BAHUE, TEXHUYECKOE OOCIy)KMBAHHE, KOHTPOJb MPOU3BOIUTEIBHOCTH,
yOopka u obe33apakuBaHue 0OOpYIOBaHUS M MHCTPYMEHTOB, MCIOJB3YEMBIX B paboTe C KylIbTypamH
KJIETOK M TKaHed (HampuMmep JaMMHApHBIX IIKAa()OB M HWHKYOATOPOB), MOHUTOPUHI YPOBHS HJIKOTO
a3oTa B KOHTeﬁHean AJId XpaHCHUA TCCT-CUCTEM, KaJ'II/I6pOBKa W MOHUTOPUHT TEMIICPATYPhI, BIAXKHOCTHU
U YPOBHEH YIIeKHCIOro ra3a B MHKy0aTopax;

MaTepHuabl, peareHThl U PACTBOPHI: OIIEHKA MIPUTOIHOCTH, MIPOJIJIEHUE CPOKOB TOJHOCTH, OIICHKA 1
MOJA/ICpKAHUE CTEPHIBHOCTH, CKPUHHUHI PACHpPOCTPAaHEHHBIX MATOr€HHBIX KOHTAMHUHAHTOB, ONUCAHUE
MpoIIeAyp BIOOpA U UCTIOJIb30BAHUS PACTBOPUTENS (pa30oaBUTENsl, HOCUTEINS ), IPOIEAYPHl BepuDHUKAITIN
COBMECTUMOCTH PAaCTBOPUTEIS (HOCUTEISI) U TECT-CUCTEMBIL;
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TECT-CUCTEMBI: YCJIOBHUS XPAHEHHsI TECT-CUCTEM, BBIIIOJHEHUE IPOLEAYp 3aMOPaKUBAHUSA U
pa3sMOpaXUBaHUS KJIETOK M TKAHEW, HUCCIECJOBAHME HA PACIPOCTPAHECHHBIE IATOI€HBI, BU3YaJbHBIN
OCMOTp Ha HaJM4ue 3arps3HSAIOIIMX BELIECTB, IPOLEAYPHI NPOBEPKHU (HAmpUMeEp, C HCIOJb30BAHUEM
KPUTEPUEB MPUEMIIEMOCTH) JUIsl OOEClEYEeHUsT CBOMCTB M YYBCTBUTEIBHOCTH TECT-CUCTEMBI I10CIIE
MOCTAaBKM W BO BPEMs HCIOJB30BAHUSA B HCIBITATENbHOW JabopaTopuu, MOpQOJIOrHyYecKas OLEHKa,
KOHTPOJIb (peHOTHUIIa MM CTAaOWMIBHOCTH KapHOTHIIA, KOHTPOJb CTAOMIBHOCTH TPAHCIE€HA, PEKUM
WHULUUPOBAHUS KYJIbTYpPBI, YCIOBUS KYJIbTUBUPOBAHUS C YKa3aHHUEM MHTEPBAJIOB CYOKYJIbTHBUPOBAHMUSI,
00paboTKa OMOJIOTMYECKU ONACHBIX MAaTEPUATIOB U TECT-CUCTEM, IPOLEAYPhl YTUIU3ALUU TECT-CUCTEM;

MMPOBCACHUC HCCIICAOBAHUA: ACCITUYCCKUC TCXHUKHU, KPUTCPHUU IMPUCMIICMOCTU JOCTOBCPHOCTHU
PE3YIBTATOB UCCIICAOBAHUA, KPUTCPHUH AJId IIOBTOPHOI'O IMTPOBCACHMA aHAIN3a,

o0ecrieyeHne KauecTBa: OIpeaesieHue KpUTHUECKUX (ha3, 4aCTOTa BHITIOJTHEHUS HHCIICKITUH.

IX. IIpoBenenune uccae0BaHus U OTYETHI
0 pe3ylibTaTax UCCIIeI0BaHUS

TpeGoBanust mpaBun K 3PGEKTUBHOCTH PE3YNbTATOB HCCIENIOBAHUN In  Vitro HIESHTHUYHBI
TpeOOBaHUSAM, TIPEIBSIBISIEMBIM K TIPOYMM BHJIaM UCCIICIOBAHHA 0€30TIaCHOCTH.

Wmerotes criennpuveckue acleKThl, XapaKTEePHbIC IS UCCIIEOBAaHUs in Vitro, KOTOpbIE CIEeIyeT
OTpakaTh B IUIAHE MCCIICOBAHUS, a TAK)KE B 3aKIIOUYUTEIILHOM OTYETEe 00 MCCIEOBAHUU. DTH aCHEKTHI
HOCAT B OCHOBHOM HAayuyHBId HMJIM TEXHUYECKHUH Xxapakrep (Hampumep, TpeOoBaHME, YTOOBI JTHOOOM
BHYTPEHHUH KOHTPOJb (COOTBETCTBYIOIIETO OOBEKTA IOJIOKHTEIHBHOTO KOHTPOJIS, OTPHIATEIHHOTO
KOHTPOJIsl, KOHTPOJII PEeakTHBa U HEoOpabOTaHHOrO OOBEKTA), OCYHICCTBISEMBIH B IENAX KOHTPOJIS
MOTPENIHOCTe W OIEeHKH 3()(PEeKTHBHOCTH BCel TECT-CUCTEMBI B IIEJIOM, BBIONHSJICS BO BCEX
UCCIICJIOBAHMUSIX 1IN Vitro OJHOBPEMEHHO C KOHTPOJIEM HCCIIEyeMOro BeIIeCcTBa (JCKapCTBEHHOTO
CpeNCTBa)).

JlonyckaeTcss HMCHOJIB30BaHUE  COOTBETCTBYIOIIMX  PYKOBOACTB WM  CIPAaBOYHUKOB  II0
HCCIIEIOBaHMAM 1n Vitro i mojydeHusl Oosee moapoOHON HMH(OpPMAlKUKU OTHOCHUTENIBHO TOTO, KaKHe
BOIIPOCHI CJIEIYET OTPaXkaTh B IJIAHE MCCIIEN0BAHUS U 3aKIIOYMTEIBHOM OTUYETE.

X. XpaHeHue 3alKceil ¥ MaTepuasioB

Jns  wuccnepoBaHUW in Vitro TPUMEHSIOTCS  oOIMe TpeOOoBaHMS TMPaBUI K XPAHEHHIO
(apxuBHpOBAaHUIO) MaTepHAIOB W 3amuceid o0 wuccienoBanun. Creayer o0€CNEUUTh COXpaHEHUE
00pa3IoB TeCT-CUCTEM, KOTOPhIE MOTYT ObITh 3aKOHCEPBUPOBAHBI HAa ATUTENHLHOE BPEMs, 0COOCHHO B TOM
cllydae, €CJIH JIJaHHBIE TECT-CHCTEMbl OTHOCHTCS K TECT-CUCTEeMaM OTrPAaHWYCHHOW JOCTYITHOCTH
(Hampumep, cneruanbHble CYOKIOHBI KIETOYHBIX JIMHUN, TPAHCT€HHBIE KJIETKH U T.A.), YTOOBI MOXKHO
OBLIO NOATBCPAUTE HJACHTUYHOCTHL TCECT-CUCTCMbI H (I/IJ'II/I) HMETb BO3MOXHOCTE BOCIIPOU3BCCTH
PE3yNbTaThl UCCIIECTOBAHMUS.

HeoOxomumo  oOecneunTh  BO3MOXKHOCTH ~ COXpaHEHHMs Mpo0  HCCIeAyeMOoro  BellecTBa
(JIlekapCTBEHHOTO CpPEACTBA) Uil TeX MCCIEOBaHUN In Vitro, KOTOpbIE MOTYT OBITh OTHECEHBI K
KaTeropuu KPaTKOCPOYHBIX, OCOOEHHO B CITy4asiX, KOTJa HCCIEIOBAHMS in Vitro COCTAaBIISIIOT OCHOBY
UCCIIeIOBAaHUM 6€30MacHOCTH.
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Takxe clieqyeT XpaHWTh 3alUCH 00 apXUBHBIX Pe3yJbTaTaX, MCHOJB3YEMBIX JUIS YCTAaHOBIICHUS
JOMyCTUMOTO JTHAIa30Ha PEaKIUU TECT-CUCTEMBbI, KOTOPBIC MOJyYeHBI Ui OOBEKTOB MOJOKHUTEIHHOTO
KOHTpPOJISl, OTPHIIATEIILHOTO KOHTPOJIS, KOHTPOJISI PACTBOPUTENS, a TakKkKe 00 HEHCIOIb3yeMbIX
(OTKJIOHEHHBIX) pe3yybTaTax.

[Tpunoxenue N 2

K [IpaBriiam

HaJJIexaleH J1adopaToOpHOM MPaKTUKU
EBpasuiickoro 53KkOHOMU4ECKOr0O
coro3a B cepe oOpalieHus
JIEKapCTBEHHBIX CPEJICTB

TPEBOBAHUS
K POJIM U JOJDKHOCTHBIM OBSI3AHHOCTSIM PYKOBOIUTEJIS UCCJIEJOBAHU S
[IPU [TPOBEJEHUU UCCJIEJJOBAHII COT'JIACHO ITPABUJIAM HAJUIEXXAILEN
JIABOPATOPHOU IIPAKTUKHU EBPABUNCKOI'O SKOHOMUNYECKOT'O COIO3A
B COEPE OBPAILEHUS JIEKAPCTBEHHBIX CPEJICTB

I. Pons pykoBOAMTENS UCCIIEIOBAHUS

1. Bo Bpems npoBeneHUs HUCCIENAOBaHHUS PYKOBOAMTENIb MCCIEIOBAHUS IPEJICTaBIAECT COOOH
€IMHCTBEHHOE KOHTPOJMPYIOLIEE JHUIO0 C OKOHYATEIIbHOW OTBETCTBEHHOCTHIO 3a IOJHOE Hay4HOE
PYKOBOACTBO HccienoBaHueM. Bce cmyxeOHbIe OO0S3aHHOCTH M 003aTENbCTBA  PYKOBOAWUTEIS
HCCIIEIOBaHMsI, KaK 3TO YKa3aHO B MpaBWiIax HaJulexaled jnabopaTopHoi mnpaktuku EBpasuiickoro
SKOHOMMYECKOTO COI03a, YTBEpXkAaeMbIX EBpa3uiickoil 3KOHOMHYECKON KOoMHccHel (manee - mpaBuiia),
bopMHpyIOTCS UCXOJs U3 JAHHOrO MojiokeHHs. Ilpu mpoBeneHUM HCCIEIOBaHUS B JIHOOOH MOMEHT
BPEMCHHU MOXKCET I[Gf/iCTBOBElTI: TOJIBKO OJWH PYKOBOAUTCIIb, YTO MCKIIIOYACT BCAKYHO BO3MOXKHOCTDH
NOSIBIICHUS] KOH(JIMKTYIOIIUX PpacHoOpsDKEHUM, Kak, HampuMmep, B ClIydyae Ha3HAYeHUS HECKOJIbKHX
pykoBoauTenel wuccienoBaHus. HecmMoTps Ha TO, YTO HEKOTOpbIE JOJKHOCTHBIE OOS3aHHOCTH
PYKOBOJUTENST HCCIECIOBaHUS MOTYT JIEIEeTHpOBaTbCcs B Clyyae MPHUBICYEHUS CYONOAPSIHBIX
OpFaHHSaHHﬁ, OCHOBHAas €ro OTBETCTBCHHOCTb KaK €AWMHOI'0 HEHTPAJIBbHOI0 KOHTPOJIIMPYIOUICTO JIMlla HE
MOJKET IIEpeaBaThCsl.

2. Hamuume pyKoBOAMTENS  HCCIENOBAHUS  CIAYXUT TapaHTHEHl  KOHTPOJISl  HAy4yHOW,
aIMMHHUCTPaTUBHON M PETYJATOPHOM COCTABIIAIOIIMX MCCIENOBaHUA. PyKOBOAMTEND HCCIIEIOBAHUS
OCYLIECTBIISICT 3Ty (QYHKIMIO IIyT€M COIJIAaCOBAaHUS JEHCTBUH YIPABISAIOUIETO amnmapara, Hay4HOTO
nepcoHaia ucnslTarenabHoil madopatopun u COK.

3. Tlpu MHOTOIEHTPOBBIX HCCIEMOBAHUAX, KOT/Ja paOOThI MPOBOAATCS Ha 0o0Jiee YeM OIHOM
WCIIBITATEIbHON TUIOMIA/IKE U PYKOBOJIUTEb UCCIEAOBAHUS HE MOXKET OCYHIECTBIISATH HEITOCPEICTBEHHBIN
HaJ[30D, UCCIIEA0BATEIbCKUE ONEpPaIlid MOTYT KOHTPOJHPOBATHCS MOATOTOBICHHBIM JOIKHBIM 00pa3oMm,
KBATM(DUIIMPOBAHHBIM M OMBITHBIM IITATHBIM COTPYAHUKOM (TJIaBHBIN HccienoBaTenb). [[eicTBys ot
WMEHH PYKOBOJUTENS WCCJIEIOBAHUS, OH HECET OTBETCTBEHHOCTh 3a TMPOBEJACHUE KOHKPETHBIX
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YCTAHOBJICHHLIX 3TAIllOB 3KCIICPUMCHTA B COOTBCTCTBHU C IIPABUTIAMHU.

4. IoOmKHOCTh PYKOBOJUTEIS UCCIIEOBAHUS OOBIYHO 3aHMMAaeT PaOOTHUK, KYPUPYIOIIUNA HAayYHbIE
aCIeKThl MCCIEAOBAHUN, OTBEYAIOIIMN 3a IU3aliH M YTBEPXKACHHME IUIaHA MCCIENOBAaHUSA, a TAKXKE 3a
opranmzaiuio coopa JaHHbBIX, aHAIU3 U OTYETHOCTh. Ha Hero Bo3naraetcst 00513aHHOCTD JI1aTh UTOTOBBIE
o0Ire BBIBOJBI IO PE3yJIbTaTaM JKCIIEPUMEHTAa. PyKOBOIUTENb MCCIIEIOBAaHUS KaK BEAYIIUI Hay4HBIH
COTPYOHUK COTpPYOHMYAET C JPYIMMH HCCleloBaTeNssMU W (WIM) BEAYUIMMH HCCIEI0BATEIISMH,
3HAKOMUTCS CO BCEMU IOJIYYEHHBIMHU B XOJI€ SKCIIEpUMEHTA JAHHBIMH, a TaKXKe MPUHHUMAET U HU3y4aeT
COOTBETCTBYIOIIME WHIUBUIYyaJdbHbIE OTYETHI, YTOObl BKIIOYUTh HMX B 3aKIIOUUTEIbHBIA OTYET
HCCIIEIOBaHUSI.

5. B oeIAxX aIMUHHUCTPHUPOBAHUA U IPABUJIBHOI'O IPOBEACHHA JKCICPHMMEHTA PYKOBOJUTEIID
HCCIICOOBaHMA BIIPABEC Tpe6OBaTB U yCTaHaBJIMBATb COOTHOIICHHUEC TAKUX PECYpPCOB, MPCAOCTABIACMBIX
PYKOBOACTBOM Ha60paTOpI/II/I, KaK IICpCOHAJI, O60py,Z[OBaHI/IC 1 MaTCpuaJibHasd 6333, YTOOBI 00ECIIEYNTD HX
HaJINYHUC B COOTBCTCTBYIOIICM KAaUCCTBC U JOCTYITHOCTHU COTJIACHO Fpa(l)I/IKy HCCIICA0BaHUs.

6. KOHTpOJIB 3a CO6J'II-O,Z[€HI/I€M IIpaBUJI TaAKXKC BXOIHUT B 0053aHHOCTHU PYKOBOAUTEIIA UCCIICAOBAHM.
OH HeceT OTBETCTBEHHOCTH 3a 00ECIICUCHHE TOr'0, 4YTO UCCICAOBAHHUEC OCYIICCTBIACTCA B COOTBETCTBUU C
npaBujIaMu, I IIOATBCPKIACHUA YCTO Tpe6yeTCH HaJIM49ue Cro IMnoAnucru C YyKa3aHUCM HaThbl Ha
3aKIIIOYUTCIIBHOM OTYCTEC UCCIICJOBaHN .

II. O6s13aHHOCTH PYKOBOCTBA HCIIBITATEIBHON JabopaTopun

7. PyKOBOJACTBO HCIBITATENILHOW JIA0OPaTOPUU HECET OTBETCTBEHHOCTh 3a oOOecredeHue
(GYHKIIMOHUPOBaHHUS JTa0OPATOPUU B COOTBETCTBUHU C MPABUIIAMH, UYTO BKJIIOYAaeT B ceOsi 3PEeKTUBHYIO
OpTaHU3aIHIO JIEITEIFHOCTH BO BCEX 00JIACTSIX M Ha3HAYCHUE JIOCTATOYHOTO YMCIIa KBATH(PHUIIMPOBAHHBIX
U OMNBITHBIX COTPYIHUKOB, B TOM YHCIIE PYKOBOAWUTEIECH HCCIENOBAaHUS, a MpPH HEOOXOIUMOCTU
IIPOBEJICHUS MCCIIEA0BAHNS HAa HECKOJIBKHX TUIOIIAKaX - BEAYIIUX HCCIIeI0BaTENEH.

1. Haznauenue pykoBOUTENCH HCCIIEIOBAHUS

8. PykoBozicTBO HCHBITaTENbHOW JIAOOPATOPUM JAOJKHO YTBEPAUTH JOKYMEHT, OMNPENeNSIOIIni
Ipolenypsl BbIOOpa M Ha3HAYEHUs PYKOBOJUTENEH HCCIENOBaHMS, WX 3aMECTUTENIeH U BEIyIIHUX
uccienoBaresnei, eciiv 3To MPeAyCMOTPEHO CUCTEMaMU KOHTPOJISI COOIIOICHUS IPUHIUIIOB Ha UIeKallen
1a00paTOPHON MPaKTHKH.

9. Ilpn Ha3Haue€HUU DPYKOBOAMTENS HUCCIIEIOBAHMS, PYKOBOJICTBY HCIBITaTEIbHOW Jaboparopuu
ClIelyeT O3HAKOMHUTBCS C TeKYIIeW WU IUIaHupyeMol paboueil Harpy3koi JaHHOTO COTpyAHUKA. UTOOBI
OLICHUTh 00bEM pabOThl, BBHITOJHAEMBIN KaXJbIM YEJIOBEKOM B MCIBITATEIBLHON J1abopaTopuu, CleayeT
HCMOJIb30BaTh OCHOBHOW rpaduk paloT, KyAa BKIKOYEeHA MH(pOpMAIMS O BHAAX U CPOKaX MpPOBEIEHUS
AKCIIEPUMEHTOB, 3aKPEIJIEHHBIX 3a KaX/IbIM PYKOBOJUTENEM HUCCIEIOBAHUSA. DTOT MPUHILIMII YIIPABJIECHUS
JOJKEH MTPUMEHSTHCS IIPU PAaCIIPEIEIIEHUN UCCIIEJOBaHUIM.

10. 3ameHa pykoBOAWTENS WCCAEAOBaHUS W (WJIM) BEAYNIMX HCCIEAOBATENICd JIODKHA
MIPOU3BOIUTHLCS COTJIACHO YCTAHOBJICHHBIM MPOIEAYpaM U JOKHA JOKYMEHTAIBHO O(DOPMIISTHCS.

2. O6yuenue u npodeccroHanbHas MOATOTOBKA
PYKOBOJIUTEIIEH UCCIIEA0BAHUS
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11. PykoBOACTBO HCHBITATEIBHOMN JIaOOpaTOPUU OOECTIEUUBACT JIOKYMEHTAJIbHOE MOATBEP KICHHE
o0y4eHHs W TPOPECCHOHATHHON MOATOTOBKM DPYKOBOIMTENS MCCIEIOBAHUS IO BCEM HAIPaBICHUSIM
nesitenbHocTH. O0yydaroas mporpaMmma JI0JKHA MPEAOCTaBIsATh PYKOBOJUTENSAM HCCIIEAOBAHUS MTOJTHOE
Y 4eTKOE MOHMMAaHUE TPaBWII U MOPSIKA IEATEIIbHOCTH HCTIBITaTEIbHON 1a00paTOpuH, a TakKe 3HaAHWE U
YMEHHE MPUMEHSTh Ha MpaKTUKe TPeOOBaHUS IPYrHMX HHCTPYKIUN U pPACIOPSKEHUM, HMEIOLIUX
OTHOIICHHE K WCIBITATEIBHOHN J1a00paTopuu W KOHKPETHOMY TUIy uccienoBanus. [IpodeccnonanbHas
MOJITOTOBKA MOXET BKJIIOYATh B ceOs OMBIT pabOThI MOJ HEMOCPEICTBEHHBIM HA/I30POM KOMIIETEHTHBIX
JOJDKHOCTHBIX Jinll. Ilepuonsl HAaOMIONEHWS WJIM CTRKUPOBKA B PAMKaxX KaXXJAOTO HarpaBICHUS
AKCIIEPUMEHTAJIbHBIX HCCIIEIOBAaHUI MOTYyT OOECHe4YHuTh MOHMMAHUE IEePCOHATIOM COOTBETCTBYIOLIUX
NPAKTUYECKUX AacleKTOB W HAYYHBIX HPUHIMIIOB pabOTHI, a TaKKe MOMOYb B YCTAaHOBJICHHM ITyTeH
KoMMyHuKanuu. [locenieHue BHYTPHOTpPACIEBBIX M HE3aBUCHUMBIX CEMHUHAPOB M KYpPCOB, ydacTHE B
npoeCCHOHATBHBIX O00IIeCTBaX W JOCTYN K CIEIHAJbHON JIMTepaType MO3BOJSET PYKOBOJUTEISIM
UCCIIEIOBAHMS TOJAIEPKUBATh TEKYIIYI0O OCBEJOMIIEHHOCTh O pa3pabdOTKax B MX HAy4yHOW oOiacTu.
[IpodeccronanbHOe pa3BUTHE JOJDKHO OBITh HENPEPHIBHBIM, a €ro YPOBEHb W aKTyaJbHOCTh
MOJBEprarbcs MNepUoAnYecKkoMy TmepecMoTpy. Jlroboe oO0ydeHHMe W TOATOTOBKY HEOOXOIMMO
JOKYMEHTAJIbHO TOATBEPXKAATh U COXPAHATh 3allCH HE MEHee 5 JIeT IOciie OKOHYaHMsI OoOpalieHHs
JIEKAPCTBEHHOT'0 CPEJACTBA, €CJIM MHOM CPOK HE YCTAHOBJIEH 3aKOHOJATEIbCTBOM TOCYJIApPCTB - YJICHOB
EBpasuiickoro 3k0oHOMH4€ECKOI0 COr03a (J1ajiee - ToCy1apCTBa-uJIeHbl).

12. OdunuanpHble OTYETHI O HporpamMmax OOy4YeHHS MOJKHBI OTPa)KaTh IMOCIEIOBATEIbLHOCTh
MPAKTUYECKOro OOYYEHHS W J1aBaTh SICHOE YKa3aHUE Ha TUIl HCCIICIOBAHUS, B YIPABJICHUH KOTOPHIM
COTPYIHHUK CUYHMTAeTCs KOMIleTeHTHBbIM. [lepuoamuecku TpeOyeTcs MOMOIHUTENbHAS MOATOTOBKA HIIU
MEePENoArOTOBKA, HANpUMeEp, IOCJe BHEAPEHUS HOBOM TEXHOJIOTMH, ONEpaluil Wi TpeOOoBaHUMN
HOPMAaTHUBHBIX IIPAaBOBBIX aKTOB.

II1. O6s3aHHOCTH PYKOBOIUTEINSI HCCIIETOBAHUS

13. PYKOBOI[I/ITCJICM HCCIICAOBaHUA  ABJACTCA  JIMIO, KOTOpPOE€ HECET OKOHYATCIBbHYHO
OTBETCTBECHHOCTEL 3a 00eCICUCHHE AOJDKHOT'O HAYYHOT'O YPOBHA HNPOBCACHHA HCCICIOBAHUA W MOXKCT
MNOATBECPAUTE COOTBETCTBUEC UCCIICAOBAHUSA IIPABUIIAM.

1. Hauano nccnenoBanus

14. PykoBoauTenb MCCIEIOBAaHUS JTOJKEH CBOCH MOAMMCHIO C yKa3aHHUEM JAaThl OJ0OpUTH IUIaH
WCCTIEIOBaHMS, KOTOPBIM MOATOTABIMBAETCS 10 MOMEHTA Havalla UccienoBanus. B miane uccnenoBanus
ClIeTyeT YeTKO YCTaHOBUTH LN, 33aJa4i, CIoco0 MX IOCTHXKEHUS U BECh XOJ dKcrepuMmeHTta. JlroObie
JIOTIONTHEHUS K TUIaHY HMCCIIEIOBAHUS JIOJDKHBI YTBEPXKIATHCS, COTJIACHO MPOIEAYpPE MPEeIyCMOTPEHHON
npaBujaMu. B miiane MHOTOIIEHTPOBOI'O MCCIIEOBAHUS CIEAYET ONPEACIUTh U ONMKMCATh POJIb BEIYIIHUX
vccreoBaTeNiel, yka3aTh KaXKJI0€ IMOMEIEHHWE HCIBITaTeIbHON JTabopaTopum, a TaKkKe KaKIYI0 U3
WCIIBITATENbHBIX TUIONIA0K, YYACTBYIOIIUX B OCYIIECTBICHUH 3KCIIEPUMEHTA.

15. PykoBoauTenp uccienoBaHus OepeT Ha ceOs OTBETCTBEHHOCTh 3a MCCIIEOBAaHUE, TIOIMUCHIBAS
IJJaH HUCCJENOBAHMS C YKa3aHWEM JaThbl MOAMHUCH, IIOCJIE YEero IUIaH HCCIEJOBaHUSl CTAHOBUTCA
ouIMaIBLHBIM JOKYMEHTOM JUIsl JAHHOTO HMCCIIEOBaHUs (/laTa Hadajla WCCIeNoBaHusA). B oTaenpHBIX
ciydasx (eciu MPUMEHHMO) PYKOBOJIUTENb UCCIEA0BaHUS 00sI3aH TaK)Ke 00ECIIeUnTh MOANMUCAHUE TUTaHa
WCCTIEIOBAHUSI CIIOHCOPOM HCCJIEIOBAHMS M PYKOBOJCTBOM HCIIBITATEIIBHONW JTa0OpPaTOpPUU, €CIU TOTO
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TpeOyIOT YIOJIHOMOYEHHBIE OPraHbl TOCYAAPCTB-YJICHOB.

16. Tlepen HavaaoM uccaeAOBaHUS PYKOBOAUTENb UCCIICIOBAHMS 00513aH IPEIOCTABUTh TIEPCOHATY
ciryk0bl o0ecrnieuenus kadecta (nanee - COK) mocTyn k miany wcclieIOBaHHs ISl TPOBEPKU HAJIMYUS B
HEM IOJTHOU HH(pOpMaIUu, HEOOXOAMMOM 11 COOJTIOICHUS TPABUIL.

17. Jlo daxTuueckoil naThl Hayajga SKCIEPHUMEHTa pPYKOBOAMTENb HCCICIOBAHUSA JIOJHKEH
o0ecreynTh BeCh IIEPCOHA, 3aHATHIN B SKCIIEpUMEHTE (B TOM uuciie cotpyaHukoB COK) konusMu miaHa
UCCIIEI0BAHUS.

18. Ilepen Tem, HayaloM Kakux-aIM0O pabOT MO HCCIEAOBAHHIO PYKOBOJMUTEIb MCCIEIOBAHUS
005i3aH  y/IOCTOBEPUTHCSI B TOM, YTO PYKOBOJCTBO HCIBITATEILHOW JIAOOPAaTOPUH MPUBIEKIIO
HEOOXOAMMBIE pecypchl I pealu3alud HCCIelOBaHMsA, a Takke yOeAUTbCs B HAJIMYUU BCEX
HEOOXOANMBIX MaTEPHUAJIOB JJIsl TECTHPOBAHUS U TECT-CUCTEM.

2. IlpoBenenue ucciaea0BaHUs

19. Ha pykoBoauTesns UCCIEIOBaHUS BO3JIO)KEHA OTBETCTBEHHOCTb 3a KOMILUIEKCHOE YIIPaBIIEHUE
uccaenaoBanueM. OH JOKEH MPEJOCTaBUTh T'APAHTUU TOTO, YTO BBINOJHSAIOTCS BCE YCTAHOBJICHHBIE B
IUIaHE UCCIIE0BAHUS IPOLEAYpbI, BKIIIOYas MONPABKYU K IIJIaHy UCCIIEI0BAaHUs, U UTO BCE MOJIyYEHHBIE B
TEYCHHE HCCIEeIOBAaHUSl JAaHHBIE IOJHOCTHIO 3aI0KyMEHTHpOBaHbL. JlemerupoBanue crenuuyeckux
TEXHUYECKUX OO0S3aHHOCTEH, KBAIM(UIMPOBAHHOMY TIEPCOHANY HCHBITATEIBHON J1abopaTtopuu
(crienManucTaM UCIBITaTeNbHON 1a00paTOPUN) TOIKHO OBITH OOPMIIEHO B MMCbMEHHOM BUJIE.

20. YyacTre pyKOBOAUTEINS MCCICIOBAHUS B PEATH3AMN HCCIIEJOBAHUS JOJDKHO BKIIOYATh B ceOs
MEPECMOTP  UCCIENOBATENbCKUX —omepanuii W uHbopManuu i OOEeCHeueHUs  BBIMOTHEHUS
YCTAaHOBJICHHBIX B IUJJAHE MCCIEIOBAHUSA TIPOLEAYp M UX COTJIACOBAHHOCTH CO CTaHJAPTHBIMH
ONepalMoOHHbIMU TponieaypamMu. K TakuMm HccrnegoBaTelbCKUM OIEpalusM OTHOCAT TakKe JaHHBIE,
MOJTYYEHHBIE C MOMOIIBI0 KOMIBIOTEpa. UTOOBI yIOCTOBEPUTH PETYJISPHOCTh MEPECMOTPa, B OTUETAX
UCCIIETOBAHMS TOKYMEHTAIBbHO (PUKCUPYIOTCS BUABI U PETYJISIPHOCTH MPOBEICHUS 0030PHBIX MPOBEPOK.

21. IlockonbKy Bce peleHusi, KOTOpble MOTYT MOBJIUSATh HAa LEIOCTHOCTh MCCIEA0BaHUMN, TPEeOYIOT
oI0OpeHusT PYKOBOJAUTENS UCCIEOBaHUS, HEOOXOAMMO, 4YTOOBI OH ObLT HH(DOPMHpPOBAH O XOHe
IKCIIEPUMEHTANBHBIX Pab0oT. OcoOEHHO BaXHO oOOecneunTh HH(GOPMHUPOBAHHUE TOCIE BPEMEHHOTO
mepeppiBa  y4acTuss PYKOBOAMTENS HCCIEAOBAHUS B HCCIENOBaHUH. OJTO CcleAyeT o0ecrnednBaTh
MOCPEJICTBOM COXpaHeHUs] S(PPEeKTUBHON KOMMYHHMKAIIMA CO BCEMH HAYYHBIMU, TEXHHUYECKUMHU U
PYKOBOASIIMMHM  COTPYJHUKaMH, a TMpPH MHOTOIEHTPOBOM HCCJIENIOBAHMM - C  BEAYUIUMHU
uccnenoBarensamMu. [Ipu HEOOXOIUMOCTH YETKO OIpPECIICHHbIE KaHajlbl KOMMYHUKAIIMH OOECTICUMBAIOT
BO3MOYXHOCTh OTIEpaTUBHOTO MH(GOPMUPOBAHUS PYKOBOJIUTEINS UCCIEIOBaHUS 00 OTKIIOHEHHSIX OT TUIaHa
HCCIICO0BAaHMs, a TAKXKE IrapaHTUPYIOT JOKYMCHTAJIbHOC IMOATBCPIKACHUEC BOSHUKAIOIIHUX HpO6J’I€M.

22. Ecnu 1aHHBIC UCCIIEIOBAHUS 3alMMCHIBAIOTCS HA OyMmare, pyKOBOJUTEIO UCCIICOBAHMS CIIEyeT
00ecreunTh, YTOOBI TIOJYYCHHBIE CBEJICHUS MMOJTHOCTHIO M TOYHO JOKYMEHTHPOBAIUCH U 00padaThIBATNCH
B COOTBETCTBHH C TpaBHJIaMU. B OTHOIIEHHM pe3yNbTAaTOB, MPEICTABICHHBIX B JJEKTPOHHOU (Gopme B
KOMITHIOTEPU3UPOBAHHOMN CUCTEME, 00S3aHHOCTH PYKOBOIUTEINS UCCIICIOBAHMS OCTAIOTCSl TEMU K€, KaK U
B OTHOIICHHH OyMaKHBIX HocuTenel mHpopmanuu. KpoMe Toro, pykoBoAUTENs UCCIEAOBAHUS JOKEH
yOeIUThCS B COOTBETCTBUU KOMITHIOTEPU3UPOBAHHBIX CUCTEM IPEAINOoiaracMoi 001acTH MPUMEHEHUS, UX
BAJIMJALMU U IPUTOAHOCTH VISl UCIIOJIb30BAHUS B SKCIIEPUMEHTE.
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3. 3aKII0OYUTENbHBIA OTYET

23. 3aKII0YNTEIBHBIA OTYET HCCICOOBAHUA H606XOI[I/IMO COCTaBJIATH B (bopMe ACTAIIM3UPOBAHHOTI'O
AOKYMCHTa (Hay‘-IHOFO OT‘-IeTa), YCTaHAaBJIMBAIOUICTO HCJIb W 3aJa4dd HCCICAOBAHMA, OIMCHLIBAIOIICTO
HCIIOJIB30OBAHHBIC METOJbI 1 MaTCpHAJIbI, O606IH3IOH_[CFO IIOJIYUYCHHBIEC JAHHBIC U MPEACTABIIAIOIICTO HUX
aHaJIn3, a TaKXKE CACIIaHHBIC BbIBOABI.

24. PykoBOIUTEIb UCCIIEI0OBAHUS MOJIMUCHIBAET OTUET U MPOCTABIISET ATy, YAOCTOBEPSs IPUHSITHE
Ha ce0s OTBETCTBEHHOCTH 3a BEPHOCTh CBEICHUH, TOJBKO IOCIIE TOTrO, KaKk yOeTuTCs B TOM, YTO
3aKJIIOUUTENBHBIA OTUET JaeT MOJHOE, JOCTOBEPHOE M TOYHOE MpECTaBlIeHHE 00 MCCIEIOBAHUU U €ro
pesynbratax. Clenyer ykas3aTh CTENEHb COOTBETCTBHUSI HCCIIEIOBAaHUS MpaBWiaM. PyKoBOAUTENO
UCCIIEIOBAHMS CJelyeT CcaMOMYy YAOCTOBepUTbcsa, uTo wumeercs 3akmodeHne COK, u Obuin
3apUKCUPOBAHBI JTIOOBIC PACXOKICHUS C IJITAHOM UCCIICIOBAHMS.

4. ApxuBbl

25. Ilo oxoHuYaHUM HCCIENOBaHUS (BKJIKOYasl INPEKpallleHUe HCCIEAOBAHUSA) Ha PYKOBOJIUTEIS
UCCIIC/IOBAaHMsI BO3JIaraercsi OOA3aHHOCTh [0 CBOEBPEMEHHOM apxuBalM{ IJJaHa MCCIEJ0BaHUS,
3aKJIFOUYUTEIBHOIO OTYETA, IEPBUYHBIX JaHHBIX U MaTEpUAIOB UCCIIEN0BaHUsA. B 3aKII0UMTENbHBIN OTYET
ClIelyeT BKJIIOUUTh 3asBJICHUE PYKOBOCTBA J1a00paTOPUU, CBUAETENIBCTBYIOIIEE O TOM, YTO BCE 00Pa3Libl
UCCIIEIyeMOTO0 ¥ CTaHJApTHOTO BEIIECTB, OWOJIOTMYECKHE NPOObI, IEpBUYHBIC MJaHHBIC, IUIaH
HCCIIEIOBaHMS], 3aKIFOUNTENIbHBIA OTYET U JIpyras COOTBETCTBYIOLIAs JOKYMEHTAIMs OyAyT XpaHUTHCS B
ucnelTatenbHOM sabopatopuu. Ilocne mepenaun cBeneHUil B apXMBbI, OTBETCTBEHHOCTb 3a HMX HECET
PYKOBOJICTBO UCIIBITATEIbHOM J1a00paTOpUH.

5. [IpuBneyenue cyonoApsIHON OpraHU3aluu

26. Ecnm yacTh wHcCCEeIOBAaHUS BBINOJNHSETCA CYOMOJPSIAHON OpraHu3anued, pyKOBOJIUTENb
uccnenoBanus (u mepconan COK) momkeH OBITH OCBEIOMJIEH O CTENEHU COOTBETCTBHS TMpaBHIIaM
JTaHHOU cyOmoapsaHoi oprann3anuei. Korma cyonoapsiiHas opraHu3aiys He COOTBETCTBYET MpaBUIIaM,
PYKOBOJIUTEIIO UCCIIEIOBAHHS HA/IJISKUT B 3aKIIFOYMTEIHPHOM OTYETE YKa3aTh 3TOT (akKT.

IV. U3MeHeHus K TiaHy UCCIEA0BaHUS U OTKJIOHEHUS OT HETO

27. TlonrpaBKH K TUTAHY HCCIIEIOBAHUS CIIETyeT OPOPMITSITH:

AJI IIOATBEPKACHUA NPECAHAMCPCHHOI'0O U3MCHCHUS Ju3aliHa MCCIIEAOBaHMS IIOCIIE OaThl Hadaia
HUCCIICO0OBAaHNA U 10 BCTYIUICHUS IJIaHA UCCIICIOBAHUA B CUITY,

B PE3YJIbTAaTC HCOXUIAAHHOI'O IIPOUCHICCTBUA B XOAC HUCCICAOBAHUA, KOTOPOC Tpe6yeT
SHAYUTCIBHBIX KOPPCKTUPYIOIIUX MEP.

28. HOHpaBKI/I, CBUACTCIILCTBYIOIIIUC O IMPUYUHC U3MCHCHHA, MOOJDKHBI TIIOCJICHOBATCILHO
HYMCpPOBATHCA, MMOANUCHIBATECA C YKa3aHUEM JAThl U HAIIPABJIATHCA PYKOBOJAUTEIIEM HCCICIOBAHUSA BCEM
MoJIy4daTeJIAM UCXOAHOI'0 TIaHa UCCIICAOBaHM.

29. B omimmuuMe OT TONMpaBKH K IUIaHY HKCCICIOBAaHUSA, KOTOpas TMpPEACTaBIsSeT Cco0oit
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3alUIAaHUPOBAHHOE M3MEHEHHE B TUIAHE UCCIIEIOBAHMSI, OTKJIOHEHHS OT IUIaHA MCCIIEIOBAHUS SIBIISIOTCS
HEMpPeTyCMOTPEHHBIMH HW3MEHEHHUSIMH, MPOUCXOSAIIMMU BO BpEMs OCYIIECTBIEHHUS 3KcrepuMeHTa. B
JOKYMEHTAIIUU TI0 HCCIEAOBaHUIO ClenyeT (UKCHpPOBATh CBEICHHUS 00 HCCICIOBAHWUU, B TOM YHUCIE
pacxokJieHue ero ¢ miaHoM. J[aHHbIe OTKJIOHEHUS MOTYT MHUIMHPOBATHCS IPYTMMU COTPYAHHKAMHU,
3aHATBHIMHU B SKCIIEPUMEHTE, HO JIOJKHBI CBOEBPEMEHHO OOOCHOBBIBATHCS, OJJOOPSATHCS U ONMKMCHIBATHCS C
yKa3aHWeM JaTbl PYKOBOJHUTENEM HCCIeIOBaHUs M (WIM) BEAYIIMMU HCCIEIOBATEISIMU, a TaKXke
XPaHUTBCS BMECTE C TICPBHYHBIMH JIaHHBIMH HCCJICIOBAaHUS. PyKOBOIUTENb HCCIECIOBAHUS O0s3aH
YTBEPKAATh JIOOBIE MPEINpPUHIMAEMbIE IEPCOHATIOM HCIBITATEIbHONW J1a00paTOpuu KOPPEKTUPYIOLIUE
neiicteus. EMy criemyer paccMOTpeTh 11e1ecoo0pa3HOCTh KOHCYAbTAIlMM C JAPYTUMU  HAyYHBIMU
COTPYOHUKAMHU JJIsi TOrO, YTOOBI OMpENelIuTh BIUSHUE 000 MOJA0OHON HHpOpMAIMK Ha XOA U
pEe3yNbTaThl HCCICIOBAHUS, COOOMUTH OO0 O3TUX OTKIOHEHUSAX B 3aKIIOYUTEILHOM OTYeTe (|
MIPOAaHAIM3UPOBAThH UX MTPU HEOOXOIUMOCTH).

V. KBaJ'II/I(I)I/IKaI_II/IOHHBIC Tp€6OBaHI/I$I K PYKOBOJUTCIIIO UCCIICAOBAHU

30. KBanuduxanumonneie TpeOOBaHUS K PYKOBOJIUTENIO MCCIECIOBAHMS 3aBUCIT OT 00s3aTENbHBIX
YCIIOBUH KaXJIOT0 KOHKPETHOTO BHJA HCCIICIOBaHMs. B 00S3aHHOCTH PYKOBOJCTBA HCIBITATCIHLHOM
nabopatopuu BXOJUT YCTaHOBJIEHHE JTUX TpeOoBaHUIl. PyKOBOICTBO HCHBITATENbHON JabopaTopuu
OTBEYACT 3a BBHIOOP PYKOBOAMUTENS MCCIEAOBAaHUS, KOHTPOJIb €ro JAEATEIbHOCTH M OHO0OpEHHE ero
pellIeHnH, a TaKXKe JOJKHO rapaHTUPOBATh MPOBEJCHHE SKCIIEPUMEHTOB B COOTBETCTBUU C MPaBUIIAMHU.
MunumMaibHble TpeOOBaHUS K KBATU(UKAIWK, YCTAaHOBICHHBIC PYKOBOJCTBOM HCIIBITATECILHOM
naboparopuu A7 PYKOBOAMTENS HCCIEIOBAHMS, JOJDKHBI OBITh yKa3aHbl B JOKYMEHTaX KaJpOBOTO
yuera. [lomMumo Haiexamein TEXHHYECKOM TMOATOTOBKH (00pa3oBaHUsl) KOOPAUHUPYIOIIAS POJIb
PYKOBOIMTENST HCCIeAOBaHUA TpeOyeT, uToObl JaHHOE IUIO 007aJano HaBblKaMH B o0jacTu
MEXJIMYHOCTHON KOMMYHUKAIIMH, PEIICHUS TTPOOJIEM U YIIpaBICHUSI.

VI. B3aumonencTBue B paMKax MCCIIEIOBAHUS

31. PyKOBOJUTEIH UCCIICIOBAHMSI HECET OOIIYI0 OTBETCTBEHHOCTH 32 YITPABJIICHUE UCCIICIOBAHUEM U
3aKJIIOUUTENbHBIA OoTueT. OmperneneHne "OTBETCTBEHHOCTh 3a OOIEe YMpaBIIEHHWE HCCIEIOBAHHEM H
3&KJ’IIO‘-IPITCJ'II:HI>II>1 OT‘-ICT" MOXET TOJKOBATLCA B IHI/IpOKOM CMBICJIC IJIs1 HCCH@I{OBaHHﬁ, B KOTOpI)IX
PYKOBOJUTENb MCCIEAOBAHUS MOKET OBITh reorpaduuecku (TeppUTOpUaIbHO) yaaneH oT (GaKTUYeCKOro
MecCTa MpPOBEIEHUS SKCIEPUMEHTAIbHOM paldoThl. [Ipy HanMuuum HECKONbKUX YpPOBHEW YIpaBJieHMS,
UCCIeNoBaTeNnbCcKoro mnepconana M mnepcoHana COK HeoOXoaumo, 4YTOOBI CYIIECTBOBAIM YETKUE
pa3rpaHquH1/1;1 HOJ'IHOMO'—II/II\/’I, KaHaJIOB KOMMYHI/IKaHI/II/I, a TAKKXC BO3JIOKCHHBIX HAa HUX 06$I3aHHOCTCI>'I C
Te€M, 4TOOBl PYKOBOAMTENb HccCienoBaHUs Mor 3¢ @deKkTuBHO (B MOTHOM 00BeMe KaKk B OTHOIICHHH
KOoJIn4dyecrBa, TaKk H B OTHOUIICHUH nonyqaeMHx p€3YJ'H)TaTOB BBIITOJIHCHU ST q)yHKIII/IOHaIII)HBIX
00sI3aHHOCTEH) BBIMOJHATH CBOM OOSI3aHHOCTH, YCTAaHOBIEHHBbIE TpaBuilamMu. PasrpaHuueHus
HOJ'IHOMO‘IHﬁ, BO3JIOKCHHBIC 065[3aHHOCTI/I MU KaHaJIbl KOMMYHI/IKaIII/II/I JOJIDKHBI 6BITI> Saerl'IJ'ICHI:I
JOKYMEHTaIbHO (MPHUHATHI B (OpMe TMHCHbMEHHOTO JOKyMeHTa). [Ipu Hamuuum uccienoBaHui,
HpOBOI[SIHII/IXCSI Ha HCECKOJIBKHUX HUCIBITATCIbHBIX IIomiaakax, pyKOBO)ICTBO HCHBIT&T@J'IBHOIZ
naboparopun JODKHO OOecrednBaTh YETKHE KOMMYHUKAIIMOHHBIE CBSI3M MEXKIY PYKOBOAUTEIEM
ncclieIoBanus, BenymumMu ucciegoatensimMu, COK u ncciienoBareibCKkumM nepCcoOHaIoM.

32. B HCCIICAOBAHUAX, B KOTOPBIX OTBCTCTBCHHOCTH ACIICTHPOBAHA BCAYHICMY HCCICOOBATCIIIO,
PYKOBOJUTEIN HCCICAOBAHHA TOJIKHBI 00eCIeYnThb IMOAACPIKKY M KOHTPOJb AAaHHBIX COTPYAHHUKOB,
YTOOBI rapaHTUPOBATb, YTO COOTBCTCTBYIOIIHEC STallbl HUCCICHOBAHHA IMPOBOAATCA B COOTBCTCTBHU C
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IJIJAHOM HKCCJIEAOBaHUS, COOTBETCTBYIOUIMMHU CTAHAAPTHBIMU OINEpallMOHHBIMU TpoleaypaMu (panee -
COIl) u npaBunamu. Benymuii uccienoBaTeNnb A0HKEH HE3aMEIIUTEIBHO CBA3AThCS C PYKOBOJUTEIEM
WCCJIEI0BAHUS, €CJIM MPOU3OIUIO MTPOUCIIECTBHE, KOTOPOE MOXKET OKa3aTh OTPUIATEIBHOE BO3/CHCTBUE
Ha XOJ MW pe3ylabTaThl HccleqoBaHusA. Becb o00MeH wuHGOpMaNKMed ODKEH JOKYMEHTAIBHO
MOATBEPIKIATHCA.

33. Ha Bcex ndTamax SKCIEpUMEHTa 00s3aTEIbHO OCYIIECTBISIETCS B3aHMMOJCHCTBHE MEKIY
pykoBoauteneM ucciaeaosanus u COK.

34. Takoe B3aUMOIEHCTBUE MOKET BKIIIOYATh:

aktuBHOoe npuBiedeHne COK K CBOEBpEeMEHHOMY pPACCMOTPEHHUIO IUIaHA HWCCIEAOBaHUS,
paccMoTpenuio HOBbIX M mepecMoTpeHHbIXx COII, mpuBiedenuto nepconana COK k coBemanusiMm B
Hayaje TMPOBEICHUS HCCICAOBAaHUS M PEHICHUI0 BO3MOXKHBIX IPOOJIEM, KacarolluXcs COOJIOACHUS
MIPaBHJI TIPH BBITIOTHEHUH MCCIIEI0OBAHUS;

OBICTPBIN OTBET Ha OTYETHI 00 MHCHIEKIMH (ayAUTe) C yKa3aHUEM KOPPEKTHPYIOIIUX JEHCTBUHN U
IpU HEOOXOMMOCTH noajepxkanue cBsa3u ¢ nepconanoM COK, HayuyHBIM U TEXHUYECKHM IEPCOHAIIOM C
LEJIbI0 COICUCTBUS B MPEAOCTaBICHUN OTBETOB HA IOJYYEHHBIE B X0JI€ MHCIIEKIIUU (ayAUTa) 3aMeYaH ust
(BOmIpOCHI).

VII. 3amMeHa pyKkoBOAMTENA UCCIEAOBAHUS

35. PykoBoauTenb Mcciae10BaHUsI HECET OTBETCTBEHHOCTH 32 XOJ MCCIEAOBAaHUS B COOTBETCTBUH C
npaBujamMu B 1enoM. OH JOMKEH YAOCTOBEPUTHCS B TIOJHOM COOTBETCTBHU KaXKIOTO dTara
UCCIIEIOBaHMs TMPUHIMIAM HaJJiexalieid J1adopaTOpHOM MPaKTHUKHA, B TOYHOM CJIEJAOBAHUU IUIAHY
WCCIIEIOBAHMS, a TaKXKE B TOM, YTO BCE PE3yJIbTaThl MCCIECIOBAHUN TOJHOCTHIO JTOKYMEHTUPYIOTCS.
JlaHHasi OTBETCTBEHHOCTh MOXXET OBITh IOJHOCTHIO pEaTu30BaHA B CiIy4ae, €CIH PYKOBOJIUTENb
WCCTICIOBAHUS TIOCTOSIHHO TIPUCYTCTBYET B UCIBITATEIbHONW JIa0OpaTOpUH BO BpeMs IPOBEICHUS
UCCIIeIOBaHMs. JTO HE BCErja OCYIIECTBUMO Ha MPaKTUKE, MOCKOJbKY Hen30ekHO OynyT BO3HUKATH
MEePUOJIbI, KOTJIa OH HE HAXOJUTCA B MCHBITATEIHLHON JTAOOPATOPUU M BO BPEMSI KOTOPBHIX HEOOXOIUMO
OCYIIIECTBUTH €0 3aMeHy. YCIIOBHUSA, IPU KOTOPBIX PYKOBOJIUTENb UCCIEIOBAHUS MOXKET ObITh 3aMEHEH,
HE OTpEJIEJICHBI B MPABHUJIaX, OHU JIOJDKHBI pACCMATPUBATHCS HA YPOBHE YTBEPKIECHHBIX HUCIBITATEIILHON
naboparopueri COIl. Jlanupie COIl mgomxHBI TakXke OMNPENeNiaTb HEOOXOMUMBbIC M 3aMEHBI
PYKOBOJMTEIS UCCIEAOBAHUS MIPOLIEYPHI U JOKYMEHTAIIHIO.

36. Pemenune o0 3aMeHE PYKOBOIUTENS HCCIEIOBAaHUS WJIM BPEMEHHOM JIEJIETUPOBAHUU €r0
MIOJIHOMOYHI IPYroMy COTPYJHHUKY MPUHUMAET PYKOBOJCTBO HUCIBITaTEIbHOM aboparopun. Bee Takue
peleHus ciaenyer JOKYMEHTUPOBaTh B MUCbMEHHOH opme. CyIecTBYIOT 2 yCIOBUS AJIS OITOCPOUYHBIX
WCCIIEA0BAHUM, IPA KOTOPBIX MOKET PACCMATPHUBATHCS BAPUAHT 3AMEHBI:

OKOHYaHHE CpOKa paboThl PYKOBOAWTENS HCCiIeqoBaHUS. B 3ToM ciydyae 00s3aHHOCTBIO,
MPUILEIIEr0 Ha 3aMEeHYy PYKOBOAMTENS uccienoBaHus (mpu conedictBuu nepconana COK), susercs
HEO0XOUMOCTh B KpaT4allIie CPOKU yOeTUTHCS B COOTBETCTBUHU HMCCIIEIOBAHUM, MPOBEJACHHBIX K JaTe
3aMEeHbI, IPUHIUIAM HaJyIexKallel 1a00paTopHOil MPaKTUKH;

OTIIYCK, HAYYHBIC COBCIIAHUA, 00JIe3Hb MM HECUYACTHBII CJ'Iy‘-IElfI.
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37. KpaTkocpodHoe OTCYTCTBHE MOXKET HE MOTpeOoBaTh (OPMAIBbHOM 3aMEHBI PYKOBOAWTEIS
UCCJICJOBAaHMS, €CIM TPH BO3HUKHOBEHUH NPOOJIEM WIIM HENPEABHUACHHBIX CHTYallMd C HUM MOXKHO
cBs3aThes. Ecnu B nepuoa OTCYTCTBHUA PYKOBOAUTECIIA UCCICAOBAHUA OKUAACTCA IMPOBCACHNUC 3HAYNMbIX
ATANOB HMCCIICJOBAHUS, 3TH ATalbl JOJDKHBI OBITH JMOO TepeHeceHbl Ha Oonee ymoOHOe BpeMms (C
BHECEHUEM, B ClIy4ac HEOOXOJMMOCTH, W3MCHEHUN B IUIaH HCCICAOBaHUS), MO0 MOJDKHA OBITH
paccMOTpeHa 3aMeHa PYKOBOIHUTENS HCCICJOBaHHUS IyTeM (OPMAIbHOTO HAa3HAYEHUS OJHOTO U3
COTPYAHUKOB B Ka4Y€CTBC PYKOBOAUTCIIA HCCICIOBAHUA. HpI/I KPaTKOBPCMCHHOM  OTCYTCTBHUU
PYKOBOAMTENS ~ WCCIEIOBAaHHWS  JIONyCKAaeTcs  BpeMEHHas  Iepeiada  ero  MOJHOMOYHHN
KBaJTM(UIUPOBAHHOMY COTPYAHUKY JJISl BBIMOJIHEHUS JAHHOTO KOHKPETHOTO dTara uccieaoBanus. Eciau
OTCYTCTBHE PYKOBOJUTENS HCCIICAOBAHUS MOXET OBITh MPOJODKUTEIBHBIM, TO MPEAOYTEHUE JTOJIKHO
OT/IaBaThCs 3aMEHE, a He Iepeayue 00s3aHHOCTEl.

[Tponierypa 1 MpUUYMHBI 3aMEHbI PYKOBOAUTEIIS UCCIEIOBAHUS IOJIKHBI ObITh JJOKYMEHTUPOBAHbI U
YTBEPKACHBl PYKOBOACTBOM HCIBITaTEIbHOW Jabopartopuu. CieqyeT HpOBOAMTH JIOKYMEHTHUPOBAHME
pE3yJIbTaTOB IIPOMEXYTOYHOM IIPOBEPKM COOTBETCTBHMSI HCCIIENOBAaHMM IPUHLMIAM HAJUIeKalleH
1a00paTOPHOI MPAKTHKH B CITy4ae OOHAPYKEHHS HEOCTATKOB MJIM OTKJIOHEHHH.

38. IIpu BO3BpaLIEHUN PYKOBOJUTENS UCCIIEI0OBAHUS HE3aBUCUMO OT TOr'0, ObliIa JIM ITPOBEACHA €ro
3aMeHa WIM Iiepeada IOJHOMOYMM APYTOMY COTPYAHHUKY, OH JOJDKEH B KpaT4yalllue CPOKU YyCTaHOBUTS,
UMEJU JIM MECTO OTKJIOHEHHs OT YTBEPXJAEHHOro IUIaHa HccieloBaHui win mpaBuil. OOHapyKeHHbIE
OTKJIOHEHMSI OT IpaBWJI, BO3HUKIINE B NEPUOJ OTCYTCTBHUSI PYKOBOJUTEIS HCCIEIOBAHUS, MOTYT OBITh
3aI0KYMEHTHPOBAHBI I10CJIE €r0 BO3BPALLICHHUS.

VIII. IIpaBoBoii cTraTyc pyKOBOAMUTEINS UCCIEAOBAHUS

39. HOI[HI/ICL PYKOBOAUTEIIA UCCIICAOBAHNA HA 3AKIIFOYUTCIIBHOM OTYCTC UMECT IOPUINYCCKYIO CUITY
U MOATBCPKIAACT OTBCTCTBCHHOCTH PYKOBOAUTCIIA HUCCICAOBAHUA B OTHOIICHHMU  BBIIIOJIHCHUA
HCCIICAOBaHUA B COOTBCTCTBHUU C MpaBHJIaMH U B OTHOHMICHUH NOCTOBCPHOTO NPEACTABIICHUS TIEPBUYHBIX
JaHHBIX B 3aKJIFOYHUTCIIBPHOM OTYCTC.

40. IOpI/II[I/I‘leCKaSI OTBCTCTBCHHOCTD PYKOBOOUTCIIA HUCCICIO0BaHUA YCTaHAaBJIMBACTCA
3aKOHOAATCIbCTBOM IroCyaapCTB-4JICHOB.

[Ipunoxenne N 3

K [IpaBunam

HaJJIexalel 1adbopaToOpHOM MPaKTUKU
EBpasuiickoro 5kOHOMHU4ECKOro
coro3a B cepe oOpaiieHust
JIEKapCTBEHHBIX CPECTB

TTOPSIJTOK }
[IPUMEHEHUS [TPABUJT HAJUIEXALIEH JTABOPATOPHOI IIPAKTUKI
EBPA3UICKOIO DKOHOMWYECKOI'O COIO3A B COEPE OBPAILEHUS
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JIEKAPCTBEHHBIX CPEJICTB VL1 OPTAHM3ALIMN 1 ITPOBEJEHIMSL
NCCIIEAOBAHNN HA HECKOJIBKHUX ITJIOIMAJJKAX

I. O0wue moJoxeHus

1. Ilom wuccnenoBaHueMm, MPOBOJMMBIM HAa HECKOJBKUX IUIOIIAJKaX, IOHUMAeTcs Jo0oe
HCCIIEIOBAHKE, 3TAllbl KOTOPOTO MPOBOAATCS Oosiee ueM Ha ofHOU Iuromaake. HeoOXxonumMocTs B Takux
UCCIIETIOBAaHMSIX BO3HUKAET IMPHU HKCIOJIb30BAHUU ILUIOMIAZ0K, KOTOPBIE YJAJIEHbl MO reorpaduyecKomy
MPU3HAKY, OPTraHU3AalMOHHO OT/AEJICHBI MM pa3ieieHbl MHbIM 00pa3oM. B TakoMm cimyyae oauMH OTAEN
OpraHu3aliy JIeHCTBYET B KaueCTBE MCIBITATEIILHON IUIOMIAIKU, APYroil - B Ka4eCTBE UCIBITATEIHLHOTO
LIEHTpA.

2. PemieHre 0 IpOBENECHUM HUCCIEAOBAaHUS HA HECKOJBKMX IUIOMIAKAX NPUHUMAETCS CIHOHCOPOM
nocje OOCYXJIEHHUS C PYKOBOJACTBOM HCIIBITATENbHON 1abopaTopuu, BHIOPAHHOW CIIOHCOPOM Iepen
HayaJioM HcclieqoBaHusA. VICnoap30BaHME HECKOJIbKMX HCIBITATENbHBIX ILIOIIAJ0K YBEJIUYUBAET
CJIOKHOCTh 3aJa4 MPOEKTUPOBAHUS W YIPABICHUS UCCIEAOBAHHEM, YTO MPUBOAUT K JOMOJTHUTEIbHBIM
pHUCKaM JJisi TOCTOBEPHOCTH U HAJIEKHOCTU Pe3ylbTaTOB MccleAoBaHus. [109ToMy OueHb BajkHO, YTOOBI
BCE IMOTEHIMAIbHBIE YIPO3bl LEIOCTHOCTH HMCCIEAOBAaHUS HA OCHOBAaHUM IPEIACTABICHHON CTPYKTYpBI
UCCIIEIOBAaHMSI Ha HECKOJbKUX IUJIOM[aJKaX ObUIM OLIEHEHBI, OO0S3aHHOCTH YYaCTHMKOB YETKO
pacrmpesiesieHbl, a PUCKU CBEACHbI K MUHHUMYMY. JloikHa OBITH MpOBEACHA TeXHHUYECKas (HaydHas)
JKCIEPTH3a U BCECTOPOHHE PACCMOTPEHBI CTATyC COOTBETCTBHUS MCCIIEOBAHUS IpaBUiIaM HaJyleKallen
1abopaTOpHON TPaKTHKK EBpa3suiickOro HSKOHOMHUYECKOTO COI03a, YTBEpXKIAaeMbIM EBpasuiickoit
SKOHOMMYECKON KOMHUCCHEH ([anee - mpaBuia), pecypcbl U peHTabeIbHOCTh BCEX IUIAHUPYEMBIX K
HCIOJIb30BAHUIO UCTIBITATENBHBIX IUIOMAIOK.

3. BcBasu ¢ TEM, UYTO PA3JIMYHBIC BUIbI PICCJ'IGI[OB&TGJ'ILCKOIZ JACATCIIbBHOCTU IMPOBOAATCA HAa PAa3HBIX
IomajakKax, INIaHUPOBAHUC, CBA3b MW YIPABJICHHUEC HUCCICAOBAHHMEM HMMCIKOT B JaHHOM ClIy4dac
HCKIIOYUTEIRHO Ba)KHOE 3HAuUeHHE. XOTSA HCCISAOBAaHHME HAa HECKOJIBKHMX HCIBITATENIbHBIX ILIOMIAAKaX
COCTOUT U3 pa60T, KOTOPBIC OCYHICCTBIAKOTCA KaK B MCIBITATCIBHOM MNCHTPEC, TaK KW Ha BCEX
HCIBITATCIIBHBIX IUIOMIAAKAX, OHO HPCACTABIIACT coboit CANHOC UCCIICNOBAHUC, KOTOPOC HOJIZKHO
MMPOBOAWUTECA B COOTBCTCTBUH C IIPaBUJIaAMHU. OTO O3HAYACT HAJUUHE JJIs1 BCCX BBIINTOJIHACMBIX pa60T
OQHOTO IlJIaHa UCCJIICAOBAaHUA, OAHOT'O PYKOBOAUTECIIA UCCICAOBAaHUA U B UTOT'C OJHOI'O 3aKJIFOUUTCIIBHOTO
oT4ycTa.

KpaﬁHe Ba’>XHO, 4TOOBI 00BEM pa60T, BBITIOJIHSEMBIN Ha Pa3HbIX IJIOHIAJKaX, OBLI YETKO OIIPCACIICH
Ha paHHCI\/’I CTaauu IJIaHUPOBAHUA, YTOOBI JaTb BO3MOXHOCTE 3aUHTCPCCOBAHHBIM CTOPOHAM COrJIaCoOBaTh
HCO6XO,[[I/IM]':>IC MEPbI KOHTPOJIA NEPC/] 3aBCPUHICHUCM p83pa6OTKI/I IJ1aHa uCCJIICOOBaHMA.

II. KommyHukanus

4. O0s3aTenbHBIM YCIOBHEM YCHENIHOTO MPOBEIEHHS HUCCIIEAOBAaHUS Ha HECKOJBKMX IUIOMIAKaX
ABJISIETCSA OCBEJIOMJIIEHHOCTb BCEX CTOPOH O CBOMX 00s13aHHOCTSIX. UTOOBI pacnipeienuTh 3TH 00A3aHHOCTH
U CIPaBUThCA C KAaKUMH-THOO CHUTYyallMsIMM BO BpeMsl INPOBEICHMS HCCIIEAOBAaHUS, KpailHe Ba)KHO
HaJIaJuTh NOTOK MHGpopManuu U >PQPEeKTUBHYIO CBSA3b (00ECNeUMBAIONIyI0 HAJEKHOE M YCTOWYMBOE
NoJIep)kKaHue KOMMYHUKAllMM, HE TMPHUBOJMIIEE K HCKaXEHHWI0O (HEBEPHOMY BOCIPHITHIO),
UTHOPUPOBAHUIO WJIM OTCYTCTBHIO OOpaTHOrO CHTHajda B OTHOIICHWU IepeaaBaeMoi HHQPOpPMAIIIH)
MEXJIY CIOHCOpPOM, pYKOBOJICTBOM  IUIOIIAJOK, PYKOBOJIUTEIEM HCCIENOBAaHUSA, BEAYIIMMHU
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HCCIIeIOBATEISIMU, CITYy:K001 oOecrieueHus kauecta (nanee - COK) u mepcoHanoM UcClieJOBaHHUS.

5. Mexanu3m oomeHa nHpopMaIuei, CBI3aHHOM ¢ NCCIEI0BaHUEM, JOHKEH OBITh MPEBAPUTEIHHO
coracoBaH W OQOPMIICH JOKYMEHTAIBHO MEXKIy CTOPOHAMH, YKAa3aHHBIMH B ITYHKTE 4 HACTOSIIETO
MIPUIIOKEHUS.

6. PykoBomuTenb wuccleNOBaHUS JOJDKEH CBOCBPEMEHHO TMONy4YaTh HH(OpManmuio o Xoje
UCCIIETOBaHMS HA BCEX IUIOIIAIKAX.

III. YnpaBnenue ucciieroBaHueM

7. CrnoHcop mopydaeT NpOBEJCHHE HCCIEA0BaHUS BBHIOPAHHOW HCIBITATEIBHOW Ja0OpaTOpUU.
PyKoBO/ICTBO MCHBITATENBHON JTA0OPaTOPUN HA3HAYACT PYKOBOAMTENS HCCIEIOBAHUS, KOTOPHIM MOXKET
SBIIATBCA JIMIO HE 00S3aTeNbHO HaxoJslleecs Ha TOW IUIOMIAJKe, TIe MPOBOIAUTHCS OOJbINas 4acTb
SKCIIEPUMEHTAIILHON paboThl. Pemienue o nposeneHnn pabOThI 10 UCCIEAOBAHUIO Ha IPYIUX IUIOLIAAKAX
OOBIYHO TPUHUMAETCS PYKOBOJICTBOM HCHBITATENbHONW JTA0OpaTOpUM TOCIE KOHCYIbTallUU C
PYKOBOJUTENEM HCCIEA0BAHUS U CIOHCOPOM, €CIIM 3TO HEOOXOAUMO.

8. Ecniu pyKOBOIUTENb UCCIIEIOBAHUSI HE MOXKET BBIIIOJIHATH CBOU 00SI3aHHOCTH Ha WCIBITATEIHHON
IUTOIIAJIKE U3-3a €€ Teorpaduyeckoro Wik OpraHu3alrOHHOTO Pa3JeNIeHus, BOSHUKAET HEOOXOIUMOCTh
HA3HAYUTh BEAYIIMX HCCIeIoBaTeNell Ha MCHBITATENbHBIX IJIomaAkax. VcrnomHeHue oO0s3aHHOCTEH
BCJICJICTBHME OPTaHU3AIMOHHOTO PAa3CIICHUs] MOXKET OBITh HEBBIMOJHUMBIM, B YaCTHOCTH, MO MPHUYUHE
BPEMEHHBIX 3aTpaT Ha MPOE3J, Pa3HbIX YACOBBIX MOSCOB WM CIOKHOCTEH, CBSI3aHHBIX C MEPEBOIOM C
OJTHOTO s3bIKa Ha Apyroi. Pasmenenwe mo reorpaduueckoMy NpPHU3HAKY MOXKET OBITH CBSI3aHO C
yIaJeHHBIM PACIOJIOKEHHEM IUIOMIAAKA WIM HEOOXOJWMOCTBIO YIENATh IOCTOSHHOE BHUMAaHHE
OJIHOBPEMEHHO HECKOJIbKUM MCTBITATEIbHBIM IUIONIAIKaM, PACIIOI0KEHHBIM B Pa3HBIX MECTaX.

9. PyKOBOJICTBO MCHBITATEIBHON JJAOOPATOPUU M YIAJIEHHBIX HCIIBITATEbHBIX IJIONMAT0K JAOIKHBI
MOAJEPKUBAaTh  NpPOo(eCcCHOHAIbHBIE B3aMMOOTHOIIEHMSI C I€JbI0  00ECleyeHus] 1EeJOCTHOCTH
uccnenoBanus. IIpuopuTeThl pa3NIMYHBIX YYaCTBYIOIIMX TIpYNI JMOO KOMMEpYECKHE JOrOBOpPBl U
COIJIalleHs 0 KOH(UICHIIMAIBHOCTH HE JI0JKHBI MIPEMSITCTBOBATh 00MEHY UH(OpMaliei, Heo0X0quMon
JUIS HaJUIEXKAILEro TPOBEIEHUS UCCIIEJOBAHMS.

IV. Pacnpenenenue o0s3aHHOCTEH YUaCTHUKOB UCCIIEIOBAHHS
U IIepcoHaa

1. Cniorcop

10. Pemenue o mpoBeACHUHM UCCIIEIOBAHUS HAa HECKOIBKHUX IIJIOMIAKAX JOJDKHO OBITH TIIATEIHHO
PacCMOTPEHO CIIOHCOPOM COBMECTHO C aJMHUHUCTpallMell MCHBITATEIBHOIO LIEHTpa JO0 Hayaua
uccnenoBanus. [IpenBapuTensHO CIIOHCOP MOJDKEH OMPENeInTh, KAKUM 00pa3oM OyneT oOecreunBaThCs
COOTBETCTBUE HCCIEAOBAaHUM MpaBWJaM M 3aKOHOJATENbCTBY rocynapcTBa - wieHa EBpasuiickoro
SKOHOMHUYECKOTO COI03a (z1anee - rocymapctBo-wieH). CIOHCOP JODKEH MOHWMATh, YTO B PE3yJIbTaTe
MCCIIETOBAHMS Ha HECKOJIBKUX TJIONIaIKaX OYJEeT COCTAaBIIEH OJIUH 3aKIFOUUTENbHBIN OTYET.

11. CHOHCOp JOJIKEH OBITE OCBCIOMJICH O TOM, YTO €CJIM ILIOIIAaAKa HMCIIOJIB3YCTCA B KAaUCCTBC
HUCIIBITATEILHOM J'Ia60paTOpI/II/I, O6’beIlI/IH${${ 9Talbl HCCICAOBAHUSA, HTPOBOAUMOIO Ha HCECKOJIBKUX
miIomajakax, €€ onepanvu MW IEpCoHal, SaﬂeﬁCTBOBaHHBIﬁ B HCCIICAOBAaHUH, IMOAJICKAT KOHTPOJIIO CO
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CTOPOHBI PYKOBOJUTEIS UCCIeA0BaHus. B 3aBUCMMOCTH OT CUTYyalluu, TAKOW KOHTPOJIb MOKET BKIIIOUATh
B ce0sl HOCEIIeHUs IUIOMIAJKH PYKOBOJCTBOM, PYKOBOJUTENIEM HCCIENOBaHUA M (MJIM) HMHCHEKIHIO
rnaBHbIM criermanuctom COK. PykoBoauTens ucciaenoBaHUs JOJDKEH YyKa3aTh, B KakOM oObeme
HCCIIEIOBAaHNE COOTBETCTBYET IIPABUIIAM.

2. PykoBOJICTBO HCIIBITATEIBHOM JTAO0OpaTOPHUH

12. BbiOOp HMCHBITATENbHBIX IUIOAN0K JOJDKEH ObITh 0J00pEH PYKOBOJICTBOM HCIIBITATEIIbHON
nabopatopun. PaccMaTpuBaemble BONPOCH JOJDKHBI KacaTbCs B TOM YHUCIE (YHKIMOHAIBHOCTH U
3¢ GEKTUBHOCTH KOMMYHUKALMU, HAJIWYMs MpaBUIbHO opranu3zoBaHHo COK, Hamuuust noaxozsuiero
000pyZ0BaHUS U OMbITa. PYKOBOJCTBO MCHBITATENbHOM Jab0opaTopun Ha3HAYaeT TJIaBHOTO CIIEHUAINCTA
COK, xoTOpbIil HEceT O0ILYI0 OTBETCTBEHHOCTh 3a 00ECIIeYeHNne KaueCcTBa BCEr0 UCCIEJOBAHUS B LICJIOM.
PykoBozacTBO ucmbITaTenbHON Jabopatopun gomxHO uHopMupoBath COK Bcex wucHbITaTeNbHBIX
IUIOINAZIOK O MecTe HaxokaeHus rnaBHoro crneuuanucta COK. Ecium Bo3HuKaeT HEOOXOIUMOCTb
WCIOJIb30BAaHUSl HUCHBITATEJIbHOM IUIOIIAJAKK, HE BKJIIOYEHHOM B CHUCTEMY KOHTPOJSI COOTBETCTBUSA
npaBuiIaM, 0OOCHOBaHHE BbIOOpa JAHHOW IUIOLIAJKU JIOJDKHO OBITh JOKYMEHTHpPOBaHO. PykoBOaCTBO
UCIBITATENbHOMN J1a0OPAaTOPUU JIOJKHO YBEAOMHUTH PYKOBOJCTBO MCHBITATENIbHOM IUIOIMAKHA O TOM, YTO
OHa MOJKET MOJBEPrHYThCS MHCIEKLUHU YIOJHOMOUYEHHOI'O OpraHa rocyJapcTBa-ujeHa, Ha TepPUTOPUHU
KOTOpOTrO HaxOJWTCS UCHbITaTeNbHAs IUIOW@AKa. Ecau B J1aHHOM TrocyJapCTBE-WwIEHE HET
COOTBETCTBYIOLIETO0 YIOJHOMOYEHHOI'O OpraHa, MCIBITaTeNIbHAs IUIOIIAJKa MOXKET IOJBEPrHYThCS
MHCITIEKIIMY YIIOJIHOMOYEHHOTO OpraHa rocyAapcTBa-dieHa, B KOTOPBIH OyIeT MpeACTaBIeH OT4eT 00
HCCIICIOBAaHUH.

3. PyKoBOJCTBO UCIIBITATEILHOM MIOLIAAKI

13. PykoBOACTBO HCHBITATENBHON IUJIOMIAJAKKM HECET OTBETCTBEHHOCTh 3a MPEIOCTaBJICHHE
COOTBETCTBYIOIIMX PECYPCOB JUIsl TMPOBEIACHUS HCCIECNOBAHWNA Ha IUIOMIAJKe W BBIOOP BEIYIIHUX
uccienoBareneil ¢ Haauexameil kpanudukanueid. Ecnm Bo3HUKaeT HEOOXOJMMOCTh 3aMEHUTh BEIYIINX
uccienoBareneil, pPYKOBOACTBO MCIBITATENbHOM IUIOHIAJIKM HA3HA4YaeT 3aMECTHTENs BEAYILEro
HCCIIEA0BATENs MOCHE KOHCYJBTAMKU CO CIIOHCOPOM, PYKOBOJIUTEIEM HCCIEIOBAHUS M PYKOBOJCTBOM
WCIIBITATENIbHOW  JTabopatopuu, eciu 23To HeoOxoaumo. I[lonpoOHble CBeAeHHS JIOKHBI  OBITh
MIPEJICTABICHBl PYKOBOJIUTENIO HCCIEIOBAHMS CBOEBPEMEHHO, YTOOBI MOXHO OBLIO TPHUHATH H
JOKYMEHTAJIbHO O(OPMHTH MOMPABKY K IUIAHY HCCIIEIOBAaHUS. 3aMECTUTENb BEAYILIErOo HCCIEN0oBaTeNs
JIOJKEH OLIEHUTh CTaTyC COOTBETCTBHUS MpaBUiiaM pabOT, BBHITIOJHEHHBIX 0 MOMEHTA 3aMEHbI BEIYIIErO
HCCIIeI0BaTes.

4. PykoBOJIUTEH UCCIICTOBAHUS

14. PykoBoauTENb UCCIIETOBAHMSI TOJIKEH O0ECIIEUNTh TPUEMIIEMOCTh BEIOPAHHBIX MCTIBITATENbHBIX
IUTOINAJIOK JUIs TPOBEACHUS UccieoBaHmsL. i1 3TOro MOryT noTpeboBaThCsl BU3UTHI Ha UCHIBITATEIbHbIE
IUIOLIA/IKK U BCTPEUH C MIEPCOHAIIOM UCIIBITATEIbHBIX TIOIIAI0K.

15. Ecnu pyKOBOAUTENb UCCIEAOBAHUS CUMTAET, YTO OH CaM MOKET HANpsIMyK0 KOHTPOJIUPOBATH
paboTy Ha OJHOW U3 MCHBITATENBHBIX IUIOMAJ0K, 0€3 HEeOOXOAMMOCTH Ha3HAYCHHS BEIYIINX
uccienoBareneil, OH JOJKeH W3BECTUTh PYKOBOJCTBO HCIBITATENFHOM JA0OpaTopuu O TaKOM
BO3MOXKHOCTH. PyKOBOJCTBO HWCHBITATEILHON J1a0OpaTOpPHHM JIODKHO OOECTIEUNTh OpTraHU3aIUIo
cootBercTByOIEero Monutopunra COK Ha sToil miomaake. 3to Moxer BbImodHATE COK camoit
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HUCIBITATCILHON TII0IaJK 1UIn TJIaBHBII CIIcuuaJucT COK.

16. PykoBonuTenb UCCleJOBaHUSI HECET OTBETCTBEHHOCTh 3a YTBEP)KJCHHE IJIaHA MCCIIEOBAHMS,
BKJIIOYast 00beTUHEHNE YacTell paboThl, 32 KOTOPbIE OTBEYAIOT BEAYILUE HUCCieaoBaTeNu. PykoBoauTensb
UCCIIEIOBAHMS TaKXe YTBEPXKIAeT NONpaBKH, BHOCUT HMX B IUIAH HCCIIEJOBAHMUS M TMOJTBEP)KIACT
OTKJIOHEHHSI OT TUIaHA WCCIICJIOBAHMS, YUYUTHIBAs COOTBETCTBYIONIUME pPAOOTHI, BBINOJHSICMBIE Ha
UCIBITATENbHBIX IUIOMIAAKaX. PyKOBOIWTENb HCCIEIOBAHUS HECET OTBETCTBEHHOCTh 3a TOYHOE
MH(GOPMHUPOBAHUE BCEro IMEpcoHaja O TpeOOBaHMUAX K HCCICJOBAHUIO U JIOJDKEH 00eCneunTh
JOCTYIHOCTH TJIaHA UCCIIEIOBAHUS U MOTIPABOK JJIsl BCErO MepCoHalla, y4aCTBYIOIIETO B UCCIIEI0BAaHUU.

17. PykoBoauTelb HCCIEAOBaHUS JOJKEH YCTaHABIMBATh, MOJJIEPKUBATh COOTBETCTBYIOIINE
CUCTEMBI CBSI3M MEXIYy HUM W KaXKIbIM BEIyIIUM HCCIEOoBaTeleM, a TakKe IMPOBOJUTh HX
TECTUpOBaHWE. B YaCTHOCTM Ba)KHO MPOBEPUTH MPABUIBHOCTh TEICPOHHBIX HOMEPOB W aIpecoB
ANEKTPOHHON MOYTHI C TOMOIIBIO TPAHCIALUNA TECTOBBIX MPOTrpamMM, YTOOBI H3yYUTh YPOBEHb CHTHAa B
CEJIbCKUX OTHENEHUAX M T.1. B0O3MOXHO, moTpedyercs YYHTHIBaTh PAa3HUIy B YACOBBIX TOSCAX.
PykoBomuTens uccneAoBaHUA JOJDKEH MOAAEPKUBATh MPSMOM KOHTAKT C KaXAbIM BEAYIIHM
HCCIIEIOBATENEM U HE MCMOJIb30BaTh AJI 3TOW LEIM MOCPEIHUKOB, 32 HMCKIIOYEHUEM CIIyyaeB, Korja
n30exaTh 3TOro HEBO3MOXKHO (HarmpuMmep, He0OXOUMOCTh B IEPEBOUUKE).

18. Ha mpoTsKeHHH BCEro MCCIIEJOBaHMSI PYKOBOJUTENb MCCIEIOBAHUS JOJDKEH OBITH JOCTYIEH
JUIS BEIYIIMX HccleaoBareneil. PykoBonuTenb ucciaenoBanus JOHKEH CIIOCOOCTBOBATH KOOPIWHAIIMHN U
CHHXPOHHM3AIMK COOBITUH W TepeMemeHnid Nmpod, oOpa3loB WM JAHHBIX MEXIY HCIBITATECIbHBIMH
IUIOHIAIKAaMH, a TaKKe 00ecrednTh, YTOObI BEAYIIHE HMCCIEA0BATENM MOHUMAIH IOCIEI0BATEILHOCTD
BBIITOJIHSIEMBIX ITPOLIEYP.

19. PykoBoauTenb HCCIEIOBAHUS JIOJDKEH MNP HEOOXOAMMOCTH MOAJNCPKHUBATh KOHTAKT C
BEIYLIMMHU HCCIIEIOBATENsIMU OTHOCUTENBHO pe3yiapTaToB uHcnekThupoBaHuss COK ucnbiTaTenbHbIX
IIoNIaoK. Bce KOHTaKThI MEXIy PyKOBOIUTENIEM MCCIENOBAHUSA M BEAYIIUMHU HCCIEN0BATEISIMU WU
COK wucneITarenbHOW TUIOIIAAKH, KacarolUecs pe3yJbTaTOB WHCHEKTUPOBAHUS, JOJKHBI OBITh
o(hopMIIeHBI TOKYMEHTAIBHO.

20. PYKOBOI[I/ITCJ'H) HUCCICA0OBaHUsA OOJIDKCH o0ecIIeunTh MMOATOTOBKY 3aK/IIOYHUTCIBHOI'O OTUYCTA C
Y4€TOM MATCPUAJIOB, IMOATOTOBJICHHBIX BEAYIIUMHA UCCIICAOBATCIAMU.

21. PykoBOAMTENb WCCIIENOBAHUS TOJDKEH OOECHeYWTh, YTOOBI 3aKIFOYUTEIBHBIM OTYET ObLI
npeactasied rmaBHoMy crienunanucty COK st mpoBepku. PykoBoauTenb uccienoBaHus MOIMUCHIBAET
3aKJTIOYUTEIBHBIM OTYET M YKA3bIBAET JIaTy MOJMMUCAHUS, YTOOBI MOATBEPAUTH, YTO MIPUHUMAET Ha ceOst
OTBETCTBEHHOCTh 3a JIOCTOBEPHOCTh JIaHHBIX, a TaK)K€ YKa3blBaeT, B KakOM 00beMe HcCieI0BaHue
COOTBETCTBYET TIpaBWjIaM. OTO MOXKET YAaCTHYHO OCHOBBIBATbCS HA TMHCHBMEHHBIX TapaHTHUSX,
MPEACTABICHHBIX BEIYIIMMH HCCIIEIOBATEISIMHU.

22. Ecam Ha wuCHOBITATENBHBIX IUIOMIAAKAX HE ObUT Ha3HA4YeH BEIYIIMA HCCIIEI0BATENb,
PYKOBOJUTENb UCCIEAOBAHUS JOKEH KOHTAKTUPOBATh HAMPSMYIO C IIEPCOHATIOM, MPOBOJIAILIUM paboTy
Ha ATUX IUIONIAIKaX. DTOT MEPCOHAN JOHKEeH OBITh YKa3aH B IJIAHE WCCIIEIOBAHMS.

5. Benymwmii uccnenoBareiib

23. Benymuid uccienoBarenb JAEUCTBYET OT HWMEHHM PYKOBOJIWTENS MCCIECIOBAaHUSA B paMKax
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MMOPYUYCHHOI'0 €MY 3Talrla UCCICAOBaHUA U HECCCT OTBECTCTBCHHOCTDL 34 obecrneucHUe CO6JIIOI[CHI/I$I IpaBuJI
JJIs1 3TOro oTalia. BaxxHoe 3HaueHHE HMEIOT COTJIACOBAHHOCTH I[Gf/iCTBI/IfI U OTKPBITOCTb pa60q1/1x
B3aMMOOTHOIIICHUIH MCXKAY BECAYIIUM HCCICAO0BATCICM H PYKOBOJUTCIICM HCCIICIOBaHUA.

24. JIOMKHO CyIIECTBOBaTh JOKYMEHTAJIbHO O(GOPMIICHHOE COTJIAlllEHUE O TOM, YTO BeIyIIUN
UCCIIeIOBATeNlb OyNeT BECTH MOPYYCHHBIH €My OSTalm B COOTBETCTBHMU C IUTAHOM UCCIICJIOBAHHS H
npaBwiaMu. [loamuck Beaymux HcciefoBareiel Ha IUIaHE HCCIIEIOBAaHUS SIBISETCS MPHUEMIIEMbIM
JOKYMEHTAIBHBIM TIOJITBEPKICHUEM 3TOMY 0053aTEILCTRY.

25. OTKJIOHEHHS OT IUIaHA HMCCIIEAOBAHUS WM CTaHAAPTHBIX ONEPALMOHHBIX Mpouenyp (maiee -
COII), oTHOCAIIMXCS K MCCIEOBAHUIO, TOJKHBI OBITH JTOKYMEHTAJILHO O(OPMIICHBI Ha MCIIBITATEIbHON
IUTOIIAIKE ¥ TOATBEP>KACHBI BEIYIIIMM HCCIEA0BATEIEM, O HUX CIEAYET TaKKe COOOLIUTH PyKOBOJUTEIIO
MCCIICIOBAHMSI U CBOEBPEMEHHO MOJYYHTh €T0 MOATBEPKICHHUE.

26. Benymmii uccnenoBareib JOKEH MPEICTAaBUTh PYKOBOAUTENIO HCCIEAOBAHUS MaTepHalbl,
MO3BOJISIIOIINE TMOJTOTOBUTh 3aKJIOUUTEIBHBIM OTYET. DTH MarTepuaibl JIOJDKHBI BKJIIOYATh B ceOs
MMMCbMEHHOE 3asBIICHUE OT BEAYIIETr0 UCCIeN0BaTelNs, MOATBEPKAAI0IIEee COOTBETCTBUE MPAaBUIaM YacTH
paboThI, 32 KOTOPYIO OH HECET OTBETCTBEHHOCTD.

27. Benymuii uccieqoBarenb J10JDKEH 00ecreunTh, YTOObl BCe JaHHbIE H 00pa3libl, 32 KOTOpbIe OH
HECET OTBETCTBCHHOCTh, OBUIM TIEPEaHbl PYKOBOJIUTEIIO MCCICIOBAHUS WM B apXWB, KaK OMKCAHO B
IJIaHe uccienoBaHus. Ecnu oHM He mepenaHbl pyKOBOJUTENIO MCCIEI0BaHuUs, BEAYIIHI HCCIe10BaTeNb
JOJDKEH YBEJIOMUTH PYKOBOJUTENSI UCCIEAOBAHUS O TOM, KOTJia U TJIe€ OHU OYyAyT mepenansl B apxuB. Bo
BpEMs HCCIIeOBaHUA BEIyIIUI UCCIe0BaTeNb HE UMEET MpaBa YTHIN3UPOBATh Kakue-110o oopasibl 6e3
MPEABAPUTEIILHOTO MUCHbMEHHOTO PAa3PEIICHUs] PYKOBOAUTEIS UCCIICIOBAHUS.

6. [lepconai, yuacTByIOIIMI B TPOBEICHUH UCCIICAOBAHUS

28. Bce cnenuanucTel U TEXHUYECKUM MEpCOHAJ, Y4acTBYIOUIMI B MPOBEACHUM HCCIIEJOBAHMUS,
JOJKHBI UMETh JIOJDKHOCTHBIE MHCTPYKIIUH U JOKYMEHTBI 00 00y4eHNH, KBATU(UKAIIMU U CTaXe PaboThI,
MOATBEPKIAIOIIME MX CHOCOOHOCTH BBINOJHATH Ha3Hau€HHblE UM 3agaHus. Eciau Tpedyercs, yToOBI
IIEPCOHAJI, Y4acTBYIOUIMI B npoBeneHun uccienoBanus cinenosan COII, yTBepkaeHHBIM A Ipyrou
WCIIBITATEIbHON TUIOMIA/IKH, JTF000€ HEOOX0IUMOE JOTIOIHUTEIbHOE 00yUeHNE TOIDKHO OBITh OPOPMIIEHO
JOKYMEHTAJIBHO.

29. MoxeT HMEThCS HECKOJBKO IUIONMIAI0K, T/I€ BPEMEHHO HAHSTHIA MEPCOHAN BBITIOJIHSIET
ONpeNelIeHHbIE 3aJayl HMCClenoBaHus. Eciyu 3TW JMua Mojay4yaroT WIM BBOAST IEPBUYHBIE JaHHbBIE,
CIelyeT COXpPaHWUTh 3amuch 00 WX KBaIu(UKauu, OOy4eHHUH U CTaxke paboTel. Eciu Takue nuia
BBHITIONHSIOT OOBIYHBIE ONEpanuy (HampuMmep, yXoa 3a Ja0OpaTOpHBIMU >KUBOTHBIMH), MOJJISKAIIHE
HAJ30py CO CTOPOHBI 00Jiee BHICOKOKBAIU(PHUIIMPOBAHHOIO MEPCOHANA, TO TAaKME 3alMCHU 00 3TUX JHUIax
He TpeOyroTcsl.

V. O0ecnieueHue KayecTBa

30. HeoOxoaumo TmIaTenbHO CIUIAaHMpPOBaTh M opraHu3oBath padory COK MHOroneHTpoBbIX
UCCIeIOBaHMM, 4YTOObl oOecrneunTh CcOOI0JeHHEe OOIIMX NPUHLMIIOB Haajexaleld 1adopaTopHOM
NPAaKTUKU JUIA JaHHBIX uccienoBaHuil. [lockonbKy uccliegoBaHME TPOBOAMTCS HA HECKOJIBKHX
UCIBITaTENbHBIX IUJIOL[AIKaX, TO MOTYT BO3HUKHYTH HpOOJIEMbl C YIPaBICHUEM HECKOJIbKUMHU
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HCIIBITATCIIbHBIMU TIIIOIIAAKAMU U HpOI‘paMMaMI/I O6€CH€‘-I€HI/I$I KadyeccTBa.
1. O6s3arH0cTH TnaBHoro coenuanucra COK

31. I'maBubiit cnenuanuct COK nomken nomaepxkuBath KOHTAKT ¢ otaenoM COK ucnbiTaTenbHOM
IUIOLIAIKH, YTOOBI 0becrieunTh nHcnektupoBanue COK Ha npoTssKkeHUU BCero Ucciae10BaHusl.

32. Ocoboe BHUMaHHE CJEIYeT YACTATh (YHKIMOHMPOBAHUIO W BEICHHIO JOKYMEHTAIIHH,
OTHOCSIIEHCS K  B3aUMOJCHUCTBHIO  (KOHTAaKTaM) MEXIY  HCHBITATEIBHBIMH  IUIONIAJIKAMH.
OTBETCTBEHHOCTH 32 O0ecleYeHne KayecTBa Ha Pa3IUYHBIX IUIOIAAKaX JOJDKHA ObITh YCTaHOBIIEHA 10
HavaJia 9KCIIepUMEHTAIBHOM PadOTHI Ha 3TUX IUIOMIAAKAX.

33. I'maBueii cnemmanmuetr COK obecrieunBaeT mMpoBeICHHE IMPOBEPKH IUIaHA MCCIEIOBAHUS U
3aKJIIOYUTEIBHOTO OT4eTa Ha cooTBeTcTBHE mpaBuiaM. MHcnektupoBanue COK 3axiitouuTenbHOro
oT4eTa JOJDKHO BKIIOYATh B ceOsi MPOBEPKY HAIMYMSA BCEX HEOOXOAMMBIX MaTEpUAIOB OT BEAYIIUX
uccieioBaTenei (B ToM 4Mcie J0Ka3aTesbcTBa 00ecreueH sl KayecTBa Ha UCHBITATENbHOM IUIOIIAAKE) B
cocTaBe 3aKitouuTenbHoro oryera. I'masueiil crienuanuct COK obecnieurnBaeT NOArOTOBKY 3aKIHOUYEHUS
COK B oTHOmICHHH paOOTHI, BHITTOJIHEHHOW HAa MCIBITATEIBLHOM IUTOMIaAKe, BKiItodas 3akimodeHuss COK
CO BCEX MCIIBITATEIbHBIX IIOIIAJOK WJIM CCHUIKM Ha HUX.

2. O6sa3arnoctr COK ucneITaTeIpHOM TUIOIAIKHA

34. Kak mpaBuio, pyKOBOACTBO KaKJIOM MCIIBITATEIBLHOM IUIOIIAJKKH HECET OTBETCTBEHHOCTH 3a
COOTBETCTBYIOLIlee OOECIeYeHUEe KadyecTBa B OTHOLICHMHM YacTH MCCIEOBaHUS, IPOBEIEHHONH Ha
wiomanake. COK Ha KaxaolW UCHBITATENIbHOM IJIOLIAAKE JIOJDKHA IPOBEPATh pas3jeibl IUIaHa
UCCIJIEIOBAHMsI, OTHOCAILMECS K ONEpalusM, BbINOIHAEMBbIM Ha momaake. COK nomkHa XpaHUTh KOIIHIO
YTBEPKACHHOIO IJIaHA UCCIIEJOBAHMSI U MTONPABOK K HEMY.

35. COK Ha ucHBITaTeTbHON TIJIOMIA/IKE JOJIKHA UHCIIEKTUPOBATh OTHOCAIIYIOCS K HCCIIEIOBAHUIO
paboTy Ha cBoeil miomajke cornacHo cBouM co0ctBeHHbIM COIl, ecnu nHOE He TpeOyeTcs Mo yKa3aHHUIo
rinagHoro crneunanucra COK, mpu stom COK ucnbITaTenpHON MIIOMIAJKH CBOEBPEMEHHO COCTABIISET
OTUeTHI O JIOOBIX pe3yJbTaTax WHCHEKIMH B MUCBMEHHOW (popMe B aapec BeayIIEero HCCIen0oBaTes,
PYKOBOJICTBA MCTBITATENFHOM TIOMIATKH, PYKOBOJIUTENS HUCCIEIOBAHUS, PYKOBOJCTBA HCIBITATEIbHON
naboparopuu u riaaBHoro cneruainiucta COK.

36. COK Ha wucnobITaTeNbHOM IUIOIIAAKE JODKHA HWHCIEKTHUPOBATH y4acTUE BEAYLIETrO
uccnenoBarens B uccienoBanuu corijacHo COIIl cBoeil WCHBITaTeNbHON TUIOMIAIKA U TIPEICTABISATH
3aKJIroueHue, oTHocameecsd K aeareabHocTd COK Ha ucneITaTreIbHOMN IUIOMIAIKeE.

VI. OcHoBHBIE TpauKu paboT

37. MHOTOIIEHTPOBOE HUCCIIEIOBAHME, JJIsI KOTOPOTO Ha3HAYEHBI OJUH JTHUOO HECKOIBKO BEAYIIHX
uccaeaoBarenel, JTOHKHO WMETh OCHOBHOM Tpaduk paboT BceX 3a/IeCTBOBAHHBIX HCIBITATEIHHBIX
mwiomanok. OOecriedeHWe BBHIMOTHEHHUS] 3TOTO TpeOOBaHHS BXOJUT B OOSI3aHHOCTH PYKOBOJICTBA
UCIBITaTEIbHOMN JTa00paTOPUU M PYKOBOJICTBA UCIIBITATEILHOM MIIOMIAIKH.

38. B ocHoBHOM I“pa(l)I/IKe pa60T JOJDKHO HUMCTBCS YHUKAJIBHOC I/IILCHTI/I(I)I/IKB.I_[I/IOHHOC Ha3BaHHUC
HCCIICOO0BAaHMA, a TAKKEC IIPU HeO6XO)II/IMOCTI/I MNEPECKPECTHRIC CCBIJIKU Ha I/I)IeHTI/I(bI/IKaHI/IOHHI)Ie Ha3BaHUs
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UCIBITATEIbHBIX TUIOMIAMO0K. Ha OCHOBHBIX Tpadukax padOT JODKEH OBITh YKa3aH pPYKOBOJUTEIb
Hccae0BaHus, a Ha Tpaduke paboT KaKI0H MCIBITATEIbHON TUIOMIAIKHA - COOTBETCTBYIONIUN BEIYIIHMA
HCCIIe0BaTENb.

39. Ha ocHOBHOM rpaduke padoT, HaXOSIIIEMCsI Ha BCEX IUIOIIAIKAX, JOJDKHBI ObITh YKa3aHBbI IAThI
Hayaia u 3aBepuieHus a3 padboT, 3a KOTOPbIE OHH OTBEYAIOT.

VII. Ilnan uccnenoBanus

40. JIns KaXOIoro MHOTOILEHTPOBOTO HCCIIEIOBAaHUS JOJDKEH OBITh COCTaBICH €AWHBIN IIJIaH
ucclieioBanus. B maHe wccieqoBaHus JODKHBI OBITh yKa3aHbI TOJHBIC HAMMEHOBAHUS U aJipeca Bcex
3aJIeHCTBOBAHHBIX IUIOMIAIOK.

41. B mulaHe wuccienoBaHUS JOJDKHBI OBITh YKa3aHbl UMs M aJpec BEAYIIUX HCCIepoBaTeseil u
nopydeHHass uMm ¢aza wuccinepoBanus. Cremayer BKIIOYATh B IUIAH HCCIEAOBaHHS HH(OpMAIHIO,
JIOCTAaTOYHYIO JUISl YCTAHOBIICHUS IIPSMOTO KOHTAaKTa C PYKOBOAUTENIEM UCCIIeIOBaHMs (HaIIpuMep, HOMep
TenedoHa).

42. B nuiane uccneoBaHus JTOJDKHO ObITh YKa3aHO, KaKMM 00pa3oM COOpaHHbBIE HA MECTaX JaHHBIC
OyIyT NPEICTABIATHCS PYKOBOIUTEIIO UCCIICIOBAHUS JIJIsl BKIFOUCHUS MX B 3aKIIFOUUTEIIBHBIN OTYET.

43. Ecnu 3apaHee H3BECTHO, CJeNyeT yKa3aTh B IUJIaHE HCCIEIOBAaHUS MeCTa, TJe JOJDKHBI
XpaHUTBCS JaHHbIE, HCCIENyeMble BellecTBa (JIEKAPCTBEHHBIE CpEACTBa), 0Opa3lbl CpaBHEHMS
(xoHTpOJILHBIE 00pa3iibl) U 00pa3iibl, COOpaHHbBIE TS XPAaHEHHs HAa Pa3IMYHBIX TUIOIIAIKAX.

44. Cnenyet obecrnieunTh MPEICTABICHUE MPOEKTA MJIaHA MCCIICOBAHUS BEAYIIUM HCCIIEIOBATEISIM
IUIE  W3Yy4CHHUS W ONPEJCICHUS BO3MOXXHOCTH BBIIOJHUTH OTBEJCHHYKD KM YacTh OOIIMX
MCCIIEIOBATENILCKUX PA0OT (a TakKe CHEelHaIbHBIX TEXHHUYECKHUX padOT, €CIM 3TO HPEAyCMOTPEHO
TJTAHOM UCCIICJIOBAHMS).

45. Kak mpaBuio, IJjlaH HCCIEJOBaHUSI COCTABISECTCS HA OJHOM S3bIKE, OOBIYHO Ha TOM SI3BIKE,
KOTOPBIM CBOOOJIHO BJa/ieeT PYKOBOAUTENb UCCIEOBaHUS. J{JI51 MHOTOIIEHTPOBBIX MUCCIEAOBAHUNA MOXKET
moTpeOoBaThCs, YTOOBI IJIaH MCCIIEIOBAHUS OBUT COCTABIIEH HAa HECKOJBKHUX S3BIKAX. JTO JOTMOJHEHUE
JOHKHO OBITh yKa3aHO B HMCXOJHOM IIJIaHE HWCCIIEOBAaHUS, MEPEBEICHHOM IIJIaHE WUCCIEOBAHHS, a
WUCXOJHBIA SI3BIK JJOKYMEHTA JOJDKEH OBITh yKa3aH BO BCeX ero Bepcusx. JIokeH OBbITh MPHMEHEH
MEXaHHM3M IMPOBEPKU TOYHOCTH U TMOJHOTHI MEPEBEACHHOTO IIaHa uccieqoBanus. OTBETCTBEHHOCTh 32
TOYHOCTHh IIEPEeBOJIa MOXKET OBITh BO3JIOKEHA PYKOBOJIUTEIIEM HCCICIOBAHUS HA CHEIHAIUCTa TI0
MepeBoJaM | O0JKHa ObITh 0(OpMIIEHa TOKYMEHTAIBHO.

VIIL IIpoBeneHue uccienoBaHus
1. UcnbiTarenbHble 1abopaTopun
46. Ecnu nepcoHan He NMPUCYTCTBYET Ha MCHBITATENIbHBIX IUIONIA/IKAX B TEUEHUE BCEro pabodero

BpPEMCHH, MOT'YT 1'[0Tp€60BaTI)C$I JOMOJHUTCIIBHBIC MCPBI IJIA IMOAACPKAHUS q)HSquCKOfI COXPaHHOCTHU
HCCIICAYCMBIX BCHICCTB (J'ICI(apCTBeHHBIX CpCI[CTB), 06pa3u013 " JAHHBIX.

47. Ilpn HEoOXOAMMOCTH TEepEeMENIECHUsT JaHHBIX WM MaTEPHAIOB MEXIY IIJIOMIAIKAMH CIIETYeT
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YCTaHOBHUTh MEXaHM3MBI JUIA TOJJEpKaHUs UX coxpaHHOCTH. Ocoboe BHHMaHHE CIEAYeT YIENATh
ANIEKTPOHHOHU TIepefadye MaHHBIX (DIEKTPOHHAs MOYTa, WH(POPMAIMOHHO-TEIEKOMMYHUKAIIMOHHAS CETh
"NuTepuer" u T.1.).

2. O6opynoBanue

48. Hcnonb3yemoe B UCCIeI0BaHUH 000pyI0BaHKE JOJKHO COOTBETCTBOBATH CBOEMY HAa3HAYEHUIO.
OTO OTHOCHUTCS M K KpPYINHBIM MEXaHHMYECKUM CpEACTBaM, M K BBICOKOCIECHHATHU3UPOBAHHOMY
000pYZI0BaHUIO, KOTOPOE MOXKET UCTIOIB30BATHCS HA HEKOTOPBIX IJIOUIAIKAX.

49. Jlns o6opyaoBaHUs, MCIOIB3YEMOrO B HCCIEIOBAHUU, JOJKHBI MMETHCS PErHCTpPaIllMOHHBIC
3aIUCH O MPOBEICHUHN TEXHUYECKOTO OOCITY)KMBaHUS U KAIUOPOBKHU, KOTOPbIE BO BPeMs MCIIOJIb30BaHUS
00Opy/nOBaHUSl TOJATBEPKIAIOT €ro MPUTOJHOCTH K HCIOJIb30BAaHUIO MO Ha3zHadeHuro. Hekortopas
anmnapartypa (HampuMmep, TaKoe B3ATOE€ B apeHAYy WM JIM3UHI O00OpyIOBaHHUE, KaK BEChl JUIsl KPYIHBIX
KUBOTHBIX M aHAIUTUYECKOE OOOpYIOBAaHUE) MOXKET HE HMETh PErucCTPAIlMOHHBIX 3amucei o
NEPUONYECKON MHCIEKIUH, OYMCTKE, TEXHUYECKOM OOCIYKMBAaHUU M KainuOpoBke. B Takux ciydasx
uHpopmanusg JOKHA OBITh BHECEHA B TMEpPBUYHBIE JaHHbIE IO HUCCIEJOBAHHUIO, YTOOBI
MPOJEMOHCTPHUPOBATH PUTOJTHOCTH 000PYIOBAHUS K UCIIOIB30BAHUIO 110 HA3HAYCHUIO.

3. KoHTpob 1 yueT MaTepuaioB UCCIIEIOBAHUS

50. JomxHBI OBITh B HAJUYMW MPOLEAYPHI, OOECIIEUMBAIONINE CBOCBPEMEHHYIO IOCTaBKY B
UCHBITATEIbHYIO IUIOINAAKY MaTepUaIOB, OTHOCAILIMXCS K UccienoBaHuio. HeoOxoaumo nmoiep xuBaTh
LEJIOCTHOCTh (CTaOMJIBHOCTH) J@HHBIX M MaTepUaioB BO BpPEMs TPAHCIOPTUPOBKHU, MOITOMY KpaiiHe
Ba)XHO MCIOJIb30BATh HAJEKHBIE CPEJCTBA TPAHCIIOPTUPOBKU U 00ECIIEUEHHsI COXPAHHOCTH IOKYMEHTOB.
Heo0xomuMo WMeTh HYETKO OIpeNeNeHHbIe MPOLEAyphl TPAHCIOPTHPOBKH, a TaKKe YETKOE
pacripeienieHue 00s13aHHOCTEN UCTIOJIHUTENEH B ITpoLiecce TPAaHCIIOPTUPOBKY JAHHBIX U MaTepHaJIOB.

51. Kaxnas ormpaBka MaTepuana JJis WUCCIENOBAaHUS JOJDKHA COMPOBOXKIATHCS MPHIOKEHUEM
COOTBETCTBYIOLIEH TOKYMEHTAllMU, YTOOBl MOJATBEPAUTH COOTBETCTBUE MPUMEHSIEMbIM HOpMaMm IpaBa,
HalpuMmep, TaMOKEHHOMY 3aKOHOJATEIbCTBY, 3aKOHOJATEIbCTBY B c(epe OOpalleHHs JEeKapCTBEHHBIX
CPEZACTB, 3aKOHOJATENbCTBY B cepe Ouosormueckoil Oe3omacHocTH. Takash AOKyMEHTAIMs JOJDKHA
coJiepkaTh UH(OpMaIHIO, JOCTATOYHYIO Ui YCTaHOBJIEHUS IPUTOIHOCTH MaTepuaa K MCIOIb30BaHUIO
[0 HA3HAYEHWIO MO MpHUOBITUM Ha MecTo. Bompockl odopmieHHs COOTBETCTBYIOLIEH IOKyMEHTallMU
JIOJKHBI OBITh PEIEHBI 10 OTIPY3KU MaTepuaa.

52. Ecnu Marepuansl UCCIEI0BaHUs TPAHCIIOPTUPYIOTCS MEXAY IUIOIAJAKaMH B OJHOW U TOM ke
Ipy30BOM MapTUH, HEOOXOAMMO, 4YTOOBI OHM OBUIM COOTBETCTBYIOIIMM 00pa3oM pas3fielieHbl WU
UACHTU(GUIMPOBAHBI, BO M30€XaHUE IMyTAaHUIBI WM MEPEKPECTHOro 3arpsi3HeHHs. IDTO TpeOoBaHUE
O0COOCHHO Ba)XHO COOJIIOJIaTh, €CIM BMECTE TPAHCHOPTHPYIOTCS MarepHallbl OT 0ojiee 4YeM OAHOIo
HCCIIEIOBAHMS.

53. Ecnu BO BpeMsl TPAHCIIOPTUPOBKHU YCIOBHUS OKPYKAIOIIEH Cpelbl MOTYT OKAa3bIBATh HETATHBHOE
BJIMSHHE HA TPAHCHIOPTUPYEMbIE MaTepHalibl, CIEAYET YCTAHOBUTHb NPOLEAYPHI ISl COXPAHEHUS HX
[ETOCTHOCTA. MOXeT TOoTpeOOBaThCA BEACHHE MOHUTOPUHTA JUIsl TOATBEPXKICHHUS, YTO BO BpeMs
TPAHCTIOPTHPOBKHU MOIACPKUBAIOTCS HEOOXOJMMbBIE YCIOBHS OKPYKAIOIIEH CPEeIbl.

54. Cnenyer ynensaTb BHUMAaHHME XPAaHEHUIO, BO3BPATy M YTHUIIM3ALMH OCTaTKOB MCCIEAYEMBIX WU
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CTaHJIAPTHBIX BEIIECTB, HCIIOJIb3yEMbIX B UCCIICIOBATEIILCKHUX JIA00PATOPHUSIX.
IX. Odopmiienue pe3ynbTaToB UCCIICIOBAHUS

55. JIns KaKJ10ro MHOT'OLICHTPOBOI'O MCCIIEIOBAHUS CIIEYET COCTABIIATh €IUHBIN 3aKI0YNTEIbHBIA
oT4eT. 3aKIIYUTENIbHBIA OTYET JOJDKEH BKIIOYATh JaHHbIE 10 BceM (a3zaMm HccienoBaHus. Benymuit
UCCIIEI0BATEb COCTABIIAET OTYET O IIPOBEJACHUN IIOPYYEHHOIO €My dTala UCCIIEJOBAHUS AN BKIIOUYECHUS
€ro B 3aKJIIOUYUTEJIbHBIA OTYET, 3aBepsieT MOANUCHIO U YKa3bIBaeT JaTy. B roroBOM Bue OTYETHI JOKHBI
BKJIIOYaThb B ce0sl CBEeNEHUS O TMPOBEIACHUU CooTBeTcTBymomero monutopuara COK Ha 31Ol
UCHBITATEIbHOH IJIOLIA/IKe U MH(DOPMAIUIO 10CTaTOYHYIO AJISl TOT0, YTOOBI PYKOBOAMTEb UCCIIEIOBAHUS
MOT' COCTaBUTh IOJIHBII 3aKJIIOUMTENIbHBIA OTYET [0 BCEMY MCCIIEOBaHUIO. B KauecTBe anbTepHATUBBI
HeoOpaboTaHHbIE [JaHHbIE MOTYT IEpeAaBaTbCsi BEAYIIMMH MCCIEIOBATENSAMU  PYKOBOJUTEIIO
MCCIIEIOBAHMSI, KOTOPBIH TOJKEH yOSAUTHCS, YTO 3TU JaHHBIC IPECTABIICHBI B 3aKIIOUYNTEILHOM OTYETE.
B 3akirounTeNbHOM OTYeTe, COCTaBIEHHOM TaKMM oO0pa3oM, JOJDKHBI OBITh YKa3aHbl BeAyILUE
UccIe0BaTeN! U (asbl, 32 KOTOPBIE OHU HECYT OTBETCTBEHHOCTD.

56. Benymue uccienoBaTenu J0JDKHBI yKa3aTh, B KakoM oObeme paldoTa, 3a KOTOPYIO OHH
OTBEYAIOT, COOTBETCTBYET MpaBUjaM, U IPUBECTU cBeleHus o nposeneHuu nHcnekuuit COK Ha cBoeit
UCHBITATEIbHON IUIOmazKe. OTa UHPOpMaLMs MOKeT ObITh BKJIIOYEHA HENOCPEJICTBEHHO B
3aKIIIOYUTEIBHBIN OTYeT 00 TpeOyeMble TaHHBIE MOTYT OBITh BKJIIOUYEHBI B 3asBJICHUE PYKOBOIUTEIS
ucclieloBaHus 0 coOuojieHnu npaBui U B 3akimoueHue COK B 3axmountensHoM otyere. Ilpu stom
CIIEYET JaTh CChUIKY HAa HCTOYHHUK M3 KOTOPOTO ObLIa B3sITa JaHHAS HH()OPMAIUS U MECTO €T0 XpaHECHUSI.

57. PYKOBOI[I/ITGJ'IB HCCICAO0BAHUA OOJIZKCH IIOAIINCATb 3aKJIIOYNATEIBHBIA OTYET U IMPpOCTAaBUTDL HaTy
IIOAIIMUCH, YTOOBI YAOCTOBCPUTHL CBOKO OTBCTCTBCHHOCTL 3a IMPABUJIIBHOCTH BCCX H3JIOKCHHBLIX B HEM
JaHHBIX. CO6J'IIOI[€HI/IC MpaBUJI JOJKHO YKa3bIBATHCA C IMOMOIIBIO CCBUIKU HA IIpaBUJIa U HOPMATHBHBIC
IIPaBOBLIC AKTHI, CO6JHOIIGHI/IG KOTOPBIX 3asBJIACTCA. I[aHHOG 3asgBJICHHE O COOTBCTCTBUH JOJIKHO
pacnpoCTpPaHATBCA Ha BCEC (1)8.3]:1 HCCICAOBaHUA MW JOJDKHO COI'JIaCOBBIBATHCA C HH(I)OpMElLIPICfI,
HpGHCTaBHGHHOﬁ B 3ajBJICHUAX BCAYHIUX I/ICCJ'IGZIOBaTGJ'IeI\/'I. B 3akmounTenbHOM OTYETE TaKXKe
YKa3bIBAOTCA UCIIBITATCIIBHBIC TNIOIIAAKH, HC COOTBETCTBYIOIHC ITPABUJIAM.

58. B 3akiIlOYMTENbHOM OTYETE JOJDKHO OBITh YKa3aHO MecTo (MecTa) XpaHEeHHUs IlaHa
UCCIIEeIOBaHMs, MPOO HCCIEAYeMbIX M CTaHAAPTHBIX BELIECTB, OMOJOTHYECKUX OOpa3lloB, MEPBUYHBIX
JaHHBIX W 3aKJIIOYUTCIIBHOI'O OTYCTA. OTLIGTI)I, COCTAaBJICHHBIC BCAYHIIMMHU HCCICAOBATCIAMHA, DOJIKHBI
coZiepKaTh  MH(QOPMALMIO, KaCaloLIylOCs XpaHEHUs MaTepuajoB, 3a KOTOpble OHU  HECyT
OTBCTCTBEHHOCTD.

59. IlonpaBku B 3aKJIIOUMUTENIbHBIA OTYET MOXET BHOCUTH TOJBKO PYKOBOJHWTEIH MCCIEIOBAHMS.
Ecnn HeoOxoammast mornpaBka kacaeTcs (pa3bl, TPOBEACHHONW HA KaKOW-TMOO MCIBITATEILHOM IJIOMIAIKE,
PYKOBOJUTENb HCCIEAOBAHUS JOJKEH CBS3aThCA C BEAYIIMM HCCIEAOBaTENeM, YTOOBI COTJIacoBaTh
COOTBETCTBYIOIIME KOPPEKTUPYIOIINE JACUCTBUS. OTH KOPPEKTUPYIOIIUE JEHCTBUS JOJKHBI OBITH
3apEruCTPUPOBAHBI JOKYMEHTAIBHO B TIOTHOM O0BEMeE.

60. Eciu oT4eT mNOArOTaBIMBAET BEAYIIMI HCCIENOBaTelb, TO JAHHBIA OTYET JOJIKEH
COOTBETCTBOBATH TEM K€ TPEOOBAHUSM, UTO U 3aKIIFOUUTEbHBIN OTYET.

X. CrangapTHble ONEpALMOHHBIE ITPOLIETYPHI
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61. IlpaBmia ycraHaBIMBAaOT HEOOXOAMMOCTb BBEICHHS M COOJIOJCHHS COOTBETCTBYIOIIUX
yrBepxxaeHHbIX COII. JI511 MHOTOLIEHTPOBBIX UCCIIEAOBAaHUM IPUMEHSIOT CIIEAYIOIINE IPOLEyphl (HO He
OTrPaHUYUBAIOTCS UMH):

BBIOOP ¥ MOHUTOPHUHT MCTIBITATEIbHBIX IIJIOMIAJIOK;
Ha3HAUYCHME U 3aMEHa BEYILEro UCCIeI0BaTEes;
nepeaayda JaHHbIX, OMOJIOTHYECKUX 00pa3IoB ¥ MPOO MEXKY TUIOMIAKAMU;

MpOBEpKa MPABWIBHOCTA WJIM YTBEpXKIEHUE NepeBoaoB IuiaHa wuccienoBanuid win COIl na
WHOCTPAaHHBIN A3BIK; U

XPaHCHUC, BO3BpAT M YTHIIM3alHA HCCICAYCMBIX W CTAHAAPTHBIX BCIICCTB, HUCIIOJbB3YCMbBIX Ha
OTAJAJICHHBIX HUCIIBITATCIIbHBIX IIJIOMIaAKax.

62. IIpaBuna ycranaBnuBaoT HeoOxoaumocTs Hanuuuss COII HenmocpencTBEHHO B pacnopsKEHUN
IepCOHaja UCCIEOBAHUS IIPU OCYILECTBICHUH MCCIIEOBATEIBCKOM AEATEIbHOCTH, HE3aBUCUMO OT TOTO,
BBITIOJHSIOT JIU OHU paboTy B JJaHHBI MOMEHT.

63. Cnegyer obecrneuuTh coOMO/IeHUE TMepcoHanoM wucnbiTatensHoi tiomanku ee COIL Ecnu
TpeOyeTcs, 4ToOBl OHU COONIOJANM JAPYTrUe MPOIEAyphl, YKa3aHHBIC PYKOBOJIUTEIIEM HCCICIOBAHUS
(manpumep, COII, npeacraBieHHbIE PYKOBOJCTBOM HCIBITATENBbHON JabopaTopuu), TO 3TO TpebOBaHUE
JOJDKHO OBITh yKa3aHO B IUIaHE HcciefoBaHus. Bemyiuii nccnemoBaTeslb HECET OTBETCTBEHHOCTH 3a
o0ecrieueHrne TOTo, 4YTOOBI MepcoHan wucneiTarenbHo mmnomanaku 3Han COII, koTopeie cremyer
COOJTFOIaTh, U MEIT JOCTYI K COOTBETCTBYIOIICH JOKYMEHTAIUH.

64. Ecmu TpeOyercsa, uToObl MepcOHAN HUCIHbITaTedbHOW mom@aaku cobmogan  COIl,
MPEACTABICHHBIE PYKOBOJCTBOM  HCHBITAaTETbHON  J1abOpaToOpuu, PYKOBOJCTBO  HUCIBITATEIBHOU
IUIOIIAAKN JOJDKHO JaTh HAa ATO MHUCHMEHHOE COTJIACHE.

65. Eciu COIl wucneitatensHoil naOoparopum  ObUIM  CO3JIaHBl  JJISl  MCIIOJIB30BaHMS Ha
UCTBITATEIbHON IUIOIIAJKE, PYKOBOJCTBO HCIHBITATENbHON J1aOOpAaTOPUM JOJKHO OOECreduTh, YTOObI
kakue-mnoo mocienyromue penakuuu COIl, Beimyckaembie BO BpeMsi HCCIICOBAaHUs, HAMPABISIUCH
TaKXe M Ha HCIBITATENbHYIO IUIOLIAJIKY, a CTapble BEPCUM H3BIMAJIKNCh W3 HCIOIb30BaHUA. Bemymuit
UCCIIeIOBATENh JODKEH OOECIeYHTh, YTOOBI BECh IEPCOHANI HCHBITATEIHHON IUIOIMAAKH 3HAT O
nepecmotpe COII u nmen A0CTYN TOJIBKO K TEKYIIEeH aKTyalbHOI BEpCHH.

66. Ecnmu Ha wucneITaTenbHbIX IUlomiankax TpeOyercsa BeimonHATh COIl  ucnbiTarenbHON
nabopaTtopun, MoxkeT norpedoBarbes nepeBos COII Ha apyrue s3biku. B 3T0i cutyanun BakHO, 4TOOBI
J00BIE MEepeBOIbl TIIATEIBHO MPOBEPSUINCh, @ MHCTPYKIIMKM U 3HAUEHUE Pa3IMUYHBIX SI3bIKOBBIX BEPCHM
OCTaBaJIUCh MIEHTHYHBIMU. VICXOMHBIN SA3BIK (S3bIK OpPUTHHANA) J0JDKEH OBITh yKa3aH B IEpeBe/IeHHBIX
COIl.

XI. XpaneHue perucTpalioOHHbIX 3alIUCEN U MATEPUAJIOB

67. Bo BpeMs MpOBEACHUS MHOIOIEHTPOBBIX WCCIEIOBAHUN CIIEAyeT YAEIATh BHUMaHUE
BPEMEHHOMY XPAHEHUIO MaTepUajoB. Takue NMOMEIIEHMS ISl XpPaHEHUs JOJDKHBI HAJIEKHO 3alUIIAThH
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LIEJIOCTHOCTh UX COJAEPKMMOro. Eciu naHHble XpaHATCSA 3a IpelelaMH UCIBITaTeIbHOW jJaboparopuu,
ClIeAyeT YAOCTOBEPUTHCS, YTO HUCIHbITaTENbHAs IUIOIAJAKA MMEET BO3MOXKHOCTb OecHpensTCTBEHHOIO
J0CTyNa K TaHHBIM, KOTOPBIE MOTYT ITOTPeOOBaThCS AJISl aHATHM3a U IPOBEPKH.

68. Croco® XpaHEHHs PEruCTPAallMOHHBIX 3aluceil W MarepuanoB JOJKEH COOTBETCTBOBATH
npaBwiaM. Ecin nomemeHuss Juid  XpaHEHHMs Ha IUIOUIAJIKE HE  YAOBJIETBOPSAIOT IIpaBUiaM,
perucTpavoHHbIe 3alIMCH U MaTepHallbl CIeNyeT MepelaBaTh B apXUB, COOTBETCTBYIOIUI TpeOOBaHUAM
IIpaBUIL

69. PyKOBOACTBO HCHBITaTEIHON IUIOIMIAIKK JIOJDKHO O00€CeunTh, YTOOBI HMEIUCh BCE
COOTBETCTBYIOIIME IOKYMEHTBHI, YIOCTOBEPSIOIINE YIaCTHE UCIIBITATEIbHOMN TUIOMIAAKN B UCCIEAOBAHUU.

[Ipunoxenue N 4

K [IpaBunam

HaJJIexallel J1adbopaTopHOM MPaKTUKU
EBpa3uiickoro 53kOHOMHUYECKOrO
coro3a B cdepe oOpareHus
JIEKapCTBEHHBIX CPEJCTB

[TIOPSIJIOK
TIPUMEHEHUSI [TPABWJT HAJUTEXKATIEN TABOPATOPHOM ITPAKTUKH
EBPA3UICKOIO DKOHOMWYECKOI'O COIO3A B COEPE OBPAILIEHN S
JIEKAPCTBEHHBIX CPEJICTB K KOMITLIOTEPU3MPOBAHHBIM CUCTEMAM

1. O61uIre mosoxeHus

KoMmnbloTepu3upoBaHHbIE CHCTEMBI (Jlale€ - CHCTEMbI), HCIIOJIb3YIOIIMECS MpPH IPOBEACHHUU
UCCIEAOBAHUM, OTYETHl O PE3YJbTAaTax KOTOPBIX IMPEACTABIAIOTCA B YIOJIHOMOYEHHBIE OPIaHbI
rocyapcTB - 4jeHOB EBpa3zuiickoro sKOHOMHUYECKOTO COr03a (J1ajee - rocylapcTBa-uieHbl) B COCTaBe
PErMCTPAllMOHHOIO  [OChE  JICKAPCTBEHHOIO  IIpenapara, JOJDKHBI HMMETh  COOTBETCTBYIOIIYIO
KOHCTPYKIHIO, IOCTATOUYHYIO MOIIIHOCTh M OBITh MPUTOJAHBIMU JJIs LI€JI€H UCCIIEIOBAHUS, B KOTOPBIX OHU
npuMeHstoTes. CucTeMbl JIOJDKHBI  pa3paOaThiBaTbCs, BAIMIUPOBATBCA M SKCIUIyaTHMPOBAThCS B
COOTBETCTBMM C TMpPHUHLIMIIAMUA TpaBUI Haajexamed gabopaTopHOW mpakTuku EBpasuiickoro
SKOHOMHMYECKOTO COI03a, YTBEpkKAaeMbIX EBpa3uiickoil 5KOHOMHUYECKOW KOMHUCCHEH (1anee - mpaBuia),
KpOME TOTO, JOJKHBI OBITh YCTAaHOBJIEHBI COOTBETCTBYIOIIME MPOIEAYpbl KOHTPOJIS U TEXHUYECKOIO
00CITy’)KUBAHHsI TAaHHBIX CUCTEM.

HO}I Banmlauneﬁ CHUCTEMBI TIOHUMAIOT ITPOBEPKY U JOKYMCHTAJIbHOC ITOATBECPKIACHUEC ITPUTOJHOCTH
CHUCTCM CBOCMY IIPCAHA3HAUYCHUIO.

Hpouecc BaJInJalluiu HGO6XO)II/IM JJIA obecneyeHus rapaHTu COOTBETCTBUA CHCTCEM 3apaHEC
3aJaHHBIM TCXHHYCCKHM TpC6OBaHI/I$IM. Banmupamus monkHa OCYHICCTBIIATHCA 1O Hadalla SKCIJIyaTalluu
CUCTEMBI W TMPOBOAUTHCA HAAJICKAIIUM O6p330M TOJIBKO B COOTBETCTBHH C p33pa6OTaHHI)IM IIJIaHOM
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BajIyagalu.

II. ITpuHuMIIBI Ha[UIEKAIIEH Ta00PAaTOPHON MPAKTUKU
1 KOMIIBIOTEPU3UPOBAHHBIE CUCTEMBI

[Ipy mnpUMeHEHWW NPHHLHUIIOB HaIeKameHd 1a00paTOpHON NPAKTHKH K BBIIICONHMCAHHBIM
CHCTEMaM CJIeJlyeT MPUHUMATh BO BHUMaHue TpedboBanus myHkTos 52, 60, 66, 109, 116, 118 npasu.

1. O0sI3aHHOCTH ¥ OTBETCTBEHHOCTh

PykoBOACTBO MCHBITATEIHLHON JTAOOPATOPHM HECET OTBETCTBEHHOCTH 3a COOIIO/IEHUE TPeOOBaHMIA
MpaBWI, BKJIIOYas Ha3HAYEHHE Ha JODKHOCTh U 3(PPEKTUBHYIO OpraHU3alUI0 JIOCTATOYHOIO YHCIIa
KBaJM(HUIMPOBAHHBIX M OMNBITHBIX COTPYIHUKOB, pabOTAaOIIMX C CHUCTEMaMH, a TaKke 00sg3aHo
o0ecnieunBaTh, YTOOBI TMOMEIICHUS, OOOPYIOBaHHME U MpPOLEAYyphl 0OpaOOTKH [aHHBIX B CHUCTEMax
COOTBETCTBOBAJIM YPOBHIO TEXHMUYECKHUX TpPEeOOBAaHMM CHCTEM U LEJISIM MCCIEI0BaHUM, B KOTOPBIX
MIPUMEHSIOTCS] CUCTEMBI.

PykoBozicTBO ucnbITaTeIbHON 1a00PATOPUN HECET OTBETCTBEHHOCTH 32 00€CIIEYeHHE COOTBETCTBUS
CHUCTEM TMpEeIIojiaraeMoOMy Ha3Ha4YeHHIO. PyKOBOJCTBO HCIHBITATENIbHONW J1a0OpATOPUU  JTOJKHO
YCTAaHOBUTH B BUJIE MPUHATOrO MHUCbMEHHOIO JIOKYMEHTa IPHUHLIMIIBI OPraHU3alMU U BBIIOJIHAEMBIE B
o0jacTd aBTOMAaTH3allMU MPOLEAYPHl, TapaHTUPYIOIIUE pPa3padOTKy, BAIUIAIMIO, IKCIUTyaTallMio H
00CITy’)KUBAaHHE CUCTEM B COOTBETCTBHUH C IPUHIMIIAMHU HAJUIeKAIIEH Ta00paTOPHOI MPAKTHKH.

PykoBOJCTBO HCIBITaTEIbHONM 1a00paTOpUU JOJDKHO OOecredynBaTh, SCHOCTb W COONIOICHUE
MEPCOHAJIOM JIA0OPAaTOPUHU TMPUHIIUIIOB OPTraHW3AIlMM U BBHITOJHIEMBIX B O0JacTH aBTOMAaTHU3allUU
npoueayp, a Takke 3h(HEeKTUBHBIA KOHTPOJIb COONIIOICHUS JaHHBIX MPUHIUIIOB M BBINOJHEHUS JaHHBIX
IIpoLEeYD.

PykoBozicTBO HCHBITaTEIbHOM JA0OpAaTOPUM JOJDKHO Ha3HA4YaTh BBIJCJIEHHBIX COTPYAHUKOB, a
TaK)K€ YCTAHOBUTHb JUISI HHUX OTBETCTBEHHOCTh 3a pa3palbOTKy, BalMJALMIO, OJKCIUIyaTallul0 H
o0ciry>)kuBaHue cUCTeM. JlaHHBIN MepcoHal JOJKEH UMETh COOTBETCTBYIOIIYIO KBAIU(UKALIUIO, OMBIT U
JIOCTaTOYHYIO TOATOTOBKY JUISl BBIIIOJHEHUS CBOMX OOS3aHHOCTEH B COOTBETCTBUU C TPEeOOBAHMSIMU
MPaBUIL.

PYKOBOI[I/ITCJII/I HUCCICIOBaHUsA COIJIACHO Tp€6OBaHI/I$IM IIpaBHUJI HECYT OTBETCTBCHHOCTH 3a O6HIC€
IMPOBCACHUC HCCJIEIOBaHUM.

Ecin mnpu mnpoBeneHHMHM UCCiIEeNOBaHMM OyIyT HCIOJIB30BATbCSl CHUCTEMBI, PYKOBOJCTBY
UCTBITaTEIbHOHN abopaTopun HEOOXOAUMO 00eCIeUnTh, YTOOBl PYKOBOAUTENN MCCIE0BAHUS B TIOJTHOMN
Mepe UX UCIOIb30BAIIN B UCCIEAOBAHUM IS JOCTHKEHHUSI IOCTABIICHHON B UCCIIEA0OBAHUM LIEIIH.

OTBETCTBEHHOCTh PYKOBOOUTECIIA HCCICAOBAHUA B OTHOIICHHUU O6paIJ_ICHI/I$I C JdaHHBIMH,
IMOJIYYCHHBIMU B JJICKTPOHHOM BHAC, HWACHTUYHA OTBCTCTBCHHOCTHU IIpU pa60Te C JaHHBIMH,
XpaHAIIUMHUCA Ha 6YMa)KHOM Hocutene. B HCCIICAOBAHUAX, 3adBJISICMBIX KaK COOTBCTCTBYROIIIUC
Tpe6OBaHI/I$IM MpaBUJI CIICAYCT UCIIOJb30BATh TOJIBKO CUCTEMBI, IPOMICAIINE MPOUCAYPY BaIUJalHUHN.

2. Ilepconan
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[lepconait, UCHIOJIB3YIOMIMI CUCTEMBI, HECET OTBETCTBEHHOCTD 32 HKCIUTyaTallMI0 JAHHBIX CUCTEM B
COOTBETCTBMM C TpeOoBaHMsMH TmpaBuil. Ilepconan, KoTopblii pa3palaThiBaeT, BaTUAUPYET,
AKCIUTYaTUPYET U OOCITYKUBAET CUCTEMbI, HECET OTBETCTBEHHOCTD 3@ BBHIIOJHEHUE BHINICTIEPEUNCICHHBIX
MEPOMPUITHI B COOTBETCTBUU C TPEOOBAHUSAMU MPABUII U YCTAHOBIEHHBIMH TEXHUYECKUMH HOPMAaMHU.

OO0s3aTeNnbCcTBa U OTBETCTBEHHOCTh CITYKOBI oOecnieuenus kadecta (nanee - COK) B oTHOmeHUM
OLIGHKH CHCTEM JOJIKHBI OBITH OMpeesieHbl PYKOBOJICTBOM HCIBITATEILHON TaOOpaTOPUH U BHECEHBI B
CITy’)keOHBbIC MHCTPYKIIUU U CTaHJAPTHBIMH ONEpanuoHHbIMU Tiporieaypamu (naiee - COII). IIporpamma
o0ecrieueHurs KauecTBa JI0JDKHA BKIIIOUATh B ce0s MPOIeTypbl U METO/Ibl, TAPAHTUPYIOLIME COOTBETCTBUE
BCEX OJTAloOB BaUAAIMH, JKCIUTyaTalldd W TEXHUYECKOTO OOCTY)KWUBaHUS KOMITBIOTEPU3UPOBAHHBIX
CHUCTEM YCTAaHOBJICHHBIM cTaHgaptaM. Kpome Toro, mporpamma oOecrneueHus KadyecTBa JOJDKHA
BKJIFOYATh B ce0sl MPOLEAyphl M METOIbl YCTAHOBKH NMPHOOPETEHHBIX CHUCTEM H TPOIECC pa3padOTKH
CUCTEM BHYTPEHHUMU CHJIAaMU OpTaHU3AIIH.

[Tepconan COK fmomkeH KOHTPOJMPOBATH COOTBETCTBHUE CHCTEM MPHHIMIIAM HaJJIeXkKalen
1ab0paTOpHON MPAKTUKU W JODKEH MHpoiiTH oOydeHHe HEOoOXOAMMBIM CHEeNHATbHBIM (TPOPUIBHBIM)
texHudeckuM HaBbikaM. [lepcornan COK moimkeH OBITH 3HAKOM C CHCTEMaMH B JIOCTATOYHOW CTEICHH,
94TOObl HMMETh BO3MOXXHOCTh BBIHECTH B OTHOUICHHM KayeCTBA HMX BAIMJAIMUA HUX OOBCKTHBHBIC
3aMeUYaHus; B HEKOTOPBIX CIydasX MOXKET MOTPeOOBAThCS Ha3HAYCHUE MPOQPIIILHOTO ayANTOpA.

Jns o63opa nmanubeix mepconan COK nomkeH HMMeTh HEMOCPEICTBEHHBIM JOCTYN € IpaBaMH
MOJIH30BaTENS "TONBKO JJI YTEHUA" K JaHHBIM, XPAHSIIUMCS B CUCTEME.

3. O6yuenue

[TpaBmiia ycTaHABIMBAIOT, YTOOBI B UCIBITATEIFHON JIAOOPATOPUH MMEJICS KBATH(DHUIIMPOBAHHBIN H
OTIBITHBIA MEPCOHAN HaJUIekKAIIero ypPOBHS, JOKYMEHTHPOBaHHBIE y4ueOHBIE MPOrpaMMbl MO padoTe ¢
CHUCTEMaMH Kak i oOydeHusi Ha pabodyeM MecTe, TaK U, MPU HEOOXOJWMOCTH, Ha BHEIIHUX YYEOHBIX
Kypcax. 3amucH 0 moJ00HOM O0yYEeHHH TOJKHBI OBITh COXPAHEHBI.

Brlmeyka3aHHOE MOJIOKEHHE PacCHpOCTPAaHAETCS Ha BECh IEPCOHAN, HCIOIB3YIOIIHUNA B CBOEH
paboTe cUCTEMBI.

II1. TTomenienust u 060pyAOBaHUE

s mpoBenieHHs HMCCIEeIOBaHUN B COOTBETCTBMM C TpeboBaHusMM IlpaBui TpeOyercss Hanmuuue
COOTBETCTBYIOLIMX MOMEIIEHUN U 000pynoBaHus JUIsl obecriedeHus GyHKIMOHUpOoBaHUs cucteM. Kpome
TOT0, K CUCTEMaM IPeIbABIAIOTCS CIEAYIOIINE ClelhanbHble TPeOOBaHuUS.

1. ITomemenus

Heo6xoanmo obecrieunTs GU3NUECKOE PACIIONIOKEHHE KOMIIBIOTEPHOTO allapaTHOro ooecneyeHus,
nepu@epruiHbIX KOMIIOHEHTOB, KOMMYHHUKAIIUOHHOTO OOOpYIOBaHUS M JJIEKTPOHHBIX HOCHUTEJEH
uHbopMalMu Uil Hajuexamero (GpyHKIuoHupoBaHHUs cuctembl. Crienyer n30eraTb BO3ACHCTBUS Ha
CUCTEMBI J3KCTPEMAJIBHBIX TEMIICPATYP M BJIA)KHOCTH, IBIIH, 3JICKTPOMArHUTHBIX IIOMCX H OJIM3KOTO
pacIioyIO’KEHUs] CUCTEM K KaOelsiM BBICOKOTO HANpsDKeHHs, KpoMe cllyyaeB, Korja oOopyJoBaHue
CHelHaIbHO MPEeAHAa3HAUEHO ISl paOOTHI B MOT0OHBIX YCIOBHUSX.
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Taxke HEOOX0AMMO 00ECIEUNTh HAUIEKAILEE HICKTPOIUTAHUE KOMIIBIOTEPHOTO0 000PYI0BaHUS U,
IIpU HEOOXOIMMOCTH, PE3EPBHOE KOIUPOBaHME WIN OecrepeOOHHOe NUTAHHWE CHCTEM, HEUCIPAaBHOCTh
KOTOPBIX MOKET MOBJIUATH Ha PE3YJIbTaThl UCCIIEIOBAHUSL.

Heo0xoauMo MMeTh COOTBETCTBYIOIIME TOMELICHUS JUIS OE30IacHOT0 XPaHEHHS AIICKTPOHHBIX
HOcuTenel nHdopMaIuy;

2. O6opynoBanue
AnmapatHoe u IporpaMMHOE 00ecrieueHre

Cucrema sBiseTcss TPYNION anmapaTHbIX KOMIIOHEHTOB M COOTBETCTBYIOLIETO IMPOrPaMMHOIO
obecrieueHus, pa3pabOTaHHBIX M COOPaHHBIX AJISl BBIIOJIHEHHS ONPENCICHHOW (DYHKLIUH WM TPYIIIBI
byHKIHIA.

K annapatHoMy oOecrneyeHHMIO OTHOCSTCS MaTepuallbHble KOMIIOHEHTBI CHCTEMBbI, COCTOSILUE M3
KOMIIBIOTEpA U NEepUPEPUNHBIX KOMIIOHEHTOB.

[TporpamMHoOe oOecreueHre NpPeACTaBIseT COOONH KOMITBIOTEPHBIE IPOTrPAMMBI, YIPABISAIOIINE
(YHKIMOHUPOBAHUEM CHUCTEMBI.

Bce TpebGoBanus IlpaBun, npumeHseMbie K 00OpYyIOBaHHIO, B PABHOW CTENEHU MPUMEHHMBI K
anmapaTHoOMY, U IPOTPAMMHOMY 00€CIIEYECHHUIO.

KommyHnukanun
KoMMmyHuKaIum, OTHOCSIIUECS K CUCTEMaM, JIEJSATCS Ha 2 OCHOBHBIE KaTETOPUU:
KOMMYHUKaMHA MEXI1Y KOMIIBIOTEPAMU;
KOMMYHUKAITUU MEXTY KOMITbIOTEpaMH U nepuepuitHpIMU KOMITOHEHTAMH.

Bce KOMMYHUKAlIMOHHBIE JMHUMU SBISIIOTCA IOTEHUMAIbHBIMU HCTOYHMKAMU BO3HUKHOBEHUS
OmuOOK, KOTOphIE MOTYT TPUBECTH K TIOTEpe WM TOBPEXKIEHUIO NaHHbIX. Jlms obecnedeHus
0€30MacHOCTH W 1EJTOCTHOCTH CHUCTEMBl JIOJDKEH OBITh 00eCnedYeH COOTBETCTBYIOIIUN KOHTPOIb
MIPOLIECCOB pa3pabOTKH, BAIUAIMH, SKCILTyaTallui U TEXHUYECKOTO 00CITYKUBAHUS CUCTEM.

IV. Texauueckoe 00Cy)KUBaHUE U aBapUIHOE BOCCTAHOBJICHUE

Bce cucrembl cneayer ycTaHaBiMBaTh M OOCHY>KMBaTh TakKuM 00pa3oMm, 4TOObl OOecrneunBaTh
HEMPEPBIBHOCTH UX PaOOTHI.

1. Texuuueckoe o0CITy)KMBaHUE

JomxHpl OBITh B HAIWYUM, TMPUHATBIE B BHJE NHUCHBMEHHOTO JOKYMEHTa MPOLEAYPHI,
OXBAaTHIBAIOIINE KAK TJIAHOBOE MPO(UIAKTHUECKOE OOCITYKMBaHHE, TaK U YCTPAHCHUE HEUCIIPABHOCTEH
CUCTEM. DTH MPOLEAYPHI TOKHBI UYETKO OMPEIENSITh POJIb U OTBETCTBEHHOCTh BOBJIEUEHHOI'O B MPOIECC
TEXHUYECKOIo 00CIyKMBaHUS CHUCTEM IepcoHaia. B cioyyasx kornaa Takue ornepanuu no o0CiIyKMBaHHUIO
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TpeOyOT HM3MEHEHHMH ammapaTHoro M (WIM) MNPOrpaMMHOTO OO0ECHeueHHsl, MOXKET BO3HUKHYTh
HEO0OXOIMMOCTh TOBTOPHOM BalWJallMM CUCTeM. Bo Bpemsi pyTHHHON paboOThl CHCTEM JOJKHA
3aMMCBIBaThCSl MHGPOpPMALUs O JIOOBIX MpoOieMax M HECOOTBETCTBHSIX B CHCTEMax, a TaKXkKe JIIOObIe
MPeANPUHATHIC TIEPCOHAIOM EHCTBUS MO UCIPABICHUIO BO3HUKIIUX MTPOOJIEM U HECOOTBETCTBHIA.

2. ABapuitHO€ BOCCTaHOBJICHUE

JloKHBI OBITH B HAJIMYUU, IIPUHATHIE B BUJI€ HTUCBMEHHOTO JOKYMEHTA IPOLEyphl, ONUCHIBAIOLINE
MEpbl, KOTOpblE HEOOXOAUMO MPEANPUHATH B ClIyda€ YAacTUYHOIO WJIM IIOJHOIO  OTKasa
KOMIIbIOTEPU3UPOBAHHON CHUCTEMBl. Mepbl MOTYT BapbHpOBaThCs OT 3AIUIAHMPOBAHHOTO COKpAILEHUS
anmnapaTHOro oOOpyIOBaHMS CHCTEMbI IO OTKa3a OT UCIIOJIB30BAHUS CUCTEMBI U IE€pPEXoja Ha paboTy ¢
OyMa)KHBIMU HOCUTENIIMU MH(popManuu. Bee mianbl 1eHCTBUS B aBapUIHBIX CUTYalMsIX JOJKHBI OBITh
TIIATEIBHO TOKYMEHTHPOBAHBI U BAJIMIUPOBAHbI; OHU JIOJKHBI 00€CIIeUNBATh COXPAaHEHHUE HETPEPHIBHOM
LIEJIOCTHOCTU JaHHBIX M HE JOJDKHBI KakKMM-TMOO 00pa3oM yrpokaTh ucciefoBanuto. Ilepconan,
y4acTBYIOUIMI B IPOBEJCHUM UCCIIEIOBaHUS B COOTBETCTBUU C TpeOoBaHusiMU [IpaBui, AOMKEH OBITh
OCBEZIOMJIEH O HAJIMYMHU JAHHBIX IJIAHOB ACUCTBUS B aBAPUMHBIX CUTYaLUAX.

Hpoueaypbl BOCCTAHOBJICHHUA CHCTCMbI OOJDKHBI 3aBUCCTHL OT CTCICHU KPHUTHUYHOCTH CHCTCMBI.
H606XOI[I/IMO HMCTb B HAJIMYHUU PC3CPBHLIC KOIIMH BCCX IIPOrpaMM. Ecmu npoueaypbl BOCCTAHOBJICHUA
BBI3BIBAIOT HM3MCHCHUC allllapaTHOro MHJIW MIPOrpaMMHOIO O6€CH€‘ICHI/I$[, MOXKET HOTp€6OBaTI)C$I
IMOBTOpHAaA Bajlndalusa CUCTCMBI.

V. [la"Hble

B cooTtBeTcTBHU C Tpe6OBaHI/IHMI/I HpaBI/IJ'I INCPBUYHBIMU JaHHBIMH ABJIAKOTCS OpUT'MHAJIBI 3anucei u
AOKYMCHTAIMKU, BKJIKOYad MJAaHHBIC, KOTOPBIC HAIPAMYIO BBCACHBI B KOMIBIOTCP YCPE3 HHTCp(i)efIC
an60pa, KOTOPBIC SBJIAKOTCA PE3yJIbTaTaMU OPUIHHAJIBHBIX JSKCIICPUMCHTAJIBHBIX Ha6JHO,Z[CHI/II71 u
Z[GI\/’ICTBI/II\/'I B XO0A€ HCCICAOBaHUA U HGO6XOI[I/IMI>I JUIA (1)0pMI/IpOBaHI/ISI N OLCHKHW OT4Y€Ta O JaHHOM
HCCICOOBAHUH.

Cucremsl, paboTaromie B COOTBETCTBHH ¢ TpeOoBaHusMHU [lpaBmi, MOryT OBITH CBSI3aHBI C
NEpBUYHBIMU JaHHBIMM C MCIIOJB30BAaHMEM PpA3IMYHBIX HOCUTeNed uHpopMmanuu (Hampumep,
AJIEKTPOHHBIX HOCUTENIEH HMH(OpMAIMK, PAaCHedaToOK C KOMITBIOTEpa WM TPUOOPOB, a TAKKE KOMUH
MUKpo(pmiIbMOB (Mukpodu)). HeoOxoaumo, utoObl BHJ HocuTesned WHGOpMalMU Ul MEPBUYHBIX
TAaHHBIX OBUT OTIpeeNieH U KaXX/I0i CHCTEMBI.

Ecnu cucremsl ncnomnb3yrores uis coopa, 00pabOTKH, MpeICTaBIeHUs] UM XPaHEHUs! MEPBUYHBIX
JaHHBIX B DJIEKTPOHHOM BHJE, TO KOH(UTYpAIHsi CHCTEMBI BCET/Ia JOJDKHA 00eCIeYnBaTh COXpPaHEHUE
ayAMTOPCKUX JaHHBIX B TOJHOM 0OBeMe, 4TOObl OblIa BO3MOXKHOCTH IMPOCIEIUTh BCE H3MEHEHMS
JaHHBIX, B TOM YHCJ€ M TEPBUYHBIX NaHHBIX. JloJkHA OBITH BO3MOYKHOCTH HACHTHU(HUKAIMH BCEX
BHECEHHBIX U3MEHEHUH TaHHBIX C JINL[AMH, KOTOPbIE BHECJIN 3TH U3MEHEHUS ITPU MOMOILH (3JIEKTPOHHOM)
MOJIHCH C YKa3aHWEM BPEMEHH U JIaThl BHECCHHS M3MEeHEHUH. [[pnIrHbI BHECEHUS! N3MEHEHHIA JTOJIKHBI
OBITh yKa3aHbI.

Ecmm INEPBUYHBIC JAHHBIC XPAHATCA Ha DJICKTPOHHBIX HOCHUTEIAX I/IH(i)OpMaHI/II/I, TO H€06XOHI/IMO
00eCIeYnTh BBIIOJHECHUE Tp660BaHHﬁ o ux AOJIrOCPpOYHOMY XPAaHCHHIO B 3aBUCHUMOCTHU OT THIIA
XPpaHUMBIX JAHHBIX W OXKUAAEMOT'0 CpOKa CJ'I}’)K6BI CHUCTCMBI. HpI/I HN3MCHCHHUH B CUCTEMC aIlllapaTHOI'o U

www.consultant.ru Crpanuua 79 u3 100
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/

PelwweHve CoseTa EBpasuiickol skoHoMUYeckol komuccum ot 03.11.2016 N
81
"06 yTBepxaeHuUM MpaBun Hagnexallen nabopaTopHoii Npak...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

IPOrPaMMHOTO O0ECIeYeHUs1 JOJDKEH OBITh COXpPaHEH JOCTYN K TIEPBHUYHBIM JaHHBIM CTapoi
KOH(UIypalHuy CUCTEMbI U UX 0€30I1acCHOe XpaHEHME JUIsl TapaHTUPOBAHMs LIEIOCTHOCTH JaHHBIX. Takast
BCIIOMOTaTeNbHas HH(OpMAIHsI, KaK KypHaJIbl 00CTy>KUBAHH 000pYIOBaHHS U TIPOTOKOJIBI KaTUOPOBKH,
KOTOpasi He0OXoauMa JJIsl TOJATBEPKAECHUS JOCTOBEPHOCTH MEPBUYHBIX JAHHBIX MM KOTOpPas IO3BOJISET
BOCCTAHOBUTH OTAEIbHBIN SKCIIEPUMEHT WM BCE HCCIIEI0OBAHNE, TOJDKHA OBITh COXpaHEHa B apXUBaXx.

COII i obecrieueHus: pabOThl CUCTEMBbI TaKKe JJOJKHBI OITUCBIBATh AJIbTEPHATUBHBIE IPOLIEAYPHI
cOopa JaHHBIX, KOTOPBIM HEOOXOAUMO CIIEZOBATh B ciaydae cOos cucteMsl. [Ipu Takux obcTosTenbeTBax
JMr00ble BPYUYHYIO 3allMCaHHbIE MEPBUYHbBIC JIAHHbIC, U B JaJbHEHIIEM BBOJUMBIE B CUCTEMY, JIOJIKHbI
OBITh 4eTKO 0003HaueHbl B KayeCTBE TAKOTO BHUJA COOPAaHHBIX JAHHBIX M COXPAaHEHBI B KadyeCTBE
nepBUYHbIX 3anucedl. Ilpoumeaypsl 1O pe3epBUPOBAHMIO JAHHBIX, IMPOBOAMMBIE IIPU IOMOIIM
JIbTEPHATUBHBIX NpOLENyp (HAIpUMEp, PyYHbIX 3alMCeN), JODKHBI CBECTH K MUHUMYMY PHUCK IOTEpU
JAHHBIX U FapaHTUPOBATh COXPAHECHUE TAKUX 3aAIHCEH.

B cnyuae ycrapeBaHusi cuCTeMbl HEOOXOIMMO IEPEBECTU AIJIEKTPOHHBIEC MEPBUYHBIC JAHHBIC U3
OJTHOM CHUCTEMBI B JIPYTYIO, IIPU 3TOM JIaHHBIM MPOIECC JOHKEH OBITh TOKYMEHTHPOBAH HAJICXKAIIUM
o0pa3oM, a IEIOCTHOCTh JAHHBIX IMOATBEpXkACHA. B cilydae, ecnm TMOJOOHBIA MEPEHOC NaHHBIX HE
OCYILIECTBUM IPAKTUYECKH, TEPBUYHBIC NaHHbIC IOJKHBI OBITh TMEPEHECEHbl Ha JIPYroil HOCHUTEINb
nHQOpPMAlMM W WX TOYHOE KOIHUPOBAHHE JOJDKHO OBITh TOJTBEPXKICHO O HaJala yIaJICHHS
OPUTMHAJIBHBIX SJICKTPOHHBIX 3aITUCEH.

VI. KomnbroTepHas 6€30macHOCTb

I[J'IH 3alIUThI aIllapaTHoro O60py,Z[OBaHI/I$[, IMporpaMmMHOI0 obecreyeHnss U CaMHX JaHHBIX OT
MOBPCIKACHW A, HCCAHKIINOHUPOBAHHOI'O U3MCHCHHA WJIN MOTCPU JAHHBIX HOJIKHBI OBITH IIPUHATHI B BUAC
IMUCBbMCHHOT'O JOKYMCHTA MPOLCAYPHI obOecreyeHns1 6€30IaCHOCTH.

B nanHoM koHTekcTte "Oe30macHOCTh" O3HA4YaeT MpPeAoTBpalleHHEe HECAaHKIIMOHUPOBAHHOTO
JIOCTYTAa K JAHHBIM WU MPEIOTBPAIlllEHUE U3MEHEHUN KaK CUCTEMBI B IIEJIOM, TaK U U3MEHEHUI JaHHBIX,
XpaHAIIHUXCA B HEeu. Cnez[yeT YUYUTBIBATE BO3MOKHOCTb MOBPCKACHUA JAaHHBIX BUPYCaMU WJIN APYTHUMU
porpaMMaMu-areHTaMu. JIomKHbI ObITh IPUHSATHI MEpbl 0€30MaCHOCTH, 00ECTIEYNBAIOIINE 1IETTOCTHOCTD
AAaHHBIX IIPHU KPATKOCPOYHBIX U AOJTOCPOUYHBIX c00sIX CUCTEMBI.

1. ®usnueckas 6€3011aCHOCTH

B unensx orpaHumdeHusi goctyna K KOMIBIOTEPHOMY U KOMMYHHMKAI[MOHHOMY O0OOpPYAOBaHHIO,
nepudepuiHbIM KOMIIOHEHTaM M 3JIEKTPOHHBIM HOCUTENSIM MH(POPMALIUU U €r0 MPel0CTAaBICHUS TOIbKO
YIOJTHOMOYEHHOMY IEPCOHANTY, HEOOXOAMMO IPUMEHSATh (PHU3HUECKHE MEPHI 0€3011aCHOCTH.

K o6opynoBaHuio, KOTOpOE€ HE PACHOJIOKEHO B CHEUUATHHBIX "KOMIBIOTEPHBIX MOMEIIEHUsIX"
(Hanmpumep, TEPCOHATBHBIM KOMIIBIOTEpAM M TEPMHUHAJIaM), TOJDKHBI MPUMEHSTHCS KaK MUHUMYM
CTaHJIapTHBIE MPOIIEAYPHI KOHTPOJIIS JOCTYIIa, UMEIOIINECs B UCIIBITATEeIbHON JabopaTopuu.

B Ttex wucneiTarenbHbIX J1a0opaTopusix, TJe Takoe oOOpyAOBaHHE pacrojaraercs yAaJeHHO
(HampuMep, MPH UCIIOJIb30BAaHUH MOPTATUBHBIE KOMIIOHEHTOB U JIMHUN MOJIEMHOI CBSI31), TOJI’KHBI OBITH
MIPUHSATHI IOMOJHUTENIbHbIE MEphI o0ecriedeH s PU3ndeckoil 6€30MacHOCTH.

2. Jlornueckast 0€30MaCcHOCTD
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YToOBI IPEIOTBPATUTH HECAHKITMOHUPOBAHHBIN JOCTYI K CHCTEME, IIPOrPAMMHBIM IPUIIOKCHHUSIM H
JaHHBIM, HEOOXOIUMO O0ECIeYUTh MEphl JIOTMYECKOW O€30MacHOCTH IS KaXKIOH CHCTEMBI WIH €¢
MPOrpaMMHOTO TpwiIokeHus. HeoOxomumo oOecnieunBaTh HCIOJIb30BAaHUE TOJBKO YTBEPXKICHHBIX
BEPCHI U BaTUJAMPOBAHHOTO MPOrPaMMHOTO oOecrieueHus. Jlornueckass 6€30MacHOCTh BKJIFOYAET B ceOs
HEO0OXOIMMOCTh BBEJICHUS YHUKAJIBLHOTO HICHTH(PHUKATOPA TOIH30BATEIISI C COOTBETCTBYIOLIUM MapoJieM
U BXOoAa B cucteMy. JI1000il BBOJ JaHHBIX WM YCTAHOBKY MPOTPAMMHOTO OOECTICUEHUSI U3 BHEITHUX
HMCTOYHHUKOB CJICJIyeT KOHTPOJIHUPOBATh. Takue 3JeMEHTBI KOHTPOJII MOTYT 00€CIIEYMBATHCS C ITOMOIIBIO
MPOrPaMMHOTO  O0ECIeYeHUs] ONEPAllMOHHOW CHCTEMBI KOMIIBIOTEPa, CHEIHAIBHBIX IPOTPAMM
0€30IMaCHOCTH, BCTPOCHHBIX B IIPUJIOKEHUS MPOICAYP, MIIM KOMOMHAIIMIA BCErO BHIIICIIEPCUNCICHHOTO.

3. I1emoCTHOCTD TaHHBIX

[TonnepkaHue IEIOCTHOCTH JAHHBIX SIBJISETCS OJHUM U3 TJaBHbIX TpeOoBanuii [IpaBui,
HEoOX0IMMO, dYTOOBI BECh TIEPCOHAN, CBSI3aHHBIA C CHUCTEMOW, OBUI O3HAKOMIIEH M TIOHUMAI
HEOOXOJMMOCTh MPUMEHEHHSI Mep 0e30macHOCTH. PyKOBOJICTBO UCHBITATEIBHON 1a00paToOpuu JTOHKHO
rapaHTUPOBATh, YTOOBI MEPCOHAT OB 03HAKOMIICH C BaXKHOCTHIO oOecrieueHus: 0€30MacHOCTH JaHHbBIX,
MPUMEHSIEMBIX MPOLEAYPaX U OCOOCHHOCTSIX CHUCTEMBbI, KOTOPBIC MO3BOJISIFOT 00ECIEUYNUTh HA/JICIKAIIYEO
ee 0€30MacHOCTb, a TAKIKE OCBEIOMJICH O TIOCIIEICTBUSIX HECOOIIOACHUS Mep 0€30MMacHOCTH.

OyHKIIMU CHCTEMBI, OO0ECIEYMBAIONINE IEJIOCTHOCTh JAHHBIX MOTYT BKJIKOYaTh IUIAHOBOE
HaOJIfOJICHUE 3a JIOCTYIIOM K CHCTEME, BHEApPEHHE IporpaMMm Bepudukamwu (GailyioB U OTYETOB 00
HCKIIFOYCHHAX U (WJIH) TTpaBUjIaxX.

4. Pe3epBHOE KOMUPOBAHUE

PesepBHOE KOMHMpOBaHHE MPOTPAMMHOIO OOecTeyeHus] W JaHHBIX SIBISIETCA CTaHIapTHOM
MPaKTUKOW mMpu paboTe C CHUCTEMOW, KOTOpas IMO3BOJSET BOCCTAHOBUTH CHUCTEMY IOCTE JIFOOBIX
HEeMNoNaJ0K (HampuMmep, MOBPEXKIECHUS AUCKA), CTABSAIIMX O] YIPo3y LETOCTHOCTh CHCTeMbl. B maHHOM
ciydae JIOMyCKaeTcss BO3MOKHOCTh MEPEBOJIa PE3EPBHOM KOMUM B TIEPBUYHBIC JaHHBIC, ITOCJIE YE€r0 OHU
JOJHKHBI pacCMaTpPUBAThCS KaK MIEPBUYHBIC JaHHbIE.

VII. Bannpanus KOMIIBIOTEPU3UPOBAHHBIX CUCTEM
CucreMbl JOMKHBI OBITH TPUTOTHBI JUISI IPEAYCMOTPEHHOTO Ha3HAYSHHUSI.
1. [IpueMoYHbIE UCTIBITAHUSA

KomnproTepu3upoBaHHbIe CUCTEMBI JIOJDKHBI ObITh CIPOEKTUPOBAHBI TaK, YTOOBI COOTBETCTBOBATH
TpeboBanusiM IlpaBmwin. OHU MOKHBI OBITH YCTAHOBJEHBI B COOTBETCTBHHM C TPEABAPUTEIHHO
pazpaboTaHHbIM IUTAaHOM. [Ipu 3TOM HEOOXOAUMO HaJMYKMe COOTBETCTBYIOIIECH JOKYMEHTAIUH,
MOATBEP)KIAIONIEH, YTO KaxkJaas cucreMa Oblla pa3paboTaHa IMOJ COOTBETCTBYIOIIMM KOHTPOJIEM H
(MIpeAnOYTUTENHHO) B COOTBETCTBUU C OOIICTIPU3HAHHBIMU CTaHAAPTAMHU KadecTBa U TEXHHUUYECKUMHU
craggaptamu (Harpumep, UCO 9001). JlommkHBI OBITH TaK)Ke TMPEIOCTABIEHBI JOKA3aTeIbCTBA TOTO, YTO
cuctema ObUIa HaJIEKAIUM 00pa3oM MPOTECTUPOBAHA HCIIBITATENLHON T1a0opaTopueil Ha COOTBETCTBHE
KPUTEPHUSM NMPUEMKH JI0 BBEJICHUS B pyTHHHOE HCTIOJIb30BaHUE.
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[Tpoueaypa OQUIMAIBHOTO NPUEMOYHOTO HCHBITAHUS TpeOyeT TMPOBEICHUS WCIBITAaHUA B
COOTBETCTBUM C 3apaHEE YCTAHOBJIEHHBIM IUIAHOM U COXPAHEHMs TOKYMEHTHUPOBAHHOI'O CBUJIETENIbCTBA,
COZIepPKAIIETO CIEAYIONTYI0 HH(POPMALIHIO:

IIPOLEAYPHI UCIIBITAHUS;

JIaHHBIE IPOBEJICHHOTO UCTIBITAHUS;
pe3yNbTaThl UCIIBITAHUN;

oduIaIbHas CBOJIKA 00 UCIIBITAHUY;
3allMCH O IPUEMKE PE3YIbTAaTOB UCIIBITAHUS.

Jonyctumo, 4TtoObl Oonblllass YacTh JOKYMEHTAllMM, OTHOCSIIAsCS K  YCTAHOBJIEHHBIM
IIPOM3BOJIUTENIEM CHUCTEMaM M CO3[aHHasg B Ipolecce pa3pabOTKM CHUCTEM, XpaHWIach Ha caifTe
npousBoauTeld. B aTom ciyuae, nanHble ohULIMaIbHON OLEHKHU U (WJIM) ayAUTa IPOU3BOIUTENS IOJIKHBI
OBbITh B HAJIMYMHU B UCIIBITATEIIbHON JabopaTopuu.

2. PCTPOCHGKTI/IBHaH OLICHKa

Ecnu ansa yxe MCHOIB30BAaHHOM CHUCTEMBI HEOOXOIUMOCTh coOmrofeHus Tpeboanuii [IpaBun He
Obula TIpeayCMOTpEHa WM YKa3aHa, JODKHO OBITh B HAJIMYMHM JOKYMEHTaJIbHOE OOOCHOBaHHE
BO3MO>XHOCTH HCIIOJIb30BAHUSI TAKOH CHCTEMBI, KOTOPOE MOJKHO BKIIOYaTh B ce€0sl pEeTPOCHEKTHUBHYIO
OLIEHKY, UCIIOJIb3YEMYIO JUIsl BalluAalMK (ONpeaeIeHUs] IPUTOJHOCTH) CUCTEMBI.

PerpocniekTBHas OLIEHKA BKJIIOYAET:

cOOp BCeX apXUBHBIX 3aMHUCEH, CBSI3aHHBIX C CUCTEMOM;
paccMOTpEeHHE U COOCTBEHHO OIICHKY 3aIluceit;
COCTaBJICHUE TUCbMEHHOW CBOJIKH.

B nmuceMeHHO CBOAKE peTPOCMEKTUBHOMN OLIEHKH HEOOXOIMMO YKa3blBaTh, KaKHe JOKa3aTelbCTBa
BAJIMJAIIMK JIOCTYIIHBI, a TakKe, KaKhe IIard cleAyeT MNPEANpUHATh B OyaymeMm s oOecredeHus
BaJIMJALIMU TAKOH CUCTEM.

3. KonTponb n3MeHeHni

KoHTponb n3MeHeHni Kak BUJ BaIMJALMU CUCTEMBI O3HAYAET YTBEPKIACHUE U TOKYMEHTUPOBAaHUE
JT000r0 M3MEHEHUs! CUCTEMBl B T€UEHHE CpoKa ee dKciutyarauuu. KoHTponb M3MeHeHui HeoOXOoIuM B
Cllydasx, KOIZla M3MEHEHHMS MOTYT IOBJIMATH HAa CTAaTyC BaauAaluu cucrteMsbl. lIponeaypsl KOHTposs
M3MEHEHUH JOKHBI IPUMEHSATHCS Cpasy MOCie MOATBEPKACHNUS TOTOBHOCTU CUCTEMBI K IKCILTyaTaI[|H.

B mnpomnenype KOHTponss HM3MEHEHHMH JOJDKEH OBITh OMHCAaH METOJ OLIEHKH, TTO3BOJISIONIHIA
ompenensaTh O00BEM TMOBTOPHOTO HWCIMBITAHUSA, HEOOXOMAUMOTO JUIS TOJACPKAHUS CHCTEMBI B
BaJIMIMPOBAHHOM COCTOSHMHM. B pamkax BBIMIOJIHEHUS MPOLEAYP KOHTPOJS M3MEHEHUH OJIKHBI OBITh
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OTIpe/IeTICHBI JINIIA, OTBETCTBEHHBIC 32 OMpeelieHne HEOOXOAMMOCTH MPOBEICHUS KOHTPOJISI U3MEHEHUH
1 ero ogo0peHue.

HezaBucuMO OT HMCTOYHMKA TMPOUCXOXKIEHUS HM3MEHEHUsI (TIOCTaBJICHHAs]  BIAJCNIbLIEM
MIPOrpaMMHOTO OO0ecleueHusl CHCTeMa WM CHCTeMa COOCTBEHHOW pa3pabOTKH) COOTBETCTBYIOIIAS
uH(popManus NOJDKHA OBITH MPEACTaBlIeHa KaK 4YacTh Ipolecca KOHTpoJds u3MeHeHuid. [Ipouemnypsl
KOHTPOJISI U3MEHEHU JOJIKHBI TapaHTUPOBATh LIEJIOCTHOCTh JIAHHBIX.

4. MexaHu3M NoIepKKU

Jns oOecnedyeHHss COOTBETCTBHUSI CHUCTEMBI MPEIyCMOTPEHHOMY HAa3HAUYEHUIO JOJDKHBI OBITh
CO3JIaHBl MEXaHU3MBI TOIJIEPKKHU, 00ECIIEYNBAIOIINE KOPPEKTHOE (DYHKIIMOHUPOBAHUE U UCIIOIb30BaHHUE
cucrembl. OHU MOTYT BKJIFOUaTh B ce€0sl CHCTEMY yIpaBlieHUs, 00ydeHue, o0CIyKHUBaHUE, TEXHUUECKYIO
MOAJEPKKY, ayAUT U (WIM) OLIEHKY OJKCIUTyaTallMOHHBIX Mokas3aTened. OlleHKa 3KCIUTyaTallMOHHBIX
MOKa3aTesnel 03HayaeT HOMUHAJIBHBI OCMOTP CHUCTEMBI YEPE3 OINpPEAEIICHHbIE POMEXYTKU BPEMEHH C
HENBI0 TIOATBEP)KICHHUSI COOTBETCTBUS CHUCTEMBI YCTAaHOBJICHHBIM KPHUTEPHsIM (YHKIMOHUPOBAHUS
(Hampumep, HAJAC)KHOCTH, YyYBCTBUTEIBHOCTH, IPOU3BOICTBEHHON MOIIIHOCTH).

VIII. JlokymeHTHpOBaHue

Hepe‘lI/ICHGHHHe HHMXKXC II0ApPa3aciibl IIPCACTABIISAIOT TpC6OBaHI/IH 110 CO3aaHHIO MMHHMAaJILHOM
AOKYMCHTAaIUU HGO6X0[[HMOI>1 JUIA pa3pa60TK1/1, Bajlyaalyy, OKCIIyaTalkMl W TCXHHYCCKOMY
O6CJ'Iy)KI/IBaHI/IIO CHCTCM.

1. Ilopsinok aecTBuit

HeoOxoauMo yTBep)kKAEHHE TPHUHATHIX B (OpME MUCHBMEHHOTO JIOKYMEHTa HPUHIIUIIOB
AAMUHUCTPATUBHOI'O YIIPABJICHUA, ONMMCBIBAIOIIUX B TOM YHMCJIC IIPOLCCC HpI/IO6peTCHI/I$[, Tp€6OBaHI/I$[ K
cuUcTeMe, TPOEKTHUPOBAHUE CHUCTEMBl, €€ BalUJAlMI0, HCIbITAHWE, YCTAaHOBKY, OJKCIUIyaTaluIo,
TeXHUUYeCKoe OOCIyXUBaHUE, NOA00p NepcoHana A paboThl € CHCTEMOM, KOHTpOJIb, ayJIuT,
MOHHUTOPHHT U U3BATHE U3 OOPALIEHUS CUCTEM.

2. Onucanue npuioxeHus (MIPUKIaIHOTO
MPOrpaMMHOTO 00eCTIeueHNs )

Kaxmoe mnpuioxeHue TODKHO COMPOBOXKAATHCS JOKyMEHTAIlMel, B KOTOpPOM moJIpoOHO
OMUCBIBAKOTCSA:

HalMEHOBAHHE MIPUIIOKEHUS (mpukIagHOTO IIPOrPaMMHOTO obecrieyeHust) WU
UACHTU(PUKAIIMOHHOTO KOJIa U MOJIPOOHOE U YETKOE OMMCaHUE Lielel IPUII0KEeHUS;

ammapaTHoe ofOecredeHue (C HOMepaMH MOJENIe ammapaTtoB), Ha KOTOPOE YCTAHOBJIEHO
MIPHUIIOKEHHUE;

IporpaMMHOe oOecliedyeHHe ONEepalMOHHOW M JIpYyrod CHCTeMbl (HalpuMep, HHCTPYMEHTOB),
HCMOJIb3yeMOEe B COUETAaHUH C PUIIOKEHUEM (IIPUKIIAJHBIM IPOrPAaMMHBIM 00eCTieueHHEM);

UCIIOJIb3YEMbIE S3bIKU MTPOrPaMMHUPOBAHUS TSI IPUIIOKEHUSI U (MJIM) HTHCTPYMEHTOB 0a3bl IaHHBIX;
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OCHOBHBIC (byHKI_II/II/I, BBITIIOJIHACMBIC TPHUIIOKCHUCM
O630p THUIIOB U IIOTOKOB JaHHBIX (,Z[H3al>iHa 0a3 I[aHHBIX), CBA3aHHBIX C ITPUIIOKCHUEM,

CTPYKTYpHI (aiiioB, cooOmeHuss o0 ommuOKax W aBapusiX, a TaKXKe aJTOPUTMBI, CBS3aHHBIC C
[IPUIIOKEHUEM,

KOMIIOHEHTHI TPUJIOKEHHS (TMPUKIAJTHOTO MPOrPAMMHOTO OOECIeUeHus) ¢ YKa3aHHEeM HOMEPOB
BEpCUil;

KOHQHUrypanus ¥ KOMMYHHUKAIIMOHHBIC CBS3M MEXKAY MOAYJISMHU TPWIOKEHUS (TPUKIATIHOTO
MIPOrPaMMHOTO OOecTeueHus), a TaKKe MEKIy 000pyAOBaHUEM U IPYTUMHU CHCTEMaMHU.

3. CTaH,I[apTHBIe OIICpallMOHHBIC TPOUCAYPhI

Bonbliass 4acTh JTOKyMEHTAIlMW, CBSI3aHHOM C KCIOJIb30BAHHEM CHCTEM, JIOJDKHA OBITh
npencrasicHa B popme COIL. Jannsie COIl 10mKHBI BKIIOYATh B TOM YHCIIE CICIYIONINE BHJIBI paOoT:

npoueaypsl mo pabore ¢ cucreMaMu (ammapaTHble cpelacTBa (IporpaMMHOe oOecredyeHue)) u
00s13aHHOCTH (OTBETCTBEHHOCTH) BOBJICUCHHOTO B pa0dOTy C CHCTEMOM NIEpCOHAa;

nmpoueaypsl 1o o0ecrneyeHnro MCp 6630HaCHOCTI/I, INPUMCHANOIIUXCSA  IJIA 06Hapy>1<eHI/m u
npeaoTBpaAllCHHUA HCCAHKIIUMOHUPOBAHHOI'O AOCTYIIA K ITPOTrpaMMC U BHECCHUS B HEC I/ISMCHCHI/If/'I;

MpOLEAYPHI IO BHECEHUIO U3MEHEHUH B IPOrpaMMy, aBTOPU3ALMH TAKUX U3MEHEHHUH U UX 3aIlHCH;
MpoLeNypbl 10 BHECEHUIO M3MEHEHM B 00O0pyIOBaHUE (ammapaTHble cCpeacTBa (IpOrpaMMHOE
o0ecriedyeHre)) U aBTOPU3ALMU TAKUX HM3MEHEHWH, B TOM YHUCIE, NMPU HEOOXOIUMOCTU IMPOBEACHUE

WCIBITAaHUHN TIEpe]] UCTI0Ib30BaHUEM 000PYAOBAHNUS;

mpoucaypsl 1o MpoBECACHUIO IEPUOANICCKOTIO UCIIBITAHW HAJICKAIICTO q)YHKI_II/IOHI/IpOBaHI/IH BCeM
CHCTEMBI MJIM €€ COCTaBHBIX YacTEH U 3alHCH JaHHBIX I/ICHBITaHI/II\/JI;

npoueaypsl OOCTYKUBAaHUS KOMIBIOTEPU3UPOBAHHBIX CHCTEM U JIOOOTO COMMYTCTBYIOIIETO
000opyI0BaHUS;

IpoLeAypsl Pa3pabOTKH MPOTPaMMHOIO oOOecredeHuss U TMPHEMOYHBIX HCIBITAaHUM, a TaKkKe
MPOIIEAYPHI 3AMMCH BCEX MPUEMOYHBIX UCTIBITAHUIA;

MPOLEAYPHl 10 PE3EPBHOMY KOMUPOBAHUIO BCEX XPAHUMBIX JTaHHBIX, a TaKXKe IUIaHbI ACHCTBUS B
cllydae MOJIOMKU;

npoucaypbl apXuBUPOBaHHUA MW HU3BJIICYCHHA BCCX JOKYMCHTOB, IMPOTrpaMMHOIO oOecrieueHusT |
KOMITIBIOTCPHBIX JaHHBIX,

nmpoucaypbl MOHUTOPUHIA U ayAUTAa KOMIIBbIOTCPHU3UPOBAHHBIX CUCTCM.

IX. Apxussl
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Tpeb6oBanus [IpaBuin Mo apXMBUPOBAHUIO JAHHBIX CIEAYET MPUMEHSTH MOCIEI0BATEIbHO KO BCEM
TUnaMm AaHHbIX. Heo0xoanMo, 4ToObl 3JIEKTPOHHBIE JaHHBIE XPAaHWINCh HA TOM € YpPOBHE KOHTPOJIS
JOCTYIIa K HUM, HHJIEKCUPOBAHMS U COOTBETCTBYIOILETO U3BJICYCHUS, KaK U IPyryue TUIIbI TaHHBIX.

Eciu siexkTpoHHBIE [aHHBIE O HECKOJIBKMX HCCIEIOBAHUSAX XpaHATCS Ha OJHOM HOCHUTEIe
uHpopmanuu (Hampumep, AUCKE WM MArHUTHOW JICHTE), TpEOYeTCs co3laHue MOJPOOHOr0 yKa3aTels
PacMoIOKEHUS TAKUX JaHHbBIX.

Mosxer ObITh HEOOXOIUMBIM O00ECIICUCHUE HCIBITATENBLHBIX J1a00paTOpuii CpeCcTBAMU KOHTPOJIS
OKpYJKaromiel cpenbl, 4ToObl TapaHTUPOBATh IEJIOCTHOCTh XPAaHUMBIX JIICKTPOHHBIX JaHHBIX. Eciu
CYIIECTBYEeT HEOOXOAMMOCTh B CO3JaHHH JOMOJHHUTEIHHBIX APXHWBHBIX TMOMEIICHHUH, TO PYKOBOJICTBO
UCTIBITATEIBHOM JTA00PAaTOPHH JJOJKHO 00ECTIeUUTh, YTOOBI YIIOJTHOMOYCHHBIH ITepCOHAll, OTBETCTBEHHBIN
3a ynpaBlieHUE apXUBaMU, OBUT COOTBETCTBYIONINM 00pa30oM HICHTU(DHUITUPOBAH, U JOCTYII K apXUBY OBLI
BO3MOXKEH TOJIBKO I JaHHOTO YIOJHOMOYEHHOTO TepcoHana. Takke HeoO0XOJAWMO BHEIPUTH
MPOLIEAYPHI, TAPAHTUPYIONIUE, YTO IEIOCTHOCTh JAHHBIX XPAHSIIUXCS B DJICKTPOHHOM BHJIC B TCUCHHE
JUTUTENILHOTO BPEMEHU He Oy/IeT HapyllIeHa.

HeoOxonuMo paspabotaTb M MHPUHATH B BHJE IUCBMEHHOIO JOKYMEHTa MpOLENYpHI,
o0ecreynBaoIMe HEMPEPbIBHYIO CUUTHIBAEMOCTh JAHHBIX B CllydasX, KOI/Ia IpearoJiaraercs
BO3HUKHOBEHHE IMpPOOJIEM C JOJITOCPOYHBIM JOCTYIOM K JIaHHBIM WJIM BO3HHUKAeT HEOOXOIMMOCTb
U3BATHS CHUCTEM U3 oOpaieHus. TakuMu mpoueaypaMu MOTyT ObITh, HAIIPUMEp, IPOU3BOJICTBO TBEPJIBIX
KONHii B (hopMe pacredyaTku ¢ IPUHTEPa WK MEPEHOC JAHHBIX B IPYTYIO CHCTEMY.

Xpansmyecs B 3JIEKTPOHHOM BHJIE JIaHHBIC HE CIIEAYeT YHHUYTOXATh 0e3 pa3pelieHns pyKoBOICTBA
UCTIBITATEIIPHON J1TabopaTopuu U 0€3 COOTBETCTBYIOUIETO IOKYMEHTHPOBAaHUS (aKTa YHHUYTOKCHUS.
Jpyrue xpaHsmmecs B 1a00paTOpUu Uil MOJIepKaHus (yHKIMOHUPOBAHKS CUCTEM TaKUe JaHHbIE, KaK
MCXOJHBIA KOJ W 3alMCH O pa3pabOoTKe, BalWAALWH, DKCIUTyaTallud, OOCITYy)KHBaHUHM U MOHHUTOPHHIE
CHCTEM, CIIeyeT XpaHHUThb 10 KpaiiHell Mepe B TeUeHHE TOrO e CpOKa, YTO U 3aruch 00 UCCIIE0BaHUM,
CBSI3aHHBIE C JJAHHBIMH CHCTEMaMH.

[Ipunoxenne N 5

K [IpaBunam

HaJJIexalel J1adbopaTopHOM MPaKTUKU
EBpasuiickoro 5KOHOMUYECKOTO
coro3a B cepe oOpaleHus
JIEKapCTBEHHBIX CPENICTB

TPEBOBAHUS
K POJIU U OBSI3AHHOCTSIM CIIOHCOPA B COOTBETCTBUU C [TPABUJIAMU
HAJUUIEXXAILEN JIABOPATOPHOM ITPAKTHUKU EBPA3BUMCKOI'O
AKOHOMUYECKOI'O COIO3A B COEPE OBPAILEHU S
JIEKAPCTBEHHBIX CPEJICTB
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1. O0uIMe oJI0KEHUSA

B pamkax mpoBeneHHsI JOKIMHHUYECKUX (HEKIMHHUUECKUX) MCCIEIOBAHNN CIIOHCOPA MCCIIEIOBaHUS
UMeeT MpsMble U KOCBEHHbIE 00s3aHHOCTH. CIOHCOpP SIBJISETCS CTOPOHOM, HAYMHAIOLIEH OAHO WU
HECKOJBKO HCCHGHOBaHHﬁ, W HAIPAMYIO OPCAOCTABIIACT PE3YJIbTAThI I/ICCHGIIOBaHI/Iﬁ B YIIOJJHOMOYCHHBIC
OpraHbl TOCyAapcTB - wieHOB EBpa3uiickoro 3KOHOMHYECKOIO COr03a (Aajee - rocynapcTBa-ujieHbl).
CHOHCOp MNPUHHUMACT AKTHBHOC Y4YaCTHC B HOATBCPKIACHHU COOTBCTCTBUA BCCX JOKIMHUYCCKHUX
(HEKJIMHMYECKHUX ) UCCIIeI0BaHUM 0€30IacHOCTH 3/I0pPOBbIO YEJIOBEKA M OKPY’KaroIIel cpelbl MPUHIIMIIAM
NpaBU HaAJexameld gabopaTOpHON MpakTUKH EBpa3suiickoro 3KOHOMHUYECKOTO coOro3a B cdepe
oOpallleHus JIeKapCTBEHHBIX CPEACTB, yTBEpkKAaeMbIX EBpa3zuiickoil 5KOHOMHUYECKOH KoMHUCccHel (faee -
npasuia). CHOHCOp HE MOXKET IMOJIAraThCs TOJIBKO Ha 3aBEPEHHs HCIIBITATENIbHBIX JTJa00paTOPHiA, HAHATHIX
IUIs IPOBEJICHUS TAKUX UCCIIE0BAHUI, O COOTBETCTBUU NMPOBEICHHBIX PA0OT TpeOOBaHUAM IIPABUIIL.

CHoHCOPOM MOXET OBITh:

auno (dusznyeckoe WM HOPUIUYECKOe (KOMITaHHS, KOPIOpalus, accolualus, HaydHOe WU
aKaJIeMHUECKOE YUpEXKJEHUE, TOCYIapCTBEHHBI OpraH WM €ro CTPYKTYpHOE MOJpa3/eieHUE, a TaKxKe
mo00ii Apyroit opraH, oOpa3oBaHHBIM Ha 3aKOHHOM OCHOBaHHUH)), KOTOPOE HAuMHAeT U oOecrevynBacT
(buHaAHCHPOBAHKE U JAPYTYIO MIOMOIIb MPH MPOBEACHUH JOKINHHYECKUX (HEKIIMHUYECKUX ) UCCIICTOBAHMMA
0€30MacHOCTH 3/I0POBbS YEIIOBEKA U OKPYKAIOIIEH CPEeIbl;

o (pu3nyeckoe WIM IOPUIUYECKOE), KOTOpPOE IPEICTaBISET Pe3yJbTaThl JOKIMHUYECKUX
(HEKTMHUYECKHMX) MCCIEAOBaHUN OE30MacHOCTH 37I0pPOBBSl 4YEIOBEKa M OKpYXKaloled cpeasl B
YIOJHOMOYEHHBIE OpraHbl JJIsi PETrUCTpaluy MPOAYKTa WM B JAPYrUX LEsAX, Korja TpeOyercs
COOJIIO/ICHHE TIPABUIL.

2. O6513aHHOCTH CIIOHCOPA

CrioHCcOp AOJKEH 3HaTh TpeOOBaHMS MPaBWI, B YAaCTHOCTU T€, KOTOpble MMEIOT OTHOLIEHHE K
PYKOBOJCTBY  MCIBITAaTeNIbHOM  J1abOopaTopum U PYKOBOJMUTENIO  MCCIeAOBaHUS  (BEIyLIEMY
HCCIJIEIOBATEIIIO).

Ecnu kakme-to yacTu HCCIICAOBaHUA MEPCAAIOTCA CIIOHCOPOM Ha BBIIMOJIHCHUEC Cy6HO)1p${I[‘II/IKaM,
CIIOHCOp MAOJDKCH 3HATb, YTO OTBCTCTBCHHOCTH 3a IPOBCACHUC HCCICIOBAHHA B ICJIOM JICKUT Ha
PYKOBOJUTECIIC HCCIICAOBAHUA, BKIIOYasd OTBCTCTBCHHOCTH 3a JOCTOBCPHOCTL INCPBUYHBIX AAHHBIX M
OTYCT.

[Tpy MHUIUUPOBAHUU JOKIMHUYECKUX (HEKIMHMYECKHX) UCCIIEJOBAaHUM OE30MaCHOCTH 3/I0POBBIO
YeJIOBEKa U OKPYXKAIOLIEH Cpeabl CIIOHCOP JO0JDKEH YAOCTOBEPUTHCS, UTO MCIBITAaTeNbHAs J1abopaTopus
HNOJIXOAUT Ul MIPOBEACHUS OINPENEIEHHOTO BUJA MCCIEIOBAHUS COMIacHO npasmiaM. CIoHCOp 00s13aH
COOOIINTB UCTIBITATEILHOM Ja00paTOpUH, YTO UCCIIETOBAHHUE JOJKHO IPOBOIUTHCS COTIIACHO MPABUIIAM.

CrnoHCcOp BIpaBe TMPUMEHSATH pa3IMYHBIE CIOCOOBI OIEHKH CIHOCOOHOCTH HCHBITATEIBHOMN
nabopaTtopuu MPOBECTH HCCIEIOBAHUE COTIACHO TpaBmiaM. [Ipu 3TOM OH JOMKEH MpOoaHAIU3HPOBATH
paboTy HCHBITAaTETbHOM JTAOOpPATOpUM 10 MPOBEACHUS MCCIEIOBAaHUS, a TaKKEe B XOJ€ HCCIIEJOBAHUS
(Hampumep, ¢ y4€TOM CTPYKTYPBI, IPOAOKUTEIHLHOCTH U CIIOKHOCTH HCCIIEI0BaHUs), YTOOBI YOeIUThCS,
YTO TEXHUYECKHE CpEJCTBa, 00OpyIOBaHWE, CTAaHIAPTHBIC OMNEPAIIMOHHBIE MPOIEAYPhl M TEPCOHAT
naboparopun OTBE4YarOT TpeOoBaHUAM mpaBuil. Eciu ucnbiTaTensHas 1abopaTopusi y4acTByeT B CUCTEME
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KOHTPOJISI COOTBETCTBUSL JIabOpaTopuil TpeOOBaHUSAM 3aKOHOJATENLCTBA TOCYIJApCTB - UJICHOB
EBpa3uiickoro sKOHOMHUYECKOTO COI03a (Jajee - TOCy1apcTBO-1iieH), K padoTe AOMyCKaeTCsl MPUBIIEKATh
YIOJIHOMOYEHHBIM OpraH rocyJapCcTBa-wieHa JJis ONpEeNeHUsl CTaTyca COOTBETCTBHUSI MCHBITATEIbHOMN
naboparopun TpeOoBaHHSAM MpaBui (IOCKOJIbKY, HECMOTpPS Ha JOrOBOpHbIE TpeOOBaHUS O
KOH(UICHIIMATLHOCTH, YIIOJTHOMOYEHHBIN OpraH rocyJapcTBa-4ieHa MMEET JOCTYN KO BCEM JaHHBIM
UCIBITaTEIbHOM JIa00pATOPUU O COONMIOACHUN HACTOSALIUX MTPABHIL.).

Ecnu B ynOJIHOMOYEHHBIN OpraH rocynapcTBa-uieHa MPEIOCTaBIISAIOTCS pe3yIbTaTbl HECKOJIBKUX
UCCIICJOBAHUM B OJHOM PETUCTPALIMOHHOM JOCHE, OTBETCTBEHHOCTb 3a JIOCTOBEPHOCTH BCErO
PETUCTPAIIMOHHOTO  JIOChE JIEKHUT Ha crnoHcope. HeoOxoammo, YTOOBl CIIOHCOP — YCTaHOBHII
COOTBETCTBYIOIYK0 CBA3b MEXJIY €ro IIOJHOMOYHBIMU IPEACTABUTEISIMM M BCEMH CTOPOHAMH,
YUYaCTBYIOUIMMH B TPOBEJCHUU HCCIICAOBAHUS, HANpPUMEpP, PYKOBOJHUTEIEM HCCIEIOBAHUS, CIYKOOH
obecreyeHns: Ka4ecTBa U PyKOBOJICTBOM HCIIBITATENbHOM 1a00paTOpHH.

VY10JIHOMOYEHHBIE OpPraHbl IOCYAAapCTB-YJIEHOB MOTYT TpeOOBaTh OT CIIOHCOPOB YTBEPKICHUS
[IJIJaHA HUCCJICNOBAHMSA, €CIIM 3TO YCTAaHOBJIICHO B 3aKOHOJATENIbCTBE IOCYAApCTBA-4JIEHA U CBA3aHO C
IIPaBOBBIMU OCOOEHHOCTSIMH YAOCTOBEPEHHUS OTBETCTBEHHOCTH 32 PE3YJIbTaThl UCCIIEI0BAaHUI.

Ecau apXuB HUCIILITATEILHOM J'Ia60paTOpI/II/I, B CBA3M C IIPCKPAIICHUEM €€ NCATCIIbHOCTH, IICpCAaH B
ApXUB CIIOHCOpA, TO CIIOHCOP AOJI?KCH 00eCIIeunTh BO3MOKHOCTh HaJIC)KAICTO XPAaHCHUSA U U3BJICUCHUA
M3 apXHBa IIJIAHOB I/ICCJ'IGI[OBaHI/II‘/'I, INCPBUYHBIX JaHHBIX, 06pa3u0B, Hp06 HCIIBITYEMBIX W CTAaHAAPTHBIX
06pa3110B M 3aKIIIOYHUTCIIBHBIX OTYCTOB COIJIACHO Tpe6OBaHI/I$IM IIpaBUJIL.

CrnioHcop J0MKEeH cooOIIaTh UCTIBITATeNbHOM J1abopaTOPUH O JFOOBIX M3BECTHBIX MOTEHIMAIBHBIX
OIMAaCHOCTSIX MCCIEeIyeMOTo BellecTBa (JEKapCTBEHHOTO CPEACTBA) JUIS 30POBbS 4YeJOBEKa WIIN
OKpYIKaroIIel Cpeiibl, a TaKXKe O 3aIIUTHBIX Mepax, KOTOPbIE JOJKHBI ObITh MPEANPUHSITHI IIEPCOHATIOM
HCIIBITATEILHON JTaO0OpaTOPHUH.

3. Onucanue cBOMCTB UCCIIEyEMOT0 BEIIECTBA
(JIeKapCTBEHHOT'O CPEJICTBA)

TpeGoBaHMs TpaBUJI BKIIOYAIOT TPeOOBaHUS K OMNMCAHUIO CBOMCTB HCCIIEAYEMOIO BellecTBa
(JlekapCTBEHHOTO CpezicTBa) (Harpumep, MyHKTh 44, 45 u noanyHKT "a" myHKTa 65), COrNIacCHO KOTOPBIM
HE00X0/MMO TOYHO YKa3blBaTh Ha3BaHUE MCCIIETYyEMOro BellecTBa (JIEKAPCTBEHHOI'O CPEICTBA) U €ro
cBoiicTBa. OmpeneneHne CBOMCTB HCCIENYEMOro BELIECTBA (JEKapCTBEHHOI'O CpPEICTBA) MOXKET
BBINOJIHATh KaK HCHBITaTeNIbHAs J1aboparopusi, padoTaromiasi IO KOHTPAKTY, TaKk U caM croHcop. Eciu
CBOMCTBA UCCIIEAYEMOI0 BELIECTBA (JIEKAPCTBEHHOI'O CPEJICTBA) OMPEEIISI CIOHCOP, ITOT (PAKT JAOJIKEH
OBITh yKa3aH B 3aKJIIOYUTEIBHOM oTdeTe. CIIOHCOp J0JKEH YYUTHIBATh, YTO MPH ONpEAEICHUN CBOMCTB
UCCIIEIyeMOI'0 BELIECTBA (JIEKAPCTBEHHOI'O CPE/CTBA) HE B COOTBETCTBUM C NPaBUWIAMHU HCCIIEIOBAHUE
MOJKET OBITh OTKJIOHEHO YIOJTHOMOUYEHHBIMH OpraHaMu IOCY/1apCTB-YJIEHOB.

Ecin wunpopManus o CBOHCTBaX HCCIEIyeMOro BellecTBa (JIEKapCTBEHHOI'O CpEICTBa) HeE
MIpe/ICTaBJICHa CIOHCOPOM HCIIBITATENFHOU TabopaTopuu, paboTaroliei Mo KOHTPAKTY, ITOT (aKT TaKxKe
JOJDKEH OBITh YKa3aH B 3aKITIOYUTEIIHHOM OTYETE.

4, Hpe)ICTaBJ'IeHI/Ie JAaHHBIX B YIIOJTHOMOYCHHBIC OpTaHbI

OxoHYaTeIbHAasT OTBETCTBEHHOCTH 3a Hay4YHYIO JOCTOBCPHOCTHL HCCICAOBAHHA JICKHUT Ha
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PYKOBOJIMTEIIE UCCIIEOBAHMUSA, @ HE HAa CIIOHCOPE, 00SA3aHHOCTHIO KOTOPOTO SBJISIETCS] IPUHATHE PELICHUS
[0 pe3yjabTaTaM HUCCIIEJOBaHUI O MPEIOCTAaBICHUU WM HEIMPEIOCTaBIEHUU MCCIeNyeMOro BeIIecTBa
(JIekapCTBEHHOTO CPEJICTBA) HA PETUCTPAIMIO B YIMOJIHOMOYEHHBIM OpraH (3KCHEPTHYIO OpraHU3aIluio)
rocy/1apCTB-4JICHOB.

[Tpunoxenue N 6

K [IpaBriiam

HaJJIexaleH J1adopaToOpHOM MPaKTUKU
EBpasuiickoro 53KkOHOMU4ECKOr0O
coro3a B cepe oOpalieHus
JIEKapCTBEHHBIX CPEJICTB

IIOPSII0K
MIPUMEHEHUS [IPABUJT HAJUIEXKAILE!N JIABOPATOPHOI IPAKTUKU
EBPA3UICKOIO DKOHOMUUYECKOI'O COIO3A B COEPE OBPALLEHUS
JIEKAPCTBEHHbBIX CPEJICTB K KPATKOCPOUYHBIM UCCJIEJJOBAHUSIM

I. O0mue momoXKeHus

1. TlpaBuna wHaanmexaimiedi 1abOpaTOpHON MpakTHUKKW EBpa3uiickoro SKOHOMHYECKOIO COI03a,
yTBEp)KIacMble EBpa3wiicKoii SKOHOMHYECKON KOMHCCHEH (lajee - TpaBWJIa) cojepar oOmue
TpeOOBaHUSI U MPUMEHUMBI KO BCEM BHJaM HCCIEAOBaHUN. B ycnoBuAX AeicTBHS MpaBUI KOHTPOJb
YIOJIHOMOYEHHBIX OPTraHOB rOCYJapCTB-WICHOB 3a COOJIIOICHUEM YCTAaHOBJIEHHBIX HOPM, 0a3HPYIOIIUXCS
Ha CYLIECTBOBAaHMM KOHKPETHBIX METOJOB M TEXHMYECKHUX IIPUEMOB B paMKaxX KpaTKOCPOYHBIX
HCCIIEIOBAHUY 3aTPYIHEH.

2. K KpaTKOCPOYHBIM OMOJIOTHYECKUM HCCICAOBAHUAM OTHOCAT HCCICAOBAHUA C KOPOTKHUM
NnepruoaOM MPOBECACHHUA U IUPOKUM JUAITa30HOM NMPHUMCHACMBIX PYTUHHBIX NPOUCAYP: NU3YUCHUC 0CTp0171
TOKCUYHOCTU, PAL I/ICCJ'IC,I[OBaHI/Iﬁ MYTAr¢HHOCTHU U UCCIICAOBAaHUA OCTpOI>'I O9KOTOKCUYHOCTHU U JP.

3. Ou3NYeCKUMH W XUMHYECKUMU HUCCICIOBAHUAMHA CUYUTAKOTCA TC HMCCICAOBAHMA, aHAJIMU3blI H
HU3MEPCHUA, KOTOPBIC UMCIOT MAJIIYIO MPOAOJIKUTCIIBHOCTD (KaK mpaBujio, HE ooiee 1 pa6oqel71 He)le.]'H/I),
3&21€I>'ICTBYIOT IOUPOKO MCIOJIB3YEMbIC MCTOAWKHN U JAKOT JICTKOBOCIIPOU3BOANMEBIC PE3YIIbTATHI, 3a4aCTYIO
MPEACTABJICHHLIC B BUAC MTPOCTLIX YUCJICHHBIX BCJIMYWH HJIU CIIOBECHBIX BBIpa)KeHHfI.

4. TpanuunoHHble (U3NKO-XMMHMUYECKHE MCCIEOBAHUS BKJIIOYAIOT B ce0s  OmpeneseHue
XMMHUYECKHX CBONCTB, TEMIEpaTypbl IJIaBJI€HUs, YNPYrocTH Mapa, Kod(pQHIMEHTa paclpeleneHus,
B3pPbIBUYATHIX CBOMCTB U JApyrue MnoAoOHbIE MCCIEIOBAHUS, A KOTOPBIX CYIIECTBYIOT MHCTPYKIHMH IO
IIPOBEAEHUI0 TeCTOB. OJHAKO YIOJIHOMOYEHHBIE OpraHel B rocyaapcrBax - wieHax Coro3a JOJKHBI
YTOYHHUTbH, KAKHU€ U3 3TUX AHATU30B JOJDKHBI IPEJCTABISITHCS UM Ha PACCMOTPEHHE U Kakhe Heo0X0uMO
BBINOJIHATH COTJIACHO MpaBUJIaM.

II. ITporpamma oOecrniedyeHus KauecTBa
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5. HcnwiTatennHas miomaaka OOJDKHA HMMETh AOKYMECHTHPOBAHHYIO IIpOrpaMMy obecneyeHus
KadeCTBa, YTOOBI IMPOBOAMUMEBIC HA Heit HCCIICA0OBaHHA COOTBCTCTBOBAJIU ITPUHIIUIIAM ITPABUIL.

6. MHcnekuuu Mccae10BaHui IIIAaHUPYIOTCA B COOTBETCTBUU C XPOHOJIOTUEH 3TUX HCCIIEAO0BaHUM,
OOBIYHO C MPUBSI3KOM K MEPBOMY 3TaIly, OMPEICIIAIONIEMY OCHOBHBIE (Da3bl SKCIIEPUMEHTA.

7. VIHCHeKIIMM UCTBITATENIbHBIX IJIOLIAIOK OCHOBBIBAIOTCS HE HAa KOHKPETHBIX HCCIEIOBAHUAX, a
OXBaTHIBAIOT oOmee oOopynoBaHue (MpuOOpPHl M ammaparbl) W BUABI JEATEIBHOCTH B pPaMKax
nabopaTopuu (BCIIOMOTaTelbHbIE CIYXObl, KOMIIBIOTEpHAsi CHCTE€Ma, CIIELUalbHas [OJIrOTOBKA,
9KOJIOTHYECKUN MOHUTOPHHT, TEXHUYECKOE 00CITy)KHBaHHE, KATHOPOBKA U T.1I.).

8. MHCcneKknuu mpoueccoB TaKXkKe MPOBOAATCSA BHE 3aBUCUMOCTH OT KOHKPETHBIX HccCieqoBaHui. Mx
BBIITOJIHSIOT € LIEJIbI0 MOHUTOPUHTIA ONEpaliii U TEXHOJIOIMYECKUX IIPOLECCOB HUKIMYECKOTO XapaKTepa,
KaK MpaBUiIo, Ha BBIOOPOYHOI OCHOBe. /[aHHbIE MHCIEKLMU UMEIT MECTO B CiIydae, €Ciid Kakas-JIn0o
orepalys O4YeHb 4acTO MOBTOPSIETCS B paMKaX UCIBITATEIbHON J1JaOOpaTOpHH, B CBSI3U C YEM IPOBEACHUE
OPHEHTUPOBAHHOI'O Ha HMCCJEOBAaHUE KOHTPOJIA cuuTaeTcsd Hed((EKTUBHBIM MIIM HENPAKTUYHBIM. [Ipu
OpraHM3ali OPUEHTUPOBAHHBIX HA TEXHOJIOTHIO IPOBEPOK, KOTOPbIE OXBAThIBAIOT (a3pl C OUYEHBb
BBICOKOW 4aCTOTOM NOBTOPEHUS, SMIMPUUYECKUE 3Tallbl HEKOTOPBIX HCCIENOBAaHUI MOTYT OTIEIBHO HE
IIPOBEPSTHCS.

[I1. O6s13aHHOCTH MTEpCOHaa MO0 00ECTICUSHUIO KauecTBa

9. Ilepconai o obecreyeHNIo KayecTBa 00s13aH BBIINOIHSTH B TOM UUCIIE CAEAYIOIIME (PYHKIINHU:

a) oOecrieunBaTh HAJIUYUE OK3EMIUIAPOB BCEX VYTBEPXKIACHHBIX IUTAHOB HCCIEAOBAaHUS H
CTaHAAPTHBIX orepanuoHHbIX mpouenyp (manee - COII), ucmoab3yeMbIX B HCHBITATEILHOM IIEHTPE, U
JOCTYII K TeKYIIeMy BapHaHTy OCHOBHOTO IIaHA-TpaduKa UCCIIeIOBAHMIA;

0) mpoBepsATh, YTOOBI TUTAaH-TpadUK HCCIEAOBAHUS COAEPKaT MH(POPMAIHUIO, HEOOXOIUMYIO ISt
coOmroienus npasui. JlaHHas MpoBepKa JOHKHA OBITh JOKYMEHTHPOBAHA;

B) OCYIIECTBISATh CHUCTEMAaTHYECKHH KOHTPOJIb 3a TIPOBEICHMEM BCEX HCCIIECIOBAHUNA B
COOTBETCTBHUH C MPAaBHIIaMH, JOCTYIMHOCThIO M1aHOB uccnenoBanus u COII nepconaiy, BOBI€4YEHHOMY B
MIPOBEACHUE UCCIIEIOBAHNS;

I') BHOCUTh B 3aK/IFOUMTENBHBI OTYET MOATOTOBJICHHOE M TOJMUCAHHOE 3aKIIOUEHHE O BUIAX
WHCIIEKIIMOHHBIX TPOBEPOK M JaTaX HMX MpoBeAeHUS ¢ HHPopmaimeir o0 sTamax MNpoBepsSeMOro
HCCIIEIOBAHUS M JaTe Nepefadyd pe3yJbTaToOB HMHCIEKTUPOBAHUS aIMUHUCTPALMUA HCIBITATEIbHOTO
LEHTPa, PYKOBOJMUTEIIO HCCIEJOBAaHMS M OTBETCTBEHHOMY HCCIIEJIOBATENI0. DTO 3aKJIOUEHHE TaKXKe
JOJHKHO COJIepKaTh HH(MOPMALMI0O O TOM, YTO MEPBUYHBIC JaHHBIE MCCIEAOBAHUS OTPAXKEHBHI B
3aKJIIOYUTEITBHOM OTYETE TOCTOBEPHO.

10. B cBsi3u C BBICOKOW MOBTOPSIEMOCTHIO U THUIIOBBIM XapaKTEPOM OMPEICIIEHHBIX CTaHIAPTHHIX
KPaTKOCPOYHBIX HCCJEAOBAHUN B XOJ€ SMIUPUYECKON (a3bl McciaenoBaHus Cayx0e oOecredeHus
kauecTBa (nganee - COK) HeT HEOOXOAMMOCTH MHCIIEKTUPOBATH MO OTMEIBHOCTH KaXKJI0€ HUCCIIEeOBAHHE.
HpI/I OTOM OOITyCKacTCA, 4TOOBI OpPHUECHTHPOBAHHAd Ha TCXHOJIOTHUIO IIpOorpaMma KOHTPOJISA OXBaThIBalla
Bce Buabl wuccrnenoBanuii. B COIl oOecnedeHus kayecTBa CJeIyeT OTOBOPHUTH NEPUOAMYHOCTH
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WHCIIEKIUH, IPUHUMAsi BO BHUMAHHUE YUCIEHHOCTh, IOBTOPSEMOCTh U (HUJIH) CIOXKHOCTh SKCIIEPUMEHTOB,
MIPOBOAMMBIX B JlabopaTopuu. Yactora nHcnekuii yrounsercst B coorBeTcTByromux COII obecnieuenus
kauecTBa, 1 UMeHHO COII rapanTupyroT peryisspHOCTb KOHTPOJIS BCEX IPOLECCOB TAKOI'O poAa.

11. Ecau OTCYTCTBYIOT OTIIEIIbHBIC OPUEHTUPOBAHHBIE HA HMCCIEAOBAHUE WHCIICKIIMU, TO B OTYETE
00 oOecreueHN KauecTBa JIOJDKHO YETKO OIMMCHIBATHCS, KOT/Ia M KaKhe BUJbI MHCTICKIUH (Hampumep,
WHCIICKIIMU  TIpolienyp) mnpoBoawimch. JloknmagHas 3ammcka, mpexacraBieHHas COK, o0s3aHa
MOATBEPK/IATh MTPOBEACHHUE aAyUTA 3aKIIIOUUTEIILHOTO OTYETA.

IV. ITomemenus ajist MccieI0BaHUN

12. Pa3mepsl, yCTPONCTBO U PACIOIOKEHHE MOMEIIEHUM Il TPOBEACHUS UCCIIEIOBAHUN JTOJKHBI
OTBeuaTh 3ajadyaM uccienoBaHuil. [lomenieHuss AOMKHBI OBITh YCTPOEHBI TaK, YTOOBI MX IJIAHUPOBKA
OKa3bIBajla MUHMMAJIbHOE BIIMSIHUE HA XOJ UCCIIEIOBAHUIM.

13. IlomemeHuss MOJDKHBI OBITh CIUIAHMPOBAaHBI TakuM oOpa3oM, 4YTOOBI OBLIO oOOecreYeHo
MaKCHMaJIbHO W30JIMPOBAHHOE MIPOBEICHUE UCCIICIOBAHUN Pa3INIHBIX BHJIOB (THUIIOB).

V. O6opynoBaHue, MaTepuanbl U peaKTUBbI

14. B COOTBETCTBYIOIIMX CIy4yasX KalHMOpOBKa JOJDKHA OOECHEYUTh CBSI3b HM3MEPEHHH ¢
byHIaMeHTalIbHBIMU (PU3MYECKUMH BEJTMYMHAMM, 3aJJaHHBIMH COOTBETCTBYIOLUIMMH YIOJIHOMOYEHHBIMU
OpraHami rocynapcTB-wieHOB. OOOpyIOBaHHE NODKHO MEPUOJUYECKH IOBEPSTHCS Al oOecreueHHs
TOYHOCTH HM3MEpEeHHsl B TE€UEHHE JJIUTEIbHOr0 BpeMeHHu. BemiecTtBa, ucrnosib3yemsle i KaauOpOBKH,
paccMaTpuBalOTCA Kak CTaHAapTHBIC 00pa3libl, HO HE MOAJIEkKAT 0053aTeIbHOMY XPaHEHHIO.

VI. Tect-cuctemMbl
1. ®usnveckas (XUMHUYECKas) TECT-CUCTEMA

15. Cnenyer nepuoANYEcKH MPOBEPATh, YUCTUTh, PEMOHTHPOBATh U KaauOpoBaTh 00Opy/I0BaHUE,
npUMeHsieMoe B (hU3MYEeCKHX (XMMHUYECKUX) uccienoBaHusx B coorBerctBuu ¢ COII, kak yka3zaHO B
ITYHKTE 8 HACTOSAILErO MPUIIOKECHHUS.

2. buonornueckas tecr-cucreMa

16. Jlns xpaHeHus, pa3MmelieHusi, oOpadOTKU U 3alUThl OMOJIOTHYECKUX CHUCTEM JIOJDKHBI OBITh
CO3JIaHbl HaJUIeXKAIMe YCIOBUS, OOECHeuuBalOlIMe JIOCTOBEPHOCTh I0JIy4aeMbIX pEe3yJIbTaToB (B
COOTBETCTBHUHM C ITYHKTOM 35 MpaBuI).

17. BHOBB MOJIYYCHHBIC TCCT-CUCTEMbI KUBOTHOI'O W PACTHUTCIIBHOTIO HNPOUCXOXKIACHUSA JOJIKHBI
OBITE H30JIMPOBAaHbI JJIA OUCHKN COCTOSHHA UX 3I0POBbA. HpI/I BO3HUKHOBEHHUH 3a00JI€BaHUS WU CMECPTHU
AAHHYIO MMapTUIO HC HCIIOJIB3YIOT B UCCICIOBAHUU U IIPpU HCO6XO,Z[I/IMOCTI/I moABEPTrar0T 0e30071e3HEHHOM
sBTaHa3uu. Ha MOMEHT Hadajia MCCIeJOBAHUS BCE CHCTEMBI JOJIXKHBI OBITE 300POBBEI. TCCT-CI/ICTeMBI, y
KOTOPLBIX B XOAC HCCICAOBAHUA ObUIM BBISBIICHBI 3a00JICBaHUS U TpaBMbl, CICAYCT HU30JIMPOBATH U
JICYNUTH, €CJIN I3TO HeO6XOJII/IMO JJIs1 TIOJTHOTHI UCCIICAOBaHUA. ZII/IaFHO?;I)I H JIeYeHHE JTI0OBIX 3a00JIEBaHUI
KaKk B XO0A€ HUCCICIOBAaHUA, TaK U OO0 €ro Hadajaa JOJI?KHBI OBITH JAOKYMCHTHPOBAHBI B COOTBCTCTBHUU C
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IyHKTOM 36 mpaBui1).

18. HOJ’I}KHa OBITh IpeaAyCMOTpEeHa PErucTpanrsa JaHHBIX 00 HCTOYHHKAX TECT-CUCTEM, HdaTaxX HX
MOCTYIUICHUA U COCTOSIHUMU HA MOMCHT MOCTYIUICHUA B COOTBCTCTBHUU C ITYHKTOM 37 IMpaBUJIL.

19. Tlepen mnepBOHAYaIbHBIM BBEACHHEM B OHOJIOTHYECKYIO TECT-CUCTEMY HCIBITYEMOrO HIIH
CTaHJAPTHOTO OOBEKTAa HCCIICOBAHUS OHOJOTHYECKUE TECT-CUCTEMbI JOJDKHBI HPONTH TEPUOJ
aKKIMMaTHU3AI|H, TOCTATOYHBIN [UIs aJanTaliid K YCJIOBHSIM HCCICIOBAHUS B COOTBETCTBUHU C MYHKTOM
38 npaBu.

20. Bcs undopmanus, HeoOXxoaumas I HaAJIekKaIeld UAeHTH(DHUKAIIMA TECT-CUCTEMBbI, JOJDKHA
ObITh yKa3aHa Ha JBEpAX TOMENICHWA WiIM KOHTeiHepaXx. OTAENbHBIE TECT-CHCTEMbI, KOTOPHIC
MEePEBOMSTCS W3 OJHUX MOMEUICHUW WJIM KOHTEUHEPOB B IPOIECCE HUCCIACAOBAHMS B JIPYTHE, MOJKHBI
HMMETb COOTBETCTBYIOIIYIO MAPKUPOBKY B COOTBETCTBUU C IMTYHKTOM 39 mpaBuil.

21. TlomemieHust ¥ KOHTEHHEPHI AJIs CONEPKaHUS TECT-CUCTEM MOJUIeKAT PEryisipHONH yOopke u
caHUTapHOM 00paboTke. Matepuanbl, KOHTaKTUPYIOLUIME C TECT-CUCTEMOM, HE JOJIKHBI COAEpXKaTb
3arpsI3HAIONINX BEIIECTB B KOJIMYECTBAX, CIOCOOHBIX MOBIUATH HA XOJ uccienoBanus. [logctunky ans
KUBOTHBIX CJIElyeT CBOEBPEMEHHO MEHSATh. Bce cilyuan HMCHOIb30BaHUS MECTULUIOB JOJDKHBI OBITH
JOKYMEHTUPOBAHBI B COOTBETCTBUU C MyHKTOM 40 IpaBHIL.

3. Onucanue

22. JInst TecT-cUCTEM in Vitro TpeOyeTcsl BECTU OTYETHOCTh ISl JOKYMEHTAIBHOTO MOATBEPKACHUS
pocTa, KU3HECHOCOOHOCTH M OTCYTCTBHSI 3apa)KCHHs MapTUil TecT-cucteM. s mccnenoBanuii in Vitro
BaYKHO, YTOOBI ObllIa OMpe/iesieHa MOATUHHOCTD U 3a)MKCHPOBAHBI POUCXOXKICHUE, CYOIITAMM U PEXKUM
00CITy)KMBaHUS TECT-CUCTEMBI.

23. OmpeneneHue XapakTepUCTUK TECT-CUCTEMbl HEOOXOIMMO, B TMEPBYK oOuepeldb, Ul
uccienoBanuil in vitro. ['maBHbIM TpeOoBaHUEM sBIseTCS 0oOecleyeHHe TOro, 4ToObl MCIOJIb30Bajach
TECT-CUCTEMA, OINHCaHHas B IIJJaHE MCCIEJOBaHUSA M CBOOOJHAs OT 3apakeHUs. IJTOro MOXKHO
AOCTUTHYTh, HAIIPUMCEP, C MOMOINBIO MEPHOAUYCCKOI0 aHaIM3a CHCTUUCCKHUX MAapKEPOB, KAPHUOTHUIIOB
WM T€CTa HA MUKOIUIa3MBl.

4, H3onsauus TecT-CuCTEM

24. B ciyyae C KpaTKOCPOUHBIMH OMOJIOTMYECKMMHU HCCIEI0BAaHUSIMU MOKHO HE TpeOoBaTh
000Cc00JIeHNsl KUBOTHBIX M pacTUTENbHBIX TecToBbIX cucteM. B COII ucnbiTatensHoi npaboparopun
CIIEYeT OINpPENEeNIUTh MPUHIUI OLEHKU COCTOSIHUSA 3/10pOBbs (HANpUMeEp, apXUBHbIE (ailyibl O KOJIOHUH U
MOCTaBIIKKE, HAOIIOIEHHS, CEPOJIOTUYECKUI aHaIN3) U TOCIEAYONINE AeHCTBUS.

25. Tlpu KOHTpoJie MHTEPPEpUPYIOIIUX MAaTEpUATIOB B HCCIENOBAaHMAX In Vitro HEOOXOIUMO
o0ecneunThb, 4TOOBI BOJA, CTEKJISIHHAS TOCy/la U Mpouee JiabopaTopHOEe 000pyAOBaHHE HE COAEpKalu
BEIIECTB, KOTOPBbIE MOTYT MOMEUIaTh MPOBEIEHUIO UCHBbITaHUH. UTOOBI BBHINOJIHUTH JAHHYIO 33/1a4y, B
IJTaH MCCIIE0BAaHUA CleAyeT BKIIOUUTh KOHTPOJIbHBIE TPyl BhIMONHEHNIO 3TOH 3ajaul TaKKe MOTYT
MIOMOYb EPUOTUUECKHE IIPOBEPKH JIAOOPATOPHBIX CUCTEM.

5. Onucanue CBOMCTB KyJIbTypalbHBIX CPEX
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26. JIoyKHBI TOKYMEHTAJIbHO MOATBEPKAATHCS TUIBI Cpell, KOMIOHEHTBl U HOMepa MapTuil cpen
(T.e. aHTHOMOTHKOB, ChIBOpOTKU | T.1.). B COII ciexyer paccMOTpeTh MOATOTOBKY M MPHUEMKY TaKUX

cpen.
6. crionbp30BaHuE TECT-CUCTEMBI

27. B OIpECaACIICHHBIX 00CTOATENLCTBAX AOIIYCKAC€TCA IIOBTOPHOC MCIIOJIB30BAHUEC KHWBOTHBIX
OpraHu3MoOB HJIM OAHOBPEMCHHOC TCCTHPOBAHUC HCCKOJILKUX HUCIBITYCMbIX 00OBEKTOB Ha OJHOM
JKUBOTHOM. OCOOEHHO Ba)KHOM 33[[8.‘16171 JII JOKIIMHUYCCKUX (HGKJ'II/IHI/I‘IGCKI/IX) I/ICCJ'IeI[OBaHI/Iﬁ ABJIACTCA
TO, yTOOBI 0053aTEILHO COXpaHAJIaCb BCd apXWBHAsA JOKYMCHTAUWA O MPOULIOM HCIIOJb30BaHUU
KMBOTHBIX, a TaKXC€ YIIOMHHAHUC 00 3TOM B 3aKIIOYUTEIBHOM oOTYeTe. Takke HCO6XOI[I/IMO
AOKYMCHTAJIbHO NOATBCPANUTDH, UYTO MCTOAbI TIOBTOPHOI'O UCIIOJB30BAHUA TCCT-CUCTCM HC CO3Jar0T MMOMCX
IIpU OICHKE UCCIICAYCMbIX BCIICCTB.

VII. Uccnenyemble BemiecTBa (JIeKapCTBEHHBIE CPEICTBA)
1 o0Opa31bl cpaBHEHUS (KOHTPOJIbHBIE 00pa31bl)

28. Heo06XxoauMo IpeACTaBUTh B OTYETAX O MPOBEJCHHBIX MCCIEIOBAHUAX HHPOPMALUIO (JaHHBIC)
IUIsL aJIEKBaTHOT'O COCTABIICHHS CHEIM(UKAIMK B OTHOIICHUHM KaXJIOH CEpUU HMCCIIECIyeMOro BEIIecTBa
(JlekapCTBEHHOT'O CpelcTBa) M o0pasma cpaBHEHHS (KOHTpOJbHOro obpasna). UtoObl obecnednThb
NPUHATUE CIUHOHM CIelU(HUKAIMNA KMCCICIyeMbIX BEIIECTB BO BCEX TOCYAApPCTBAX-WICHAX, CICIyeT
COCTAaBJIATh OTY I/IH(l)OpMaIII/IIO B COOTBCTCTBHU C IIpaBUJIaMHU. Ecimu I/ICHI)ITyeMBIf/'I 00BEKT HaXoJUTCA Ha
paHHeH cTamuu pa3pabOTKH, JOIYCKAETCS BBITOJHUTh AHAJTHUTUYECKOE OIUCAHHUE XAPAKTEPUCTHK ITOCIIE
MPOBEICHUSI OMOJIOTUYECKOTO HMCCIEeNOBaHUsA. TeM He MEHee /0 JaThl Havaja HMCCIIECJOBAHUS CIEHYET
MOJIYYHUTh ONPE/ICIICHHBIC CBEICHUS O XUMUYECKOHN CTPYKTYPE UCCIIECAYEMOTO BEIIECTBA.

29. Jlnsa oOecnedyeHus MPUHATHS PpPE3yNbTaTOB IPOBEACHHBIX MCCIENOBAaHUH BO  BCEX
rocyJapcTBax-ujeHax CjelyeT, €Cld 3TO MPUMEHUMO, ONPEAETUTbh CTa0MWIBHOCTh MCCIETYyEeMOro M
CTaHJIapTHOTO OOBEKTOB B JJAOOPATOPHBIX YCIOBUSAX XPaHEHHUS.

30. B ciaydyae 3HAYMTENIBbHBIX PACXOXKAEHUH B 00s3aTENbHBIX TPeOOBAHUSAX TOCYIAPCTB-UJICHOB
KacaTelbHO KOJIMYECTBEHHOIO OIpENeieHHs] KOHUEHTpPAluu, CTAaOMIBHOCTM M TOMOI'€HHOCTH
HCCIIETyeMOro BellecTBa (JEKapCTBEHHOIO CpEJCTBAa) B HOCUTeNE (BCIOMOTraTelbHOM BEIIECTBE), a
TaK)X€ OTCYTCTBUS BO3MOXXHOCTH NapajuIeIbHO BBINOJHUTH MOAOOHBIE aHAIM3BI JUISl ONpEAENeHHBIX
KpPaTKOCPOYHBIX OMOJIOTUYECKUX TECTOB, €CIU IPOMEXKYTOK BpPEMEHM MEXIy MOJArOTOBKOH MU
MPUMEHEHUEM OOBIYHO CTAOMJIBHOM CYOCTAHIIMM COCTaBJIIET HECKOJIbKO MUHYT, OIpeIeIeHHe
CTaOMJIBHOCTU TECTUPYEMOro OoOBbEeKTa, Kak MpaBUJIO, HE SBISETCS aKTyalbHbIM. Ilo 3TUM mpuunHam
OUEHb BAXXHO 3apaHee yKa3blBaTbh M YTBEP)KIaTh B IUIAHE MCCJIEIOBAaHUS aHAIUTHYECKUE TpeOOBaHMUS, a
TaK)K€ YUYUTBIBATh UX TOCTHKEHUE B 3aKJIHOYUTEILHOM OTUYETE.

31. Jdannble, oTHOCAIIMECS K NMYHKTY 47 MpaBuil, MOT'YT OTCYTCTBOBaTh B ciy4ae (hHU3MUECKHUX
(XMMHUYECKHUX ) HCCIeIOBAaHUMN, TPOBOJAUMBIX C LIETbIO UX MOJTYYSHHS.

VIII. CtangapTHble OnepalluOHHBIE TPOLETYPhI

32. HpI/IMepLI, MMPUBCACHHBIC B ITYHKTC 52 MpaBUJI, OTHOCATCA MPCUMYIICCTBCHHO K OMOJIOTHYECKUM
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TECT-CHCTEMaM H IOTOMY MOTYT HE COOTBETCTBOBATH KOHTEKCTY (PH3UYECKHX (XMMHYECKUX )
uccaeaoBaHuil. PyKoBOICTBO MCHIBITAaTENIbHON J1ab0paTOpuu HECeT OTBETCTBEHHOCTh 3a Hammume COII
JUTS BCEX TIPOBOJIMMBIX B JTA00OPATOPHUSX aHATU3O0B.

IX. [IpoBeneHue uccieqoBaHus
[Inan uccnenosanus (pasznen 1 yactu IV npapwuin)

33. IlnanH uccrnegoBaHus B MUCbMEHHOM BHUJIE JOJDKEH OBITh pa3paboTaH 10 Hayasla UCCIIEOBAHUSI.
[Tnan wccnenoBaHus JODKEH OBITH YTBEPXKACH MOIIMUCHIO PYKOBOIUTEINS MCCICIOBAHUS C YKa3aHUEM
JaThl U BEPUQPUIMPOBAH B COOTBETCTBUH ¢ MyHKTOM 53 mpasui nepconanom COK. [Tnan uccrnenoBanus
TaKXKe JIOJDKEH OBITh YTBEPXKJICH aIMHHHCTPAIlMCH WCIBITATENBHOTO IIEHTpAa ¥ CIIOHCOPOM
UCCIICIOBAHMS, €CIIM 3TOr0 TpeOyeT 3aKOHOAATENBCTBO TOCYAAPCTB-WICHOB WM 3aKOHOJATEIHCTBO
roCyJapcTBa, Ha TEPPUTOPHH KOTOPOTO MPOBOIMTCS HCCIICIOBAHUE.

34. OCHOBHOM IIJIaH HUCCIACIOBAHUA MOXCT OBITH JOINIOJIHCH CIICHUAJIbHBIMU HPUIIOKCHUAMMA IJI
IMPOBCACHUA KPATKOCPOUYHBIX I/ICCJ'IG,I[OBaHI/Iﬁ B COOTBCTCTBHUHU C ITYHKTOM 56 IIpaBuJI.

35. Ecnum KOHKpETHOE KPaTKOCPOYHOE HCCICAOBAHUE WM CEpHUsl TMOJOOHBIX HCCIEI0BAHUM
PETYISIPHO TPOBOAUTCS B paMKaX HMCIIBITaTeIbHOM J1TaOOpaTOpUH, MOXKET OKa3aThCs LEeIeco00pasHbIM
COCTaBIIEHHE OJHOTO OOLIero TIulaHa WCCIEIOBAHUsA, COJEPKAMIET0 OONBIIYI0 YacTh OCHOBHOM
uHpopmauuu. OH 3apaHee yTBEp)KIAE€TCS PYKOBOACTBOM  MCIIBITATeNIbHOW  jabopaTopun U
PYKOBOJIUTEISIMU MCCIIEIOBAHMUS, OTBETCTBEHHBIMH 32 I0100HBIE UccienoBanms, a Takke COK.

[TpunoxeHus, OTHOCSILIMECS K MCCIEIOBAaHMIO M BXOJAALIME B JIAHHBIM IUlaH (T.e. MOJPOOHBIE
JaHHBIE TIO TECTUPYEMOMY OOBEKTY, JaTe Hadaja OSKCIIEPUMEHTAa), CIEAyeT NpPEACTaBIATh B BHIC
JONOJTHUTEIBHOTO JOKYMEHTA, KOTOPBI HOJMHMCHIBAETCS TOJBKO YIOJIHOMOYEHHBIM PYKOBOJIUTEIEM
HCCIIEIOBaHMs C yKa3aHUWEM JaThl. JTOT OOBEJUHEHHBIH JOKYMEHT - OOIIMM IJIaH HCCIEeIOBaHUS U
CBSI3aHHBIE C IJIAHOM IPHJIOKEHHS MO KaKJIOMY KOHKPETHOMY HCCIIEOBAHHIO - MPEACTaBIAIOT COOOM
IUIaH  uccienoBaHus. JIOMOJIHUTENbHBIE TPWIOKEHHUS] CJIEeNyeT He3aMEeUINTEIbHO IPEICTaBIISTh
PYKOBOJICTBY UCTIBITaTeNbHOM abopaTopun u cotpyaaukam COK.

ConepxcaHI/Ie IJ1aHa UCCIICAOBAaHUA

36. Copaepxkanue OOIIEro TUTAHA HUCCIENOBAHMS W CBS3aHHOTO C HUMHU TPUIIOKEHHUS TOJIKHO
COOTBETCTBOBATh OMUCAHHOMY B pazjene 2 yactu [V u pazgene 2 yactu V mpaBWil O CIEAYIOLIIUMH
YTOYHEHUSMH.

37. Nudopmarusa o xapakTepe W eI HCCIEI0BAHUS MOXET OBITh HE 00s3aTeNIbHOW, €CIM OHa
COJIEP>KUTCS B ONMUCAHUU JAnU3aiiHa (TPOeKTa) UCCIe0BaHuUs.

38. PaccMoTpeHue BONpocoB, yKka3aHHBIX B a03aiax BTOPOM - MATOM MoAnyHKTa "a" myHkTa 57
MIPaBUJI, MOTYT UCKIIIOUYAThCSA MPU (PU3NYECKUX (XMMUYECKHX) UCCIIETOBAHUSIX.

39. Undopmanuio, ykazaHHyto B ab3are mectoM MoAmyHkTa "a" myHKTa 57 mpaBWil B 1IETOM
JIOMyCKaeTCsl MPEICTaBUTh B KpaTKoi, 00o0matomet opme nin co cChuikoi Ha cooTBeTcTBYtomue COIT
1100 PYKOBOJICTBA ITO TECTHPOBAHUIO.
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X. IlpeacraBieHue OTYETHOCTH 110 PE3YJILTATAM MCCIICIOBAHUS

40. ITo OKOHYAHUH KAKIOTO UCCIIENOBAHUS TOJDKEH OBITH IMOATOTOBIIEH 3aKJIFOUUTENILHBIA OoTUeT. B
cilydae KpaTKOCPOUYHBIX MCCIICIOBAaHWNW B CTaHAAPTHU30BAHHBIM 3aKIIOUUTEIBHBIA OTUYET JOMYCKAaeTCs
BKJIIOUATh COOTBETCTBYIOIIEE MPUIIOKEHUE B COOTBETCTBUHU € ITYHKTOM 61 mpaBuii).

Ecnmu  ocymiecTBisIIOTCS  KPAaTKOCPOYHBIE SKCIIEPUMEHTHI C HCIOJIb30BAaHHEM OOIUX TUIAHOB
WCCIICIOBAHMS, MOXET OBITh IIeJIECOOOpPa3HBIM COCTABIICHUE CTaHAAPTHU30BAHHBIX 3aKITIOUUTEIBHBIX
OTYETOB, COJEPKAIIUX OOJBIIYIO YaCTh HEOOXOJMMOM JIJIsl TAKUX OTYETOB OOIIeH MH(pOpPMAIMK B BUIC
mabnona. OHU 3apaHee YTBEPXKIAIOTCS PYKOBOACTBOM HCIBITATENbHON Jaboparopuu, a TaKxKe
PYKOBOJIUTENSIMU ~ UCCIICJIOBAHMsI, OTBETCTBEHHBIMH 32 MPOBEACHUE TMOJOOHBIX HCCIICIOBAHHIA.
ﬂOHOJ’IHI/ITeHLHaSI I/IH(i)OpMaI_[I/IH O KOHKPCTHBIX UCCICIOBAHUAX, BKIIFOYaCMasaA B TAKUC OTUCTHI (HaHpI/IMep,
noJipoOHast HGOPMAIIHS O TECTUPYEMOM OOBEKTE U MOJTyYCHHBIX YHCICHHBIX PE3y/IbTaTaX) MOXET OBbITh
3areM odopmiieHa B KadyeCTBE JOIMOJHUTEIBHOTO JIOKYMEHTa, TOANMKUCAHHOTO PYKOBOJIUTEIEM
UCCIIC/IOBAHMSI C  yKa3aHWeM JaThl. He  Jomyckaercss HCIOJIb30BaHHE  CTaHIAPTU30BAHHOTO
3aKIIIOYUTEIBHOTO OTYETa, B CIydae, €CIH IJIaH MCCIIEOBAHUS U3MEHsSeTCs (TIepecMaTpuBaeTCs) Uik B
HEM JIEJIal0TCsl TIOTIPaBKU JI0 UM BO BpeMsl MpoBeieHus uccienoBanus. COOTBETCTBYIOIIUE JOMOIHEHUS
O6$I3aTeJII)HO JOJIKHBI BHOCHUTLCS B CTaHI[apTI/I?;OBaHHblf/'I 3aKJIIOUYUTEIILHBIA OTYET.

41]. CO,I[Cp)KaHI/Ie 3aK/IIOYMTEILHOIO OTYETa B MOJHOM OOBEME (T.e. CTAaHAAPTU30BAHHOI'O
3aK/IIIOYUTCIIBHOT'O OTUYETAa W CBA3aHHOI'O C HMCCICJOBAHUEM HpI/UIO)KCHI/ISI) JOJIXKHO COIJIaCOBBIBAThCs C
OIIMCAaHHBIM B pa3JiCjic 2yactu V IIpaBHJI C BO3MOKHBIMH OTCTYIIJICHHUAMU, YKA3AHHBIMU HUKC.

42. 3akIIOYMTENBHBIA OTYET JOJDKEH COJEpXaTh CJIENyIIyl HHpOpMaluio, HO He
OrPaHUYMBATHCS €10:

a) I/IZ[GHTI/I(i)I/IKaHI/IOHHI)IC AAHHBIC OTHOCUTCIIBHO HCCIICAOBAHUA, HCCICAYCMOI'O0 M CTAHAAPTHOI'O
BCIICCTBA:

0) pa3BepHYTOE HANMEHOBAHUE;

B) WACHTH(UKAIIMOHHbIEC TaHHBIE OTHOCUTEIBHO TECTUPYEMOTr0 O0BEKTa - KOJ MM HAaUMEHOBaHUE
(IUPAC, CAS-HOMep, OMOTOTHYECKUE XapaKTePUCTHKH U T.1I.);

F) XUMHUYCCKOC HAMMCHOBAHUC PII[CHTI/Iq)I/IHpr}OH_ICC CTAaHAApPTHOC BCIICCTBO,

1) XapaKTEepPUCTHKH MCCIEyeMOro BelIecTBa (JIEKAPCTBEHHOIO CPEJACTBA), BKIKOYAs UUCTOTY,
CTaOMJIBHOCTB M OJTHOPOJIHOCTH (MOAMYHKT "a" myHKTa 65 mpaBui).

XapaKkTepUCTUKa HCCIEAYEMOro BEIECTBAa (JICKapCTBEHHOIO CPEICTBA), BKIIIOYAs YHUCTOTY,
CTaOMJIBHOCTh M OJHOPOJHOCTb, MOXET OKa3aThCs HEAKTYyalbHOH, €CM MCCle0BaHUE MTPOBOJUTCS JUIS
YCTAHOBJICHUS 3THUX JIaHHBIX;

C) 3aK/IIOYCHHUEC COK, B KOTOPOM IICPCUUCTAIOTCA BUABI U 1aThl IIPOBCACHHBIX HHCHCKHHﬁ, BKJIIO4Yas
IMPOHUHCIICKTUPOBAHHLIC J3Tallbl, a TaKXKC JaTbl HAIPABJICHHUA OTYECTOB O PE3YyJIbTaTaX HWHCICKIHUN
AAMUHUCTpAalU, PYKOBOIUTECIIO UCCIICAOBAHUA U OTBETCTBCHHBIM HCCICAOBATCIIAAM (CCJ'II/I HpI/IMCHI/IMO).
JIaHHoe 3aKIIIOYCHUE CIIYXXUT IMOATBCPKIACHUEM TOI0, 4YTO B 3aKIIOYHUTCIBHOM OTYETEC OTPAXKCHBI

non

NEPBHUYHBIC JAHHLIC B COOTBCTCTBHUU C IMOAITYHKTOM '3~ ITYHKTa 65 IpaBUJIL.
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45. Ilpu HEeoOXoauMOCTH TpeOyeTcst OTpa3uTh (PaKT MPOBENEHHS ayUTa MPOLEIYp UCCIEAOBAHUS.
B 3akmouennn COK HeoOX0auMO TakKe OJHO3HAYHO yKa3aTh, 4YTO 3aKIIOYUTEIIBHBIA OTYET
MOABEPrajcs ayIuTy.

[Ipunoxxenune N 7

K [IpaBunam

HaJyIeKalen 1abopaTopHON IPAKTUKH
EBpa3zuiickoro 3KOHOMHUYECKOTO
coro3a B cdepe oOpareHus
JICKapPCTBEHHBIX CPEJICTB

OBIIME TPEBOBAHN A
KTIOPAAKY HPOBEJNEHVA JOK/IMHUYECKNX (HEKJIMHUYECKHX)
NCCIIEAOBAHNUN JIEKAPCTBEHHbBIX CPE/ICTB

I_[eJ'IBI-O JOKINMHHUYCCKHUX (HCKJ'II/IHI/ILIGCKI/IX) HCCIICOBaHUM JICKAPCTBCHHLIX CPCIACTB ABJIACTCA
MMOJIYYCHHUEC HAY4YHbBIMH MCTOAAMMU BHC OpraHu3dMa 4YCJIOBCKA PE3YJIbTATOB OLHCHKH W O0KAa3aTCILCTB
6630HaCHOCTI/I, KadycCTBa U 3(1)(1)CKTI/IBHOCTI/I JICKAPCTBCHHLIX CPCACTB.

JloxinHnyeckoe (HEKJIIMHUYECKOE) 3yueHne 0€30aCHOCTH JIEKAPCTBEHHBIX CPEACTB IPOBOJUTCS C
coOmoaeHueM  TpeOoBaHMN  mpaBWi — Haajexamed jgabopatopHoil  mpaktuku — EBpasuiickoro
HKOHOMHYECKOTO COI03a, YTBEpXKIaeMbIX EBpa3uiickoil IKOHOMHYECKOW KOMHCCHEW, o0ecreunBaeT
HE0O0XOAUMBIN YPOBEHb KaueCTBa U BOCIIPOM3BOAMMOCTD MOJYYEHHBIX JaHHBIX.

I[OKJ'II/IHI/I‘IGCKOG (HGKJ’II/IHI/ILIGCKOC) HU3YUCHHUC JICKAPCTBCHHLIX CPCACTB MPOBOJUTCA MO CICAYIOIIUM
HaIllpaBJICHUAM:

u3ydeHue (hapMaKoJIOTUU JIEKapCTBEHHOI'O CPEJCTBA (MEepBUYHAsl U BTOpHYHAs (hapMaKoJWHAMUKa
u papmakosorust 0e30MacHOCTH, (papMaKoIOrus JEKapCTBEHHOTO B3aMMOIECHCTBHS);

n3ydeHue (apMakKOKHHETHKH JIEKAPCTBEHHOTO CpeicTBa (a0copOiusi, pacrpeiesieHne, MeTadoIn3M,
BbIBeZIeHHE, (apMaKOKHHETHUECKOE  JIEKapCTBEHHOE  B3aMMOJACHCTBHE, WHBIE  HCCIEIOBAHUS
(apMaKOKHMHETHKH);

TOKCHUKOJOTHUYCCKUE HCCICAOBAHUA (TOKCI/IIIHOCTB IIpru OAHOKPATHOM U TIOBTOPHOM BBCACHUAX
JICKAPCTBCHHOTO CpCACTBA, TCHOTOKCHYHOCTb, KAHICPOICHHOCTH, PCIPOAYKTUBHAA TOKCHUYHOCTD,
3M6pI/IOTOKCI/I‘-IHOCTL, MCCTHAs NEPCHOCUMOCTD, UHBIC UCCIICAOBAHU A TOKCI/I‘IHOCTI/I).

21.]'[5[ opraHmauI/m 158 HpOBe)IeHI/ISI JOKIMHHUYCCKOI'O (HGKJ’II/IHI/I'-IGCKOFO) HCCIICOIOBAHUA
JIEKapCTBEHHOTO  CPEICTBAa  pa3pa0dOTYMKK  JIGKAPCTBEHHBIX  CPEIACTB  BIOpaBe  IPHUBJIECKAThH
Hay4YHO-UCCJIEI0BATEIbCKUE OpPraHu3alud, TPO(HIbHBIE YUYPEKICHUS BBICIIETO TPO(ECCHOHATBHOTO
oOpa3oBaHMs, WHBIE OpTraHHW3AIMH, HMEIONINE HEOOXOIMMYI0 MAaTepPUAIbHO-TEXHUYECKYID 0a3zy H
KBATU(HUITUPOBAHHBIX CIIEIIMAIMCTOB B COOTBETCTBYIOIICH 001aCTH HCCIICIOBAHUS.
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HeoOxomumplii  00beM M METOAOJNOTHS  MPOBEACHUS  JOKIMHUYECKUX  (HEKIMHUYECKHX)
UCCIICIOBAaHUM  JICKAPCTBEHHBIX CPEICTB  ONPEHENSAIOTCS  3aJaHHBIMU  (PapMAKOJIOTMYECKMMU U
TOKCHKOJIOTHYECKUMU CBOMCTBAMU JIEKAPCTBEHHOT'O CPEJCTBA M CIOCOOOM €r0 IIPOU3BOJICTBA.

[Ipunoxenue N 8

K [IpaBunam

HaJyIeKalen 1abopaTopHON IPAKTUKH
EBpa3zuiickoro 3KOHOMUYECKOTO
coro3a B cdepe oOpareHus
JICKapPCTBEHHBIX CPEJICTB

PYKOBOJICTBO
[10 OBMEHY MH®OPMALIMEN MEXY YIIOJJHOMOYEHHBIMU OPTAHAMU
T'OCYIAPCTB - WIEHOB EBPA3UMCKOI'O DKOHOMUYECKOI'O COIO3A
B OTHOILIEEHWUY CUCTEM KOHTPOJISI COBJIFOJEHUS TTPABUII HA JJIEXKAILLEN
JIABOPATOPHOU IIPAKTUKHU EBPABUNCKOI'O SKOHOMUNYECKOT'O COIO3A
B COEPE OBPAILEHUS JIEKAPCTBEHHBIX CPEJICTB

1. YniosiHOMOYEHHBIE OpraHbl FOCY1apCTB - YWIEHOB EBpazuiickoro 3KOHOMHUYECKOI0 coro3a (aajee -
rocy/apcTBa-uwieHbl) MpPH MPOBEJCHUM CUCTEM KOHTPOJIsS COOJNIOACHHS TMpaBWJI —HaJJIexalien
mab0paTOpHON TPAKTHKU EBpa3suUiiCKOTO 3IKOHOMHUYECKOTO COI03a, YTBEPXKIAaeMbIX EBpazuiickoii
HKOHOMMYECKOI KOMUCCHEH (Jlanee - mpaBuiia) 0OMEHHUBAIOTCS cleAyIoleil nHpopMaIuei:

HAaMMCHOBAHUC, OpraHu3allMOHHAA q)opMa U OpraHu3allMOHHasd CTPYKTypa YIOJHOMOYCHHOTO
OopraHa rocyaapCrBa-4jCHa,

IpoUeAypsl, IPOBOJUMBIE B XOJI€ MHCIEKIMH JsabopaTopuii M ayJUTOB HCCIEJOBAHUMH,
NEPUOIMYHOCTb UHCTIEKIUHI U (WIN) KpUTEpUH rpauKoB MPOBEICHHS MHCIEKIIHII;

KOJINYECTBO U KBaHI/I(i)I/IKaHI/II/I HUHCIICKTOPOB,

JEUCTBUs, NPEANPUHUMAEMbIE YIIOTHOMOYEHHBIM OPraHOM TIOCyJapCTBa-ujeHa B Clydae
OOHapyXeHHMs] HECOOTBETCTBHS HCIBITATEIbHONW JlabopaTopuu TpeOOBaHMSM NPaBWJ, BKIIOYas
BO3MOKHOCTh COOOIIATh MPU HEOOXOIUMOCTH JPYTMM TOCyJapCTBaM-WiI€HaM pe3ysbTaTbhl MHCIEKLUH
UCIBITaTENbHBIX JAOOPATOPUIA U ayTUTOB UCCIIEI0OBAaHUM, IPOBOJUMBIX B 3THUX JIAOOPaTOPHSIX;

MCEPBI O 3allUTC KOH(l)I/IZ[eHLII/IaJ'IBHOCTI/I I/IHCI)OpMaI_[I/II/I;

npoueaypbl, He0OOXOIUMBIE JIJIsl Havajla U MPOBEIEHUS NHCIEKIUN UCIIBITaTeIbHBIX J1abopaTopuil u
ayIUTOB MCCIENOBAaHUN IO 3allpoCy APYTUX TOCYAApCTB-WIEHOB U MPOLELYphl MOATOTOBKM OTYETA O
MIPOBEICHHBIX MHCIIEKIMX (ayauTax);

nmpoucaypsl i HOJYUYCHUS YIIOJIHOMOYCHHBIM OPraHOM OAHOI'0 rocyaapCrBa-djicHa I/IH(I)OpMaI_[I/II/I
00 UCHBITATEIBLHBIX na6opaTopH5[x APYyroro rocyaapCTBa-4ji€Ha, KOTOPBLIC IMPOIIJIM HWHCIICKIUIO
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YIOJTHOMOYEHHOT'O OpraHa 3TOr0 roCyAapCcTBa-uiieHa, BKIIOYAs pe3yIbTaThl OIICHKU COOTBETCTBUS TaKUX
nabopaTopuii TpeOOBaHUSM ITPABUIT;

BU/IbI HCCHCHOB&HHﬁ, KOTOPLIC NPOBOAATCA B MHCIICKTUPOBAHHBIX HUCIIBITATCIIbHBIX na6opaTopH51x B
COOTBETCTBHHU C IIPpaBHUJIAMH.

2. B cny4yae oOHapy)XeHHUsI B HCHBITATEILHOM J1a00OPaTOPUHU CEPhE3HBIX OTKIOHEHHH OT TpeOOBaHHUN
IpaBWI, KOTOPhIE MOTYT IOBIMATH Ha CHElU(UUIEecCKrue BUIBI HCCIEAOBAaHUN, YITOJIHOMOYEHHBIN OpraH
rocyJapcTBa-wieHa BIIPaBe COOOIIUTH 00 OOHAPYKEHHBIX CEPhE3HBIX OTKIOHEHHSX COOTBETCTBYIOIIUM
YIIOJTHOMOYEHHBIM OpraHaM JPYTHX TOCYJapCTB-YJICHOB.

3. CBenmeHusi 0 HaUMEHOBAHHWH JaOOPATOPHIA, TOJUICKANIMX HWHCICKIUSIM B pPaMKaX CHUCTEMBI
KOHTPOJISl COOJIOICHUSI MPABHJI, CTENEHb COOTBETCTBUS TPEOOBAHMSM TPABWI M JAThl TPOBEICHUS
WHCIEKIUH JOJDKHBI MPEIOCTABIATHCS YIOJTHOMOYCHHBIMU OpPraHAMH TOCYJapCTBa-wiCHA IO 3arpocy
YIIOJIHOMOYEHHBIX OPTraHOB JIPYTHX TOCYAapCTB-YJICHOB (B COOTBETCTBHH C TpuiiokeHueM N 9 mpaBui).

B ciIy4dac, €CJIn YTBCPKIACHHUEC CUCTCMblI KOHTPOJIA CO6JHOIIGHI/I$I IMpaBUJI B roCyaapCTBC-4JICHC CIIC
HC IPOBCACHO HJIM B CJIydaec, €CJIA YHOHHOMO‘IGHHHﬁ opraH rocyaapCrBa-djicHa HE MOXKCET OUCHHUTb
MNpUEMIIEMOCTb CHUCTEM KOHTPOJIA CO6JIIOI[CHI/I$[ [MpaBuJI B APYIrux rocyaapCrBax-4JiICHax TOJIbBKO Ha
OCHOBAHHMH OOMEHa IMMCEMEHHOM I/IH(I)OpMaIlPleﬁ, AO0IIYCKACTCA IMPOBCACHNC KOHCYJ’IBTaI_II/Iﬁ n O6CY)KI[€HI/IG
PE3YIbTATOB HUHCIICKTUPOBAHUA HUCIBITATCIBHBIX JIa60paT0p1/n71 B paMKax B3aMMOJCHCTBHUS
YIIOJIHOMOYCHHBIX OPraHOB C 9KCHepTHHM KOMUTCTOM I10 JICKAPCTBCHHBIM CPCACTBAM.

Ecin B rocynapcrBe-wieHe CyIIECTByeT 0Oojiee  OAHOIO  YIOJHOMOYEHHOIO  Oprasa,
00eCreunBaIIero KOHTPOJIb  COONIOACHHUA TpeOOBaHMN  MpaBWJ, ClEIyeT OOeCHeuYuTh HX
B3alMOJICIICTBME M HAJIMYME €IUHOM CHUCTEMBbl KOHTPOJS B TOCYJapCTBE-UJI€HE, a TaKXKe ClenyeT
YCTaHOBUTH YIOJHOMOYEHHBIH OpPTraH, KOTOPBIN Oy/eT OTBeYaTh 3a B3aUMOJICHCTBHE B PAMKaX CHCTEMbI
KOHTPOJISI COOJII0/IEHUS IPABUJI C YIIOJTHOMOYEHHBIMH OpraHaMu JIPYyTUX FOCyAapCTB-YJIEHOB.

Ecnu  ynmomHOMOUEHHOMY OpraHy OJHOTO M3 TOCYAApCTB-WIEHOB HEOOXOIMMO IOJIYyYUTh
aKTyaJlbHyl0 HMH(OpMAalMI0O O CTaTyce COOTBETCTBMSI NpPaBWJIaM HCIHBITaTEIbHONW J1labopaTopuu,
pPAaCIIOJIOKEHHOM B JIPYrOM TOCYIapCTBE-4I€HE, TO YIOJHOMOYEHHBIM OpraH BIIPABE 3alpOCUTh
YIOJIHOMOYEHHBIM OpraH JTOr0 TOCYJapCTBa-wieHa WHUIMUPOBATH CIENUAIBHBIA ayAUT JaHHOMH
71a00paTOPHUHU U MPEICTABUTD €r0 Pe3yabTaThl Ul OLIEHKH.

Mexny  yNOJHOMOYEHHBIMH  OpraHaMd  TIOCYAapCTB-WIECHOB  JIOJDKHO — OCYIIECTBIISTBCS
B3aUMOJIEHiCTBHE TIO0 O(UIMAIBHO ONpe/eleHHbIM KaHanaMm uHpopmanuu. IIpy 3ToM 1o B3auMHOMY
COIJIAIIEHUIO YIOJIHOMOYEHHBIX OpPraHOB TOCYJapCTB-WIEHOB JAOIycKaeTcsi oOMeH HHpopMaiueil mo
HeopUIMATLHBIM KaHallaM CBsI3HU, a TakKe oOMeH MHpopMalueld B paMKax B3aUMOJEUCTBUS OTJEIbHBIX
(hapmaleBTUUECKUX UHCIIEKTOPATOB.

dapMaleBTUYECKUE MHCIIEKTOpaTa KaKIOro M3 IOCyNapCTB-4JIEHOB BIIPAaBE IPHUCYTCTBOBATH IIPH
WHCIEKIUU HCTIBITATeIbHON J1ab0paTOPUU WM ayJIuTe HUCCIEIOBAaHUS, KOTOPBIM MPOBOAUTCA B JIPYIHX
rocyJapcTBax-ujieHax (hapMaleBTHUECKUMH WHCIIEKTOpaTaMH MX YHOJHOMOYEHHBIX OpraHoB. B aTux
ciydasx o(QUUUaIbHBIA 3alpoc YINOJIHOMOUYEHHOTO OpraHa TOoCyJapcTBa-ujleHa, KOTOPBIA H3bSIBISET
’KeJlaHHe OYHOI'0 MPUCYTCTBUS CBOMX (DapMalleBTHUECKUX WHCIEKTOPOB HA MHCHEKIMH UCIBITATEIbHOMN
1a00paTOpUK WU ayJUTe UCCIEI0BAHUS JOJDKEH IOCTYIUTh 3a0JIarOBPEMEHHO B CPOK, YCTaHOBJICHHBIN
PYKOBOJICTBOM IO KadyecTBY (hapMalleBTUUYECKOTO HMHCIEKTOpara, Ha TEPPUTOPHHU TOCyIapcTBa-djieHa
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KOTOpPOT'O BBINOJHSETCA Takas MHCIEKUMs (ayAuT). YTOJIHOMOUYEHHBIE OpraHbl IOCYAAapCTBa-dJICHA,
NOJYyYMBIIME TAaKOM 3alpoc, HE BIpaBe OTKa3zaThb (apMaleBTUYECKUM HHCIEKTOpaM Jpyroro
rocy/lapcTBa-ujeHa y4acTBOBaTh B MHCIIEKIUH (ayIUTE).

[Mpunoxenne N 9

K [IpaBunam

HaJyIeKalen 1abopaTopHON IPAKTUKH
EBpa3zuiickoro 3KOHOMUYECKOTO
coro3a B cdepe oOpareHus
JICKapPCTBEHHBIX CPEJICTB

PYKOBOJICTBO
JIJ11 YIIOJJHOMOYEHHBIX OPTAHOB I'OCYJIAPCTB - YJIEHOB
EBPA3BUNCKOI'O SKOHOMUYECKOT'O COIO3A 1O KOHTPOJIIO COBJIFOIEHUS
[IPABWJI HAJUIEXKALLEN IABOPATOPHOM ITPAKTUKU EBPABUICKOI'O
AKOHOMMUYECKOI'O COIO3A B COEPE OBPALIIEHU S JIEKAPCTBEHHBIX
CPEJICTB ITPU [TIOJI OTOBKE OB30POB I[TPOMHCIIEKTUPOBAHHBIX
UCIIBITATEJIBHBIX JIABOPATOPUI WU AYJIUTOB
OTJIEJIbHBIX UCCJIEJOBAHUN

1. B ciyyae BO3HMKHOBEHHUS Pa3HOIVIACUM MEX]y YIOJIHOMOYEHHBIMH OpraHaMu TOCyAapcTB -
yjieHoB EBpa3uiickoro 3KOHOMHYECKOIro coro3a (Jajee - rocyAapcTBa-wieHbl) IpU OLEHKE cTaTyca
UCHBITATENbHBIX J1a00paToOpuii, MNPOIIEAININX WHCIEKIHI0O Ha COOTBETCTBHE TpPEOOBAHMSIM IpaBUII
Ha/Iexamel  J1abopatopHoi MpakTHKU EBpa3suiickoro »KOHOMHMUYECKOTO €033, YTBEP)KJIAeMbIM
EBpasuiickoil sKOHOMHYECKOM KOMUCCHEN (najee - MmpaBuiia), WM ayJUTOB OTIEIbHBIX HCCIIETOBaHUM
YIIOJIHOMOYEHHBIE OpraHbl rocyJapcTBa-uieHa, (papMaleBTUYeCKUH HMHCIEKTOPAaT KOTOPOTO BBIOIHSII
MHCHEKLHUIO HUCHBITaTeNIbHON Jaboparopuu (ayauT OTAEIBHOTO HCCIIEOBaHMS) NEpeNaroT KpaTKHe
0030pbl BBIMOJIHEHHBIX MHCIEKIUH MCIBITaTENIbHBIX JA00paTOpUii WM ayAMTOB HCCIIEIOBAaHUN B
EBpasuiickyro 5KOHOMHYECKYI0 KOMUCCHUIO (11 pACCMOTPEHHUS pa3HOTIacHid).

2. YkazaHHble 0030pbI JOJDKHBI COJEPKATh CIEAYIOIIYI0O MUHUMAIbHYIO HUH(QOPMAIUIO, KOTOpas
MTO3BOJISIET TTPOBECTH PACCMOTPEHHUE PE3yIbTATOB MHCIIEKITUH (ayUTa):

yKa3zaHHe HauMEHOBaHMs TPOBEPEHHOMN 1abopaTopuu (IO3BOJISIONIEE €€ TOUHO UAEHTH(PHUIIUPOBATh,
TO €CTh Ha3BaHHE JIAOOPATOPUH, TOPOJA U TOCYJapCTBA, HA TEPPUTOPHH KOTOPOTO OHA PACHOIOXKEHA (B
TOM YHCJI€ U B OTHOLIEHUU MPOUHCIEKTUPOBAHHBIX 3apyO0eKHBIX JJabopaTopHii));

MECSIII ¥ TOJ] TPOBEJACHUSI HHCIISKITNH U TIPH HAJMYWU J1aTa BEIHECCHHS TIOCIICHETO 3aKIIOUYCHUS O
CTaTyce COOTBETCTBUS 1abopaTopuH (MCCIe10BaHNs) TpEOOBAHUSIM MTPABUIT,

ONKMCAHWE MPOBEPKU C TMOJHBIM M TOJAPOOHBIM yKa3aHUEM €€ BHJa MPOBEPKH (MHCIEKIUA
coOmoeHns TpaBWwil U (WJIKM) ayJuT HUCCIEeNIOBaHMs), CTAHIAPTHOCTU IPOBEICHUS (CTaHIApTHAS WIIH
HECTaHJapTHasT MHCIEKIMs), y4dacTHUs B HEHl YHNOJHOMOYEHHBIX OpraHoB ((apManeBTUYECKUX
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MHCIEKTOPATOB) IPYTUX TOCYJapCTB-UJIEHOB);
crielManu3anus IpoBepeHHOM 1abopaTopHH;

BBICTABJICHHBIA CTaTyC COOTBETCTBUSI MCHBITATEIbHOIN NabopaTopuu (OTAETHHOTO HCCIETOBAHMS)
TpeOOBaHUSM MPABUIT,

JTr00ble KOMMEHTApPHUU B OTHOIICHUH IIPOBEICHHON HHCIIEKIIUH (AyUTa);
BBISIBJICHHBIC OTKIOHEHMS (KPUTUYECKUE, CEPbE3HBIE WU IIPOUHE);

3aKJIIOYEHHE O COOTBETCTBMM HCIBITATENbHONW Jaboparopuu (OTIAEIBHOIO HCCIIEIOBAHMS)
TpeOOBAHUAM MPABUIL

3. CteneHb COOTBETCTBHS HCHBITATEIBHON JabopaTopuu TpeOOBAaHHSIM IPaBWI CBSA3aHA C BUAOM
IIPOBOJIUMBIX UCCIIEOBAHUH U JOJKHA OBITh OJJHO3HAYHO YKa3aHa B KPaTKOM 0030pe:

(U3UKO-XMMHUYECKHE UCCIIEOBAHNS;

UCCIIEIOBaHHsI TOKCUYHOCTH;

UCCJIEJOBaHMSI MyTareHHOCTH;

aHAJIUTUYECKUE U KIMHUYECKHE XUMUYECKUE HCCIIeI0OBAHNUS;
Jpyrue UCCIe0BaHus (C yKa3aHUEM BHUJIA).

4. JlomyckaeTcsi yKa3aHHE HECKOJbKUX BHJIOB MPOBOJMMBIX HCCIEAOBaHHI, a Takke ux Oolee
JETaTM3UPOBAHHOE YKa3aHHWE, €CIM H3TO HeoOXOIuMO JJisi OLEHKHM CTENeHH COOTBETCTBUS U
(OpMYyIHUPOBKY 3aKITIOUYESHHUS.

5. Jlns ykazaHus craryca COOTBETCTBUS JIAOOpaTOpuil CleAyeT HCIOJIb30BaTh TPU KAaTETOPUU:
"cooTBeTcTBYET", "HE COOTBETCTBYET", ""OlIEHKA HE 3aBepIlieHa (C YKa3aHHeM NMPUYHUHBI)".

BBuny toro, craryc "oneHka He 3aBepiieHa" MOKET ObITh MCTOJIKOBAH MO-Pa3HOMY, €ro yKa3zaHue
JIOJPKHO COTIPOBOXKJAThCS MOSICHEHUSAMH B 0030pe. Takue mosicHeH!s! cTaTyca OLEHKH JTOJIKHBI BKITIOYaTh
(GOpMyIUPOBKHM, TIO3BOJISIOLIUE YCTAHOBUTH IPUYMHY HEBO3MOXXHOCTH OIEHUTh CTaTyCc Kak
COOTBETCTBYIOILIMM WJIM HECOOTBETCTBYIOLIMI (HarpuMep, "MPOBOIUTCS OBTOPHAsI MHCIIEKIIMS, KOTOpast
He 3aBepiueHa", "OTBET M3 HCIBITATEIbHOW JIa0OpaTOpPUM 3a 3aMeyaHHUs 10 HMHCIEKIUH (ayauTy) He
HOCTYIuUI (OTJIOKEH)", ""a IMUHUCTPATHBHAS IPOLIEypa HHCIICKIMHU (ayAnUTa) He 3aBeplieHa” U T.11.).

6. Ilpu popmynupoBKe 3aKIOUEHUSI O COOTBETCTBUM (M HANpPaBICHUHM YIOJHOMOYEHHBIM OpraHaM
APYrUX TOCYAApCTB-4JIEHOB 3aKJIIOYEHUH O COOTBETCTBHMM, [OJDKHA HCIIOJIB30BAaTHCS TEPMHUHOJIOTHS,
yCTaHOBJIEHHAs! MpaBUIaMH MPOBeACHUS (papMaleBTUUECKUX MHCIEKIUH, yTBepkaaeMbiMu EBpa3zuiickoit
HKOHOMHUYECKOW KOMHUCCHEH U OOIIMMHU TpeOOBaHMSAMM K CHCTEME KadecTBa (apMaleBTUYECKHX
WHCIIEKTOPAaTOB TOCYJAapCTB - WICHOB EBpa3MiICKOrO0 53KOHOMHMYECKOTO COH03a, YTBEPKIaeMBIMU
EBpasuiickoii 53KOHOMHUYECKON KOMHUCCUEN.

7. Kparkue 0030pbl BBIIOJHEHHBIX MHCIEKIHUNA HCHBITATENbHBIX JIA0OpAaTOPUN WU ayAUTOB
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UCCIEA0BAaHUM, NOCTynuBIIME B EBpa3suilCKyl0 SKOHOMUYECKYI0 KOMMCCHIO [UIsl PAacCMOTPEHUS
pa3sHOIIacuil MEXKIy YIOJIHOMOYEHHBIMM OpraHaMy TOCYJapCTB-WwICHOB IIpM OLEHKE CcTaryca
UCHBITATENbHBIX  JIA0OpATOPUIl WM ayAMTOB  OTAEIBHBIX  MCCIENOBAaHMI  NyONMKYIOTCS B
MHTETPUPOBaHHON MH(OPMALMOHHON cucTeMe EBpa3umiicKoro 3KOHOMHUYECKOIO COr03a Ul JAOCTyIa
YIOJHOMOYEHHBIX OPTraHoB (YIIOJIHOMOYEHHBIX OpraHU3aluil) TOCYJapCTB-WIEHOB U MO 3alpoCy MOTYT
IIPEJOCTABIIATHCS OOLECTBEHHOCTH.
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