EBPA3UHCKASI SKOHOMMYECKAS KOMUCCHS
COBET

PEIMEHMUE

«03» Hos10ps1 2016 T. Ne 81 r. Actana

06 yrBep:xkaennu llpaBun Haanexkameii JadbopaTopHOH NPAKTUKH
EBpa3uiickoro 3k0HOMH4YecKOI0 c0103a B cepe odpanieHust
JIeKapCTBEHHBIX CPEJACTB

B coorBerctBuun co crareeit 30 JloroBopa o EBpazuiickom
SKOHOMHUYEeCKOM coro3e oT 29 mas 2014 roma, crareeid 6 Cornainenus
0 €IUHBIX NPUHIMIIAX M IIpaBWIax OOpalleHHsl JIEKapCTBEHHBIX CPEJICTB
B paMmKax EBpasuiicKoro sKOHOMHYECKOro corosa ot 23 aexadps 2014 roxa,
nyHkToM 87 mpuioxeHus Ne 1 x Peruamenty pabotsl EBpasuiickoii
SKOHOMMYECKOH  KOMHCCHH, yTBepKIeHHOMY Pemenwem  Bricmero
EBpasuiickoro skoHomuyeckoro cosera oT 23 gekabps 2014 r. Ne 98,
u Pemenunem Beiciero  EBpa3uiickoro  3KOHOMHYECKOIrO  COBeTa
or 23 nexkabps 2014 r. Ne 108 «O peanuzauuu CoriameHus: 0 €IUHBIX
NPUHLIMIAX W IIpaBUJIaxX OOpalleHUs JIEKapCTBEHHBIX CPEJICTB B paMKax
EBpa3suiickoro DKOHOMHYECKOTO COrO3a» Coset EBpazuiickoit
HKOHOMHYECKOKH KOMHUCCHU P € Il M JI:

1. VrBepaute npunaraemslie [lpaBuna Hagnexameidl maboparopHoit
npakTUKA EBpa3zuiickoro 3KOHOMHYECKOTO coro3a B cdepe oOpalieHus
JICKapCTBEHHBIX cpelcTB (nanee — [IpaBuina).

2. MucnexktrpoBanue cooTBeTcTBUs [IpaBuiam mpoBOIUTCS B paMKax

CpapMaHeBTI/I‘leCKI/IX WHCIIEKLIUU B COOTBETCTBHH C mpouceaypamu,
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YCTaHOBJIEHHBIMU 3aKOHO/ATENILCTBOM IOCYIapcTB — 4ieHOB EBpasuiickoro
SKOHOMHYECKOIO COl03a € YYETOM pPEKOMEHJALMK, COJepKaLlUXCs
B pazaenax VII u VIII Ilpasum.

McneiTaTebHbIC J1TA0OPATOPUU TOCYIAapCcTB — ulieHoB EBpasuiickoro
HSKOHOMHYECKOTO COH3a TAaKXKe CUMTAIOTCS COOTBETCTBYromMMHU IIpaBunam
B Clyyae, €CJIM  YIOJHOMOYEHHBIM  OpPraHoM B  COOTBETCTBUHM
C 3aKOHOJIATEIbCTBOM TOCY/IapcTBa — ujeHa EBpa3suiickoro 5JKOHOMUYECKOTO
COI03a IPU3HAHO COOTBETCTBME STUX MCHBITATENIBHBIX JabopaTopuii
TpeOOBaHUSIM JOKYMEHTOB B 00JacTH CcTaHAapTU3aluyd, WICHTHUYHbIX
JIOKYMEHTaM, YKa3aHHbIM B myHKTe | [IpaBu.

3. Hacrosmee PemeHne BCTymaeT B CHIy 10  HMCTEYEHHH
10 kajeHJapHBIX JAHEHW C Jarel BeTymuleHMss B cuiy  [IpoTokxona,
nmojnucaHHoro 2 Jjexkadbpst 2015 ropa, o mnpucoenuHeHuu PecryOsnku
Apwmenust k CornalmleHU0 O €IMHBIX NPHHLMIAX M IpaBuiax oOpaiieHus
JIEKapCTBEHHBIX CPEACTB B paMKax EBpasMiiCKOr0 5KOHOMHYECKOTO CORO3a
ot 23 nekabps 2014 roma, HO He paHee yeM 10 UctedyeHUH 10 KajneHJapHbIX

,ZLHeﬁ C JaThI O@HHHHJII)HOFO OHY6J’[I/IKOB&HHH HacTosero Penenus.

Ynensl CoBera EBpasuiickoil 3KOHOMHYECKOH KOMHCCHM:




YTBEPX/EHbBI

Pemenunem CoBera

EBpasuiickor 5JKOHOMHUYECKON KOMUCCUU
ot 3 HosiOps1 2016 . Ne 81

IHPABUJIA
Ha/JIeKalei JJaopaToOpHOM MPAKTUKHU
EBpa3uiickoro 3k0HOMHYECKOro ¢o103a B cpepe oOpameHust
JIEKAPCTBEHHBIX CPEICTB

|. O0une monoXeHus

1. Hactosimue IlpaBuna mnpuMEHSIIOTCS B IENSIX  ITPOBEICHUS
JTOKJIMHUYECKHUX (HEKJIMHUYECKUX ) UCCIIeIOBAaHUI 0€30MacHOCTH
JIEKaPCTBEHHBIX CPEICTB U (MJIM) BEUIECTB, COAEPIKAIIMXCS B JICKAPCTBEHHBIX
npenaparax. Hacrosmue [lpaBmia paspaboTaHbl ¢ IMETbI0 TapMOHH3AIUN
MEXIYHAPOIHBIX JOTOBOPOB M aKTOB, COCTAaBJISIOMIUX MPaBo EBpa3niickoro
PKOHOMHYECKOro coro3a (mainee — Coro3), B oOmactu oOpamieHus
JIEKapCTBEHHBIX CPEJCTB C 3aKOHOIATEILCTBOM EBporeiickoro corosa B 3TOU
oOnact ¢ yuderom TpeboBanuii EBpomeiickoro corw3a u OpraHuzanuu
SKOHOMHYECKOTro coTpyaaudectBa U pasputus (ODCP). Ilpm 3TOoM ObLTH
ucnosib30Banbl  NOKyMeHTbl OOJCP cepum «IIpuHnumnel Hamiexamen
1abopaTopHO PAKTUKH " MOHUTOPHHTA COOTBETCTBHSI:
ENV/MC/CHEM(98)17 (OECD - Ilpuniumnbl Hajexaliei 1adbopaTopHOM
npaktukn), OECD/GD(95)66 (PykoBoacTBO Mo mIpolieaypaM MOHHTOPHHIA
cootBeTcTBUs mnpuHimnam GLP), OECD/GD(95)67 (PykoBomcTBO 110
IMPOBENCHUIO  WHCIEKIMA  WCTBITATEIbHBIX  IEHTPOB W AyJIUTOB

uccienoannii), OCDE/GD(95)115 (Ilpumenenne npuniunoB GLP k



KOMIIbIOTEPU3HPOBAHHBIM CHUCTEMaM), ENV/IM/MONO(99)20
(OGecrieueHne kayecTBa B COOTBeTCTBMM ¢  npuHnumamu  GLP),
ENV/IM/MONO(99)23 (ITpumenenne mpuniunoB GLP k kparkocpodHbIM
uccienoBanusaMm), ENV/IM/MONO(99)24  (Poarr u  00sS3aHHOCTH
PYKOBOJMTENSI HCCIACIOBAHUNA B COOTBETCTBUHM C nmpuHInmmnamu GLP),
ENV/MC/CHEM(98)16 (Ponb 1 00sS3aHHOCTH CIIOHCOpPAa B COOTBETCTBUH C
npuanunamu GLP), ENV/JM/MONO(2002)9 (Opranusaius u yrnpaBicHUE
UCCIICIOBAaHUSMK, TPOBOJMMBIMH HA HECKOJBKHX HCCIIEA0BaTEIbCKUX
wiomiankax), ENV/IM/MONO(2004)26 (ITpumenenne mnpuniuno GLP k
uccienopanusaMm  in vitro), ENV/JM/MONO(2007)10 (Opranmzamnus u
KOHTPOJIb ADXHBOB).

2. Hacrosimue IlpaBuia NPUHUMAIOTCS B ILEISX 3alIUTHl 30POBbBS
YyeloBeKa, ~ oOecledyeHHss  COMOCTAaBUMOIO  KadyecTBa  Pe3yJIbTaToB
JTOKIIMHUYECKNX (HEKJIMHHYECKHUX) HcclenoBannii B pamkax Corosa,
yCTpaHCHHS TEXHUYECKHX 0aphepOB BO B3aMMHOM TOPTOBJIC M TPUMEHSIOTCS
OpU  TPOBEACHUM  JOKIWHUYECKMX (HCKJIMHUYECKUX) HUCCIICIOBAaHUM
0€30IaCHOCTH BEILECTB, COAECPIKAILIUXCS B JIGKAPCTBEHHBIX CPEACTBAX.

3. UcnpiTyeMble 00BEKTHI MOTYT OBITh KaK CHHTETHYCCKOM IPUPOJIHI,
TaKk U OMOTCHHOTO MPOUCXOXKICHUS, a TAKKE MPEICTABJIATh COOOH >KHUBBIC
opranusMsbl. Llenpro HWCCleoOBaHUS 3THX OOBEKTOB SBISCTCS IOJNyYCHHUEC
JAHHBIX 00 MX CBOWCTBaX M (WJIH) OE30MACHOCTH ISl 3JI0POBbS YCIIOBEKA M
OKPY>KAarOLLIEH CPEIBI.

4. ConocTaBUMOE KayeCTBO  PE3YyJIBTATOB  HCHBITAHUHA  SIBISCTCS
OCHOBOW JUIS B3aMMHOTO TPU3HAHUS  YIOJHOMOYCHHBIMU OpraHaMH
rocymapcts — wieHoB Coro3a (zajgee — rocyaapcTBa-4iICHBI) MOMYYEHHBIX

JAaHHBIX, 9YTO ITO3BOJIUT UCKIIOYHUTH JOIIOJHUTCIIBHBIC U3ICPKKH, CBA3AHHBIC



C  TIOBTOPHBIM  TIPOBEACHUEM  JOKIMHUYECKUX  (HEKIMHUYCCKHX)
UCCIIEIOBAHHUM B KaXKJIOM rOCyJlapCTBe-UJICHE.

5. loxknnHnyeckue (HEKIIMHUYECKUE) UCCIIENOBAaHUS U HEKJIMHUYECKUE
UCCJIeIOBaHUsI O€30MacHOCTH JUIsl 3/I0pPOBBbSl UYENOBEKA W  OKpYyKarouien
Cpelbl, B OTHOIIEHWU KOTOPBIX NpHUMEHsSIOTCS Hacrosmue [lpaBuna,
BKJIIOYAIOT B ce0s1 paboTy, MPOBOAMMYIO B JIAOOPATOPUU U BUBAPUH.

6. Hacrosimme [lpaBmiia mpuMeHSIOTCS B OTHOIICHUH JOKITMHUYECKHX
(HeKJIMHUYECKHUX) HCCIICTOBAaHUN 0O€30MacHOCTH IS 3JI0POBbS YCIIOBEKA W
OKpYyXarolen cpenbl, MPOBEIeHNE KOTOPBHIX HEOOXOAMMO ISl pEerucTpaluu

JIEKapCTBEHHBIX CPEJICTB.
Il. Onpenenenus

7. 1nst neneii HacTosmmx [IpaBHII MCIIONB3YIOTCS TOHSATHS, KOTOPBIE
O3HAuaIoT CIeyIoIIee:

«amnmaparnoe obOecreuenue» (hardware) — ¢usuueckue KOMIIOHEHTBI
KOMITBIOTEPU3MPOBAHHON  CHUCTEMBI,  BKJIFOYas  KOMIIBIOTEp H  €ro
nepudepuitHbIe KOMITOHEHTHI;

«acernthnyeckue yciaoBus» (aseptic conditions) — ycmoBus paboueii
Cpelbl, MPU KOTOPHIX BO3MOXKHOCTH MHMKPOOHOTO U (WJIM) BUPYCHOTO
3apakeHHs CBEJICHA K MUHUMYMY,

«aynuT uccaenoBanus» (Study audit) — cucreMaTrdeckoe, HE3aBUCHMOE
¥ JOKYMCHTHPOBAHHOC CPaBHEHHUE NEPBHYHBIX JAHHBIX M MUMCIOIICH K HUM
OTHOIIICHHE HH(POPMAITUHU C TPOMEKYTOUHBIM U 3aKIIOUUTEITBHBIM OTYETOM C
IIC/IbI0  OMPENETICHUS TOYHOCTH TMPEIOCTABICHUS TIEPBUYHBIX JIaHHBIX,
NPOBE/ICHUSI MCIBITAHUS COIVIACHO IUIAHY MCCIICIOBAaHUS M CTaHJIapPTHBIM

ONEpPAlIMOHHBIM TPOLETypaM, TMOJYYEHUsI AOMOIHUTEIHHOM HHpOpMalUH,
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HC YKa3aHHOH B OTYeTe, M OIPEIACIICHUS CTCICHH BIUSHUS METOJOB,
IPUMEHSAEMBIX TIPU MOJYYECHHH JaHHBIX, HA JOCTOBEPHOCTh ATHX JIAHHBIX Y
BCEX BOBJICUCHHBIX B UCCIICIOBAaHHE CTOPOH;

«Banuaanusa» (validation) — mokymMeHTalbHOE IOATBEPXKICHHUE TOTO,
4TO TPOIIECC, MPOBOAMMBIN B MPEEiax yCTAHOBICHHBIX MapaMeTPOB, MOXKET
OCYyIIECTBIATHCS () (HEKTUBHO U C BOCIIPOM3BOIUMBIMU PE3y/IbTaTaMHu;

«BaMIAIMs  KOMIbIOTEpH3upoBaHHON cucreMbr»  (validation of
a computerised system) — mHOKyMEHTaJIbHOE MOATBEPKICHUE BBICOKOM
CTCIICHU TapaHTUHW COOTBETCTBHUS  KOMITBIOTCPH3HUPOBAHHONH  CHCTEMBI
OIPE/ICIICHHBIM XapaKTePUCTUKAM, a JJAHHBIX, TOJYyYaeMbIX C IIOMOIIBIO ATOM
KOMITBIOTEPU3MPOBAHHON CHCTEMBI, — 3aJaHHOMY YpPOBHIO KauecTBa M
JOCTOBEPHOCTH;

«BeqyImui (OTBETCTBEHHBIN) McciieqoBarenb» (principal investigator) —
JIMIIO, KOTOpPO€ B CJlydae NPOBEACHUS HCCIICIOBaHUNH Ha HECKOJIBKHX
IIOIIaaKax (MYJbTHIICHTPOBBIC WCCIICIOBAaHUS) JCHCTBYeT OT HWMEHH
PYKOBOJMTESI MCCICAOBAHUS U HECET OTBETCTBEHHOCTHh 3a ONpEICIICHHBIC
(ha3bl UCCIIETOBAHUS;

«BuBapuii» (Vivarium) — 3mgaHWe WIH OTHEIbHOE TOMEIICHHE TIpH
UCCIIC/IOBATCILCKOM ~ OpraHM3allMK,  KOTOpPbIC  IMPEIHA3HAUCHBI IS
CO/Iep)KaHUsl JTaOOPATOPHBIX KHBOTHBIX B COOTBETCTBUU C IPABOBBIMH
HOPMaMH HCIIOJIb30BaHUS JKMBOTHBIX TIPU TPOBEIACHUH JTOKIMHUYECKUX
(HEKJIMHUYECKUX) HccleloBaHui. BuBapuii MoxkeT ObITh oOecrneueH
YCIOBUSIMH H  00OpYIOBAaHHUEM [UIsl TMPOBEACHHS OSKCIICPHUMEHTOB HaJ
COIEPIKALTUMHUCS JKUBOTHBIMH, a TAK)KE BHIMOJHATH ()YHKIIMHA TATOMHUKA JJIS

HUX Ppa3BCIACHUA,
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reHHas TpaHchekmus» (gene transfection) — BBemeHHE UyKepOIHOM,
nononuautensHo  JIHK  (oguMHOYHBIE WIM  MHOXECTBEHHBIC  T'CHBI)
B KJIETKY-XO35MHa;

«mata Hayana wucciaenoBanums» (Study initiation date) - ngara
TIONIMCAHNUS TUTaHA UCCIICOBAHUS PYKOBOJIUTEIIEM HCCIICIOBAHMUS,

«Jara Hadama sKcrepuMmeHTta» (experimental starting date) — nmara
HOJIYYCHHS MTEPBBIX CIIEUPUICCKUX JaHHBIX UCCIICI0OBAHNUS;

«JaTta OKOHYaHHMs ucciaemnoBanus» (Study completion date) — nmara
TOANKMCAHUS 3aKIIOYUTEIIHPHOTO OTYETa PYKOBOIUTEIIEM HCCIICIOBAHHMS,

«JaTa OKOHYaHMs SKcriepumenTa» (experimental completion date) -
HOCJICIHUIN IeHb TOIYUYCHHS JaHHBIX B HCCIIEIOBAHUN;

«goroBop» (contract) — moamucaHHoe coriamieHue (B IMUCHMEHHOU
dopMe ¢ ykazaHMeM JdaThl TOANKMCAHHSA) MEXKIAY JAByMs WM Oojee
CTOpPOHAMHM, COJIepIKalllee JOTOBOPEHHOCTH, KACAIOUIUECs paclpeaeIcHsI
o0beMa paboT, mpaB, OOSI3aHHOCTEH, M MPU HEOOXOAMMOCTH PETrYIINPYIOIIce
(MHAHCOBBIC BOIIPOCHI;

«JIOKIIMHUYECKoe (HeKIumHu4eckoe) ucciaemnoanme» (preclinical study
(trial)) — xumudgeckoe, pusnveckoe, OMOIOTHYECKOE, MUKPOOHOIIOTHUECKOE,
(apMaKoIOTHUECKOE, TOKCHKOJOTHYECKOE M JIPYroe HKCICPUMEHTAIBHOEC
UCCIIC/IOBAaHUE WJIM CEpUS HCCICIOBAHUN I0 M3YYCHHUIO HCCISIYeMOTO
BelniecTBa (JISKapCTBEHHOTO CPEJICTBA) ITyTEM MTPUMEHEHUS HAyYHBIX METOJIOB
OLICHOK B IEISAX M3Y4YEHUS CHEUU(PUUYECKOro JIEUCTBUS U (WIIH)
JI0Ka3aTeIbCTB O€30MaCHOCTH IS 3J0POBBS YEIOBEKA;

«mokymeHTanus» (documentation) — odopMiieHHBIE B YCTAaHOBICHHOM
HOPSIZIKE 3alUCH  JIIOOOTO BHUJIA, OIHUCHIBAIONINE JHOO PETUCTPHPYIONIUE

MCTOIHbI, OpraHu3aluuro H (I/IJ'II/I) PE3YIIbTAThI JOKIIMHHUYCCKOTI'O
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(HEKJIMHMYECKOTO) HCCIICIOBAaHUS JIGKAPCTBEHHOTO CpencTBa, (aKTOpHI,
BIIMSIOIINE HA UCCIIE0BaHUE, M IPUHSATHIC MEPHI;

«M3MEHEHHs IUTaHa wuccienoBanus» (Study plan amendment) -
npeaHaMEpPEeHHbBIC TONPaBKU (M3MEHEHMS), BHOCHMBIC B IUIAH MCCIICIOBAHHUS
II0CJIE JaThl HaYaya UCCIICIOBaHUS;

«mHCIIekTop»  (Inspector) —  nuio, MPOBOASIIEE  WHCICKIIUN
UCTIBITATEIbHBIX JTa00paTOpHid M ayqUThl JOKIMHUYECKUX (HEKIMHUYECKHX )
UCCIICIOBAHWIA JIGKAPCTBEHHBIX CPEACTB OT HMEHH YIIOJHOMOYECHHOTO
Oprasa;

HMHCIIEKIIUS MCIBITaTeIbHOM 1abopaTopumn» (test facility inspection) —
IpoBepKa Ha MeCTe YIOJHOMOYCHHBIMH OpraHaMH HpOIEIAyp H
NPAaKTUYCCKUX  JEHCTBUH  j1aboparopuu Ui  OILEHKH  COOTBETCTBHS
MpUHITMIIAM ~ HaJJIexaliel JjgadopaTopHol TpakTuku. B Xxome Takoi
WHCICKIUN U3YYar0TCs CTPYKTYpa YIPABICHUS U ONEPAIIMOHHBIEC MPOIICTYPhI
UCIBITATEIPHON J1TA00OpATOPHH, HWHTEPBBIOMPYETCS OCHOBHOW TEXHHUYECKHUI
IIEPCOHAJ, MPOBEPSIIOTCS KAYECTBO M JIOCTOBEPHOCTD JIaHHBIX, ITOJYUYCHHBIX B
1a00paTopru, ¥ B 3aKITIOYCHHE TOTOBUTCS OTYET;

«HCHbITaTeabHAs ILIomaaka» (test site) — MecTo mpoBeIeHHs] KaKoro-
1100 3Tara UCCIeI0BaHuUs;

«HCCICNIOBaHNE HA HECKONBbKUX IuTomiankax» (multi-site study) -
uccienoBanre, ¢Gas3pl KOTOPOro MPOBOAATCS Oojee dyeM Ha 1 IUIOIIagKe.
VccnenoBanuss Ha HECKOJNBKUX IUIOIIAIKAX IPOBOIAT, €CIIM HEO0OXOIUMO
UCIIOIb30BaTh reorpapuueck yaajaeHHbIe, OPraHU3alMOHHO 000COOICHHBIE
WM WHBIM 00pa3oM OT/EJICHHBIC MCIBITATCIIbHBIC IOk, K HUM MOXKeT
OTHOCUTBCS ~ OTACI  OpraHu3alldd,  OCYLICCTBISIONUMN  (YHKIHH
UCIBITATEIPHON IUIOIIAAKH, €CIIM JAPYrod OTAEN STOM ke OpraHHu3aluu

OCYILIECTBISIECT (PYHKIIUHU UCTIBITATEILHON 1a00paToOpu;



«rceaenoBanus in vitro» (In vitro studies) — uccnenoBanus, B KOTOPHIX B
KaueCTBE TECT-CUCTEM HCIIOJIb3YIOTCS HE MHOTOKJIETOYHBIC IIEIOCTHBIC
OpPraHu3Mbl, a MHKPOOPraHM3MbI, HWJIM MaTepuaj, H30JUPOBAaHHBIA OT
IICJIOCTHBIX OPTaHMW3MOB, WJIM MX HMMHUTAIUSA. BOJBIIMHCTBO HWCCIICIOBaHUM
INVItro  ABJISAIOTCS  KPATKOCPOYHBIMH — WCCIIeAOBaHUSAMHU. s Takux
UCCJICIOBAaHUI CIIEAYeT UCIOJIb30BaTh B Ka4eCTBE PYKOBOJCTBA IMOJOKCHHUS
npuioxkenuss Ne 1 k Hacrosuum [IpaBuniam, 4ToOBI OOJEryuThH pPAdOTY
PYKOBOJUTEJISI UCCIICIOBAHUS U OTJIeNIa 00SCIICUCHUS Ka9eCTBa;

«HCCIIeIOBATENIbCKAass opraHu3anus (UCTbITATeIbHBIA IIeHTp)»  (test
facility) — maGoparopuss (opranusanms), HUMEIOmAs HEOOXOIUMYIO
MaTepHabHO-TEXHUYECKYI0 0a3y W KBaIU(UIMPOBAHHBIA IMEPCOHAN IS
HPOBEICHUS JTOKIMHUYECKHX (HEKJIMHUYECKHX ) UCCIICI0OBAHU
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBYIOIIEH 00acTu;

«HCCIEAyeMOe BeIeCcTBO (JeKapcTBEHHOE cpeacTBo)» (test item) —
BEIIIECTBO (JICKApPCTBEHHOE CPEIICTBO), MOJISIKAIICE NCCIICIOBAHUIO;

ACXOMHBIA Kom» (Source code) — opuruMHaIbHAs KOMITBEOTEpHAS
nporpamMma, COCTaBJCHHass B HPHUIOAHON IS uTeHHs (opme (Ha S3bIKE
IPOrpaMMHUPOBAaHHMS), KOTOPYIO HEOOXOIUMO IEPEBECTH B MAITHHOYUTAEMYFO
bopmy, pexie YeM OHAa MOXKET OBITh UCIIOJIHEHA KOMITBIOTEPOM;

«KaJIMOPOBKa» (calibration) - COBOKYITHOCTb orepaiui,
YCTAHABJIMBAIOIIUX  COOTHOIICHWE  MEXIY  3HAYCHHEM  BEJIMYUHBI,
HOJIYYCHHBIM HCIONb3YeMbIM MPHUOOPOM, M 3HAYCHHEM O3TOM BEIMYMHEI,
OIPECIISICMBIM C TIOMOIIBIO ITAIOHA;

«kinerounbie nuHum» (cell lines) — kieTkwm, KoTOpBIE MOABEPINIHCH
TCHETHYCCKOMY HW3MEHCHHMIO JI0 UMMOPTAIM3AlUU U KOTOPBIC BCJICICTBUEC
3TOTO CITOCOOHBI PA3MHOXKATHCSI B TEUCHUE MPOJICHHBIX MTEPHOIOB IN VItro u

MOTYT YBEJIMUUBATHCS U MOABEPraThCsi KPUOKOHCEPBAIIUU B OAHKE KIIETOK;
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KKOMIIBIOTEpH3UpPOBaHHAsE cucTeMa» (computerised system) — rpymma
KOMITOHEHTOB allapaTHbIX CPEACTB M CBS3aHHOIO C HUMH IIPOTPaAMMHOIO
obecrieueHusi, a Takxke JadOparopHOro MPUOOPHOTO 0OOpYIOBaHMS,
CBSI3aHHOTO WJIM WHTETPUPOBAHHOTO C KOMIIBIOTEPOM, pPa3pabOTaHHBIX |
COOpaHHBIX IS BBITIOJHCHUS ONPEACICHHON (YHKIMM WU TPYIIIBI
byHKIUH;

KKOMITBIOTEpHAsE Oe3omacHOCTH» (COomputer security) — oOecreueHue
3aIUThl KOMITBIOTEPHOTO aIlllapaTHOrO W IPOrpaMMHOI0 OOCCICUEHHUS OT
CIy4alHOTO WJIM YMBIIUICHHOTO JOCTYIIa, MCIIOJIb30BaHUs, MOIU(DUKAIINY,
YHUYTOXKCHUS WJIM pasmianieHus. Takas 0e30MacHOCTh OTHOCHTCS TaKKe K
IePCOHANy, JaHHBIM, KOMMYHHKAIIMOHHBIM  CBSI3IM, (U3MYCCKOH |
JIOTHYECKOM 3aIUTe KOMITBIOTEPHBIX MHCTAJIISAIIHIA;

«KOHTPOJb W3MeHeHui» (change control) — mocrosHHas oOleHKA H
JOKYMCHTHPOBAHUE CHUCTEMHBIX ONCpaldii W WM3MCHCHHH C  IEJBIO
OIIpEIEICHNsT HEOOXOAMMOCTH TPOBEICHHS IpoIecca BaIHMIAIMKM ITOCIEC
NOSIBJICHUST B CHCTEME KakKuX-TuM00 wu3MeHeHuil. KoHTpoiab W3MeHeHUi
KacaeTcsi HE TOJBKO KOMIIBIOTEPU3MPOBAHHBIX CHCTEM, HO H JIPYIHX
MPOLIECCOB, CBSI3aHHBIX Cc JTOKJIUHUYECKUM (HEKJIMHUYECKHM )
UCCIICIOBAaHUEM, TTPOBOIMMBIM B COOTBETCTBHH C HACTOSIIUMU [IpaBuiamu;

«xkoHbuacHIMaIbHOCTE» (confidentiality (privacy)) — HeoOXomMMOCTh
XpaHeHWs B TaiiHe HH(OpMaIuy, NpUHAIISKAIICH CIoHCOpY W (WIN)
UCIIBITATENILHOU J1TA00paTopuu;

«KpaTKocpouHoe HcciemoBanue» (short-term study) — uccienoBanue,
IPOBOJMMOE B KOPOTKHE CPOKH C INPUMEHEHHUEM CTAHJAPTHBIX IIMPOKO
pacnpoCcTpaHeHHBIX METOIOB;

«KpUTEpUH TmpueMku» (acceptance criteria) — HAOKyMEHTAJIBHO

IOATBCPKACHHBIC KPHUTCPHUH, KOTOPbLIM HGO6XOI[I/IMO COOTBCTCTBOBATh JIAd
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YCIICIITHOTO 3aBEPIICHUS dTala UCCISIOBAHUS WIIM BBITOJHCHHS TPeOOBaHUH
IIOCTaBKH;

«kputnueckue ¢aszwpr» (critical phases) — omnpeneneHHbIE TIPOIECAYPHI
WIA BUJBI JCATEIHPHOCTH B PaMKax HCCIICAOBaHUS, TOYHOE W IPABUIBHOC
UCIIOJTHEHUE KOTOPBIX SIBIIIETCS HEOOXOJMMBIM YCJIIOBHEM JIJISI KadyecTBa,
JOCTOBEPHOCTH M HAJCKHOCTH TOJy4aeMbIX PE3y/IbTaTOB HCCIICIOBAHNS,

«MOHUTOPUHT» (Monitoring) — mporeaypa KOHTPOIS COOTBETCTBHUS
IPOBOJUMOTO  JOKJIMHUYCCKOTO  (HEKJIMHUYECKOTO)  HCCICIOBAHHS |
00eCIIeUCHHS €To MPOBEIeHHS, cOOpa TaHHBIX M MPEACTABICHUS PE3yJIbTaTOB
UCCIIC/IOBAHMS TUTaHY, CTAHJIAPTHBIM OICPAIlMOHHBIM MpOIEAypaM |
TpeOOBaHMUAM HacTosIUX [IpaBu;

«HajJIeXamas JraboparopHasi TpakTuka (mpaBwia J1abOpaTOpHOI
npaktuku)» (Good Laboratory Practice, GLP) — cucrema tpeboBaHuii K
OpraHu3alli¥,  IUTAHUPOBAaHUIO M TPOBEACHUIO  JIOKJIMHHYECKUX
(HeKJIMHUYECKMX) HCCIIe0oBaHUi BemecTB  (JIGKAPCTBEHHBIX  CPEJICTB),
0(hOpMIICHHIO PE3yIBTaTOB U KOHTPOJIIO KaueCcTBa YKa3aHHBIX UCCIICIOBaHUMH;

KHEKJIMHUYECKOE UCCIIeIOBaHKE 0E30IMaCHOCTH JUTSI 370POBBS YEIIOBEKA
u okpyxkaromei cpens» (non-clinical health and environmental safety
study) — ombIT WM cepHsl OMBITOB, B KOTOPBIX HCCIEAYeMOE BEIECTBO
IPOXOMT MPOBEPKY B JTAOOPATOPHBIX YCIOBUSIX MU B OKPY)KAOIIEH Cpele C
ICNIbI0 TIOIYYCHUS JIaHHBIX O €ro CBOWCTBAX H (WiM) OE30MacHOCTH,
HaIpaBJIIeMbIX B YIIOJTHOMOYEHHbIE OPTaHbl;

«HOCcuTeNb (pacTBopuTenb)» (Vehicle) — BemecTBo, ucnonp3yemMoe s
CMEIIUBaHMSI, TUCIICPTUPOBAHUS WJIM PACTBOPCHUS MCCIICAYEMOTO BEIICCTBA
(mekapcTBEHHOTO CpeAcTBa) WM O0pas3ma CcpaBHEHUS (KOHTPOJIBHOTO

06pa3ua) H ITIO3BOJIAIOIICC 00JIETYUTE €TO BBCICHUEC B TCCT-CUCTEMY,



10

«obecrnieueHue KkadectBa» (Quality assurance) — COBOKYIHOCTH
CUCTEMATHYECKUX W  IUTAHOMEPHBIX  JCHCTBUN,  OOECIEYMBAIOIINX
COOTBETCTBHE IPOBOAUMOTO HCCJENOBaHMUS TPEOOBAaHMSIM  HACTOSIIIAX
[IpaBuu;

«o0Opasen cpaBHeHUs (KOHTPOJIbHBIN oOpaserr)» (reference item (control
item)) — oOpa3sen BemecTBa (JIEKAPCTBEHHOTO CPEJICTBA), UCIIOIb3YEMbIH IS
CpPaBHEHHUSI C HCCJIEAYEMbIM BEIIECTBOM (JIEKAPCTBEHHBIM CPEICTBOM) H
OIICHKA HAyYHBIMH MeETOoAaMu Oe30TMacHOCTH WCCIEIyEeMOTO BEIIeCTBa
(mexkapcTBEHHOTO CpEACTBAa) IYTEM TAaKOTO CpPaBHEHUS WX (U3HYCCKUX,
XUMHUYECKUX, OMOJIOTMUECKUX U (apMalleBTUYECKUX CBOWCTB;

«oOpasmpl  (mpoOwr)»  (specimen  (supplements)) - wmarepmainsi,
MOJTY9CHHBIC W3 MCIBITATEILHON TECT-CUCTEMBI C IEJIbI0 M3yYCHUS, aHAIN3a
WM COXPAaHCHMUS,

«OOIIeNpU3HaHHbIe TeXHUYeckhe cranaapte» (recognised technical
standards) — craHmapThl, NIPUHATHIC HAIMOHAILHBIMU WA MEKTYHAPOIHBIMU
opranamu 1o crangaptuzaiuu (IOCT, MeXrocymapcTBEHHbIC CTaHIAPTHI),
crangaptel OECD Organisation of Economic Co-operation and Development
(Opranm3anuy  SKOHOMHYECKOTO  COTpyaHMYecTBa U pasutus), 1SO,
International organization for standartization (MexmyHapoaHO# opraHu3aIyu
no cranpaprusanuu, MCO), IEEE, Institute of Electrical and Electronics
Engineers (MuacTUTYyTa MHXXSHEPOB T10 AJIEKTPOTEXHHUKE U DJICKTPOHUKE) U T. 11.);

«opraH 1O KOHTpONO0 coOmomenus Hactosmmx [lpaswm» (GLP
monitoring authority) — opran rocyaapcTBa-4iieHa, YIOJHOMOYCHHBIA Ha
IPOBEICHUE KOHTPOJI COOJIOAEHUSI HCIBITATEIbHBIMU JIA00OPATOPUsIMU Ha
TEPPUTOPUU TOCydapcTBa-ujieHa HacTosiux [IpaBusn mpu  BBINOJHEHUU

JOKIIMHUYCCKUX (HCKHI/IHI/IIIGCKI/IX) HCCleI0BaHNuM JICKapCTBCHHBIX CPEICTB,
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«ocHOBHOM rpadux» (master schedule) — rpaduk pador 0600marOIIEro
YPOBHS, OTPaXKarOIIUHA TEKYIYI0 HH(OPMAIHIO O CTaJWHA U COCTOSHUHU BCEX
UCCIICIOBAHHUM B HCIIBITATEILHOM LIEHTPE;

OTKJIOHEHHE OT IuiaHa wuccienoBanus» (study plan deviation) -
HETIPETHAMEPCHHOE OTCTYIUICHHE OT IUIaHA MCCIEHIOBAaHUS IIOCJIE JaThl
HaJaJia uCCIeTOBaHMS;

«IMaTeHTOBAaHHBIN Marepuam» (proprietary material) — wmarepuan,
3aIUINEHHBIA  3aKOHOMATEILCTBOM  TroCydapcTBa-ujieHa (0  IaTeHTax,
aBTOPCKOM TIPABE WJIM TOBAPHBIX 3HAKAX) OT HE3aKOHHOTO MCITOJIb30BaHUS;

«TMIepBUYHBIC TaHHbIe» (raw data) — CXOMHbIC 3aIMCH U IOKYMEHTAITHS
(ux 3aBepeHHBIC KOIUH) KOTOPBIC SIBISIFOTCS PE3YyJIBTATOM IE€PBOHAYATIBHBIX
HAOMIONCHUIA M JIEATEIBHOCTH B MpOIECCe MCCaeaoBaHMs. [lepBUYHbBIC
JAHHBbIE MOTYT TaK»Xe€ BKJIOYaTh B ce0s, Hamnpumep, ¢dororpaduu,
MUKPOQHUIBMBI WM MHKPO(QUIIHM,  MAIIHHOYUTACMBIC  HOCHUTEIH,
IPOIMKTOBAHHBIC HAOJIOICHNS, 3alTMCAHHBIC JJAHHBIC C aBTOMATU3HPOBAHHOM
anmaparypel WM JIIOOBIC JIPyrHe€ CpEACTBa XpaHEeHUs WH(opMalumy,
CIIOCOOHBIE O0ECHEUUTh HAJEKHOE XpaHEHHWE HWH(POPMAIIMU B TEUYEHUE
nepuoia BpeMeHHu, ykazanHoro B pazzaene VI nacrosuux [pasu;

«repBuuHble KiaeTku» (primary cells) — kimerku, mzonupoBaHHBIE U3
OpraHu3Ma KHBOTHOTO WJIM PACTUTEIILHOTO WCTOYHUKA W HWMEIOIIHE
OrPaHUYCHHYIO MPOOKUTEIIBHOCTD JKHU3HH,

«IepeKpecTHoe 3arps3HeHue» (Cross-contamination) — 3arpsi3HeHHE
UCCIIEYEeMOI0 BEIECTBA JIMOO TECT-CUCTEMBI JPYTUM  HCCICIyEeMbIM
BEIICCTBOM WM  JPYrOd  TECT-CUCTEMOW,  KOTOPOE  IPOHMCXOIUT
HETIPEJTHAMEPCHHO M TIPH KOTOPOM HApyIIaeTcs CTENeHb XUMHUYECKOM

YUCTOTHI UCCICAYEMOI0 BEIICCTBA UJIN ITOBPEKAACTCA TECT-CUCTEMA,
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«mepudepuitapie  KoMoHeHTH» (peripheral components) — mo0oe
CBSI3aHHOE C MOMOIIbI0 HHTEpdeiica 00opy0BaHKe JIMOO BCIIOMOTATENbHbBIC
WIN yIaJ€HHBIE KOMIIOHEHTBI, B TOM YHCJIe IPUHTEPHI, MOAEMbI, TEPMHUHAIIBI
UT I.;

«miaH (IMPOTOKOJ, mporpamma) uccienoBanus» (study plan) (mamee —
MJaH) — JIOKYMEHT, COJEp)KAlllMii OCHOBHBIE 3aJ]au, METOJI0JIOTHIO,
IPOIETYyPhl, CTATUCTUYECKHUE AaCIEKThI, OPTaHMU3AIMI0 W IUIAHUPOBAHUE
PECYpPCOB TOKIMHUYECKOTO (HEKIMHUYECKOTO) MCCIENOBAaHMS (BKJIIOYAsl €T0
Tanmbl M 4YacTH), a TaKke Mepbl 10 O00ecrneYeHuIo 0e30MacHOCTU
YYaCTBYIOIIUX B HEM CHUCTEM;

«rmoBepKka cpexncrBa m3mepenwmit» (Verification of instrumentation) —
COBOKYITHOCTb oTIepaInid, BBITIOJTHSIEMBIX rOCyIapCTBEHHOMN
METPOJIOTUYECKON  CIyk00M WM JIPyTUMU  AKKPEJUTOBAHHBIMU
IOPUIUYECKUMHU  JIMIAMH C LEJIbI0  ONpENeieHUs U MOJITBEPKICHUS
COOTBETCTBHUSl CPEACTBA HU3MEPEHUM YCTAHOBIEHHBIM METPOJIOTUYECKUM
TpeOOBaHUSM;

«rmoctaBmuyk» (supplier) — ropuaudeckoe IO, BBIOTHSIONIEE B
paMKax JOroBOpa C HWCHOBITAaTeNIbHON Jaboparopuell o00s3aTeNbcTBa 10
o0OecreyeHnto 000pydOBaHUEM, PEAKTUBAMHU, PACXOAHBIMH MaTepuajlamu,
TECT-CUCTEMAMH JTOKJIMHUYECKUX (HEKJIMHUYECKUX ) UCCIEA0BAHUIA,

«IIPUEMOYHOE HCIbITaHue» (acceptance testing) — BBIMOJIHEHHOE IO
YCTAHOBJICHHOW ()OpME HCIBITAHUE KOMIBIOTEPU3UPOBAHHON CHCTEMBI B
mpeamnoigaraeMon padodel cpezie ¢ 1ebl0 OMPESTICHUS COOTBETCTBUS ITOU
CUCTEMBbI KpPUTEPHUSM NPUEMKH HCHBITAaTeIbHONW JlabopaTopun, a TaKke
MPUEMIIEMOCTH CUCTEMBI JJIs SKCILTyaTalli,

«IPOrpaMMHOE OOECIICUCHHE — OIeparoHHas cucrema» (Software —

operating system) — mnporpamMma uWiIM HaOOp MpPOrpaMM, CTaHIAPTHBIX
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(pyTMHHBIX) TMpOrpaMM ¢ MOANPOrpaMM, KOHTPOJUPYIOUIUX paboTy
KoMITbioTepa. OmnepanuoHHas CHCTeMa MOXKET MPEI0CTaBUTh TaKue YCIyTH,
KaKk pacrpejelieHue pecypcoB, IUIaHUPOBaHHE PabOT, YIpaBICHHE BBOIOM
(BBIBOJIOM) M yTIPABJICHUE JIAHHBIMH,

«IporpaMMHOe  oOecriedyeHue —  npuwiokeHue»  (software  —
application) — mporpamMma, mnpHOOpPeTeHHass WM  pa3paboTaHHas,
alanTHPOBAHHAS WM MPHUCIOCOONIEHHAs K TPEOOBAaHHUSIM HCIIBITATEIbHOM
Ja0opaTopuud € 1I€JIbI0O  KOHTPOJS MPOIECCOB, cOopa, 00pabOTKH,
NpeACTaBICHUS U (MJIN) apXUBUPOBAHUS JAHHBIX;

«pe3epBHOe KomupoBanue» (back-up) — mepa, npeanpuHrMaeMas ais
BOCCTaHOBJICHHs  (DalaOB JaHHBIX MW IPOrpaMMHOrO  oOecreueHus,
BO30OHOBJICHHUS] O0pa0OTKU JaHHBIX WM MCHOJIb30BAaHUS aJIbTEPHATUBHOTO
KOMITBIOTEPHOTO 000PYI0BaHU MOCIE CHCTEMHOIO COOs MJTH aBapuH;

«pestome  (aBTroOmorpadms)»  (curriculum vitae) - JOKyMeHT,
TIOATBEP K IAOIINI 00pa3oBaHKe, TPOPECCUOHATBHYIO MOJTOTOBKY U OIIBIT;

«PYKOBOAMTEb HccienoBanus» (Study director) — nuiio, OTBETCTBEHHOE
3a o0Ilee MPOBEACHHE JIOKIMHUYECKOTO (HEKIMHHYECKOI0) HCCICTOBAHMUS
0€30MacHOCTH JIJIS 3I0POBbBsI YEJIOBEKA M OKPY’KAIOIIECH CPE/Ibl;

PYKOBOJICTBO HCIIBITAaTeILHOTO ydacTka» (test site management) —
JIMIIa, HA3HAYCHHBIC OTBETCTBCHHBIMH 32 KOHTPOJIb ITAIOB WCCIICAOBAHUS U
IPOBE/ICHUE MCCIISIOBAHMSI COTIIACHO HacTosmM [IpaBuiiawm;

PYKOBOJICTBO HCCJIEIOBATEIbCKOM oOpraHu3anuu (MCIBITATeIbHOTO
nentpa)» (test facility management) — iuna, obagaromye MOJHOMOYHSIMH 1
HECYIIMEe OTBETCTBEHHOCTh 3a OpraHu3anuio © (QyHKIMOHUPOBAHUE
UCTIBITATEeILHOMN JTA0OpaTOpUH COIIacCHO HacTosmuM [IpaBunam;

«cepuss» (batch) - ompeaeneHHOEe KOIWYECTBO WM  IApTHS

HCCIICAYyCMOT'O BCIICCTBA, IIPOU3BCACHHOI'O B TCUCHHUC 3apaHcee
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YCTaHOBJIGHHOTO IIPOM3BOJACTBEHHOIO IHMKJIAa B Takoi ¢opme, Korma
MpEANoJiaraeTcsi OJIHOPOJHOCTh COJCP’KAHUSI BCEro KOJIWMYECTBa (MapTUM)
BEIIIECTBA WK 3TO COAEPIKAHUE JTOJDKHO XapaKTePHU30BaThCsl KaK TAKOBOE;

«crucrteMa obecreuenus kadectBa» (quality assurance programme) —
KOMIUIEKC MeEp, HalpaBJICHHBIX Ha COONIOJCHHE TIEPCOHAIIOM HACTOSIINX
[IpaBui, mpeaHasHauYCHHBINA IS 00ECIEUeHUs YIIPABICHUS HCIIBITATEIbHOM
nabopaTopueli B COOTBETCTBHH ¢ HacTosmumu [IpaBunamu;

«crenuGuKas Ha  HUCCleayeMoe  BemiecTBO  (JIeKapCTBEHHOE
cpeactBo)» (specification on test item) — @OKyMEHT, CoOACpIKaIIHii
UH(pOPMAIIHIO 00 UCCIIeyeMOM BellecTBe (JISKAPCTBCHHOM CPEJICTBE);

«crenuduKanus Ha TecT-cMcTeMbI» (Specification on test-system) —
JOKYMEHT, yCTaHABIMBAIOIINI TPeOOBAaHUS K TECT-CUCTEMAM;

«croHcop (pa3paboTyuK JIEKApCTBEHHOTO CpeicTBa)» (Sponsor) —
(GU3NUIECKOe WM FOPUIUIECKOE JIUI0, KOTOPOE MHUIIMUPYET, 00CCIICUMBACT U
(WM)  yTBEpXKIACT TPOBEACHUE JOKIMHUYCCKOTO  (HEKIIMHUYECKOTO)
UCCIICIOBAHMUS OE30MaCHOCTH JUISl 370POBbsSI YEIOBEKA M JKOJOTHYECKOM
Oe3omacHOCTH, 0POPMIISIET 3aKa3 U HECET OTBETCTBEHHOCTh 32 OPTraHU3AIIHIO
1 QUHAHCHPOBAaHUE TAKOTO UCCIIECIOBAHN;

«cTaHgapTHBIC orepaimonnbie mporeaypsl (COIT)» (standard operating
procedures (SOPS) — nokyMeHTanbHO O0(OPMIIEHHBIE TPOLEAYPHI, B KOTOPBIX
ONMCaH CHOCOO TIPOBENCHUS  HWCCICAOBAaHUS WM  OCYIIECTBICHHUS
NeSTEIbHOCTH, HE U3JIOKEHHBIN MOJPOOHO B IiaHe (ITPOTOKOJIE, TPOTpaMMe)
WM YKa3aHMIX 0 MIPOBEACHHIO HCCIIEIOBAHNUII;

«recT-cucreMa» (test system) — wucnonp3yemas B UCCICIOBAaHUH
Ouoylornyeckas, XUMHUYEcKas, (QU3NYCCKas CHCTEMa, aHAJUTHYECKOES

0o0OpynOBaHWE UM UX KOMOWHAIINS,
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«TOKCHUKOTCHOMHKa»  (tOXICOgeENOMICS) — WuCCleJOBaHHE pPEaKIuu
TeHOMa Ha cTpecc-(aKkTopbl OKPYKaoIIeld Cpebl UM TOKCHYHBIC BEIIECTBA
C IEJBI0 ONPEICICHHUS COOTHOIICHUS MEXKIY TOKCHUECKMMH PEaKIHUsIMH Ha
TOKCUYHBIC BEIICCTBA M U3MCHEHHMSMH B TCHETUYCCKUX MPOPUIIX 0OBEKTOB,
TIOIBEPTIINXCS BO3ICUCTBUIO ATHX TOKCUYHBIX BEIICCTB;

«TOKCMKOMeTaboHOMuKa» (toxicometabonomics) — Kkoau4eCTBEHHOE
U3MEpEHUE 3aBUCSIICH oT BpPEMEHU MHOTOTIapaMeTPUICCKON
META0O0IMYECKOH peaKIMM JKUBBIX CHCTEM Ha TMaTO(pU3HOIOTHUCCKUE
CTUMYJIbl WM TCHETHYECKYI0 MOMU(PUKAIUIO IyTEeM CHUCTEMAaTHYECKOTO
U3y4YeHHsS] COCTaBa OMOXXHMIKOCTH C UCIIOIB30BAHUEM TEXHOJIOTHU SIIEPHOTO
MarHuTHOro pe3oHanca (SIMP) pacrio3HaBanus HaOopa, IS ONpeaCICHUs
CBSI3U TOKCUYHOCTH OpPraHa-MHUIIEHU CO CIEKTpalbHbIMU Habopamu AMP u
OTIpeJIeNICHUs] HOBBIX CYPpPOTaTHBIX MapKEPOB TOKCUYHOCTH,

«TOKCMYHOCTB»  (tOXiCity) — Mepa  BpemHOTO  BO3JCHCTBHUS
UCCIICyeMOTO MarepHuaja Ha OpraHW3M B YCJIOBHUSX OJIHOKPATHOTO HWJIH
MHOTOKPATHOTO BBEJICHHUS;

«TpaHCTeHHbIe KieTku» (transgenic cells) — kieTku, momy4wBIIHE
Tpanchekuo 1 wunu Oosiee 4YyXKEpOJHOTO TeHA W BCIEJICTBUE HTOTO
UMCIOIIAE XapaKTePUCTUKH M (YHKIIMH, KOTOPBIC B POIUTEIBCKON KIIETKE

OOBIYHO OTCYTCTBYHOT HWJIHN MNPUCYTCTBYIOT TOJIBKO C HHU3KHUM YPOBHCM

IKCIIPECCHUH;
«yIOJTHOMOYCHHBIN  opran»  (regulatory authority) - opran
rocyaapcTBa-4JicHa, OCYUIIECTBISOINN KOHTPOJIb oOpailieHus

JIEKapCTBEHHBIX CPEJICTB HA TEPPUTOPUH ITOTO TOCYAAPCTBA;
«InekTpoHHas moxamuck» (electronic signature) — 3amuce B BHJE
MarHUTHBIX HMIIYJIbCOB MM TPAHCIANUSA (KOMIHIISAIHS) KOMITBIOTEPHBIX

JaHHBIX JIF000T0 CHMBOJIa Wi IIOCJICAOBATCIIbHOCTH CHMBOJIOB,
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BBIIOJIHSAEMBIX, aJallTHPOBAHHBIX HIIM aBTOPHM30BAHHBIX JIUIIOM B KA4E€CTBE
9KBHBAJIEHTA €r0 COOCTBEHHOPYYHOM MOIIHCH;

«rarn  (daza)» (phase) — omnpeneleHHBIH  OTACIBHBIA  BHI
JOKIIMHUYECKOTO (HEKIIMHUYECKOT0) MCCICIOBAHMS, IIPOBOAMMBINA OIHOM U3
UCIBITATEIbHBIX  IUIOIIANOK IIPH  OCYIIECTBIEHHH MHOIOIIEHTPOBOIO

HCCJICIOBAHUS.
I11. OcHOBHEBIE OJIOKEHUSA
1. Cucrema oOecrieueHNs KadecTBa
O6m1as nHpopmarus

8. UcnpiTarenpbHas  jmabopartopwisi, TPOBOASINAS  JOKIMHUYECKHE
(HeKTMHUYECKUE)  HWCCIAEAOBAHHWS  JOJDKHA  UMETh  JIOKYMEHTaJIbHO
0(pOpPMIICHHYIO CUCTEMY OOECIEUYEHHUs KayecTBa JJii TapaHTUU TOTO, YTO
WCCJICIOBAHUSI TIPOBOISTCS COTIIACHO HacTosmuM [IpaBuam.

9. Cucrema oOecrniedeHHs KadyecTBa JOJDKHA HMETh YTBEPIKICHHBIC
CTaHJApTHBIC OTNepanMoHHbie mnpoueaypsl (manee — COII), B KOTOpBIX
MOJPOOHO M TOCTIEIOBATEIIbHO OMHCHIBAETCS MOPSIOK OCYIIESCTBICHUS BCEX
71a060paTOPHBIX U MMPOU3BOACTBEHHBIX ONEpAIii, BKIIIOYAS:

a) MOCTYIUICHUE, WACHTU(PUKAIINIO, MAPKUPOBKY, OOpabOTKy, OTOOp
npo0, HCIOJNB30BaHWE, XPaHCHWE W  YHUUYTOXKCHHE  (yTHIIU3AIUIO)
UCCIICTYEMBIX BEIIECTB (JIEKapCTBEHHBIX CPEICTB) U 00Pa3IlOB CPaBHEHUS;

0) oOcmy)KuBaHWE W  TIOBEPKY HM3MEPHUTEIBHBIX TMPUOOPOB U
000opynOBaHUs;

B) MPUTOTOBJICHUE PEAKTUBOB, MMUTATEILHBIX CPE, KOPMOB;

T') BEICHUE 3aIuCcel, OTIYCTOB U UX XPAHCHHUE;

,Z[) 06CJ'IY)KI/IBaHI/I€ HOMGH_ICHI/II\/'I, B KOTOPBIX IIPOBOAUTCSA UCCIICIOBAHUE,
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¢) mpHeM, TPaHCIIOPTHPOBKY, pa3MelieHue, OTIMCaHUe,
UICHTU(DUKAITIIO UCCIIESAYEMBIX BEIIECTB U TECT-CUCTEM;

) OCYIIECTBJICHUE IIJIaHA (MPOTOKOJIA, IPOrpaMMBbl) (J1ajiee — MIaH) Mo
o0ecITeueHNI0 KaueCTBa IOKIIMHNYECKOTO (HEKIIMHMYECKOTO) UCCIICTIOBAHMS.

10. PykoBoguTeNlhb HWCIBITATEIBPHOW JabOpaTopuy Ha3HA4YaeT JIUII,
OTBETCTBEHHBIX 3a CHCTeMY OOeCTeueHHs] KadecTBa W 00ECIICUNBAIOIINX €€
COOTIOICHNE IPYTUMHU COTPYIHUKAMU UCTIBITATeIbHON J1ab0paTopuu.

DT He3aBHCHUMBIE JIMIIa HE JOJDKHBI OBITh  3aJICKCTBOBAHBI
OJHOBPEMEHHO B TIPOBEICHHHM HCCIICAOBAHUS W IPOBEPKE KauyecTBa 3TOTO

HCCIICOOBaHUA.

O0s13aHHOCTHU MEPCOHANIA, OTBETCTBEHHOTO
3a o0ecrneueHne KauecTna

11. O6s13aHHOCTH  TIepCOHANla, OTBETCTBEHHOTO 3a OOecHeueHue
Ka4eCTBa, BKJIFOUAIOT B ce04:

a) pazpaborky COII u ux BHelIpeHUE B UCTIBITATEIBHON JTabopaTopuy,
cUCTEMaTH4ecKas MpoBepKa UX COONIOICHNUS;

0) MpoBeIEHNE WHCIEKIUU C LEJIbI0 TOJITBEPXKICHUS COOTBETCTBUS
uccieaoBaHusl HacTosiuM [IpaBuiiam, TOCTYNMHOCTH Ji MEpPCOHANa IJIaHa
uccnenoBanust u COIl, a Takxke moaTBepxkAcHUE (DAKTA UX UCIOTHEHUS MPU
MPOBEICHUH UCCIIEOBAHUS;

B) MPOBEPKY 3aKIIOYUTEIBHBIX OTYETOB JIJISl MOATBEPKACHUS TOTO, YTO
METOJIbI, TPOIEAYPHI, HAOMIONECHUS W PE3YJIbTaThl M3JIO0XKEHBI TOYHO U B
MOJIHOW MEpE OTPaKAIOT NEPBUYHBIC JJAHHBIE UCCIICIOBAHUI;

r) cOoOOIlEHHE B MUCbMEHHOM BHUJIE (OTUET) O pe3yabTaTax MHCIEKIUM
PYKOBOJICTBY MCHBITATEIBLHON Ja0OpaTOpuu, PYKOBOAMUTENIO UCCIEIOBaHMUS,
BEyIlIEMY HCCIEAOBATEN0 U, MPU HEOOXOAUMOCTH, APYTHUM PYKOBOISIIUM

paboTHHKaM,
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1) TOJTOTOBKY W  TOJANWCAHUE 3aKJIIOUCHUS, MPUIIAraeémMoro K
3aKJIFOYUTEIIBHOMY OTYETY, B KOTOPOM YKa3bIBAIOTCS TUIIbI MHCIEKIINH, 1aThl
UX TPOBEACHUA, BKJIOYas HUHPoOpMaluio 00 JTanax MpOBEPIEMOro
UCCJIEIOBaHUS, W  JaThl TMepefadyd  pe3ylbTaroB  MHCIEKTUPOBAHUSA
PYKOBOJICTBY MCHBITaT€NIbHOM JIa0OPaTOpHUH, PYKOBOJUTEIIO UCCIEIOBAHUS U
BEAYIIEMY HCCIEAOBATEN0. OJTO 3aKJIIOYEHHE TaKKE JOJDKHO COAEpPKATh
UH(QOpPMAIIMIO O TOM, YTO MEPBUYHBIE JAHHBIC HCCJIENOBaHUS OTPA’KEHbI B

3aKJIIOYUTENIBHOM OTYETE JJOCTOBEPHO.
2. [lepconain ucnbITaTeIBHOM JIabopaTopun
OO0s13aHHOCTH PYKOBOJICTBA UCTIBITATENLHOMN TabopaTopuu

12. PyKOBOACTBO HMCHBITATENbHON JA0OpAaTOPUU JIOJDKHO OOECIICUYHTH
COOTBETCTBHE BBITIOIHAEMBIX paO0T HacTosmuM [IpaBuiam.

13. PykoBOACTBO HCTIBITATEIHLHOM JTA00OPATOPHH:

a) 00eCIeYNBACT HATHYME JOCTATOYHOrO' KONHYECTBA COTPYIHHKOB,
COOTBETCTBYIOILIETO  OOOpyIOBaHUS, CPEACTB M  MaTepualioB s
CBOEBPEMEHHOT0 U HAJIEKAIErO MPOBEACHUS UCCIIEI0BaHMUS;

0) oOecreurBaeT BEJCHUE yueTa 3anuceil 0 kBanudukauu, 00y4eHuH,
OTBITE ¥ KOMIIETEHIIMM CIENHUATMCTOB MW TEXHWYECKOTO TIepCcOoHala
UCIIBITATEeNIbHON TabopaTopuu;

B) oOecrieunBaeT  4YETKOE€  IMOHUMaHUWE  OOSI3aHHOCTEM  BCEMU
COTpYAHUKAMM HCTIBITATEILHON JlabopaTopuu W, TPU HEOOXOJUMOCTH,
o0ecreynBaeT UX COOTBETCTBYIOMINE OOYICHHUE U TIOATOTOBKY;

r) yrBepxkaaeT COIl n u3meHeHus, BHOCUMBIE B HUX, 00€CTIeYnBaeT X
BBITIOJIHEHUE;

1) oOecrieurBaeT HaJMYUE CHUCTEMBbl oOOecleueHus KadyecTBa U

Ha3HA4acT JINL, OTBECTCTBCHHLIX 3d CUCTEMY o0ecCIIeueHH s Ka4yeCTBa,
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€) Ha3HA4YaeT PYKOBOAUTENSI WCCICIOBAHUS W3 YHCIAa COTPYIHHUKOB
HUCIILITATEILHOMN nabopaTopuu, AMETOIINX KBaJIM(pHKAIIHIO,
COOTBETCTBYIOIIYIO TEJISIM HWCCJENOBaHMs, TEpel HadajioM KaXJI0ro
UCCleIoBaHUs. 3aMeHa PYKOBOJIUTENS MCCIIEOBAHUS MTPOBOIUTCS COTIIACHO
YCTaHOBJICHHOM MpOoLEAYype U A0KHA ObITh JOKYMEHTaIbHO 0(pOpMIIeHa;

K) B clTydae MPOBEACHUS MHOTOIICHTPOBOTO WCCIIEAOBAHHS Ha3HAYACT
npu HEOOXOIMMOCTH BEyIIIETO UCCIea0BaTeNs, MMEIOIIETO0
COOTBETCTBYIOIIEe 00pa3oBaHUE, KBATM(PUKAIIUIO W OMBIT. 3aMeHa BEAYIIErO
UCCJIeIOBaTENs MPOBOAUTCS COMNIACHO YCTAaHOBIICHHOW MPOIEype U JOJIKHA
OBITh TOKYMEHTAJILHO 0(DOpMJIEHA;

3) obecrieunBaeT YTBEPKIACHUE PYKOBOIWUTEIIEM HCCIIEIOBAaHMsS IIaHA
WCCJICIOBAHMSI,;

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

K) obecrieunBaeT  BeneHue  oOHoBisiemMoro mepeuns COIl  (c
COXpaHEHUEM MPEABIAYIINX PEIAKITUN);

J1) Ha3HAYaeT COTPYIHMUKA, OTBETCTBEHHOTO 32 BEJCHUE apXUBa,;

M) obecrieunBaeT BeJCHHE OCHOBHOTO TpaduKa;

H)B  ClIydyae TPOBEACHHS  MHOTOIEHTPOBOTO  KCCIIEOBaHUS
o0OecreynBaeT B3aMMOJEHCTBUE PYKOBOJIUTENS HCCIEIOBaHUS, BEIYIIETO
WCCIIeIOBaTeNs, JIUI, OTBETCTBEHHBIX 3a CHCTEMY OOECIICUeHHUs KadyecTBa, U
NIEPCOHAJIA, YYACTBYIOIIETO B MPOBEJCHNUN UCCIIEIOBAHMS;

0) ompenensieT  MpOUEeAyphbl I  KOHTPOJS  HCIOJIb30BaHUSA
KOMIBIOTEPU3UPOBAHHBIX CHUCTEM [0 Ha3HAY€HHIO, OOECleynBaeT HX
BajuAanuoo, (yHKIMOHUPOBAHHWE M OOCITY)KMBAHHME COIJIACHO HACTOSIIUM

[TpaBuiam.
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O0s13aHHOCTU PYKOBOJIUTEIIS UCCIIEIOBAHUS

14. PykoBonuTENb  UCCIEAOBAHUSI  SIBIAETCS  LIEHTPAIU30BAHHBIM
KOHTPOJIUPYIOIIUM JIMIIOM B HCCIEJOBAHUM W HECET OTBETCTBEHHOCTH 3a
MIPOBEJICHUE UCCIIEIOBAHUS B 11€JIOM M MOJITOTOBKY 3aKJIIOYUTEIHHOIO OTYETA
O TIPOBEJICHHOM HWCCJIEAOBaHUU. B 1omomHeHue K MyHKTY 15 HacTosuumx
[IpaBus ponb U JTOTHKHOCTHBIE OOSI3aHHOCTU PYKOBOAMTENSI UCCIEIOBAHUS,
yKa3aHbl B IpuiiokeHnH Ne 2 k HacTosiuMm [IpaBunam.

15. PykoBoauTENb HCCIENOBAHUS:

a) COMIACOBBIBACT IUIAH UCCIIEIOBAHUS U BHOCUMbBIE B HETO M3MEHEHUS,
3aBEpSIET UX MOAINKUCHIO C YKa3aHUEM JIaThl;

0) opraHuzyeT TMPOBEJACHHUE JIOKIMHUYECKOTO  (HEKJIMHUYECKOTO)
UCCIICIOBAHUSI,  paclpeiessieT  OO0SI3aHHOCTH ~ MEXJIY  YYaCTHHKAMHU
HCCJICIOBAHUS;

B) KOHTPOJIUPYET CBOEBPEMEHHOE IPEAOCTABICHUE MEPCOHATY OTJIela
oOecIleueHnsT KauecTBa KOIMM IJIaHa MCCIIEAOBaHMS M M3MEHEHHI COIVIACHO
TpeOOBaHUAIM K MPOBEICHUIO UCCIICIOBAHUS;

r) 00ecreurnBaeT MPEJOCTABICHUE MEPCOHANTY IIJIaHA KMCCIEA0OBaHUSA U
n3menenui, a Takxe COII,

1) oTBeuaeT 3a oopMiieHHE TUIaHA WCCIIETOBaHMS, 3aKIIOYUTEILHOTO
OTYETa ¥ BHOCUMBIX B HUX NU3MEHEHUM,

e) obecrieunBaeT COOIIOACHUE TMPOLEAYP, YKa3aHHBIX B IUJIaHE
UCCIIEIOBAHUSI, OLICHUBAET U JOKYMEHTHUPYET BIUSHUE JIFOOBIX OTKIOHEHUM
OT TIUIaHa WCCIIEIOBAHUSI HAa Ka4eCTBO U JIOCTOBEPHOCTh PE3YJIBTATOB
UCCIICIOBAHUsI, TPU HEOOXOJUMOCTH MPEANPUHUMAET COOTBETCTBYIOIIHE

KOPPEKTUPYIOLTUE MEPOTIPUSITHS,
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k) o0ecrlieurBaeT MPABUIIBHOE JIOKYMEHTaJbHOE O(QOpPMIICHUE U
PETUCTPAINI0 OTBETCTBEHHBIM IEPCOHAJIOM BCEX IOTYUYEHHBIX MEPBUYHBIX
JAHHBIX;

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

1) MOANMCHIBACT 3aKIIIOYUTEIBHBIN OTYeT (C yKa3aHWeM IPU3HAHUS
OTBETCTBEHHOCTH 32 JOCTOBEPHOCTH JIAHHBIX M COOTBETCTBUS HCCIICIOBAHUS
HacTosAMM [IpaBuiiaM U 1aThl MOATUCAHHUS);

K) KOHTPOJUPYET apXUBUPOBAHKE TUTaHa UCCJICIOBAHMS,
3aKJIFOYUTEIILHOTO OTUYETa, IEPBUYHBIX JTAHHBIX M BCEH JOKYMEHTAIIUU MOCTIE

OKOHYAHUS (TIpEKpaIleHUsI) UCCIeIOBAHUS.
OO0s13aHHOCTH BEIYLIETO UCCIIEI0OBATENS

16. Benymuii uccnenoBareiab JOMKEH O00ECIEUUTh IPOBEICHUE
NOpPYYEHHONM eMy 4dacTd (dTama) UCCIEAOBaHUS B COOTBETCTBUU C

HaCTOAIIUMHU HpaBI/IHaMI/I.
OO0s13aHHOCTH IepcoHala, y4aCTBYOIICIO B HCCICAOBAHNN

17. Ilepconan, y4acTBYIOIIMN B MPOBEJACHUU HCCIIECIOBAHUS, JOJKEH
3HaTh U coOMonaTh HacTosmue IIpaBuia.

18. Ilepcona, y4yacTBYIOIIUN B UCCIIECIOBAHNUH, IOJDKEH UMETh JOCTYII
Kk miany uccienoBanus U COII, oTHocsAUMCS K ero (PyHKIUSIM B paMKax
ncciaenoBanus. JItoOble OTKIOHEHHS OT IUIaHA MCCIIENOBAHMSA HOKHBI OBITH
JOKYMEHTJIbHO OGOPMIIEHBI M TIEpEJaHbl HAMPAMYI PYKOBOJIUTEIIO
UCCIE0BaHUS U (WJIM) IPU HEOOXOAUMOCTHU BETYLIEMY HCCIIEIOBATENIO.

19. Ilepconarn, y4acCTBYIOIIUN B HCCJIEIOBAHNH, HECET

OTBCTCTBCHHOCTDL 3a CBOCBPCMCHHYIO M TOYHYIO PCTUCTPALNIO IMCPBUYHBIX
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JaHHBIX W WX COOTBETCTBHE HactosmuM [IpaBuiam, a Takke 3a KaueCTBO
ITHX JaHHBIX.

20. Tlepconasn, y4acTBYIOITUH B HCCICIOBAHUH, TOJDKEH NPUMEHSTH
03JI0POBUTEIILHBIC MPOPHIAKTHICCKUE MEPHI B IEJITX MUHUMH3AIUN PHCKA
JUIS 370POBbsI U O00ECIIEUMBATH JIOCTOBEPHOCTh PE3YJbTaTOB MCCIICIOBAHUS.
[lepconan AOMmKEH COOOMATh COOTBETCTBYIOIIEMY JIMIY O CAHUTAPHBIX HIIH
MEIHUIIMHCKUX YCIOBHSIX C IENbI0 UX YCTPAHCHHS M HEIOMYIICHUS BIMSHUS

Ha HCCIEJOBaHUE.
3. [Tomerienust 1151 UCCIIEIOBAHUNA
O6m1as nHpopmarus

21. Tlomemenwnsi, MpeaHA3HAYECHHBIC JI TTPOBEACHUS JOKIHMHUYIECKUX
(HEKJIMHUYECKUX) HUCCIEAOBAHUM, MPOEKTUPYIOTCS, paclojaralorcs Hu
OKCIUTyaTUPYIOTCS B IEIIX  OOeCledeHusT KadecTBa  MPOBOAMMBIX
UCCIIEIOBAaHUMN.

22. CTpyKTypa HCHBITATEIBLHON J1abopaTopuu JOJKHA OO0ecreunBaTh
aJICKBaTHYIO0 CTENEeHb pa3[eleHusi pa3HbIX BHUAOB JCSATEIBHOCTH IS

HAIJICKAILETO MPOBEICHUS KAK0T0 UCCIICTOBAHUA.
ITomemenus 1ig TECT-CUCTEM

23. UcnipiTarenbHass  jlaboparopusi  JOJKHA HMMETh  JOCTAaTOYHOE
KOJIMYECTBO TIOMEIIEHUH M 30H ISl M3OJSAIUM TECT-CUCTEM, B KOTOPBIX
3aJICICTBOBaHbl BEIIECTBA WM MHKPOOPTAaHU3MBI C M3BECTHOM WM
MMOTCHITNAILHONM OMOJIOTHYECKOM OTTACHOCTHIO.

24. JlomkHBl OBITH OOOpPYIOBAHBI CIICIIHATBHBIC TTOMEIIEHUS W 30HBI
JUIS. AUArHOCTUKH, WCCIEAOBAaHUS M KOHTPOJs 3a00jeBaHUi, 4YTOOBI HE

AOIIYCTHUTD ITOBPCIKACHUA TCCT-CUCTCM.
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25. JlomkHBl OBITH OOOPYIOBAaHBI OTIEIBHBIC TOMEIICHUS] WJIA 30HBI
JUISl XpaHEHUS ChIpbsi U O0OPY/IOBaHUS, UCIOJIL3YEMbIX B HUCCIIECIOBAHUU, U
o0ecrieueHus: COOTBETCTBYIOIIEH 3alllUThl OT 3apa’KCHUsI, 3arpsSI3HCHUS] WIIH

IMMOBPCIKIACHUA.

[TomereHus AJ1s1 MAHUITYIISIITAN C UCCIIETyEMbIMU
BEIIeCTBaMH (JIEKapCTBEHHBIMH CPEJICTBAMH)
U oOpa3iamMu cpaBHEHHsI (KOHTPOJIBHBIMU 00pa3IiaMu)

26. Jlns mpemoTBpaIlleHHs 3arpsA3HCHUS WM CMCEIIWBAaHUS JOJDKHBI
OBITH O0OpPYIOBaHbl OTJEIbHBIE TMOMEIICHUS M 30HBI JJISI TOJIYYEHHS H
XpaHEHHUs HCCIEAYyEeMbIX BEIICCTB (JCKapCTBCHHBIX CPEICTB) M 00pasIlioB
cpaBHEHHS (KOHTPOJIBHBIX 00pPas3IioB).

27. TlomemeHnst WM 30HBI JUIsl XPAaHEHHS WCIBITYEMBIX BEIIECCTB
JTOJDKHBI  OBITH  OTACICHBI OT OOCCIICUMBAIOIINX COXpPAaHEHHE COCTaBa,
KOHIICHTPAIIMH, YUCTOTHI, CTAOMJIIBHOCTH M O€30MacHOE€ XPaHEHHUE OMACHBIX

BCHICCTB KOMHAT HWJIX 30H, B KOTOPBIX Pa3MCIIAOTCA TCCT-CUCTCMBI.
ITomenmenus s APXUBUPOBAHUA

28. IlomerieHus 111 apXUBUPOBAHUS JOJDKHBI OBITH OOOPYIOBAHBI JIJIs
obecrieueHus: 0€30MaCHOTO XPaHEHMs IUIAHOB HCCIIEAOBAaHMS, IEPBUYHBIX
JAHHBIX, 3aKIIOYUTENIBHBIX OTYETOB, MPOO HCMBITYyeMBIX BEIIECTB U
oOpasmoB. B momemeHnn apxuWBa JOJKHBI TIOIJICPKUBATHCS  YCIOBHS
peXuMa XpaHEHHUs, OOCCIICUYMBAIOIINE 3alIUTy €ro COJASPKHUMOTO OT

PEXIEBPEMEHHOMN MOPUH.
VYnanenue (yHUUTOKEHUE) OTXOIOB

29. O6paboTKa u yaajaeHue OTXOA0B JTOJDKHBI OBITh BBITIOJTHEHBI TAKUM

06pa30M, yTOOBI HE IMOABCPIrHYTH OIIACHOCTH IIPOBCACHUC HCCJICIOBAaHUM M
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HE WUCKa3uTh WX pe3ynbrarbl. Jis 3Toro Tpedyercss o00ecneuuTh
COOTBETCTBYIOIIME YCIOBHS JUisi cOOpa, XpaHEHHWs W BBIBO3a OTXOAOB, a
TaK)Ke IS BBIMOJHEHWS TMPOIEAYyp WX JE3aKTUBAIMA W TOCIEIYIOMen

TPAHCIIOPTUPOBKH.
4. O0opynoBaHue, MaTepraibl U PEaKTUBBI

30. O6opynoBaHue, BKJIIOYas KOMITBIOTEPU3UPOBAHHBIE CHCTEMBI,
UCIIOIb3yEMbIE JUIsl cOOpa M XpaHEHUS JAHHBIX U JJIsI KOHTPOJs (DaKTOpOB
OKpY>KaloIIel Cpeabl, KOTOPbIE HWMEIOT OTHOILIEHHE K WCCIEA0BaHUIO,
JOJIKHBI OBITH pa3MEIIEHbl WJIM YCTAaHOBJIEHBI C y4E€TOM OCOOEHHOCTEM,
1enel 1 Ha3Ha4eHUs, COOTBETCTBYIOIIMX BUJIaM MTPOBOJIMMBIX HCCIIEIOBAaHUM.

OOopyznoBaHue, HUCMHONB3YEMOE B  HUCCIEJOBAaHUM, HEOOXOIUMO
NEPUOINYECKU TOJIBEPTraTh TEXHUYECKOMY OOCIIYKUBAHUIO, KAaJTUOPOBKE U
OYHCTKE B COOTBETCTBUM C MPUHATHIMH B BHUJIE NMHCHMEHHOTO JIOKYMEHTa U
yTBepxkaeHHbIMU COII.

31. O6opynoBaHue U Marepualbl, UCMOJIb3yeMble B UCCIIEOBAaHUU, HE
JIOJIKHBI OKa3bIBaTh OTPULIATEIHHOTO BIUSIHUS HA TECT-CUCTEMBI.

32. XMMHYECKHE BEMIECTBA, PEAaKTHBBI W PACTBOPHI JODKHBI OBITH
MapKUpPOBaHbI C YKa3aHUEM cOocTaBa (MpU HEOOXOJUMOCTH — KOHIIEHTPALIUN),
CpOKa TOJHOCTM M OCOOCHHOCTSIX XpaHeHus. B Hamuuum noKkHA OBITh
uHdopmarusi 00 HMCTOYHMKE TMOJY4Y€HHUs, Jare MPUTOTOBICHUS U
cTabmibHOCTH. CpOK TOJHOCTH MOXET OBITh MPOAJIEH Ha OCHOBaHUU

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

dusnyeckre (XUMHUCCKHUE)

33. O6opynoBaHnue,  HCHOIAB3yeMOE IS  (PUBHKO-XUMHUYECKHUX
UCCIICIOBAaHWMA,  JOMHKHO  COOTBETCTBOBaTh  BHUJAM  IMPOBOJUMBIX
UCCIIEIOBAaHUMN.

34. HeoOxoaumMo 00eCTeuuTh HaJCKHOCTh (DU3MUECKUX (XUMUYCCKUX)

TECT-CUCTEM.
bunonoruueckue

35. HeoOxonumo obecnieunTth HajuIexKaIue yCIoBUs I pa3MelleHus,
XpaHeHUs, 00padOTKU M COJEP KaHUS OMOJIOTHYECKUX TECT-CHUCTEM C IEIBI0
oOecIieueHnsT HeOOXOIMMOTO KauyeCTBa MCCIICTOBAHHS.

36. BHOBB TOJIy4eHHBIE J>KHBOTHBICE M PACTUTEIBHBIE TECT-CHUCTEMBI
JOJKHBI ~ OBITh HM30JMPOBAaHBI B COOTBETCTBHM C YCTAaHOBIICHHBIMU
nponeaypamMu. K MOMEHTy Hadalla HMCCIICIOBAaHHUS TECT-CHCTEMBI JIOJDKHBI
NPOWTH  KapaHTWH, TPOLEAypy JOMycka K  HCIOJIb30BaHHIO U
COOTBETCTBOBATh BHUJY W IEIISIM HCCIEAOBaHUS. TeCT-CUCTEMBI, TTOPaKCHHBIS
OOJIEe3HBIO WM TIOBPEXKICHHBIC B XOJE HCCICIOBAaHMS, JOKHBI OBITH
W30JUPOBAaHBl M TIPOJICYEHBI, TIPH  HEOOXOAUMOCTH  II€JIOCTHOCTH
WCCJICIOBaHMs JIOJDKHA OBITh COXpaHEHa. Bce NMaHHBIE MO JMAarHOCTHUKE U
J€YeHHI0 3a00J€eBaHUI O Hadalla U B XOJ€ HCCIENOBAHUS IOJDKHBI
PETUCTPHUPOBATHCS TOKYMEHTAIBHO.

37. HeoOxoamMo BECTH PETUCTPAIIMI0 MCTOYHHMKA TOMYyYCHHS, ATkl U
YCIIOBHM MPUEMKH TECT-CUCTEM.

38. brojornyecknue TECT-CHCTEMBI JIOJDKHBI — QIallTUPOBAThCA K

YCIOBUAM HCCICIOBAaHUN B TEUCHUE COOTBCTCTBYIOLICTO IICPpHOAa BPCMCHU



26

nepes MEepBbIM BBEACHHEM (MPUMEHEHHUEM) HCCIICIYyeMOTO BEIISCTBA WM
oOpasia cpaBHeHHS (KOHTPOJIBHOTO 00pasia).

39. Ucnonp3yembie TECT-CUCTEMBI HE0OX0aMMO o0ecIeunTh
COOTBETCTBYIOIIEH MapKUPOBKOM JIJI UX HaJJIekKaIel UICHTU(OUKAIIUN.

40. Ilpy wuCHoNb30BaHWM TIOMEIIEHUS WJIM KOHTEHHEpPHl C TecCT-
cUCTeMaMy HEO0OXOIUMO TIEPHOANIECKH TIOJIBEpraTh CAaHUTApHON 00paboTKe.
JIroOoii marepuan, KOHTAKTUPYIOMIMM C TECT-CUCTEMOW, HE JIOJKEH
COZEP)KaTh  3arpsI3HSAIONINE areHThl  BBIINIE  Pa3pEIICeHHOTO  YPOBHS,
JOMyCKAIIIero TmpoBeAeHue wuccieqoBanus. [loacTun  miis  KUBOTHBIX
JIOJDKEH MEHSIThCA B COOTBETCTBHHM C NPUHATHIMH HOpMaMmu. JlaHHBIE 00
HCIIOJIb30BAHUU  CPEJICTB  OOpPHOBI C  BPEAUTENSAMH  JIOJKHBI ~ OBITh

JTOKYMEHTHUPOBAHBI.

6. McnipITyeMble BelecTBa (JIeKapCTBEHHBIC CPEJICTBA)
1 00pa3iibl CpaBHEHUS (KOHTPOJIbHBIE 0Opa3Iibl)

[Tonyuenue, 00paboTKa, 0TOOp MPOO U XpaHEHHE

41. HeoOxoauMo 00ecCIieuuTh HaJu4due  Mojjiep>kanue nHpopMaIuu o
CBOMCTBAaX MCCIIEyEMOTO BElIECTBA (JIEKAPCTBEHHOTO CPEJICTBA) U 00OpA3II0B
CpaBHEHUSI (KOHTPOJBHBIX OOpa3IOB), JarTe IMOJYYEHHS, CPOKE TOJHOCTH,
MOJTyYCeHHOM U HCIIOIH30BAaHHOM KOJUYECTBE B UCCIICOBAHUSX.

42. JlomxkHbl  OBITH  ONpPENEICHBI MPOLEAYyphl IO OOpalieHHuI0 ¢
TECTUPYEMBIM BCIIECTBOM M BEIICCTBOM CpaBHEHHS (KOHTPOJIBHBIM
BEIICCTBOM), HX XPaHCHUIO U HCIIOJIb30BAHUIO C IICJIBI0 OO0CCICUCHUS
CTaOMJIBHOCTH W  TOMOTCHHOCTH, HWCKJIIOYCHHS  KOHTAMHHAIUH M|

ICPCIIyThIBaAHU .
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43.Ha xoHTeWiHepe Uil XpaHEHHWS JOKHA OBITh  yKa3aHa
uaeHTUUuupyromas uHopMainusi, CpOK TOJHOCTH U OCOOEHHOCTH

XpaHCHUA.
Ornrcanue CBOWCTB

44, Kaxnoe wucclearyeMoe BeHecTBO (JIGKAPCTBEHHOE CPEJCTBO) H
oOpazenr  cpaBHeHUs  (KOHTPOJBHBIA  oOpasen)  JODKHBI  OBITh
COOTBETCTBYIOIIMM 00pa3oM HACHTU(PUIIMPOBAHBI (HApUMEP, UMETh KO,
UJCHTU(UKAIMOHHBI HOMEp MO peecTpy XHUMHUYECKOW pedepaTuBHOM
ciIy)kObl  AMepukaHckoro  xumudeckoro ooOmecrBa (CAS-momep) ¢
yKa3aHUEM  Ha3BaHUs, (U3MYECKUX, XUMHUYECKUX, OHOJOTUYECKUX,
(hapMaKoJIOTUYECKUX CBOMCTB.

45.B KaxaoM HCCIEIOBaHMM HEOOXOAMMO 3HATh HOMEp CepuH,
YUCTOTY, COCTaB, KOHIICHTPAIMIO U JPYTHE XaPAKTEPUCTUKH HCCIETyEeMOTO
BEIIECTBA (JIEKAPCTBEHHOTO CPENICTBA) U 00pa3lioB CpaBHEHUS (KOHTPOIbHBIX
00pasIoB).

46. B Tex ciydasix, KOrJa HCCIEIyeMOE BEIIECTBO (JIEKapCTBEHHOE
CpPEACTBO) MPEAOCTABICHO CIOHCOPOM, CIIOHCOPOM (pa3paboTUMKOM) U
UCIIBITATENIbHOW J1a0oparopuedl NomkHA ObITh pa3pabOTaHa COBMECTHas
mpoleaypa IO  MPOBEpKE  MOUIMHHOCTH — HMCCIEIyeMOro  BEIIeCTBa
(JIeKapCTBEHHOTO CPECTBA).

47. HeoOxoguMo 3HaTh O CTAOWJIBHOCTH MCIBITYEMOTO BEIECTBA
(JIeKapCTBEHHOTO  CpelicTBa) M OOpa3loB CpaBHEHUSA (KOHTPOJIBHBIX
00pa3IoB) B YCIOBUSIX XPAHECHUS U TPOBEACHUSI UCCIIETOBAHUMN.

Ecnu uccnenyemoe BemecTBo (JEKapCTBEHHOE CPEACTBO) MPUMEHSIETCSA

(610) BCIIOMOTI'aTCJIIbHBIMH MarcpuajiaMu, H€O6XO,I[I/IMO OIIPpCACIINTD
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TOMOTE€HHOCTh, KOHIIEHTPAIMIO U CTAOMIBHOCTh MCCJIENYEMOTO BEIIECTBA B
ATOM MaTrepuale.

48. B kaxJIOM HCCIICIOBaHHHM, KPOME KPATKOCPOYHBIX, HEOOXOIMMO
o0ecrneunTh apXUBHOE XpaHEHHWE OOpasloB KaXJIOW CEpPUU HCCIEIYEeMOIO

BellleCTBa (JIEKApCTBEHHOT'O CPECTBA) JJIsl aHAIMTUYECKHUX IICJICH.
/. CTangapTHbIE ONlEepaIlMOHHBIE TPOIEAYPhI

49. UcneiTaTenpHas  J1aboparopus  JOKHA  HWMETh  IMHCHBMEHHO
opopmiennsie COII, yTBepkKJAEHHbIE PYKOBOJCTBOM HCIBITATEIbHOM
Jaboparopud U NOpeIHa3HAYeHHbIe i1 OoOecCHedyeHuss KadyecTBa W
JIOCTOBEPHOCTH JaHHBIX, MOJYYECHHBIX UCIIBITATEILHON JIabopaTopueu B Xoe
MPOBEJICHUSI HWCCIIECIOBAHMU. BHECEHHE W3MEHEHUM B  CTaHIApPTHBIE
OMEpaIMOHHbIE MPOUEAYPHl JIOJKHO OBITh  OJOOPEHO PYKOBOJICTBOM
UCIIBITATEeNIbHOU JTa0OpaTopuHu.

50. B kaxaoMm OTHENbHOM TMOApa3AcieHUH | (WIM) Ha KaKJIou
TIJIOIIA/IKE HUCTIBITATEIbHOM JTabopaTOpuu AOJKHA OBITh KOMHS JEHCTBYIOIINX
COII, orHOCAmMXCI K HX JEATECILHOCTH. B KadecTBe OITOJHHUTEIBLHBIX
marepuanoB K d3tum COIl MOXHO HCHOJIB30BaTh OIMYOJMKOBAHHBIC
MOHOTpaduu, aHATUTUIECKUE METO/Ibl, CTATbU U PYKOBOJICTBA.

IIpy opraHuzauvu HCCICAOBAaHUN HA HECKOJbKHUX IUIOMIAJKaX
HEOOX0IMMO coOoarh TpeOoBaHus TpuiaokeHus Ne 3 K HacTOAIIUM
[IpaBunam.

51. Otknonenns or COII, mMerommx OTHOIIEHHWE K HCCJICIOBAaHUIO,
JOJKHBL OBITH JOKYMEHTAJIBHO O(OPMIIEHBI, YTBEPXKACHBI PYKOBOAUTEIEM

HCCIICAOBAHUA U BEAYIIUM HNCCIICAO0BATCIICM B YCTAHOBJICHHOM ITOPAIKE.
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52. COII momxHBI OBITH pa3padOTaHbl, B YACTHOCTH, JUIS CIETYIOIINX
BUJIOB JEATEIHLHOCTH HCIBITATEIbHOW Jabopatopud, (TiepeueHb SBIISICTCS
IIPUMEPHBIM)

a) UcclleyeMble BellecTBa (JIEKapCTBEHHbIE CPEACTBA) U 00pasIlbl
cpaBHEHHMS  (KOHTPOJIbHBIE  OOpasIlpl): TOJydeHHEe, WJICHTUDUKAIINS,
MapKUpOBKa, 00paboTKa, 0TOOp Mpod U XpaHEHUE;

0) o0opynoBaHue, MaTepUabl U PEaKTUBBI:

o0OpyllOBaHHE:  HCHOJB30BAHHME,  OOCIY)KMBAaHHE, OYUCTKA U
KaJInOpOBKa,

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

MaTepualibl, PEaKTUBBI U PACTBOPHI: IPUTOTOBJIEHUE U MAPKUPOBKA;

B) perucTpanus, TIOATOTOBKAa OTYETOB, COXpaHEHHUE: KOJAHPOBAHUE
UCCJIeIOBaHUM, cOOp JAaHHBIX, TOJrOTOBKA OTYETOB, CUCTEMBbI MHICKCAIIUH,
o0paboTKa JaHHBIX, BKIIOYas WCIOJB30BAaHUE KOMITBIOTEPU3UPOBAHHBIX
CHUCTEM,

I') TECT-CUCTEMBI (B HEOOXOIUMBIX CITyUasx):

MOJITOTOBKA MOMEIICHUI U YCTIOBUN XpaHEHUS TECT-CUCTEM;

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

MOJITOTOBKA TECT-CUCTEM, HAOMIONCHUS WM aHAJIU3bl TEpell HadajaoM,
B TEUCHHE U 110 3aBEPIICHUH HCCIICIOBAHUS;

pa3MelleHue TeCT-CUCTEM Ha UCTIBITYEMBIX IJIOIIA IKAX;

1) IpoLeAYphl OOecreueHns] KayecTBa: padoTa MepcoHaya CIyKObI

obOecreuenus kadectBa (ganee — COK) mo MmIaHHpPOBaHUIO, COCTABIICHHIO
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rpaduka, MPOBEICHUIO, JOKYMEHTAIbHOMY O(GOPMIICHUIO U TMOJTOTOBKE

OTYETOB 00 MHCIEKIUIX.
V. IIpoBeneHue uccienoBaHus
1. [1naH ucclenoBaHus

53. Ilepen HayaOM KaXKJIOTO HCCICAOBAHUS JOJDKEH OBITh HaIMCaH
IJIaH, YTBEPXKACHHBIM PYKOBOAUTEIEM WCCICIOBAHUS W IPOBEPECHHBIN
npeactasutenem COK uccnenoBarensckoi tadoparopun. Ilnan cornacyercs
PYKOBOACTBOM HCHBITaTEILHOMN 1aboparopuun u CIIOHCOPOM
(pa3paboTYMKOM), €CIIH ATO YCTAaHOBJIICHO 3aKOHOJATEIBCTBOM TOCYIAapCTB-
YJICHOB.

[lnan  wcciemoBaHWs  JOMKEH  OBITh  YTBEPXKACH  MOAMHUCHIO
PYKOBOAUTEIIS UCCIICOBAHUS C YKA3aHUEM JaThl.

Ponb m 0053aHHOCTH CITIOHCOpa B paMKax IMPOBEACHUS JOKIMHHYCCKUX
(HeKJTMHUYECKNX) MCCIICIOBAaHUA TIPUBEACHB B TIPHWIOKEHHH NeS K
HactosmuM [IpaBwram.

54. [lonpaBku K TUIaHY HCCIIEIOBAHUS JOJKHBI OBITH OOOCHOBAHBI,
0o00peHbl  TaTUPOBAHHOW TIOAMUCHI0 PYKOBOIWUTENS HWCCIEAOBAaHUS U
MPUOOIIECHBI K TIJIaHY UCCIETOBAHUSI.

55. OTKIIOHEHHST OT IUIaHA MCCIIENOBAaHUS MOJDKHBI OBITH OIMCAHBI,
OOBSICHEHBI, OJ0OOpEHBI, CBOEBPEMECHHO JIATUPOBAHBI PYKOBOJIUTEIEM
WCCJICIOBAaHMUS WM BEAYIIUM MCCIEIOBATEIIeM W JIOJDKHBI XPAHUTBCS C
MIEPBUYHBIMH JAHHBIMU HCCIICIOBAHHMS.

56. IIpn KpaTKOCPOUHBIX MCCIACAOBAHUIX MOKHO HCIIOJIB30BaTh OOITUN

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

(BemecTB) IpUBEASHBI B MpuiioskeHUU Ne 6 kK HactosmuM [IpaBumam.
2. ConeprkaHue 1IaHa UCCASI0BaAHUS

S7.1lnan  wuccnenoBaHus  JOJDKEH, B YacCTHOCTH, COJEPXKaTb
CJIETYIONIYI0 UH(POPMAITHIO:

a) uaeHTuuKaIus HCCJIE0OBaHUA, HCCIIEIyEMOTO BEIIECTBA
(JIekapCTBEHHOTO CpECTBa) M 00pa3iia CpaBHEHUS (KOHTPOJILHOTO 00paslia):

Ha3BaHUE C KPAaTKUM OMMCAHUEM JIM3aiiHa UCCIIEI0BAHMS,

uHdOpMaIs O LeAX U 3aJja4axX UCCIIEA0BAHMUS,

UJeHTU(UKAIMA UCCIEAYyeMOTO BEIIeCTBa (JIEKApCTBEHHOTO CPEJICTBA)
yepe3 Koj WIM Ha3BaHUE (3aMECTUTENIbHOM M paiuKajio-(pyHKIHOHAIbHON
HOMEHKJIaType MexXAyHapOAHOIO COH3a TEOPETUYECKOM U IPUKIATHOU
xumun (IUPAC); uaeHTH(UKAIMOHHBI HOMEp IO peecTpy XHMHYECKOMH
pedeparuBHOl CayKObl AMepukaHckoro xumudeckoro obmectBa (CAS-
HOMeEp), OMOIOTUYECKUE CBOMCTBA U T. 1.);

UCCIIEyeMOe BEIIEeCTBO (JICKApCTBEHHOE CPENCTBO) (€ro OIMHMCaHHe
IPUPOIA POUCXOKICHUS U XapAKTEPUCTUKH);

0) uadopmariusi o croHcope (pa3paboTUuMKe) U UCIBITaTeIbHOU
J1abopaTopuu:

Ha3BaHUE U aJIpec CIOoHCcopa (pa3paboTuuka);

Ha3BaHUS M aJpeca 3aJIeCTBOBAHHBIX MCIBITATEILHBIX JabopaTopuil u

HCITBITATENIbHBIX TUTOMIAOK;

damunus, uMs, oT4yecTBO (IIPU HAIMYMK) M aJpec PYKOBOAUTEIS

HCCJICA0OBAaHN,
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dbamminss uMs, OTYeCTBO (IIPpU HAIWYMU) U aAPEC BEIYIIETro
uccienosarens, ¢GaMWIdd HCCIeAoBaTeNield, NPUHUMABIINX YYacTHE B
WCCJICIOBAaHNH;

B) JIaThI.

Jara yTBEPKJICHUsS TJIaHA KCCIEHOBAHUSL C TOIIMUCHIO PYKOBOAUTEIS
WCCJICIOBAHUS,

Jara yTBEPXKICHHS IUIaHA WCCIECIOBAHUSA C TMOAMHCHIO PYKOBOICTBA
HCTIBITATEILHOM JTA0OpAaTOPHHU U CIIOHCOpa (pa3paboTyuKa);

npearnoiaraeMple JarThl Hayajda M 3aBEPIICHHS] SKCHEPUMEHTATbHBIX
paoor;

I') METOIBl HCCJIENOBAaHMM, C YyKa3aHWEM IMOAPOOHOTO OMHUCAHMUS
METOJIOB HCCIICOBAaHUN, HAWUMEHOBAHWI TECT-CUCTEM, HCIOIb3YEMbBIX B
UCCJIEIOBaHUH, ¢ 0OOCHOBAaHMEM HMX BBIOOpA, CIIOCOOOB M MYTE€W BBEACHUS
UCCIIeNyeMOro  BemiecTBa  (JIGKAPCTBEHHOTO  CPEACTBA),  METOJOB
CTaTUCTUYECKOM  O0OpabOTKH, HWHBIX  CBEACHUH 1O  MPOBEACHUIO
WCCIJICTOBAaHUMN,

1) coliep KaHue TIaHa ucclieoBaHus (ITyHKTBI, KOTOPHIC PUMEHUMBI):

000CHOBaHHE BBIOOpA TECT-CUCTEMBI;

ONMCaHUE TECT-CUCTeMbl (HampuMmep, BHUJ, IITaMM, CyOIITamM,
UCTOYHUK TMOJYYEHHUsI, KOJIMYECTBO, BHUJ >KMBOTHBIX, MX Macca Teja, MO,
BO3pAcCT U JApyTasi BaxkHasi HH(OpMaIus;

CIoCcOo0 MPUMEHEHUS U MPUYHUHA TAKOTO BBIOOPA;

YPOBHH 703 W (MJIM) KOHIICHTPAIIMH, 9acTOTa U MPOAODKUTEIBHOCTh
PUMEHEHUS;

noapoOHass uH(OpManus O CTPYKType (Iu3aiiHe) HucclieoBaHus,

BKIIOYasd OIMMCAHUC XPOHOJJOIMH, BCEX MCTOAOB, MATCPHAJIOB U YCJ'IOBI/II\/'I,
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BUJa M 4YaCTOThl MPOBEIACHHBIX aHAJIM30B, H3MEPECHUH, HAOMIOACHUM U
UCCIICNOBAHUMN,
€) IOKyMEHTallMsl 1O UCCIEAOBAaHUIO B BHJE CIHUCKA JOKYMEHTOB

UCCIIEIOBAHUSI, KOTOPBIE TIOJKHBI OBITH 3aIIOJIHEHBI K COXPaHEHBI.
3. [IpoBenenue uccaeaoBaHUs

58. KaxxmoMy uCCIEIOBaHHUIO JOHKEH OBITh MPUCBOCH YHUKAIBHBIN
HOMEp. Bce wucnosnblyemble B HCCIENOBAaHUU 00pas3libl, 00OpPYIOBAaHUE H
MaTepuaibl JIOKHBI ObITh JIOKYMEHTAJbHO OTPaXEHbl B Marepuaniax
UCCIIEIOBAHUS C LEIbI0 WX MPOCIeKUBAEMOCTH. VccrnenoBaHue MOKHO
IPOBOJUTHCA COMIACHO TIUIaHY wuccienoBanus. OOpaslbl HMCCIIETyeMBbIX
BEILIECTB (JIEKAPCTBEHHBIX CPEICTB) U 00pa3lbl CpaBHEHUS (KOHTPOJIbHBIC
o0pa3ipl) JOJKHBI OBITh MapKUPOBAHBI COOTBETCTBYIOIIMMHU 00pa3oM,
00eCreunBaIOIINM UX UIACHTUPUKALIUIO.

OO6mume TpeOoBaHUs K MOPSAIKY MPOBEICHUS UCCIECAOBAaHUMN yKa3aHbl B
npuitokeHnu Ne 7 k HactosiuM [IpaBunam.

59. Bce nanuble, moiiydyaeMble B XOJI€ MCCIIEIOBaHUS, JAOKHBI OBITH
3apETUCTPUPOBAHB TPU WX TOJYYEHUH HE3aMEJIUTENbHO, TOYHO U
aKKypaTHO JIMIIOM, KOTOPO€ MOJYy4YWJIO 3TH JaHHBIE, C MPOCTaBICHUEM
JNaTUPOBAHHOM MOAMUCH UCTIOTHUTEIIA.

Bce BHOCHMMBIE H3MEHEHHsS B TIEPBUYHBIC JAHHBIE JOKHBI OBITH
C/IeJIaHbl TaK, YTOOBI OCTaBajach BUAHA MEpBOHAYaJbHAs 3alUCh, MPU 3TOM
YKa3bIBAIOTCS IPUYUHBI UCIIPABJICHUS C JATUPOBAHHOM MOAMUCHIO TOTO JIUIIA,
KOTOPOE BHECJIO UCITPaBJICHUE.

60. Eciu mepBUYHBIE JIJaHHBIE PETUCTPUPYIOTCS C  MOMOIIBIO
KOMIIBIOTEpA, JODKHA ObITh MH(pOpMAlMS O JUIE, OTBETCTBEHHOM 3a BBOJ

9TUX JddaHHBIX B KOMIIBIOTEp B MOMCHT HX IIOJY4YCHUA. I[H3aI>’IH
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KOMIIBIOTEPU3UPOBAHHON  CUCTEMBl  JOJDKEH  OBITh  TaKUM,  YTOOBI
MPEJOCTABIATL BO3MOXKHOCTh TPOBEACHUS TMOJIHOTO ayJIuTa 3JIEKTPOHHBIX
JTAHHBIX U MTOKAa3bIBaTh BCE MUCIPABIICHUS MIEPBUYHBIX TAHHBIX C COXPAHCHUEM
NepBOHAYAIBHBIX OPUTMHAIBHBIX JaHHBIX. JlomkHA OBITH TIpeCcTaBlIeHA
BO3MOYKHOCTh CBSI3aTh BHECEHHBIC HCIPABJICHUS C JIMIOM, UX CHEJIABUINM,
Halpumep, C  IOMOIIBK)  JaTUPOBAHHOW  3allUCH  MCIOJb30BaHUS
KOMITBIOTEPU3UPOBAHHOW CHCTEMBI WM  JAaTUPOBAHHOM  AJIEKTPOHHOU
noanucu. JlokHa OBITH yKa3aHa TMpUYMHA BHECEHHS W3MEHEHU B
IIEPBUYHBIE JIEKTPOHHBIEC JIaHHbIC. BeleHME 3amucel TOJIBKO B AIIEKTPOHHOM
BUJIC JOIYCKAETCA MPU HAJMYNHU BAIUIUPOBAHHBIX KOMIIBIOTEPU3UPOBAHHBIX

CUCTEM.
V. OdopmiieHne pe3ysbTaToB UCCIIEIOBAHUS
1. O6masa uadopmanus.

61. JI;msad KakJI0TO HMCCIIENOBAaHHUS TOTOBHTCS 3aKIIOUUTEIBHBIA OTYET.
[Ipn mpoBeneHUH KpPAaTKOCPOUYHBIX WCCIEIOBAHUN CIIEITyeT IOATOTOBUTH
CTAaHIAPTU30BAaHHBIA  3aKIFOYUTEIBHBIA  OTYET  CO  CICIUATLHBIM
NpUJIOKEHHEM 00 OCOOCHHOCTSAX  HcciaenoBaHusa. lIlpu mpoBeneHuu
JOJITOCPOYHBIX ~ HMCCIIEIOBAHUNA  CIEAyeT MPEAyCMOTPETh  IMOATOTOBKY
IIPOMEKYTOUHBIX OTUETOB.

62. OT4eTsI BEAYIIUX  HCCIIeI0BaTeIICH 1 CIICI[UATUCTOB,
3aJICiCTBOBAHHBIX B HMCCJICIOBAHHUH, JIOJDKHBI OBITh MMH COOCTBEHHOPYYHO
MIOAMMCAHBI U JaTHPOBAHEI.

3aKITIOYUTEIIbHBIA  OTYET JOJDKEH OBITh TOAMHCAH W JaTHPOBaH
PYKOBOAMTEIIEM  HWCCJICIOBAaHHMS CO  CBUACTCIBCTBOM O  NPHUHITHH

OTBCTCTBCHHOCTH 3a HOOCTOBCPHOCTH JAdHHBIX. I[OJ'DKHa OBITH YKa3aHa
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CTEMEHb COOTBETCTBUSI MPUHIIMIAM HaJJIexkKalllel J1abopaTOPHOM MPAKTUKH.
3aKIIIOUUTENIbHBIA OTUYET JOJKEH OBITh CKPEIUIEH NeYaThlo OpraHu3aluu.

63. I3MeHeHnsT U JOTOJHEHHUS, BHOCUMBIE B 3aKIIOYUTEIBHBIN OTYET,
JOJKHBI OBITH TMpeACcTaBieHbl B (opMe MompaBok K oruery. Heobxommmo
TOYHO YyKa3aTb MPUYMHY HUCIIpaBICHUN WM AOoNojdHeHuM. Bce mompaBku
JIOJKHBI OBITh TOAMUCAaHbl U JIATUPOBAHBI PYKOBOJUTEIEM HCCIIEIOBAHMUS,
KaK 3TO yKa3aHo B a03arie BTOPOM ImyHKTa 62 HacTosimux [IpaBui.

64. Ismenenne  ¢opmara  3aKITIOYUTEIHPHOTO  OTYETa  COMIIACHO
TpeOOBaHUSM TOCYJaPCTBEHHON PETUCTPALIMH WIIM YIIOJITHOMOUYEHHOIO OpraHa
HE paccMaTrpuBaeTCsl KaK JOIMOJIHEHHE WIM TOINpaBKa B 3aKIIOUUTEIbHBIN

OTYET.
2. ConeprkaHne 3aKITIOYUTEILHOTO OTYETA.

65. 3aKTIOUUTENBHBINA OTYET JOJKEH BKIIFOUATh CICIYIONINE Pa3IeIbl:

a) uACHTU(UKALUS  WCCIICIOBaHUS, UCCIIElyeMOTO  BEIIeCTBa
(JIekapCTBEHHOTO CpENICTBA) M 00pasiia CpaBHEHUS (KOHTPOJILHOTO 00pasIa):

Ha3BaHUE UCCIICIOBAHUS C KPaTKUM OIMCAaHUEM JH3aiiHa,

UJeHTU(UKAIMA UCCIEAYyeMOTO BeIIeCTBa (JIEKapCTBEHHOTO CPEJICTBA)
4yepe3 KO WM Ha3BaHHE (TI0 3aMECTUTEIHHON U paJuKaio-(pyHKIIMOHAIBHON
HOMEHKJIaType MEXIyHapOIHOTO COK3a TEOPETUYECKOW W TPUKIIAJTHON
xumun (IUPAC); uneHTU(UKAIMOHHBIA HOMEpP MO peecTpy XHUMHUYECKOMH
pedeparuBHON CITy:kObI AMepHKaHCKoro xumudeckoro obOmiectBa (CAS-
HOMED), OMOJIOTHYECKUE CBOMCTBA U T. 11.);

uneHTudukays obpas3na cpaBHEHHS (KOHTPOJIBLHOrO oOpasia) 1o
HAaMMEHOBAHHUIO;

XapaKTEepPUCTHKA CBOMCTB HCCJIEIyeMOTrO BeIlecTBa (JIEKapCTBEHHOTO

CpCI[CTBa), BKJIIOYasg YUCTOTY, CTaOMJILHOCTD U TOMOT'€HHOCTD,
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0) napopMmals o0 crmoHcope (pa3pabOTUMKE) W HCHBITaTeIbHON
1abopaTopuu:

Ha3BaHUE U aJipec croHcopa (pa3padboTunka);

Ha3BaHUS U aJpeca 3aJeHCTBOBAHHBIX UCTIBITATEIBHBIX JIA0OPATOpUil U
UCIIBITATENIbHBIX TUIOMIA/I0K;

damMunmsi, UMsA, OTYECTBO (MPH HAIMYWMK) M aApeC PYKOBOIUTEIIS
WCCJICIOBAHNS,

dbamuinsi, uMs, OTYECTBO (OpU HAIMYMM) U aJIPEC BEIYIIETO
UCCIIeIoBaTeNs,

¢amunuu, uMeHa, oTdecTBa (IPU  HAJWYUHU)  CIELUHUAIIMCTOB,
MIPEICTABUBIINX CBOM OTYETHI JIJISi COCTABICHUS OKOHYATEITLHOTO OTUYETA.

B) JaThl, YKa3aHHBIC KaK JIaThl HA4aJia ¥ 3aBEPIICHUS SKCIICPHUMEHTOB B
paMKax BCETO MCCIICIOBAHUS U €r0 ITaIloB;

T) LeTU U 33J1a4y UCCIIeIOBAHUS;

1) ONMCAaHKE UCTIOIB3YEMBIX MAaTEPUATIOB U METO0B HCCIIEIOBAHUMN:

ONMHCAaHUE HCCIEAYEMOIro BelllecTBa (JIEKapCTBEHHOTO CPENCTBA),
BKJIFOUAss CBEACHHUS O €ro (U3MYECKHX, XUMHUYECKUX, OHUOJIOTHYCCKHX U
dhapmareBTHIeCKIX CBOMCTBAX, COCTABE TOTOBOM JIGKAPCTBEHHOUW (POPMBEI;

XapaKTepUCTHUKa M OOOCHOBAaHHWE TECT-CUCTEMbI, OTOOpAaHHOW IS
JTOKJIMHUYECKUX UCCIIEAOBaHUMH;

BUJl, BO3pAacT, KOJMYECTBO JKMBOTHBIX B KaXIOW TrpyIe, oI,
MOKa3arelb MAacChl Tela, UCTOYHUK W THM KOpMa (B CIydae MCIOJIb30BAHUS
OMOJIOTUYECKON TECT-CUCTEMBI (KUBOTHBIX));

pPEXKUM JIO3UPOBAHMSI, KPATHOCTb W TMYTh BBEACHHUS HCCIEIyEMOTO
BEIIECTBA (JIEKAPCTBEHHOT'O CPENICTBA);

cXeMa MPOBEACHUS JOKIMHUYECKOTO (HEKIMHUYECKOTO) HCCIIEOBAHUS

UCCIIEAyEeMOT0 BelllecTBa (JIEKapCTBEHHOTO CPECTRA);
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OMHUCAHUE METOJIOB CTATUCTUUYECKOU 00pabOTKU PE3yNIbTATOB;

€) CCBIIKM  Ha  pykoBoacTBa  OpraHusamuei ~ SKOHOMHYECKOTO
COTpYOAHHUYECTBA W PA3BUTHUSA, HWHBIE JOKYMEHTBHl 110 IPOBEIACHHIO
UCCJIeIOBaHUM, TPU3HABAEMbIE B TOCYJapCTBaX-UJIeHAaX;

) PE3yJbTaThI:

KpaTKuii 0030p pe3yabTaToB,

Bcs  wmHbOpManwMs W JaHHBIE, MPEAYCMOTPEHHBIE  IIJIAHOM
WCCJICIOBAHNUS,

NPEOCTABICHUE PE3yIbTaTOB, BKJIIOYAs pPACUEThl, KOJUYECTBEHHOE
OTpPEJETICHNE CTAaTUCTUYECKOM 3HAUYMMOCTH, OO0O0OINaoIMe  TaOJUIIbI
(rpadukr) C  COOTBETCTBYIOIIEH  CTAaTUCTUYECKOM  00pabOTKOW
KOMMEHTapHUsIMHU K HUM,

OTICHKa U 00CYKJIC€HHE Pe3yJIbTaTOB U BHIBOJIHI,

3) 3akmtoueHne npeacrtaBurenss COK ¢ mpusioxkeHueM  CHuUcCKa
IIPOBEICHHBIX MHCTIEKIIUNA 0 UCCIIEIOBAHUIO C YKa3aHUEM UX JaT, OTYETOB O
IIPOBEICHHBIX MPOBEPKAX C YBEIOMJICHUEM PYKOBOJCTBA MCCIIEOBATEIbCKOM
1abopaTopun U PYKOBOAMTEIS UCCIEAOBaHUSA. B 3akimoueHnn JOKHO OBITH
yKa3aHO TOATBEPKIECHNUE TIPOBEPKH WU COOTBETCTBUS HCXOIHBIX JTaHHBIX
UCCJIEIOBAaHUSI IaHHBIM, COJIEPKAIIMMCS B 3aKITIOYUTEIILHOM OTYETE;

W) XpaHeHue (apxuBHpoBaHuEe). MecTta XpaHeHus IUlaHa, MpoO
HCCJIEyEMOTO BelllecTBa (JIEKapCTBEHHOIO CPEACTBA) U 00pa3lioB CpaBHEHUS

(KOHTPOJBHBIX 00PA3IOB), IEPBUYHBIX JAHHBIX 3aKIIOYUTEILHOIO OTYETA.
VI. XpaHnenue JOKyMEHTOB U MaT€pUajoB

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

XPaHUTBCA B apXUBaX B TCUCHHUC HC MCHCC 5 ner moclie OKOHYaHMUSA
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oOpareHusi JeKapCTBEHHOTO CPEICTBA, €CIM WHOW CPOK HE YCTaHOBJIEH
3aKOHOIATEIHLCTBOM TOCYIapCTB-WICHOB!

IJIaH HWCCICOBaHUSA, TIEPBUYHBIC JaHHBIE, MPOOBI HCCIETyEeMOTO
BEIIECTBA (JIEKAPCTBEHHOTO CPEJICTBA) U 00pa3lioB CpaBHEHUS (KOHTPOIbHBIX
00pa3IioB) U 3aKIIOYUTENbHBIA OTYET O KaXKJJOM MCCIIEIOBAaHUY;

JTOKYMEHTBI O TIPOBEICHHBIX HHCTICKIIMSIX U ayIUTaX;

JOKYMEHTBHl O KBaJU(PUKAUSIX, OOyYCHHH, OIBITE W JODKHOCTHBIC
WHCTPYKITUU TIEPCOHAIA;

JOKYMEHTbl M  OT4EeThl 00 HCHOJB30BAaHMM U  KaJIHMOpPOBKE
000OpyI0BaHUS;

JOKYMEHTBI O BATHIAIINH KOMITBIOTEPU3UPOBAHHBIX CHCTEM;

TOKyMeHTHhI 000 Bcex npenpbiaymux COIT;

JTOKYMEHTBI O KOHTPOJIE COCTOSTHUSI OKPYKAIOIIEH CPEIbl.

[Ipu OTCYTCTBMM YCTAHOBJIEHHOTO IE€pPUO/a XPAHEHUS JOKYMEHTOB
OKOHYATEJIbHOE PpEIIEHHEe O BPEMEHU XPaHEHUs JIOOBIX MaTrepuaioB
UCCJIEIOBaHUS JOJKHO OBITh JOKYMEHTaJIbHO odopmieHo. Ecmu mpoOs
UCIIBITYEMOTO BEIIeCTBa (JIGKQPCTBEHHOTO CPEACTBA) W  KOHTPOIBHBIX
o0pasmoB Wiu caMu OOpasmbl yTHIIM3UPYIOTCS 10 HCTEUCHHs] TpeOyeMoro
nepuoja XpaHeHUsT IO KakoW-TubO MpUYMHE, O3TO JOJKHO OBITh
JOKyMEeHTalIbHO 0dopmileHO (C ykazaHueMm mpuduH). [IpoObl ncciemyemoro
BelIeCTBa (JIEKAPCTBEHHOTO CPEACTBA) U KOHTPOJIHHBIX OOpa3lOB WM CaMU
o0pasIpl TOJDKHBI XPAaHUTHCS B TEUCHHUE TIEPHOa BPEMEHH, TTO3BOJISIOIIETO C
y4eTOM KadeCcTBa Ipernapara MpoBECTH UX OICHKY.

67. JlanHele, XpaHUMBbIE B apXuBax, JTOJKHBI OBITH
UIACHTU(OUIIMPOBAHBI, YTO OOJIeTYaeT YHOPSAOYEHHOE XpaHEHHE U

HU3BJICYCHUC I/IH(bOpMaLII/II/I.
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68. Jloctyn k apxwBaMm MODKEH HWMETh TMEPCOHAJ, YIOJHOMOUYCHHBIN
pyKoBoJCTBOM. I[lepemelieHne JaHHBIX W3 apXWBa W B apXUB JODKHO
TIIATEIBHO PETUCTPUPOBATHCS.

69. Eciin ucnwiTaTensHas J1aboparopus WM apXWB HCIBITATEIBHOM
naboparopuu, pabOTAIONIUI 0 KOHTPAKTY, MPEKpaIlaeT JAeITeIbHOCTh U HE
UMEET MPaBONPEEMHUKA, apXHB JO/DKECH OBITh Mepe/iaH B apXUBBI CITOHCOPOB

uccienoBanus (pa3padoTINKOB).

VII. MucnextupoBanue. [Iporeaypbl KOHTpoOJIs
COOJTIOIEHUSI TIPaBUJT HAJJIeKaIel Ta00paTopHON TPAKTUKU

1. PYKOBO,Z[CTBO HHCIICKTUPOBAHUCM

70. T'ocynapcTBa-usieHbl B paMKax HacTosmux [IpaBu:

a) o0ecrneunBaloT HEMOCPEJICTBEHHYIO OTBETCTBEHHOCTh OpPraHOB
(opranuzanuii), KOHTPOJMPYIOIIMX BbINOJHEHHE HacTosmux IIpaBumi, 3a
noa00p  KBaJM(UIMPOBAHHBIX  KaapoB  (MHCIEKTOPOB),  HMMEIOIINX
HEOOXOUMBIH TEXHUUECKHUI (HAy4YHBIH) OIBIT;

0) myONUKYIOT JAOKYMEHTBHI, pa3paOOTaHHbIE B PAa3BUTHE HACTOSIIIMX
[IpaBui B mpenesiax CBOei TEPPUTOPUH;

B) MyOJIUKYIOT JOKYMEHTHI O MPOBEJACHUM WHCIEKIUN, UHCTPYKIIUH,
NEePUOANYHOCTh MHCTIEKIINH U (WIK) rpaduku MpoBEeIeHUSI MHCHEKIIUI;

r) oOMeHUBaIOTCA HMH(POPMALME B OTHOIIEHUH CHUCTEM KOHTPOJIS
COOTBETCTBHUSl HCIHBITATEIBHBIX JIaboparopuil (TUIOMIAA0K) TPeOOBAHUSIM
3aKOHOJIaTEIBCTB TOCY/IAPCTB-WICHOB C IEJIbI0 COOJIOAEHUS HACTOSIIUX
[IpaBun cornacHo npunoxkeHuto Ne 8 k HactosamuM [IpaBuiam;

1) BEAYT y4eT MHCIEKIMIA UCTBITATENIbHBIX JJa0oparopuid (U UX craryca

COOTBCTCTBHA HACTOAIIHUM HpaBI/IJIaM) H ayaIuTOB HCCIICIOBAaHUM U
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nyOoNuMKYIOT HUHGPOPMAIMI0 00 ATOM B OTKPBITHIX HCTOYHUKAX, COTJIACHO

npuinoxkeHuro Ne 9 k HacrosmuM [IpaBusam.
2. KonpuaeHmampbHOCTh

/1. TocynapcTBa-4ieHbl B paMKax HacTosmux [IpaBu:

a) 00eCIeUnBaIOT COONIIOICHNE KOH(MUACHIIMATLHOCTH HE TOJIBKO
WHCIIEKTOpaMH, HO U JPYTUMH JIUIAMH, HWMEIOIIUMH  JOCTYNm K
KOH(MUIEHIMAIbHOW  UHpOpPMAIMU B pe3yjbrare OCYIIECTBJICHUS
JEATEIIbHOCTH 110 MHCIICKTUPOBAHMIO COOMIONCHUS HacTosAmux [IpaBmu;

0) 00ecCIeynBarOT MPEICTABICHUE TOJIHBIX OTUYETOB OO0 HMHCIEKITUAX
UCIIBITATENIbHBIX JTA00paTOpuil M ayuTaxX MCCIIEIOBaHUMN, 3a HCKIIOYCHUEM
JOCTyIMa K KOMMEPUYECKH BaXXHOW W KOH(MOHUICHIMAIBHOW WH(POPMAIINH,
KOTOPBIA TPEIOCTABISCTCS TOJIBKO YIIOJIHOMOYECHHBIM OpPraHaM TOCYIapCTB-

YJICHOB.
3. Ilepconan u oOydeHrEe UHCIIEKTOPOB

72. YIOTHOMOYEHHBIE ~ OpPraHbl  TOCYJapCTB-WIEHOB B  paMKax
Hactosmux [TpaBu:

a) o0eceunBalOT HEOOXOIMMOE  KOJIMYECTBO  HWHCIEKTOPOB IS
BBITIOJTHEHUST  ()apMaIeBTUYECKOTO  HWHCIICKTUPOBAHUS  HCIIBITATEIHHBIX
nabopaTtopuil B paMkax coOmtofeHus TpedoBanuii Hactosux pasun;

0) o0ecreunBalOT HEOOXONMMYHO  KBaIU(UKAIMIO W 0OydeHHe
UHCIIEKTOPOB,

B) FapaHTUPYIOT OTCYTCTBUE (PUHAHCOBOTO WM JIPYrOr0 MHTEpeca y
MHCIEKIMOHHOTO TIepCOHANa, BKJIOYAas OKCIEPTOB, padOTaOIMUX 10
KOHTPAKTY, IPU MPOBEICHUN MUHCIIEKIIUU UCTIBITATEIbHBIX JTa00OpaTOpuidl Uin
ayquTa HWCCIEAOBaHUM, a TakkKe Yy KOMIAHUW, CIOHCUPYIOIIMX TaKue

HCCJICA0OBAHN,
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r) o0eCreuyrnBalOT  HMHCIIEKTOPOB HEOOXOAUMBIMU  CpPEICTBaMH
uJeHTU(UKAIUU (HallpuMep, YI0CTOBEPEHUEM ).

73. Tpebyemoe KOTU4eCTBO MHCIIEKTOPOB 3aBUCHT OT:

KOJTMYECTBAa 3aJeMCTBOBAHHBIX HCIBITATEIBHBIX JIA0OpAaTOpUil B
CUCTEME KOHTPOJISI COOTBETCTBUS UCIIBITATENbHBIX JabopaTopuil (110113 10K)
TpeOOBaHUSAM 3aKOHOJATENIbCTBA IOCYIAapCTBAa-WICHA C LIEJIbIO COOIONEHUS
Hacrodmux lIpasur;

MEPUOANYHOCTA OILIEHKH CTaryca COOTBETCTBHUS HCHBITATENIbHBIX
naboparopuit HacTosuM [IpaBuiam;

KOJIMYECTBA U CJIOKHOCTH UCCJIeIOBAaHUM, IPOBOAUMBIX
UCIIBITATEeNIbHBIMU JIA0OPATOPUSIMU;

KOJIMYECTBA CIEIUATbHBIX MHCIEKIUNA WX ayJIUTOB, MPOBOAUMBIX IO
3anpocaM YIOJIHOMOYEHHBIX OPTaHOB.

74. HciekTopaMu MOTYT OBITh:

JUIA U3 YWCIa MOCTOSIHHOTO IIITaTa YMOJHOMOYEHHOIO OpraHa WM
(dbapmalieBTH4eCKOro HHCIIEKTOPara;

JUIA U3 YKCIIa MOCTOSTHHOTO 1ITara opraHa, padoTarolero He3aBUCUMO
OT YIIOJTHOMOYEHHOIO OpraHa;

JIUIA, HAHITHIE YIIOJHOMOYEHHBIM OPTraHOM MO KOHTPAKTY WK APYTUM
o0pa3oM JIsi TIPOBEICHUS] MHCIEKIMI HCIBITATeNbHBIX JabopaTopuil Wiau
ayJIMTOB UCCIIEIOBAHUN.

B mocnemumx 2 ciaydasx ~ yIIOJTHOMOYEHHBIM  OpPraH  HECET
UCKJIIOUUTENIbHYI0O ~ OTBETCTBEHHOCTh 32  OMNPEJIEICHHE  COOTBETCTBUS
UCIIBITATENIbHBIX JIaboparopuil TpeboBaHUsIM HacTosmux [IpaBui, kayecTBO
(mpueMIIeMOCTh) ayAuTa UCCIEIOBaHUs U 3a JIOObIE IEMCTBUSA, OCHOBAHHbIE
Ha pe3yJibTaTaXx HWHCIEKIUH HCTBITaTEeIbHBIX JIA0OpaTOpUil WM ayIuTOB

HUCCIJIETOBAHUM.
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75. IHCTIEKTOPBI JTOJDKHBI MMETh HEOOXOJWMbIE KBaJIM(UKALMIO U
MPAKTUYECKUI OMBIT B psijiec HAYYHBIX JUCHUIUIMH, UMEIOIIUX OTHOIIEHUE K
HCCIICIOBAaHUSM ~ XUMHMYECKHUX COCIMHEHUM (BKJIIOYAas JIeKapCTBEHHBIC
cpencrBa). B pamkax  B3aMMOAEMCTBHS  yIOJHOMOYEHHBIE  OPTaHbI
roCy/1apCTB-UJICHOB:

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

MPOBOAST KOHCYJIbTAllMM, BKJIOYAs B COOTBETCTBYIOIIUX CIydasiX
COBMECTHBIE OOyYaroIue MEpPONPHUATHS C TEPCOHAIIOM YIOJIHOMOYEHHBIX
OpraHoOB JPYTUX TOCYAapCTB-YJICHOB C II€JIbIO COACUCTBUS MEXKIYHApPOIHOM
COTJIACOBAHHOCTH B HCTOJIKOBAaHMU W MPUMEHEHUM IMPUHIIUIIOB HACTOSIIHUX

[IpaBui, a Tak»ke MU NPOLEAYPE UHCIEKTUPOBAHUS UX COOJIIOJICHHUS.

4, CucTeMa KOHTPOJISI COOTBETCTBUS UCTIBITATEIIbHBIX JIa0OpaToOpuid
TpeOOBaHMAM 3aKOHOJIATEILCTB rOCYIapCTB-UJICHOB

76. [IpumeHeHre TMPUHITMIIOB HacTosmux I[IpaBuim K JaHHBIM 10
0€30MacHOCTH ISl 37I0POBbS U OKPYXKaloIIeH Ccpeapl, COOpaHHBIM B
PErYISITOPHBIX MENSIX, JOJDKHO OBbITh 00si3arenbHbIM. J[okKeH OBITh
pa3pab0oTaH MEXaHU3M, B COOTBETCTBUM C KOTOPHIM HCHBITATEIbHBIC
naboparopuu MOTYT (YHKIIMOHUPOBaTh B COOTBETCTBUM C HACTOSAIIUMH
[IpaBmiiamMu, U KOTOPBIM MPOBEPSETCSI COOTBETCTBYIOIIUM YIIOJTHOMOUYEHHBIM
OpTaHOM.

7'7. acriekTupoBaHue coOIoeHus HacTosmux [IpaBun npoBoauTcs B
paMKax (bapMareBTUYECKUX WHCIIEKIUH, MpPEAYCMOTPEHHBIX
MEXKTyHApPOJIHBIMU JOTOBOPaMU U aKTaMu, COCTaBIsOMMUMU 1paBo Coro3a, u
NpeaHa3HAuYeHO JIJIs JI0Ka3aTelIbCTBA TOTO, UTO HUCIBITATENIbHBIC JIAOOpaTOpUH

IMPUMCHAKOT HACTOAINUC HpaBI/IJ'Ia IIpu 1IIpPpOBCACHUUN HCCIIeIOBaHUN M MOI'yT
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rapaHTUPOBaTh, UTO MOJYUYEHHbBIEC TaHHBIE UMEIOT COOTBETCTBYIOIIEE HOpMaM
Ka4eCTBO.

78. TocynapcTBa-uiieHbl MyONMWKYIOT WH(OOpPMAIMI0O O CHCTEeMax
KOHTPOJSI COOTBETCTBUSI  UCHBITATENIbHBIX  JIaboparopuil  (IJIOIIAI0K)
TpeOOBaHUSIM  3aKOHOJATEILCTB  TOCYJApPCTB-WICHOB  (Janee — cucrteMa
KOHTpPOJISI) C II€JIbI0 COOJIIOICHUS] HaJIeXKaIlled 1adopaTropHON MNPAKTUKHU.
Takast uH(OpManus JOJKHA, B YAaCTHOCTHU, ONPEAELIATh 00bEM M MacuiTad
CUCTEMBI KOHTPOJIS.

Cucrema KOHTPOJS  COONIONEHUSA  HaJIeXkaled J1aboparopHOU
MPaKTUKU MOXKET BKJIFOUATh TOJIBKO OTPAaHUYEHHOE KOJIMYECTBO MCCIEYEMBbIX
BEIIIECTB (JI€KapCTBEHHBIX CpeACcTB). OObeM MHCIEKTUPOBAHUS JOJKEH OBITh
OMpEJICNICH C YYETOM KaK KaTeropuil JEKapCTBEHHBIX CPEICTB, TaK U BUJIOB
WCCJICIOBAaHNM, MPOBOIWMBIX B OTHOIICHWUU WX, HampuMmep, (GU3HYECKUe,
XUMHUYECKHUE, TOKCUKOJIOTHYECKHE U (HUITH) IKOTOKCUKOJIOTUYECKUE.

79. CucteMa KOHTpPOJIA COOJIOACHUS HaJIexaled J1adbopaTopHOU
MPaKTUKHU BKIIIOYAET:

a) MOJIOXKEHUsT 00 HMHCHEKIUSX MCHBITATEIbHBIX Jadoparopuil. ITu
WHCIICKIIMM  BKJIIOYAIOT MHCIEKIMM OOIIEro xapakrepa ¢ ayJauThl
UCCJIEIOBAHNUM, TEKYIIIUX WA 3aBEPIICHHBIX;

0) MOJIOXKEHUS O  CIEUHUAIbHBIX  HHCIEKIUAX  UCTBITATEIbHBIX
naboparopuii (ayauTax WCCIICAOBAHUI) IO 3ampocy YIOJTHOMOYEHHOTO
oprana (HampuMmep, NPOBOAMMEBIE TIO 3apoCy IOCIAE MPEIOCTABICHHS
JAHHBIX B YITOJIHOMOYCHHBIA OpTaH);

B) yKa3aHME€ HAa MEXaHU3Mbl, B COOTBETCTBUU C KOTOPBIMHU
UCIIBITaTeNIbHbIE 1a00paTOPUHU BKIIIOUAIOTCS B CUCTEMY KOHTPOJIS,

) IOJIOKEHUE O TPEeNOoCTaBICHUH HWHGOpPMAIMU O KaTeropusx

WHCIICKIINN UCTIBITATEIBHBIX JJA0OpATOPHH (ayIuTax MCCleI0BaHui);
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1) yKa3aHWe Ha [IOJHOMOYUS MHCIEKTOPOB B OTHOUIEHUH HX
HAaXOXJICHUSI B HWCHOBITATEIbHOM J1abopaTtopud MW JIOCTyNa K JIaHHBIM,
SIBJISIFOIIUMCSL  COOCTBEHHOCTBIO MCIIBITATENIbHOW Jlaboparopuu (BKJIHOYast
obpasiel, COIl, moKyMeHTaluo 1 T. 11.);

€) OMHMCaHUEe TMPOIEAYp HHCHEKIIMU HCIBITATeIbHON J1abopaTopu u
ayIMTOB WCCJIEAOBAaHUSA JJISI TIOATBEPXKACHUS COONIONCHUS HACTOSIIHNX
[Ipasu.

JloJKHBI OBITH OMHUCaHbl MPOILEAYPhI, KOTOPhIE OYAyT HMCIOJIb30BAHbI
JJIS. U3YYEHUSI OPTraHU3allMOHHBIX MPOILECCOB U YCIOBUM, B COOTBETCTBUM C
KOTOPBIMU HCCJIEAOBAHUS IUIAHUPYIOTCS, MPOBOAATCS, KOHTPOJIMPYIOTCS U
peructpupytorcs. TpeboBaHuMs K TakuMm TpoOIEAypaM U3JIOXKEHBI B
pazaenax 6 — 9 yactu VI mactosmux [IpaBui;

) OMMCaHUe JCUCTBUM, KOTOpbIE MOTYT OBbITh NPEANPUHSTHI MOCIE
MPOBEJCHNUS] MHCHEKIIMHA  HUCIBITAaTeNIbHBIX JlabopaTopuii U ayJauTOB

UCCIIEIOBAaHUMN.

5. [locnenyromme qeHCTBUS TTOCIE TPOBEICHUS
WHCIICKIIUN UCTIBITATEIBHBIX JIA0OPATOPHIA
Y ayIUTOB UCCIEA0OBAHUMN

80. [locne 3aBepiieHHWs WHCTICKIIUA HCTBITATEIBHBIX JTA0OpAaTOpUN U
aynTa UCCIICOBAaHUI MHCTIIEKTOP JOJKEH MOATOTOBUTH OTYET O PEe3ysIbTarax
B IUCBMEHHOU (opme.

81. T'ocynapcTBa-uieHbl IPENTPHHUMAIOT JCHCTBUS MPU OOHAPYKCHUU
HECOOTBETCTBHI HacTosmuM I[IpaBuiaMm B XOAe WM TIOCIIEC IPOBEICHUS
WHCIICKIIMYA HCIBITATCIHBIX JIA0OpAaTOPUH WM  ayauTa HCCICIOBaHUH.
CooTBeTCTBYIOIIHE JEHCTBUS TOMKHBI OBITH ONKMCAHBI B JOKYMEHTaX OpraHa

(OpFaHI/IBaHI/II/I), OCYHCCTBILAOIICTO MHCIICKTUPOBAHNC.
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82. Ecnii B X011 MHCTIEKIINHU UCTIBITATEIFHON Ta00paTOpr WA ayJIuTa
UCCIIEIOBAaHUM OOHApyEHbl HECOOTBETCTBUSI HactosmuM [IpaBuiiam,
KJIacCU(UIIMPYEMbIE KaK «CEPbE3HBIE» WU «npoqne»2, HCHObITATeIILHAS
1aboparopusi N0KHA YCTPAHUTh TaKMEe HECOOTBETCTBUS. MHCIIekTOp BIipaBe
B OFOBOPEHHOE BpPEMs BEPHYTHCS B HCHBITATEIBHYIO JA0OPATOPUI0 H
MIPOBEPUTH BHECEHUE U3MEHCHU.

83. Ilpu oTCyTCTBMHM HECOOTBETCTBUN WM TPHU BBISBICHUH TOJIBKO
«IMPOYUX HECOOTBETCTBUI» YIIOJIHOMOYEHHBIN OpTaH:

a) BBIJAET 3aKJIIOYEHHE O TOM, YTO WCHBITaTeNbHas Jaboparopus
MPOMHCIIEKTUPOBAHA M €€ JIeSTEIbHOCTh COOTBETCTBYET HACTOSIIUM
[IpaBunam. JlomkHBI OBITH yKa3aHbl JaTa NPOBEACHUS HWHCHEKIUU U B
COOTBETCTBYIOIIMX CIy4YasgX Kareropuss NPOBEACHHOTO HWCCICAOBaHUSI B
UCIIBITATENIbHOW J1a0OpaTOpUM HA JAHHBIA MOMEHT. JTU 3aKIIOYEHUS MOTYT
OBITH MCIIOJB30BAHBI JIJIs1 IPEIOCTaBICHUS UHPOPMAIIUU B YIIOJTHOMOUYCHHBIC
OpraHbl APYrUX TOCYAapPCTB-WICHOB;

0) IpenoCcTaBIAeT B YNOJHOMOUYEHHBIM OpraH, Mo 3ampocy KOTOpPOTO
OBLT IPOBEJIEH ayIUT UCCIEA0BaHUS, MOAPOOHBIA OTYET O pe3yabTrarax.

84.1lpn BBISIBICHUM KPUTHYECKUX HECOOTBETCTBUM  JICHCTBUS,
NpeANpPUHUMAEMbIE OpPraHOM TI0 KOHTPOJIKO COOIIOACHUS HACTOSIIINX
[IpaBwi1, 3aBUCAT OT KOHKPETHBIX OOCTOSATENBCTB KaXIOTO cliydas M
MPABOBbIX WM aJMUHUCTPATUBHBIX IIOJOKEHUW, B COOTBETCTBHH C
KOTOPBIMU OBUT YTBEP)KJIEH KOHTPOJb COONtOfieHusT Hactosiuux IlpaBun B
rocyapcTBe-uwieHe. B 4acTHOCTH, MOTYT OBbITh HPEANPUHSATHI CIIECIYIOIIHNE
EeVCTBUA:

a) BbIJjauya 3aKJIFOYCHUS C OMMCAaHUEM OOHAPYKEHHBIX HECOOTBETCTBUU
WM TOTPEIIHOCTEM, KOTOpblIE MOTYT TIOBJIMATH Ha JIOCTOBEPHOCTH

HCCIIeIOBAaHUM, MPOBEAECHHBIX B UCIIBITATEILHOM JIA0OpATOPHH;
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O)BblJJaua  pPEKOMEHJAIlMM B  YIOJIHOMOYEHHBIM  OpraH, 4YTO
UCCIIE0OBAaHUE MPU3HAHO HEJICUCTBUTEIbHBIM;

B) BDEMEHHOE MPEKPAILCHUE MPOBEICHUS MHCIEKIIUM UCIBITATENbHBIX
1abopaTopuil WK ayAUTOB UCCIIEIOBAaHUM B UCTIBITATEIHLHOMN JabOpaTopuu H,
HallpuMep, U €CJIH 3TO BO3MOXXHO C aJMUHUCTPATHUBHOM TOYKH 3PEHHS,
yIaJE€HUE UCTIBITATENIbHOM J1Ta0OpaTOPUM U3 CUCTEMBbI KOHTPOJISI COOTIO/ICHUS
Hacrosiux [IpaBun nubo M3 m000ro CrucKa WKW PeecTpa UCHBITATEIbHbBIX
Ja0bopaTopui, MOJIEKAIMX UHCTICKIIUAM COOMtoieHust HacTosmux [IpaBu;

r) TpeOOBaHME BKJIIOUEHHS] B OTYET 00 MCCIEAOBAHUU 3aKIIOYEHUS C
oJIpOOHBIM ONTUCAHWEM HECOOTBETCTBUH;

) ICUCTBUSL B Cyll€, €CIM BO3HHUKAIOT TaKWe OOCTOATENbCTBA W

IpaBOBbIC (aIMUHHUCTPATHBHBIC) TIPOIEAYPHI ATO JOITYCKAIOT.
6. O01IMe TPUHITUITBI HHCIIEKTHPOBAHHMSI

85. MHcniekiun  Ha cooTBeTcTBUME HactrosmuMm  [IpaBuiam  MoryT
POBOJUTHCS B JTI000M HCTIBITATENHHOM Taboparopuu, n3ydarouiei TaHHbIe O
0€30MacHOCTH JIJISl 3J0POBbS U OKPYKAIOLIEH CPelbl B PETYIATOPHBIX IEIISIX.
MoryT noTrpeboBaTbCsi MHCHIEKTOPHI JJisl ayquTa JaHHBIX B OTHOUICHUH
(GU3NYECKUX, XUMHUUYECKHX, TOKCHKOJOTMYECKUX CBOMCTB BEIIECTBA WIIH
npenapara. B HEKOTOPBIX ciydasX HHCIEKTOpaM MOXET NOTpeOoBaThCs
MOMOIIIb SKCIIEPTOB B ONMPEAEICHHBIX AUCIUTIIMHAX.

86.B cBi3M ¢ UMEOIIMMUCA  Pa3IUYUSIMU  UCTIBITATEIbHBIX
naboparopuii (Kak IO TUTAHMPOBKE, TaK W IO CTPYKTYpE YIpaBICHHS), a
TaKXE PA3IUYHBIMU BUJAMH BBITIOJIHSIEMBIX HUCCIEJOBAHUM, C KOTOPHIMU
CTAJIKUBAIOTCS MHCIIEKTOPHI, UM HEOOXOJIMMO MCIOJIb30BaTh CBOE CYXICHUE
JUIsl OLIGHKHM CTENEeHHM M o0beMa COOTBETCTBUA HactosuuM [IpaBuam.

I/IHCHCKTOPBI JOJDKHBI CTPEMUTHCA K IIPHUMCHCHUIO 00OBEKTUBHOT'O rmoaxoaa
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IpU OIICHKE KOHKPETHOW HUCIBITATEIbHONU J1a00paTOpUN WA UCCIEIOBAHUS,
JIOCTUXKEHHSI COOTBETCTBYIOIIETO YPOBHSI COOJIIONEHUSI KaXKJIOTO IMPHUHIIMIA
HaJJIeXkKaIen 1a00paTropHON MPAKTHUKHU.

87. UncriekTopsl  HE  JOJKHBI ~ M3y4yaTh  HAy4YHYIO  CTPYKTYpY
UCCJIEIOBaHUSI WM OOBSICHEHHWE pEe3yJIbTaTOB B OTHOIIEHUH PHUCKOB JJIs
3I0pOBbS  YEIOBEKAa WA  OKPYXKAOMIEW  Ccpeabl. ITH  ACHEKTHI
paccMaTpHUBarOTCS YIOJIHOMOYEHHBIMU opraHamu (3KCTIEpPTHBHIMU
OpraHU3aIUSIMU).

88. MHcniekiuu ~ MCHOBITATENbHBIX — JAbopaTopuid U ayAuThl
UCCJIEIOBaHUM  HEM30€KHO  HapylIaloT  HMCCIEOBaTeNIbCKyl0  paloTy.
NHCcnekTopsl AOMKHBI OCYIIECTBISTh CBOIO PadOTy MO CTPOrOMY IUIaHY C
ydeToM (Ipu  HAJIMYUU  HEOOXOAUMBIX  PECYpPCOB)  MPEIJIOKEHHI
YIOPaBISIONIEr0 MEPCOHAIA MCHBITATEIbHON Ja00paTOpud B OTHOILICHUU
BpPEMEHU  TIOCEHIECHUS  OMNPEACNIICHHBIX  IUIOMIAJIOK  UCIBITATeIIbHOU
J1a60paTopuH.

89. B TeueHue npoBeneHUS MHCIEKINI HCIBITATENbHBIX JTaOopaTopuid
U ayJIUuTOB UCCIEIOBAHUN Yy WHCIEKTOPOB JOMKEH OBITh JOCTyIn K
KOH(MUICHIIMATbHOW  KOMMEpYECKHM  BaxkHOW  uHpopmanuu.  BaxhHo
rapaHTupoBaTh TOT (PakT, YTOOBI 3Ta MHGOPMALKS ObLIa JOCTYIIHA TOJIBKO
YIOJIHOMOYEHHOMY TepcoHany. O0s13aHHOCTH MepcoHaja Mo 3TOMY BOIPOCY

OTIPEIENISIIOTCS CUCTEMOM KOHTPOJIA coOmoaeHust HacTosiiux [IpaBuit.
/. IIpouenypbl MHCIIEKIIUU UCTIBITATENbHBIX J1a00paTOpHil
[IpenBapuTenbHast HHCIICKIHS

90. Llenb — MO3HAKOMUTH UHCIIEKTOPA C UCIIBITATEIbHOM JTabopaTopureH,
KOTOpasi TMOJUIKUT HWHCIEKIMA Ha TPEeAMET CTPYKTYpbl YIpaBlIeHUS,

(1)I/IBI/IIICCKOFO PaCIIOJIOKCHUA 37JaHUN 1 BUJIOB IMPOBOAUMBIX HCCIIEIOBAHUIM.
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91. Tlepen mpoBeACHHUEM WHCIICKIIMN HCIBITATEIBHON JabopaTtopun
WIN ayauTa HWCCICOBAaHUS WHCIEKTOPHI JOJKHBI O3HAKOMHUTBCS C
HUCIIBITAaTeILHON JabopaTopuei, noJJieKamien WHCIIEKTUPOBAHMUIO.
HeoOxoaumMo  u3yuWTh  BCIO  CYIIECTBYWOIIyIO  HHOpmamuioo 00
UCIIBITATeNIbHONW J1abopaTopuu, K KOTOPOHM MOTYT OTHOCHUTHCS OTYETHl O
MPENBIAYIINX WHCTICKITNAX, IJIaH MIOMEIIEHNN UCTIBITaTeIbHON JTabopaTopuH,
CTPYKTypHasi cxema OpTaHM3allid, OTYEThI 00 HMCCIIETOBAHUSIX, MPOTOKOJIBI
WCCJICIOBAaHUM W pe3loMe TepcoHala. B Takux mgOKyMeHTax JOJIKHA
CoZIEpKaThes cleayonias nHdopmaus:

a) BUJI, BEJIIMYMHA M PACIOJIOKEHUE TOMEIICHUN UCIbITAaTeIbHON
JabopaTopuu;

0) psii UCCIENOBAaHUM, KOTOpPhIE MOTYT OBITh MPOBEPEHBI BO BpEMS
WHCITCKITUH;

B) CTPYKTYypa yIpaBJICHUS UCTIBITATeIbHON JabopaTopuei.

92. UncniekTopsl  JTOJDKHBI ~ OTMETUTh  HEAOCTATKW, BbISBJICHHbIE
IpeabIAyIIMMHA WHCIIEKIIUSMU UCIIBITAaTeNIbHON Taboparopun. B cinydae ecnu
B HCIBITATEIHLHON JabopaTopuu paHee HE MPOBOAWINCH WHCTIEKIIMH, IS
MOJTYYCHHUSI COOTBETCTBYIOIIEH WH(POPMAIIMK JOMYCKAeTCs TMPOBEIACHUE
peIBapUTENbHON UHCIIEKIUY.

93. [lepcoHnan ucneITaTeIbHON Ja00paTOPUH HEOOXOAMMO MMOCTABUTH B
U3BECTHOCTh O Jare€ M BpPEMEHU NpHe3[a HWHCIEKTOpa, BPEMEHU €ro
MOCEIIEHUS W TPOAOIKUTEIHPHOCTH MPEOBIBaHMS B 34aHUU. DTO IMO3BOJUT
MIEPCOHAITY TOJITOTOBUTh HEOOXOAMMBIE JTOKYMEHTHI. B Tex ciywasx, xorma
WHCIIEKIIMM  TOJUIeKaT  ONpEACeHHblE  JOKYMEHThl W 3aIluCH,
1e1ecoo0pa3HbIM OyJIeT MOCTAaBUTh 00 3TOM B MU3BECTHOCTh UCIIBITATEIBHYIO

J'Ia60paTOpI/IIO 3dpaHCC O Ha4dajJa IIPOBCPKHU, yTOOBI OTH JaHHBIC OBLIN
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npcaoCTraBJICHbI 0e3 INPpOMCIJICHUA B TCUCHUC IIPOBCACHHUA HMHCIICKIWHU

UCIIBITATEeNIbHOU JTaDOpaTopuHu.
KondepeHnius B Hauane MHCIEKIINU

94. llenp — mpouH(POPMHUPOBATH PYKOBOAUTEIEH ©  IEpCOHAI
UCIIBITAaTeIbHOW  JTabopaTopud O TPUUYUHE TMPEJACTOSIICH HHCICKIINH
UCIIBITATENIbHOW  JTa0OpaTopuu U ayJuTe HCCIEI0BaHUS, OMPEICIUTh
IJTIOIIAJIKK MCIIBITATeIbHOMN J1abOpaTOpyuu M MCCAEI0BaHUS, BEIOPAHHBIC JIJIs
ayJuTa, MIepCOHAN U JIOKYMEHTBI, 3aJIeHCTBOBAaHHBIE B MIPOBEPKE.

05.B Hauanme TIOCENICHWs  HUCIBITAaTeIbHOW  JlabopaTropuu ¢
PYKOBOJIUTENIIMU  UCTBITATEILHON J1Ta00paTopurd HEOOXOAMMO OOCYIUTh
aIMUHUCTPATUBHBIE U MPAKTUYECKHE MOMEHTHI MHCHEKIIUH JTa0OpaToOpuu U
ayJiuTa uccienoBaHus. B Hauane koHpepeHIIMY UHCTIEKTOPHI TOKHBI:

a) pacckaszaTh O I[eJIM U MaciliTadbe MPOBEPKU;

0) onucarh JIOKyMEHTallMIO, KOTOopas Oymer HeoOxoauma s
WHCIICKIIMM UCIIBITaTeIbHOU JIa0OopaTopuu, HampuMep, epeueHb TeKYIIUX U
3aBEPIICHHBIX HCCleAoBaHUM, TuIaHbl ucciaeaoBanuii, COII, oruersl 00
UCCIEOBaHUSIX U T. 1. Ha 3Toi cTanmuu HEOOXOJUMO COINIAcoBaTh BOMPOC
JOCTyna ¢ TpPU  HEOOXOJUMOCTH  JIOTOBOPUTHBCS O  KONMHPOBAHUU
COOTBETCTBYIOIINX IOKYMEHTOB;

B) BBIICHUTH WJIM 3allPOCUTh MH(POPMAITUIO O CTPYKTypE YIPABICHUS
(opraHu3aliu) U MepcoHalie UCIBITATEIFHON TabopaTopuH,

r) 3anpocuTh  HUHGOpPMAIIMIO O  MPOBEACHHH  HCCIIEIOBAHUM,
HE TMOJUYMHSIONIMXCSA MNpuHIUNAM Hactosuux [IpaBui, B IOMEIIEHHUSIX
UCIIBITATeIbHOW J1Ta0OpaTopuu, B KOTOPHIX IIPOBOMATCS JOKJIMHUYECKHE

(HGKJ’II/IHI/ILIGCKI/IC) HCCIICAOBaHMA,
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1) OCYIIECTBUTH MepBOHAYAIHLHOE ompeseIcHUe OTJICIICHHUI
HCTIBITATEILHOM JTA0OPATOPHHU, MOJJICIKAIINX TPOBEPKE B X0/1€ MHCIICKIIUH;

€) omucarbh JOKYMEHTHI U 00pa3iibl, KOTOPbIE OyyT HEOOXOAUMBI JIJIsi
TEKYIIIUX U 3aBEPIICHHBIX UCCIICOBAHUM, BRLIOPAHHBIX JIJIS Ay/IUTAa,

) U3BECTUTH O MPOBEACHUHU 3aKIFOUUTEIHLHON KOH(PEPEHIIMU B KOHIIE
WHCIEKIIUU.

96. Ilepen mpoaOKEHHMEM WHCICKIIMU HCIBITaTeIbHOU J1TabopaTopuu
WHCIIEKTOPY CJEAYyeT YCTAaHOBUTh KOHTAKT CO CIyXO0W oOecredeHus
Ka4eCcTBa UCIbITATEILHON JTa00paTOpHH.

97.1lpu mnpoBEeNEHWM WHCIEKIMM UCIBITaTeILHONW Jlaboparopuu
OOIICIPUHATHIM ~ MPABUJIOM  SBIIIETCS  COMPOBOXICHHE  HMHCIICKTOPOB
padotaukom COK.

98. UucniekTopsl MOTYT TOTpeOOBaTh OTACIBHOE TTOMEIICHHUE JIJIst

POBEPKHU JOKYMEHTOB U OCYIIECTBICHUS APYTUX JEHCTBUM.
WNHcnekus opraHu3ayy 1 epcoHaa

99. llenb — ompenenuTh: HAJIUYKME JOCTATOYHOTO  KOJIMYECTBA
KBaIU(UIIMPOBAHHOTO MEPCOHAIA, KAJIPOBBIE PECYPCHI, UHOPACTPYKTYPY JJIsI
NPOBEJACHUST PA3IUYHBIX HCCIEIOBAHUN; COOTBETCTBHE TpPEOOBAHUAM
OpPraHU3alMOHHOW CTPYKTYpbI; TOJUTUKY B OTHOUIEHUHM OOYy4YEeHHUS U
KOHTPOJIA 32 COCTOSSHHEM 3JI0POBbSl  IE€PCOHANA, COOTBETCTBYIOIIYIO
IPOBOJMMBIM MCCJIEIOBAHUSIM B UCIIBITATENIbHON JJaO0OpaTOpuu.

100. PykoBonCTBO HCTIBITATEIbHON JTa0OpPAaTOPUH TOJDKHO MPEICTaBUTh
CIEAYIOINE JOKYMEHTHI:

a) IJIAHBI 31aHUS;

0) cxembl Hay4YHO-HCCIIEI0BATENbCKOU OpraHu3alnuu 17|

AIMUHUCTPATUBHOT'O YIIPABJICHUA HCIIBITATCIIbHOU J'Ia60paTOpI/II/I;
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B) pe3loMe COTPYAHUKOB, 3aJeCTBOBAHHBIX B  HCCJIEIOBAHMIX
(BBIOpAHHBIX TSI Ay/IUTA);

r') MepedeHb TEKYIIUX W 3aBEPIICHHBIX WCCICIOBAHUN C yKa3aHUEM
uHbOpMallMd O BUJE HCCIENOBaHUWs, Jarax Hadaja W 3aBEPIICHUS, TECT-
CHCTEME, CI0co0e TMPUMEHEHHUs WCCIEAyeMOro BemecTBa U (aMUIUH
PYKOBOAMTEIIS NCCIIEAOBAHMUS;

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

e) omucaHue pabOTHl MEepCoHala, MPOrpaMMbl OOYUYEHHS MEepCOHaa U
BCE HEOOXOTUMBIEC TOKYMEHTHI;

x) nepeueHb COII ucnbiTarensHOM 1a00paTopuy;

3) cneunududeckue COII, umeronye OTHOIICHUE K UCCICAOBAHUSIM U
poIIeTypam, KOTOPhIE TPOXOAST HMHCTICKIIUIO U ayIuT,

M) CIIHCOK PYKOBOAMTEICH WCCIETOBAaHUS W CIOHCOPOB, HMEIOIINX
OTHOIIICHUE K ayJIUTy UCCIICIOBAHUSI.

101. MHcniekTop J0JDKEH MPOBEPUTH B YACTHOCTH:

a) epeueHb TEKYIIUX W  3aBEPIICHHBIX  HCCIACAOBAHWN A
omnpeaeneHus oobema padoThl, MPOJICIAHHON HCTIBITATEILHOM TabopaTopue;

0) damunauio, wuMs, oT4ecTBO (NIPU HAIMYMHU) U KBaJU(PUKAIHIO
pykoBoauTeNs uccienoBanus, pykopoaurenss COK u ngpyroro nepconana;

B) Hanuuure COII g5 Bcex COOTBETCTBYIOIMMX 00JaCTEN TPOBEPKHU.
NHcneknust mporpaMmbl 00ecieueHus: KauecTBa

102. llenp — ompenenuTh COOTBETCTBHE METOAOB OOCCIICUCHHS

Ka4cCTBa IMPOBOANMBIX HCCleI0BaHuM IMpUHOWIIAM HACTOAIINX HpaBI/IJ'I.
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103. PykoBomutens COK moxka3biBaeT CUCTEMBI U CIIOCOOBI TTPOBEPKHU
COK u KOHTpOJIS UCCIIeIOBaHUM, a TaK)Ke CIIOCO0 perucTpalu HaOIroeHU I
B TeueHue KOHTpoJia COK. MHCeKkTophl JOJKHBI IPOBEPUTH:

a) kBaduKanuo pykoBoauteis u Bcero nepconana COK;

0) HezaBucuMocTh padorsl COK or mepconana, 3a7eiCTBOBAHHOTO B
VCCIICIOBAHUSX;

B) XapakTtep miaHupoBaHus U nposeneHus nucneknuii COK, koHTpoIib
KPUTUYECKHUX ATANOB MCCIIEIOBAHUS, UMEIOIINECA B HAJIUYUH PECYPCHI IS
npoBeneHus naenekuuii COK u MoHUTOpUHT A,

I) €CIU HCCIENOBAaHUSA HENPOAOKUTEIbHBIE U KOHTPOJb KaxJA0ro
UCCIICIOBAaHUSI HEBO3MOXXEH, — HAJIMYME JIOTOBOPEHHOCTH O MPOBEPKE HA
BBIOOPOYHOI OCHOBE;

1) Macirab W DIyOMHY MOHUTOPUHTA MPAKTUYECKUX  HTaIloOB
UCCIIEOBAHUS;

e) Mmacmitad W TIyOMHY MOHUTOPHMHIAa CTAHAAPTHBIX oOlepanui
UCIIBITATeIbHON Tab0paTopuu;

x) npouenypsl COK mpu npoBepke 3aKI0UUTEIHHOTO OTYETA C LENIbI0
o0ecrieueHust €ro COOTBETCTBUSI MEPBUYHBIM JIAHHbBIM;

3) MOJy4YeHHE PYKOBOACTBOM MCHBITATEILHOM J1a00OpaTOpUu OTYETOB U3
COK B oTHomieHMH MPOOJIEMHBIX BOMPOCOB, KOTOPHIE MOTYT TOBIMSITH Ha
Ka4€CTBO WA IOCTOBEPHOCTh UCCIEAOBAHUS;

u) neiicteusi, npeanpuHumaemMpele COK  npu  oOHapyxeHUU
OTKJIOHCHUI;

k) poib COK B Tex cnydasx, Korma HMCCIEAOBaHMS WM WX YacTb
MPOBOJSATCSA B KOHTPAKTHBIX UCIBITATENbHBIX JTA00OPATOPHUSIX;

1) poiab COK B onpesienieHHBIX cltydasx (pu mepecMoTpe, U3YyUCHUN U

BHeceHnn n3mMeHenuit B COIT).
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MHCcneKus moMeIeHnd UCIIbITaTeIbHOM Ja0opaTopuun

104. [lens — ompenenuTh, COOTBETCTBUEC IUIOIIANCH, TUTAHUPOBKHU
TTOMETICHH, MECTOPACTIOIOKEHUS UCIIBITATeIbHON naboparopuu
TpeOOBaHUSM MTPOBOJAUMBIX HCCIIEIOBAHUH.

105. MHcniekTop M0KEH NPOBEPUTH:

a) oOecrieyMBaeT JiM IJIJAHUPOBKA UCIBITATEILHOW Jlaboparopuu
aJICKBaTHYI0  CTCIICHb  pa3JieJICHUS IOMEIIeHUH  (Hampumep, YTOOBI
UCKIIIOYUTh  BO3MOXXHOCTh  TIEPEMEIIMBAHUS  WCIBITYEMBIX  BEIIECTB,
’KHUBOTHBIX, KOPMOB, TTATOJIOTUYECKUX 00Pa3IOB H T. 11.);

0) HaIMYMEe W HaJJIeKallee BBITIOJHEHUE KOHTPOJIS OKPYKAIOIIEH
CpeIlbl B KpUTUYECKUX 30HAX, HAIPUMED, B BUBAPUU U B APYTUX MOMEIIECHUIX
JUTsl OMOJIOTHYECKUX TECT-CUCTEM, B 30HE XPAHEHHUS HCIIBITYEMBIX BEIIECTB
WIH B 30HE aHAJIUTUYECKOH TabopaTopuH;

B) COOTBETCTBHE OOIIEH oOpraHU3aliy IOMEIICHUH TpeOOBAHUSIM,
NPEIBSIBISIEMBIM K HWCIHBITATCIBHBIM JIA0OpATOpHUSAM, M HAJIWYUE TMIPH

HEO0OXOJIUMOCTH TIPOIIEAYPHI 3aIIUTHI U OOPHOBI C BPEAUTEISIMU.

Wucniekmus oOpaieHus, ConepKaHus
Y PACTIOJIOKEHUS OMOIOTHIECKUX TECT-CUCTEM

106. Llenb — onpenenuTs, UMEET JIU HUCTbITaTeIbHAS TabopaTopusi, €Ciu
peub umeT 00 HCCIeNOBaHUSAX, MPOBOAUMBIX B OTHOIICHHH >KUBOTHBIX M
IPYTUX OMOJOTHYECKUX TECT-CUCTEM, JIOCTATOYHO CPEJCTB U YCIOBHH ISt
oOpamieHusi ¢ HHUMH, COACPKAHUA W JIOKAJTW3AIUH, MPEIOTBPAIICHUS
CTPECCOBBIX BO3JACUCTBUN U IPYTUX MpoOjIeM, KOTOPhIe MOTYT TOBIHSTH Ha
TECT-CUCTEMY U, CIIEZIOBATEIbHO, HA KAU€CTBO JAHHBIX.

107.B  wucnelTareqbHOM  JTaboparopud  MOTYT  TPOBOJIUTHCS

HCCIICA0BaHUs, TpC6YIOH_II/IC HCITIOJIB30BAHUS PA3HBIX BHUAOB JKHMBOTHBIX HIIH
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pacTeHui, a TakyKe MUKPOOHBIX WJIM JPYTUX KIETOYHBIX WU CYOKJIETOYHBIX
cucTeM. Bua  UCMONB3yeMbIX  TECT-CUCTEM  OMPENSIsSeT  acHeKThI
B OTHOIIICHUHU OOpAIlleHUs, pa3MEIIeHUus W JIOKAIM3allid, KOTOphle Oymer
IIPOBEPSITH UHCIIEKTOP. B 3aBUCUMOCTH OT T€CT-CUCTEMBI U UCXOJISl U3 CBOETO
OTIbITAa UHCIIEKTOP TIPOBEPSIET:

a) COOTBETCTBUE HCIBITATEIHLHON JTa0OpaTOPUU HMCTIOIB3YEMBIM TECT-
cHUCTEMaM U TPeOOBAHUSIM UCCIICTOBAHNS,

0) HaMuue YCIOBHM JUIsi KapaHTHUHA JKUBOTHBIX M PACTEHUH,
NOCTYMAIOUIMX B  HCHOBITATEIbHYIO  J1abdoparopuio, U  HajJexKallee
(GYHKIIMOHUPOBAHUE ATUX MTOMEIICHUH;

B) HaJW4HMe YCJIOBHM ISl M30JSAIMNA OONBHBIX KMBOTHBIX WJIM JPYTHX
DIIEMEHTOB TE€CT-CUCTEMBI, a TAKKE )KUBOTHBIX, TTOJIO3PUTEIHHBIX Ha HATNIUE
3a001€BaHUS WU SBIISIOIINXCST BOBMOKHBIMH TIEPEHOCYNKAMU 3a00JIEBaHUI;

I') COOTBETCTBYIOIIMI TPEOOBAHUIM KOHTPOJIb U PETUCTPAIUIO TAHHBIX
O COCTOSIHUM 37I0POBbsI, TIOBEJACHUHN WJIU JIPYTUX aCMEKTaX, KOTOPble UMEIOT
OTHOUIEHUE K TECT-CUCTEME;

1) HaJU4YME€ COOTBETCTBYIOLIETO TpPEOOBaHUSAM  HAIJIEXKAIIETO U
3¢ deKTUBHOTO 000pYIOBaHUS [JIsi TOMIEPKaHUS HEOOXOIAMMBIX YCIOBUN
OKpYXarolen cpeibl, TPEOyeMbIX ISl KaXKI0U T€CT-CUCTEMBI;

€) colep)KaHhe B YHCTOTE KJIETOK KUBOTHBIX, KOPMYIIIEK, PE3EPBYyapOB
U IPYTUX KOHTEHHEPOB, a TAKKE COMYyTCTBYIOLIETO 000PYI0BaHMUS;

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

3) Hajnuve oOOpyIOBaHMS ISl YHaleHUS W YTUIU3AlMU OTXO/OB
KUBOTHBIX U TECT-CUCTEM, HaJIJIeXkKAIIee COepKaHue ITOTO 00OPYIOBAHHUS C
HEeAbl0 MHUHHUMH3ALMKM  3apaKEeHUsI [apa3suTaMy, 3alaxoB, OIMACHOCTU

BO3HUKHOBEHUSI 3a00JICBAaHUN U 3arpsI3HEHUS OKPYKAIOIIEH Cpeibl;
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M) HaJU4Yue 30H XPaHEHMs KOpMa JJIsl KMBOTHBIX WM aHAJIOTUYHBIX
MaTepHUanoB ISl BCEX TECT-CUCTEM. DTH 30HbI HE JOJKHBI MCIIOJIb30BATHCS
JUISL XpaHEHUs JIPYTHMX MAarepuasioB (B TOM YHUCIIE€ HUCMBITYEMBIX BEHIECTB,
XMUMHKATOB WJIU JC3UH(PHUIMPYIOMIUX BEIIECTB JUII OOPHOBI C BPSIUTEIISIMU)
U JOJKHBI OBITh OT/AENIEHBI OT 30H, B KOTOPBIX HAaXOJATCS >KMBOTHbBIC WITU
coJiepxKaTcs Ipyrue OMOJIOTMYECKUE TECT-CUCTEMBI;

K) 3alIUTy XpaHAIIETOCd KOpMa M TMOACTUIA OT MOBPEXKICHUM
BCJIEJICTBUE HEONAronpusITHBIX YCIOBHN OKpYXKAlOIEW Cpebl, 3apaKeHUs

HJIA 3arpsA3HCHHAA.
Nucneknus O60py,I[OBaHI/I$I, MaTcpruaioB U PCaKTUBOB

108. llenu — ompenenuTh, UMEET JIM HCHBITaTeNbHAS JabopaTopus
NPAaBWIBHO pPa3MEIICHHOE OO0OpYIOBaHWE B JIOCTATOYHOM KOJIMYECTBE U
JOCTAaTOYHOM MOIIMHOCTH JUIS COOTBETCTBUS TPEOOBAHUSM IPOBOIUMBIX
UCCIICJIOBAHWMA, M OCYIIECTBUTH IIPOBEPKY HaJIekaled MapKUPOBKH,
UCTIONB30BAaHUSI M XPAHCHHs] MaTepuajioB, PEaKTUBOB M OHOJOTUYECKUX
00pasIoB.

109. MHCTIeKTOp JOMKEH TIPOBEPUTH:

a) YUCTOTY W HajjIexkaiee QyHKIIMOHUPOBAaHUE 000PYIOBaHNS;

0) perucTpaiio JaHHBIX O (YHKIIMOHUPOBAHUH, CONCPIKAHHH,
KaJuOpOBKE ¥ BalUIAIlMM W3MEPUTEIHHOTO OOOpPYAOBaHUS W TMPUOOPOB
(BKJTIOYAs KOMITBIOTEPU3UPOBAHHBIE CHUCTEMBI);

B) HaJUICKANIYI0 MApKUPOBKY MaTEPHUAJIOB U XMMHYECCKUX PEAKTHBOB U
UX XpaHCHHWE TPH COOTBETCTBYIONIMX TEMIIEpaTypax, COOJIONCHHUE CPOKOB
rOMHOCTH. MapKupoBKa Ha peakTUBaxX JOJDKHA CONEpKaTh HWCTOYHHK
MONyYeHHUsl, BHJ  pPEaKTHBa, KOHIGHTpamuioo ©u (W)  JIpYryro

COOTBETCTBYIOIYIO HH(POPMAIIHIO;
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r) HaJIM4Yhe Ha OWOoJIOTHYEeCKHX oO0pa3lax HWH(pOpMalUMHd O TecT-
CHCTEME, UCCIICIOBAHUH, COCTABE U J1aTe B3STHUS;
1) HE OKAa3bIBAIOT JIM UCIOJIb3yeMOE OOOpYyJIOBaHHME U MaTepHUabl

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

110. Ilenp — ompenenuTh HAJIWMYHME COOTBETCTBYIOIIMX TPEOOBAHUSIM
nporenyp il OOpamieHuss M KOHTPOJSI 3a TECT-CUCTEMaMH, KOTOPBIC
HEOOXOMWMBI  JUII  NPOBOJUMBIX  MCCICIOBAaHHUN B  HCIBITATCIIBHOM
7ab0paTopuu, HAPUMEP, XUMUUECKUE U (PU3UIECKUE CHCTEMBI, KICTOYHbIE
U MUKPOOHBIE CICTEMBI, PACTEHUS U )KUBOTHBIE.

111. Ins Qu3mM4ecKuX M XMMHUUYECKHMX CHCTEM HHCIEKTOp JIOJKEH
IIPOBEPHUTH:

a) HaJIM4Yue MPOIEAYPHl OMpPENeNeHUs CTAOMIHHOCTH HCIBITYeMBIX U
KOHTPOJIbHBIX ~ BEIIECTB W  HCIOJB30BAaHUS KOHTPOJBHBIX  BEIIECTB,
yKa3aHHBIX B IIJIJaHAaxXx HCcleqoBaHus (eciau 3To  TpelyeTcs IIaHOM
HCCIIEA0BaHUS);

0) perucTpanuio B aBTOMaTHYECKHUX CHCTEMax IICPBUYHBIX JIaHHBIX,
MOJIYYCHHBIX B BHUJE TPa(UKOB, KPUBBIX CAMOMKCIA WM KOMITHIOTEPHBIX
pacreyaroxk;

B) apXWBUPOBAHUE JIAHHBIX.

112. Jlns OMOJMOTHMYECKUX TECT-CUCTEM, YYUTBHIBAs COOTBETCTBYIOIIUE
aCIeKThl, HMCIOIIHE OTHOIIEHHEe K UX OOpallleHHio, pPa3MEIICHUI0 H
JIOKaJU3aIlii, MHCTICKTOP JOKEH IIPOBEPHUTH:

a) COOTBETCTBHUE TECT-CUCTEM YKa3aHHBIM B IJIaHAX MCCIIEIOBAHUS;

0) COOTBETCTBUE TECT-CUCTEM MPEIBABISIEMBIM K HUM TPEOOBAaHUSIM U

IIpu HCO6XO,I[I/IMOCTI/I HNX OAJHO3HAYHYIO I/II[eHTI/I(bI/IKaLII/IIO B UCCJICAOBAaHHNHU,
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B) HAJIMYUE JIOKYMCHTOB O IIOJIYYCHHH TECT-CUCTEM (KOJUYECTBO
MOJTYYCHHBIX, HWCIIOJIb30BAaHHBIX, 3aMEHEHHBIX W YTWIN3UPOBAHHBIX TECT-
CUCTEM);

I') HaJJIeKAIIYyI0 HJIACHTU(UKAIIUIO TOMEIICHUS WM KOHTEHHEPOB C
TEeCT-CUCTEMaMHM C YKa3aHUEeM B Hel BCel HeoOXoauMon nHhOopMaIlnu;

1) oOecredeHre  pas3febHOTO  MPOBEJACHHMS  HMCCIEIOBaHUM  Ha
OJIMHAKOBBIX BHJaX J>KMBOTHBIX (OHMOJOTMYECKHUX TECT-CUCTEMax), HO Ha
pa3HBbIX BEIIECTBAX;

€) COOTBETCTBHE TPEOOBAHUIM pa3eICHUs BUJIOB )KUBOTHBIX U JIPYTUX
OMOJIOTMYECKUX TECT-CUCTEM B TIOMEIIESHUIX WIIH 10 IEPHOJIaM BPEMEHHU;

) COOTBETCTBUE YCJIOBUMU COJIEPHKAHUSI OUOJOTUUECKON TECT-CUCTEMBI
YCJIOBUSIM, yKa3aHHbIM B 1uiaHe uccienoBanusi uid B COIl B oTHomeHun
TaKuX IMapaMeTPOB, KaK TeMIIEpaTypa Wiv IUKIBI JHSI U HOYH;

3) COOTBETCTBHE JOKYMEHTAJIBHBIX 3alMCEN PErucTpaIiu, MoJIydeHus,
oOpallleHus, pa3MeIIeHUs WIH JIOKaJIU3alluu, COACPXKAHUS U OIICHKH
COCTOSIHUS TECT-CUCTEMbl TPEOOBaHMSIM, KOTOPBIE OMPENENEHbl ISl 3THX
poIEAYyp Ha TAaHHOU TECT-CUCTEME,

M) COOTBETCTBUE JIOKYMEHTAJbHBIX 3aluceil 00 OCMOTpE, KapaHTHHE,
3a00J1€Ba€MOCTH, CMEPTHOCTH, MOBEICHUH, TUArHO3€ U JICUCHUU >KMBOTHBIX
U PACTUTENIBHBIX TECT-CUCTEM 3aIucsIM peepeHTHONU OMOJOTHYECKON TECT-
CUCTEMBbI, BRIOPAHHOM JIJIs1 IPOBEPKH,

K) HAJIMYKUE JOKYMEHTAllMM O HaJJIeXallell yTWIN3AIUU TeCT-CUCTEM

B KOHIIE UCCIIEIOBAaHUMN.
MHCneKIHs UCTIBITYEMbIX U KOHTPOJIBHBIX BEIIECTB

113. llens — omnpenenuTh, MNPUMEHSIIOTCA JIM B HCHBITAaTEIbHON

J'Ia60paTOpI/II/I INpUHATBIC B BHIAC IMIHCBMCHHOI'O JOKYMCHTA IIPOLCAYPHI,



58

IpeIHa3HAYCHHBIC ISl 00eCIIeUeHUs TapaHTUU COOTBETCTBUS MOMJIUHHOCTH,
aKTUBHOCTH W  COCTaBa HCHBITYEMBIX W  KOHTPOJIBHBIX  BEIIECTB
cneruuKanusaM, a TakKe MPOIemyphl I HaJJIeKAIIero TOJyYeHHUs M
XPaHEHUS UCTIBITYEMBIX U KOHTPOJIBHBIX BEIICCTB.

114. NHCcTieKTOp AOKEH TPOBEPHUTH:

a) HaJIWMYWe JOKYMCHTAIBHBIX 3alMCedl O TOMyYeHUH (BKIIFOUYAs
UJICHTU(PUKAIIMIO OTBETCTBEHHOTO JMIA), OOpalieHuu, OoTOoope mpoo,
WCITOJIb30BAaHUHU U XPAHEHHUH HCTIBITYEMBIX U KOHTPOJILHBIX BEIIECTB;

0) HamneXallyld MapKHPOBKY KOHTEHHEPOB C UCCICAYyeMBIMH H
KOHTPOJILHBIMH BEIIIECTBAMU;

B) COOTBETCTBHME  YyCJIOBHM  XpaHEHUS  JUIs OIS PYKAHUS
KOHIICHTPAI[UU, YUCTOTHI W CTAOMIBHOCTH HCIBITYEMBIX U KOHTPOIBHBIX
BEIIECTB;

r) HaIMYWE  JOKyMEHTAJIbHBIX  3amuced o0  ompenesieHuu
MOJUTMHHOCTH, YWCTOTHI, COCTaBa, CTAOWIBHOCTH H TPEIOTBPALICHUU
3arpsi3HEHUS] UCIIBITYEMBIX U KOHTPOJIBHBIX BEIIECTB, €CIIU TPUMEHUMO;

1) HaTu4ue TPoIexyp JJIA  ONPEACICHHs] TOMOTEHHOCTH W
CTAOMIIBHOCTH CMECEH, COEePIKAIUX UCIBITYEMbIE M KOHTPOJIHHBIC BEIIECTBA
(ecnu Takue MPOIETyphl MPUMEHUMBI);

€) MapKUpPOBKY KOHTEHHEPOB, COICpIKAIIMX CMECH WA PaCTBOPHI
UCTIBITYEMBIX W KOHTPOJBHBIX BEIIECTB, U B COOTBETCTBYIOIIMX CIydasx
PETUCTPAINIO JAHHBIX O TOMOTEHHOCTH 1 CTA0MIILHOCTH UX COACPKaHMUS,

) B3sATHE OOpa3lOB M3 KAXKIOW CEPHUH HCIBITYEMBIX W KOHTPOJIHHBIX
BEIICCTB B AHAJUTHYECKUX IMEISIX M HUX COXpaHCHHWE B TCUCHUE
COOTBETCTBYIOIIIETO MEPUOJIa BpEMEHH (B CclTydae €Clid UCCIIEI0BaHUE JTHTCS

Ooiee 4 Henlenb ),
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3) HaJIM4uC Ipouncaypnor i  OAHOBPEMCHHOI'O  HMCIIOJIb30BAaHUA
HCCKOJIBKHX BCIICCTB, Hpez[Ha3HaquHoﬁ PRIV | npcaoTBpaliCHuA
IOIrpCIIHO cTen Inpu OHPCACICHHN IIOMJIIMHHOCTH MK IICPCKPCCTHOI'O

3aIrpA3HCHUA.
Nucneknus CTAHAAPTHLIX OIICPALIMOHHBIX ITPOLCAYP

115. [lenb — onpenenuTh, UMEET U UcHbITarenbHas Jadoparopus COIL
B MHUCHMEHHON (hopMe B OTHOIIEHUM BCEX BAXHBIX AacHEKTOB CBOEH
JEATEeIbHOCTU YUYUTHIBasi TO, YTO OJJHUM M3 HamMOOJiee€ BAXKHBIX METOJ/IOB
YOpaBJICHUS] TPU  HMHCIEKTUPOBAHUU  JIEATEIBHOCTH  UCHBITATeIbHOU
naboparopuun siBnsiercst ucnois3oBanre COIl B muceMeHnHoit dopme. 310
HalpsIMyl0 OTHOCHUTCS K PYTUHHBIM ONEpanusM, MPOBOJAUMBIM B
UCIIBITATEeNIbHOU JTa0OpaToOpHHU.

116. MHCTIEKTOP NOKEH IPOBEPHUTH:

a) HAJIMYME B KaXKJOM TIOMEIIEHUHU HCIBITATeIbHOM JabopaTropuu
COOTBETCTBYIOIIUX YTBEPKICHHBIX akTyalbHbIX Komuit COII;

0) mpoBeaeHNe NpoLeayp 1o nepecMotpy 1 ooHosieHuto COIT;

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

') TOKyMEHTHI ¢ peructpaiueii panee nepecmorpennbix COII;

1) Hanmuue COII, B yacTHOCTH AJIs:

onpeneneHusl TMOMIMHHOCTH, YHUCTOTHI, COCTaBa W CTAaOMJIbHOCTH,
MapKUPOBKH HCCIIETyEMBIX BEIIECTB (JIEKAPCTBEHHBIX CPEACTB) U 00pa3IioB
CpaBHEHHUS (KOHTPOJIbHBIX 00PA3IIOB);

oOpalieHusi ¥ UCIOJIb30BaHUS UCCIEyEMBIX BEIIECTB (JIEKApPCTBEHHBIX
CpEICTB) U 00pa3IOB CpaBHEHUS (KOHTPOIBHBIX 00pa3IOB);

otbopa mpoo;
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XpaHEHUS  WCCIEAYyEeMBIX  BEMIECTB  (JICKAPCTBEHHBIX  CPENCTB)
1 00pa31loB CpaBHEHUSI (KOHTPOIBHBIX 00Pa3IoB);

WCITOJIB30BAHUs, OOCITYKUBAaHUS, OYUCTKH, KATUOPOBKH W BaJWIAIlAN
U3MEpPUTETLHOTO  00OpYIOBaHUS, KOMIIBIOTEPU3UPOBAHHBIX CHUCTEM U
00OpyIOBaHUS 110 KOHTPOJIKO COCTOSIHUS OKPYKAIOILIEH CPe/Ibl;

MIPUTOTOBIICHUSI PEAKTUBOB W JIO3UPOBAHUS HCCIIEIYEMBIX BEIECTB
(JIekapCTBEHHBIX CPEJCTB) U 00pa3IOB CpaBHEHUS (KOHTPOJIBbHBIX 00Pa3IoB);

PETHCTpAIK JTaHHBIX, ITOATOTOBKU OTYETOB, XPAHCHUS W W3BJICUCHUSI
JIOKyMEHTOB U OTYETOB U3 apXUBA;

MOJITOTOBKH TMOMEIIEHUN U KOHTPOJISI COCTOSIHUSI OKPY>KarolIed cpeibl B
MOMENICHHSIX C TeCT-CHCTEMaMU;

MOJTyYCHUS, TIEPEMEIICHHS, Pa3MEIICHHs, OIMUCAHMs, OIPEIeICHUs
MOJITTMHHOCTH 1 0OpAIEHUs C TeCT-CHCTEMaMH;

oOpamieHusi € TeCT-CUCTeMaMH JO Hayajla, B TEUEHHE U TpuU
3aBEPILICHUU UCCIIECAOBAHUS;

YTUIN3ALUU TECT-CUCTEM,

HCTOJIb30BAHUS OYMINAIONIUX CPEACTB M CPEACTB Il OOphOBI C
BPEAUTEIISIMU;

e) MCPBI 110 pCaJIN3alUHN ITPOTIPAMMBI oOecIieueHHsT KauyeCTBa.
Nucneknus IMPOBCACHUA UCCIICIOBAHUA

117. llens — npoBepUTh HAMYUE TIJIaHA UCCIIENOBAHUS B MUCbMEHHOM
dbopMe W COOTBETCTBHE TUIAHA W TPOBEACHHUS HCCICAOBAHUS MPUHIIUIIAM
Hacroamux [Ipasu.

118. UucniekTop AOMKEH IPOBEPHUTD:

a) IMOAIINCH PYKOBOAUTCIIA UCCIICAOBAHUA HA IIJIAHC UCCIICTOBAHUS
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0) moAnuch U JATUPOBAHUE PYKOBOJUTEIEM HCCIEIOBAHUS JIFOOBIX
M3MEHEHUH IIaHa UCCIICTOBAHMUS;

B) PETUCTpAlMI0 JaThl COMIACOBAaHMS IIJIJaHa HCCIEAOBAHHUS  CO
CIIOHCOPOM (B COOTBETCTBYIOIIUX CIydasX);

I') COOTBETCTBUE HW3MEPEHUM, HaOMIOJACHUNA W OO0CIeqOBaHMI IUIaHY
uccinegopanus u COII;

1) IOJIHOTY,  CBOEBPEMEHHOCTh, = TOYHOCTH U  Pa3OOPUYMBOCTH
perucTpanu pe3yabTaTOB HM3MEpPEHHI, HaOMoJeHUi U 00CieI0BaHUH,
nojAnucanue (WK UHUITMAJIBI) U TaTUPOBAHUE;

€) UI3MEHEHHUS B MEPBUYHBIX JAHHBIX, BKJIFOYAs JaHHbBIE, XpaHUMBIC B
KOMITBIOTEPaX, HE BHECEHA JIM HESICHOCTh B MPEABLAYIIME 3aMKCHU, BKIIOUYas
NPUYUHY W3MEHEHUs, JIMIIO, OTBETCTBEHHOE 3a W3MEHEHHWE, W Jary, Koraa
TaKO€ U3MEHEHHE ObLJIO0 BHECEHO;

K) UACHTU(PUKAIIMIO JAaHHBIX, CO3JaHHBIX WJIM COXPAaHCHHBIX B
KOMITBIOTEPE, HAJU4YUe COOTBETCTBYIOIIMX TMPOLEAYp MO 3alllUTe ITHX
JAHHBIX OT HEYIIOJTHOMOYEHHBIX U3MEHEHUN WIIH YTEPH;

3) HQJEKHOCTh, TOYHOCTh M BaJUJAIMI0 KOMIBIOTEPHU3UPOBAHHBIX
CHUCTEM, HCIOJIb30BAHHBIX B UCCIIEIOBAHUY;

M) U3y4eHHEe W OLIEHKY  HENPEABUJICHHBIX  OOCTOSITENBCTB,
3apEeTUCTPUPOBAHHBIX B IEPBUYHBIX JaHHBIX;

K) COIYIACOBAaHHOCThH M TIOJIHOTY PE3YJIbTaTOB B OTUETAaX MCCIIEIOBAHUS
(IpOMEXKYTOUHBIX M 3aKJIIOUUTENIbHBIX) W MPaBUIBHOE OTOOpaXeHUe

IICPBUYHLBIX JdHHBIX.

Nucneknus MpEaACTaBJICHUA OTUCTA
O pe3ylibTarax UCCICIOBAHU

119. HCJ’IB — OIpPCACIINTb COOTBCTCTBUC COACPIKAHUA 3AKITIOYUTCIbHBIX

OTYCTOB IIPUHIOMUIIAM HACTOAIIUX HpaBI/IJ'I.
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120. [Ipn wm3y4eHUW 3aKITFOYUTEIHHOTO OTYeTa WHCIEKTOpP IOJDKEH
MIPOBEPUTH:

a) MONMKUCh W JaTUPOBAaHUE PYKOBOAMTENIEM HCCIECIOBAHUS IS
MOATBEPKJICHUS OTBETCTBEHHOCTH 3a BAJIMIHOCTh HCCIEAOBAHHUS M €r0
COOTBETCTBHE MPUHIUIIAM HacTtoamux IIpaBur,

0)oANKUCh W JAaTUPOBAHUE JAPYTUMU BEIYUIMMH YYEHBIMH B TOM
cilyyae, €ClIM MPUJIAratoTCs OTYETHI U3 COMYTCTBYIONIUX AUCIUILUINH;

B) BKJIItoueHue otyera COK, moamnuce u 1aTUPOBaHHUE;

') BHECEHHE U3MEHEHUM OTBETCTBEHHBIM MEPCOHATIOM;

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

121. llens — ompenenuTh, WUMEET JU HWCIBITaTeIbHAS JIA0OpaTOpHs
COOTBETCTBYIOIINE JOKYMEHTBHI M OTYETHI, MEPhl MPEIOCTOPONKHOCTH II0
0e30MacHOMY XpaHEHHUIO IOKYMEHTOB U MaTepUaJIOB.

122. HcriekTop 0KEH MPOBEPUTH:

a) JTOKyMEHT 00 YTBEp>KIICHUH JINIIA, OTBETCTBEHHOTO 33 apXMUB;

0) apXWBHBIC TIOMEIICHMS JUIsl XPAaHCHUS IUIAHOB WCCIICIOBaHUM,
TIEPBUYHBIX TaHHBIX (BKITFOUAST IpepBaHHBIC TOKITUHUYECKHUE
(HEKJIMHUYECKHE) WCCIEAOBaHUSA), 3aKIIOUUTEIbHBIX OTUYETOB, OOpPAa3IloB,
OMOJIOTUYECKUX TPOO0 U JOKYMEHTOB 00 o0O0Opa3oBaHUM UM OOy4YEHUH
NIEPCOHAIA;

B) MPOIEIYPHI TSl H3BJICUCHHS COXPAHCHHBIX JaHHBIX;

r') OTpaHWYEHWE JOCTyNa K apXWBy TOJBKO [JISl YIOJTHOMOYEHHOTO
nepcoHana, XpaHeHHWEe JOKyMEHTOB Y TepCoHaia, HMMEIONIEr0 JOCTYI K

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

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

HEOJArONPUATHBIMU YCIOBUSMU OKPYIKAFOIIECH CPEIIbI U T. 1.
8. AynuT uccrienoBaHui

123. OneHka  HCHOBITATENBHBIX — JIA0OpAaTOpHil  Kak  CTaHAapTHas
npoleaypa BKIIOYaeT B ce0sd ayAuT MCCIENOBaHMM (TEKyUIMX W
3aBepileHHbIX). [IpoBenenue crneuupuUUYecKux ayJuTOB HCCIEIOBAaHUMN
3a4acTyl0 SIBISIETCS TpeOOBaHUEM YMOJHOMOYEHHOTO OpraHa, U OHU MOTYT
MIPOBOJUTHCS HE3aBUCHMO OT MHCHIEKIIMA HMCTBITATeIbHBIX Jabopatopuii. B
CUITY MHOTo00pa3us BHUJIOB TOKJIMHAYECKUX (HEKJIMHUYECKUX )
UCCJIEIOBAaHUM, KOTOPBIE MTOIBEPTAIOTCS ay[AUTy, YCTAHOBIICHBI TOJBKO 00IIIHE
OPUHIMUIIBI  ayAuTa MCCIENOBaHUW. Ayautropam ¢ JpYyTUM  JIUIAM,
OPUHUMAIOIIUM  y4acTME€ B ayauTe  HCCIeAoBaHUM,  Tpedyercs
chopMyupoBaTh 1 000CHOBATh HEOOXOAUMYIO TIIyOMHY W MacIiTad ayauTa
UCCIIEJIOBAaHHUM, MCXOAs U3 COOCTBEHHOro ombita. Llenbio aynura siBisieTcs
IpOBEpPKa BO3MOXKHOCTH BOCCTAHOBJICHMSI MCCIIEAOBAHUS ITyTEM CPaBHEHUS
3aKJIIOYUTENIPHOTO OTYEeTa C IUIAHOM HCCIEAOBaHUs, COOTBETCTBYIOLIUMU
COIl, nepBUYHBIMU JAHHBIMU U APYTUMHU COXPAHEHHBIMHU MaTepraIaMu.

124. B HEKOTOPBIX CIydasx ayIuTOpaM MOXKET MOTPeO0BaThCS MTOMOIIh
JIPYTUX HKCHEPTOB B IMpoBeneHUU 3(P(HEKTUBHOTO aynuTa HCCIEIOBAHUS,
HarpuMep, Korjaa He0OXOAUMO TPOBECTU MUKPOCKOTHIO ()parMEHTOB TKAHEH.

125. [Ipu npoBeneHnN ayanuTa UCCIEIOBAHUS ayAUTOP AOJHKEH:

a) MpOBEepUTh (PaMUINHU, JOKHOCTHBIE OOS3aHHOCTH U KpaTrKoe

HN3JIOKCHHUC O6yLI€HI/I}I 151 HpO(I)CCCI/IOHaJIBHOTO OIIbITa BBI6paHHOTO
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NepcoHasa, BOBJICUEHHOTO B MPOBEACHUE HUCCIEAOBaHUS (KMCCIEIOBaHUN),
HarpuMep, PYKOBOJUTENS UCCIIEIOBAHUS U BEIYIIIUX YUCHBIX;

0) MpOBEpUTh  HAJMUME JIOCTATOYHOTO KOJIMYECTBA IEPCOHAIA,
OOyYE€HHOTO B OMPEICICHHBIX O0JIaCTAX ISl MPOBEACHHUS HCCIEAOBAHUS
(uccnenoBaHuim);

B) U3YyUUTh  OTJEJIbHBIE  TNPUCIOCOOJEHUS  WIM  CHEIHUaIbHOE
o0Opy0BaHUE, UCIOIb3YEMOE B HUCCIEAOBAHUM, MPOBEPUTH JOKYMEHTHI O
KaJIMOPOBKE, SKCIUTyaTalluy U 00CITY>KUBAHUU TAKOTO O00PY/IOBAHUS;

') U3YYUTh JOKYMEHTHI B OTHOIICHUH CTAOMJIBLHOCTU HCIBITYEMOTO
BEIIECTBA (JIEKAPCTBEHHOTO CPEACTBA), PE3Yy/IbTAaThl aHAIN30B HUCCIEAYEMOIO
BEIllECTBA (JIEKapCTBEHHOTO CPEJICTBA) U 00Pa3IOB CPABHEHUS (KOHTPOJIBHBIX
00pa3IoB) U T.1.;

1) OTIPENIETUTh, MPEANOYTUTEIbHO — TMYTEM HWHTEPBHIOMPOBAHUS,
pacmpeneneHue  OOsi3aHHOCTEM  cpend  BBIOPAHHBIX  COTPYAHHUKOB,
NPUHAMABIIMX YYaCTHE B UCCIENOBAHUU, C LENBIO MOATBEPKIAECHUS, YTO 3TH
JIUIa UMENTHU JOCTATOYHO BPEMEHU JIJISl BHINIOJHEHHS CBOMX 3a/1a4, YKa3aHHbBIX
B IJIAHE WCCJIEIOBAHUS UIIA OTYETE;

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

IJIaH UCCIIENOBAHUS;

ucnosibzyeMble COIIl Ha MOMEHT POBENCHUS UCCIIETOBAHUS;

KypHaJbl Yyuera, JIa0OpaTOpHbIC >KypHAJbl, JOKYMEHTHI, padouue
TaOJMIIBI, PACTIEYATKN COXPAHEHHBIX B KOMITBIOTEPE TAHHBIX U T.1.; @ TAKXKE B
COOTBETCTBYIOIINX CITy4asX MOBEPOUYHBIE PACUETHI;

3aKJIIOYUTEIbHBIN OTYET,
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) €CTM B UCCIICJIOBAHUSIX HCHOJb30BAIUCh TPBI3YHbI U JpYyrue
MJIEKOIIUTAIONIME, ayJUTOPhl JOIAKHBI HWMETh BO3MOXXHOCTh YOEIUTHCS B
HAJIMYUU OIPEICIICHHOIO KOJMYECTBA JKUBOTHBIX B MEPUOJ] C MOMEHTA HX
NpUOBITHS B HUCHBITATENIbHYIO JIa0OpaTOpPHUIO W 1O MPOBEICHUS ayTOICHHU.
AynuTopsl JOJKHBI OOpaTUTh BHUMAHUE Ha CIEAYIOIINE 3aIUCH:

perucTpamusi MacChl Tela JKMBOTHBIX, IpueMa Tumm  (BOIBI),
JIO3UPOBAHMUS Y BBEJCHUS MPENapaToB U T.1I.;

KIIMHUYECKUE HAOIIOCHUS U PE3YNIbTaThl Ay TOIICHH;

JaHHbIe OMOXUMUYECKUX TECTOB,;

natoMmopdoorus.
9. 3aBepiieHNE MHCTIEKINH WIIA ayIUTa UCCIICTOBAHMUS

126. [Tocne oxoHYaHMsI MHCIIEKIIMHM MCIBITATEIbHON JTaOOpaTopuu Wiu
ayuTa WCCIICIOBAHUSI WHCIEKTOp (ayAMTOp) MOKEH TMOJATOTOBUTHCS K
OOCYXXJIGHUIO  pe3ylbTaTOB  C  MPEICTABUTENIIMH  HCHBITATEIbHON
nabopaTopud  Ha  3aKJIIOYUTEIBHOM  KOH(PEpeHIMH U  MOATOTOBUTH
3aKJIFOYUTEIBbHBIA OTYET, T.€. OTUET O MPOBEAECHHOW HHCIIEKIUU.

127. Ilpn wHCHIEKIIMU KPYIMTHOW MCTBITATEIBLHOM JTaboparopuu (BUABI U
KaTeropuv  jJaboparopuii, KOTOpble (papMaleBTUUECKUI  HUHCIEKTOpaT
rocygapcTBa-ujieHa KJacCU(UIMPYET KaK «KPYIHBIE HCIBITATEIbHbIC
naboparopumn», onpenenstorcs B COIl mim pyKoBoJCTBE MO Ka4€CTBY) MOTYT
ObITb OOHApYXEHBI «IPOYME HECOOTBETCTBUS» TPEOOBAHUSAM HACTOSAILIUX
[IpaBui, KOTOpBIE HE OKa3bIBAIOT CEPHE3HOTO BIUAHUSA Ha JTOCTOBEPHOCTH
HCCIIEIOBAaHUM, MPOBOJIMMBIX B 3TOM MCIBITATEILHON JabopaTopuu. B Takux
clly4asix MHCIEKTOpY (ayIUTOpYy) 1€Ieco00pa3Ho B OTYETE COOOIIUTH O TOM,
4YTO HCTbITATEIbHAs JTabopaTopusi pabOTaeT B COOTBETCTBUU C HACTOSIIIUMU

HpaBI/IJ'IaMI/I U COIMaCHO KPpUTCPHUAM, YCTAHOBJICHHBIM YIIOJJHOMOYCHHBIM
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opranoM. TeM He MeHee, HEKOTOpPhIE JeTald HECOOTBETCTBUS WU
MOTPENTHOCTH JODKHBI OBITh MPEACTABICHBI PYKOBOACTBY HCIHBITATEIIBHON
nabopaTopuu, a TakKe AOHKHBI OBITh IMONYYEHBI TapaHTHU CO CTOPOHBI
PYKOBOACTBA O MPHUHATUM COOTBETCTBYIOIIMX MEp [0 HUX YCTPaHEHUIO.
HucniekTop (ayauTop) MOXKET MOCETUTH UCTIBITATENIbHYIO JIA0OPaTOpHIO Yepes
OTIPEICTICHHBINA TTEPHOI BPEMEHH U MPOBEPUTH MPHUHITHE COOTBETCTBYIOIINX
Mep.

128. Ectn B TeueHWe WHCIEKIIMU HMCHIBITATEILHON J1ab0opaTopuu WU
ayquTa UCCJENOBaHMUS OOHApPYXEHbl KPUTHUUYECKUE WM  CEPbE3HbIE
HECOOTBETCTBUSI MPUHIMINAM HacToAmux I[IpaBui, KoTopble, MO MHEHHIO
WHCIIEKTOpa (ayIuTopa), MOTYT MOBIHUATH HA JOCTOBEPHOCTH HUCCICIOBAHUS
WM Ha JPYTHUe UCCIIEIOBaHUs, MPOBOANMBIC B UCIIBITATEIIBHON JTA00OpaTOPHH,
WHCIIEKTOP (ayJUTOP) IOJKEH COOOIIUTh 00 3TOM B YIIOJTHOMOYEHHBIA OpraH.
JleficTBUsI, TpeNNpUHUMAEeMble 3TUM OpraHoM U (WIHM) YIOJIHOMOYEHHBIM
OpraHoM B 3aBHCHUMOCTH OT CHUTyallud, OyAyT 3aBHCETh OT XapakTepa Hu
o0be€Ma HECOOTBETCTBUSA, a TakXke OT IOpUIWYeCKuX U  (WIn)
QIMUHUCTPATUBHBIX TIOJIO)KEHWM B CHUCTEME KOHTPOJISI  COOTIOACHUS
Hacroamux [Ipasu.

129. Ecim  ayouT  WcclienoBaHUA — MPOBOAWJICS 1O 3ampocy
YIOJHOMOYEHHOTO OpraHa, HeoOXOAMMO IMOATOTOBUTH MOJHBIM OTYET O
pe3ysbTaTtax U OTHPAaBUTh €0 Yepe3 COOTBETCTBYIOIIMM YMOJTHOMOYEHHBIM

OpraH B YIIOJTHOMOYEHHBINA OPraH.

VIII. ITponienypa yperyinpoBaHusi pa3HOTIaCUi
MEXIy YIIOJIHOMOUYEHHBIM OPTaHOM M HUCIBITAaTeNIbHON Taboparopueit
130. ITpoGaemMbl UM pa3HOIIIACHUS BO MHEHHSIX MEXIYy MHCIIEKTOpPAMH U
PYKOBOJCTBOM  HCIIBITATEIbHOM  JabopaTopuu  pa3peliaroTcss B XOHe

WHCIICKIIMM UCIBITAaTeIbHOW JTaopaTtopuu WM ayJuTa HccienoBaHuil. B
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COOTBETCTBUM C YCTAHOBJICHHOW 3aKOHOJATEIbCTBOM TOCydapcTBa-ujieHa
pOIEAYpPON UCTIbITATENbHAS JTA0OPATOPUST MOXKET 3asIBIIATh MPOTECT MPOTHUB
pe3y/bTaTOB HWHCHEKIIMU MCIHBITATEIbHONW J1adopaTopul WA — ayiuTa
UCCJIEIOBAaHUM Ha COOTBETCTBME HacTtoAmuM I[lpaBumam u (wid) B
OTHOIIEHUU JEHUCTBUM, KOTOPBIE Mpe/jIaraeT NpeanpruHsATh YIIOJIHOMOYEHHbIN

OpraH.
IX. ObecneueHne kauecTBa
1. Cucrema ympaBieHus: 00€CIIEYUEHHEM KaueCcTBa

131. PykoBoJICTBO UCIIBITATeIIbHOM naboparopuu HECeT
OKOHYATeJIbHYI0 OTBETCTBEHHOCTh 3a OOecCIeueHre padOoThl HUCHBITATEILHON
mabopaTopud B TEJIOM B COOTBETCTBHHM ¢ HacTtosmumu [IpaBumamu.
PykoBOICTBO MOXKET JeNernpoBaTh O0O3HAUYCHHBIC BHBI JEATCILHOCTU II0
KOHTPOJIIO CpEIHEeMY 3BEHY PYKOBOJACTBA, HO OOIIas OTBETCTBEHHOCTH
coxpansiercsa. HeoThemieMoil OTBETCTBEHHOCTBbIO PYKOBOJACTBA SBIISETCS
Ha3HAYEHUE U MOA0O0pP HEOOXOIMMOIO KOJWYECTBAa KBaTU(DUIIMPOBAHHOTO U
OMBITHOTO  TEpPCOHAJIa, BKJIOYAas COTPYAHUKOB, HEOOXOAUMBIX  JUJIst
BbinioTHeHUs PyHkunii COK.

132. UckmrounrtenpHas OTBETCTBEHHOCTH PYKOBOJIUTEIIS 3a
BBINIOJIHEHUE JIOKJIMHUYECKUX (HEKIMHUYECKUX) HCCIAEAOBAHUN OJIKHA
ObITh YeTKOo 00o3HaueHa. B 00s3aHHOCTH PYKOBOIUTENSI BXOJUT HA3HAYEHUE
COOTBETCTBYIOILIETO KBaJM(PUIIMPOBAHHOTO TIE€pPCOHANA [JIsi BBITTOJIHEHUS
HezaBucuMon ¢ynkiuu COK. [enerupoBanue Ppynkuuiit COK, cBA3aHHBIX C
BBITIOJITHEHWEM HacTosimmX [IpaBwi, HE JOMMKHO HapylIaTh HE3aBHCHUMOCTH
dbynkuuronupoBanusi otaena COK u He MOMKHO TIOBJIEYh BOBIICUEHUE
nepconasnia COK B mpoBeieHre UCCIEN0BaHMS, KPOME UCTIONHEHUS! (PYHKIIUU

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

PYKOBOJICTBY MCITBITATEIBHON JTa00OPATOPHH BBICIIIETO YPOBHHL.
2. KBanudukanms nepcoHana otaena o0ecrnedeHus KadecTna

133. Ilepconan otmena COK jomkeH TPONUTH COOTBETCTBYIOIIECE
oOydeHHEe W HWMETh OIBIT, HEOOXOAUMBINH ISl MCIOJHEHUS CBOMX
oOs3anHOCTEH. COTPYIHUKH JODKHBI OBITh 3HAKOMBI C TIPOIEAypamMu
UCCJICIOBAaHUM, CTaHAapTaMH W  CHCTEMaMH, HCIIOJb3yeMBIMH B
UCIIBITATEeNIbHOU JTa0OpaToOpuHu.

134. JIuna, HazHaueHHble Ui ucnionHeHus QyHkuuiit COK, gomKHBI
UMETh MpEJICTaBICHNEe 00 OCHOBHBIX IMPHUHITUIIAX KOHTPOJHUPYEMBIX BHJIOB
nesaTenbHOCTH. OHHM Takke JOKHBI HMETh YETKOE IPEACTaBICHHE O
Hacroamux [IpaBunax.

135. B cayugae orcyrcrBus y corpynauka COK crnenuanbHBIX 3HAHUH
WM HEOOXOIMMOCTH TOJYyYECHHUsS 3aKJIIOUYCHHUsS €Ie OJHOTO JIUIa CJIEAyeT
0o0OpaTUThCS 3a IKCIEPTHOW MOMOIIBIO. PYKOBOACTBO JOJDKHO OOECIIEUUTH
HAJTUYHE JTIOKyMEHTaJIHHO W3J10KEHHOM IPOTPAMMBI oOy4deHwus,
oxBaThIBaroIelr Bce acmekThl paborbl otraena COK. Moxer ObITh
OpPTaHW30BaHO IOCEIICHNE BHYTPEHHUX W BHEIIHHX CEMHUHAPOB U KYpCOB.
JIOJDKHO OBITH MpEaycMOTPEHO 0OydeHHEe MeToAaM OOIICHUS U YIaKMBaHUS
koH(MaukTOB. OOy4YeHHWe ODKHO OBITh TOCTOSIHHBIM U TOIJIeXKAaTh
MePHUONYECKOMN TTPOBEPKE.

136. O0yuenne TmepcoHajda OTAeNa KadecTBa JOHKHO  OBITh
JOKyMEHTAIbHO 3apUKCHpOBaHO, a Takke [ODKHA OBITh OIICHEHA
UX KOMIIETEHTHOCTb. DTH JIOKYMEHTBI JOJIKHBI MOCTOSHHO OOHOBIISITHCA H

COXPaHATBHCA.
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3. YyacTue otnena obecneueHus KauyecTBa
B pa3pabOTKe CTaHIAPTHBIX OMEPAIMOHHBIX
MPOIEAYP Y IJIAHOB UCCIIEIOBAHUI

137. PykoBOICTBO HECET OTBETCTBEHHOCTHh 3a Pa3pabOTKy, BBIMYCK,
pacopoctpanenue u xpanenue COII. [lomyckaercss ydacThe NepcoHaIa
ornena COK B moaroroBke COIIl; HO NIpeAnoOYTUTENbHO, YTOOBI OHH
npoBepsuin COIl mepen mpuMEHEHHMEM C IEIbI0 OIEHKH HMX SICHOCTH U
COOTBETCTBHS MIPUHITMIIAM HacTosux [IpaBu.

138. PykoBoacTBO  AOMMKHO  00ECTEYUTh  JOCTYMHOCTh  IUJIaHA
uccienoBanus nepconainy otraesna COK mepen HavyajaoMm HCCIEIOBaHUS B
Heasx.

KOHTPOJISI COOTBETCTBUS IIJIaHA MCCJICIOBAHUS MPUHIIMIIAM HACTOSIINX
[TpaBwu;

OIIEHKHU COJIepKaHMs COIIACOBAHHOCTH IJIaHA UCCIIEA0OBAHMUS;

OTPEAECICHUS] KPUTUUYECKHUX 3TANIOB UCCIIEAO0BAHMUS;

MJIAHUPOBAHUS TTPOTPaMMbl MOHUTOPHUHTA UCCIIEIOBAHUS.

139. Ilocne BHeceHHs TOMPABOK B IUIaH HMCCJIENOBAHUS KOIHUM TUIaHA
TOJDKHBI OBITh Tepenanbl B oTAea COK i onTuMu3alnuMu MPOBEICHUS

MOHHUTOPHHTA UCCASTOBAHMUS.
4, ucniekium ciryk0bI 0OecTieueHus KadyecTBa

140. ITporpammbl COK ocHOBaHBI Ha CJIEIYIOMMX BUAaX WHCIEKIIUN B
3aBUCUMOCTH OT TOTO, YTO yKa3aHO B MporpaMMe OOecIieueHHUs KauyecTBa W
CTaHJIapTHBIX OMEPAIIMOHHBIX MPOLIETypax:

a) MHCTIEKIIMU HCCICAOBAaHUM — WHCHEKIUKU, TpaduK IPOBEICHUS
KOTOPBIX COCTAaBJICH COIVIACHO XPOHOJIOTMHW KOHKPETHOTO HCCJIEAOBAaHUS U

BKIIHOYACT OIIPCACICHUC BAXKHBIX cTaguu UCCJICIOBAHUA,
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0) MHCIIEKIIMKM HCIBITATeIbHBIX J1aboparopuii — MHCHEKIUU (IpoBepKa)
o011ero 00OpyI0BaHMs U BUJIOB JIEATEITLHOCTH B UCTIBITATEILHON JTab0paropun
(MOHTaX, BCIIOMOTATEIbHBIC CITYXKOBI, KOMITBIOTEpHAsI CHUCTeMa, OOydeHHe,
MOHHUTOPHHT OKPYKAIOIIEH CPeIbl, IKCIUTyaTalusl, KaIMOpoBKa U T. 11.);

B) MHCIIEKIIMM TPOLEAYP — MHCIEKIMU, KOTOpbIe IPOBOMSITCS
HE3aBHCUMO OT KOHKPETHBIX HCCIIeIOBaHUN. BBIMOMHAIOTCS 711 KOHTPOJIS
OpONEAYp WM MPOLIECCOB MOBTOPSIOMIECIOCS XapakTepa M, KaK MPaBUIIo,
OCYIIIECTBIISIFOTCSA Ha BEIOOpOYHOI ocHOBE. [IpoBOasITCS B T€X ciaydasix, Koraa
OJIMH M TOT K€ TPOIIECC B HUCHBITATEIHLHON Ja0OpATOPUU OCYIIECTBIISETCS
OYeHb YacTO, BCIEJACTBHUE YEro IMPOBEICHUE WMHCIEKIIUM OTIAEIbHBIX
HCCIIeIOBaHUM  cuMTaeTrcss Hed(POEKTUBHBIM WM HEIEJIeCO00pa3HBIM.
Cnenyer mnpu3HaTh, YTO HWHCHOEKIMU OTIEIBHBIX MPOILECCOB B paMKax
KOHKPETHBIX 3TaloB, OCYIIECTBISIEMBIX OYEHb YacTO, MOTYT TPHBECTH K
MOSIBJICHUIO HEKOTOPBIX HE TMPOBEPEHHBIX B WHAUBUYATBHOM IOPSJIKE
UCCIEIOBAHUM B XOJI€ SKCIIEPUMEHTAIBLHBIX ITAIOB.

141. HeoO6xoquMoO  COXpaHsSITh BCHO  JOKYMEHTAIIMIO O  TaKuX

HNHCIICKIIUAX.

[TnanupoBanre COK 1 000CHOBaHKE BUIOB
nesarenbHoCcTU U MeTos10B COK
142. Otnen COK pomxeH THIATENBHO IUIAHUPOBATh CBOIO PadoTY.
Pabora nepconana otnena COK u nporenypsl MmiiaHUpPOBaHUS B OTHOIIEHUH
MPOBECHUS, JOKYMEHTHUPOBAHUS M MOJTOTOBKHM OTYETOB 00 HHCHEKIIUSX
JOJKHBI OBITh onucanbl B cooTBeTcTBYOIEM COIL. HeobxoquMo BecTu ydet
3alIaHUPOBAHHBIX U TeKymux ucciaenoanui. Otaen COK nomkeH mmerhb
JOCTYT K MOCJIEIHEMY OOHOBJIEHHOMY BapHaHTy OCHOBHOTO Trpaduka. Takoit
y4eT HEeO0OXOauM JJis IUIaHupoBaHus BUAOB aearenbHocTd COK um onenku

paboueit Harpy3ku Ha coTpyaHukoB COK.
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143. [Iporpamma COK ¢ wHCHEKMUSIMHA W ayIUTaMU TOIJICKHUT
MPOBEPKE B OTHOIIEHWM OpraHM3alluM U yrnpapieHus. Kak mepcoHan, Tak u
PYKOBOJICTBO JIOJDKHBI OOOCHOBAaTh BBIOOP METO/OB, BBIOpAHHBIX JIsS

ucnonHenus padotsl COK.
5. OT4eThl 00 MHCIIEKIUIX CITYKOBI 00ECIIEUeHUs KaueCTBa

144. YnolHOMOYEHHBIN OpraH MOXET 3ampoCcUuTh HH(OOpPMALMIO O
BUJaX HWHCHEKIIMA M JaTax HMX MPOBEACHUS, BKJIIOYas CTaaui0 (CTaIuM)
WHCIIEKTUPYEMOTO HccleoBaHus. TemM He MeHee, OOBIYHO COJIep>KaHUE
oryeToB O mpoBeaeHun uHcnekuuii COK He OMKHO paccMarpuBaThCs
OpraHoM I10 KOHTPOJIFO COONIOIeHUsl HacTosmux [IpaBui, MOCKOJIBKY 3TO
MoxeT mpenarctBoBaTb COK B MOArOTOBKE OTYETOB 00 MHCIEKIIUU.
YNOJIHOMOYEHHBI OpraH MOXET NEPUOAUYECKH 3alpalinBaTh AOCTYI K
COJIEP)KAHUIO OTYETOB OO0 MHCIEKIMAX, YTOOBI IPOBEPUTH HaJJICKAIICE
dbynknuonupoBanne COK.  VYmomHOMO4YeHHBIM oOpraH HE  JIOJDKEH
UCIIOIb30BaTh TaKHWE OTYETHl KaK CIOCOO YCTAHOBJICHHS HEJIOCTAaTKOB B

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

145. Aynut nepBUYHBIX JaHHBIX ucchenoBanus otaenoM COK mMoxeT
ObITh TIpoBeZieH pa3HbiMu crnocobamu. Otaen COK MokeT mpoBepATh
JIOKYMEHTBI B XOJI€ DKCIIEPUMEHTAJIbHBIX 3TAIOB WCCIEIOBAHUS, WHCIICKIIUIMA
mporecca WIM B XOJIe ayluTa 3aKIOYUTEIbHBIX OTYETOB. PYKOBOACTBO
JIOJDKHO 00€ecIeYnTh, YTOOBI BCE 3aKIIOYHUTEIILHBIE OTYETHI UCCIICIOBAHNM, B
OTHOIIIEHUM KOTOPBIX 3asBJICHO COOTBETCTBHUE HacTosAmuM IIpaBuiam, ObLan
npoBepenbl otaenom COK. Takoit ayauT nomkeH OBITh TPOBEACH Ha
3aKJTIOYUTEILHON CTauH MOATOTOBKH IIPOEKTA OTUETA, KOTJIa BCE NMEPBUYHBIC

JaHHBIC CO6paHBI N HC INUIAHUPYCTCA BHOCHUTb HUKAKUX W3MEHECHUIM.
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146. Llenbro aynurta 3aKJIIOYUTENBHOTO OTYETa SIBISETCS OINpeaeiicHUE
TOTO, YTO:

UCCIEeNOBaHHE ObUIO TPOBEIEHO B  COOTBETCTBUM C  IUIAHOM
uccienopanus u COII;

UCCIIeIOBaHNE ObLIO TOYHBIM U MOJHBIM 00pa30M OTPAXKEHO B OTYETE,;

OTYET COAEPKUT BCE PIEMEHTHI, TpeOyembie HacTosiumu [IpaBunamu;

OTUET  XapaKTepU3yeTcsi MOCIEAOBATEIBHOCTBIO W  BHYTPEHHEHU
HEMPOTUBOPEUUBOCTHIO;

NEpPBUYHBIE JaHHbIE COOpaHbl TOJHOCTBIO UM B COOTBETCTBUU C
TpeboBaHusiMU HacTosmux [IpaBui.

147. Corpyaaukam COK crnemyeT cOCTaBIATh 3aKIOYUTENBHBIN OTYET
o0 aynure Kak MOXHO MoApoOHee, 4YTOObl Oblla BO3MOXHOCTH
BOCIIPOU3BECTHU JETAU ayauTa. JJOMKHBI OBITh YCTAHOBIEHBI MPOLETYPHI, B
cooTBeTcTBUU ¢ KoTopbiMu otnen COK Oyager y3HaBathb 000 Bcex
JOTIOTHEHUAX W U3MEHEHUSX B IUJIaHE MCCIIEIOBAHUS U OTYETE B XOJ/€ dTara
ayJuTa.

148. Ilepen MOANHUCAaHUEM 3aKJIIOUCHUS COK JTOJDKHA
MPOKOHTPOJIUPOBATH, UTOOBI BCE MPOOJIIEMHBIE BOMPOCHI, OTMEUCHHBIE B XOJI€
ayuTa, ObUIM COOTBETCTBYIOIIMM OOpa3oM OTPaKEHbI B 3aKIIOUUTEIIHHOM
OTYETEe, BCE COMIACOBAHHBIC NIEUCTBUSl MO YCTPAHEHUIO 3aMEUaHU ObLIU
BBIMIOJIHEHBI M YTOObl HHUKAKUX HM3MEHEHUM, TpeOyoumx MpOBEACHUS
JOTIOJTHUTEIBHOTO ayANTa, HE ObUIO BHECEHO B OTYET.

149. JTlroOble  wWcTpaBieHUS  WIW  JIOTIONHEHHWS  3aBEPIICHHOTO
3aKJIIOUUTENILHOTO OTYEeTa JIOJDKHBI CTarb OOBEKTOM JIOMOJIHUTEIBHOTO
aymuta co crtopoHbl COK, mocie uyero HeoOXOAMMO MPENOCTaBUTH

MNEPCCMOTPCHHOC HUJIN AOITOJIHHUTCIIBHOC 3aKJIIOUCHUC COK.
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7. 3aKiIr0ueHne oTaeia 00ecneyeHus KauecTBa

150. IMognmucannoe  3akmodeHne COK  momkHO  BKITIOYATHCS B
3aKJTFOUYMTENBHBIA OTYET, B KOTOPOM yKa3aHbI B COOTBETCTBUH ¢ myHKTamu 140
u 142 nacrosiux IlpaBun BUIBI MHCIEKIMM U AaThl UX MPOBEICHUS, aThl
COOOIlIEHHS  PE3yJAbTaTOB  HMHCHEKIUU  PYKOBOACTBY,  PYKOBOJUTEIIO
UCCJIENOBAaHUS UM, KOIJa MPUMEHUMO, BEAYIIEMY  HCCIEAOBATEIIO
(uccnenoBareinsiM). B 00s13aHHOCTH PyKOBOJICTBA BXOJIUT OCYIIECTBIICHUE MED,
rapaHTUpYIOIKUX, 4YTO 3akimroueHue, BbigaHHoe COK  cormacyerca ¢
3asBJICHUEM PYKOBOJIUTENS MCCIIEIOBAaHUsS O coOMmoaeHnn HacTosumx [lpasu
Y COOTBETCTBYET BBIIAaHHOMY 3aKJIIOUUTEIHLHOMY OTYETY 00 MCCIIETOBAHUH.

151. ®opmar 3akmroueHuss COK COOTBETCTBYEeT CTPYKType OTYETa.
HeoOxonmumo, 49TOOBI  3aKkjIlOYEHHE  COACp)Kalo  IIOJHOE  Ha3BaHUE
WCCJICIOBAHMS, TIEPEUEHh BCEX MPOIETyp MOHHTOPUPOBAHUS, MPOBEIECHHBIX
COK B xozme uccienoBaHUs C yKa3aHHEM JaTbl U dTama uccienoBaHus. B
CIIy4asiX, KOTJa MHCIEKIMH OTIENbHBIX UCCIENOBAHUN HE SBISIOTCS YacThbiO
3alJIaHUPOBAHHOM MporpamMmbl OOECIIEUeHHsI Ka4eCcTBa, 00s3aTeIbHO HAJIMYNe
3aKJTIIOYEHUS, TOAPOOHO OMKCHIBAIOIIETO KOHTPOJUPYIOIINE WHCIEKIUH,
HanpuMmep, B Cilydae KpaTKOCPOUHBIX WCCIEIOBAaHUN, KOTJa IPOBEICHUE
MOBTOPSIFOIINXCS MHCIIEKIUN KaXKI0TO UCCIeIOBAaHUS HEIIEIeCO00pasHo.

152. Cnenyer mpeaycMoTpeTh, uToObl 3akimiodeHue COK  Obuio
3aBEpPILICHO TOJILKO TOrna, Korjga OydaeT TMOATBEPXKICHO 3asiBICHUE
PYKOBOJIUTEIIS UCCIIEIOBAHUS O TIPOBEJCHUH HCCIIEI0BAHUS B COOTBETCTBUU C
Hacrosimumu [IpaBunamu. 3akmioueHnne COK Takke moAaTBepKIaeT (akr,
YTO B 3aKJIOYUTEIHLHOM OTYETE MEPBUYHbBIC JaHHBIE OTPAKEHBI JJOCTOBEPHO.
PykoBomuTens uccieqoBaHUsl 00si3aH yKa3aTh B 3aKJIIOYUTEILHOM OTYETE
o0nacTy HCCIIEOBaHUsI, HE COOTBETCTBYIOIIME HactosmmMm IIpaBunam

HaJJIeXkKaIel 1ad0paropHOil MPAKTUKHU, €CITU TAKOBBIE UMETUCH.
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8. Ciry»x0a oOecrieueHrs KaueCcTBa M MCCIIEIOBAHNS,
HE MPEHA3HAYCHHBIE JIJIS PEJICTaBICHUS
B YIIOJITHOMOYEHHbIE OPTaHbI

153. CootBercTBHe HacTosmmM [lpaBuiam sBISIETCS HOPMATHBHBIM
TpeOOBaHMEM  JUJIi  ONOOpEHUs  JOKIMHUYECKUX  (HEKIMHUYECKHUX)
uccienoBanuii. Hekotopsie ucneITareabHble 1a00paTopuu MPOBOIAT HA OAHOU
IJIOIIAJIKE UCCIIEIOBAHUS, KOTOPbIC MPETHA3HAYEHBI U HE TIPEAHA3HAYCHBI JJIs
NPEICTABICHUSI B YIOJHOMOYEHHbIE opraHbl. Ecnu wucciaenoBanusi, He
MpEeIHA3HAYCHHbIC IS TMPEJCTABICHUS] B  YINOJIHOMOYEHHBIE OpTaHbI,
IIPOBOMSTCS HE B COOTBETCTBUM CO CTaHJapTaMH HaJyIexallei 1abopaTropHon
MIPaKTUKH, 3TO, KAK MPABUJIO, HETaTHMBHO BIIMAET HA KAYECTBO NPOBEICHUS
UCCJIEIOBAHMIM, COOTBETCTBYIOIIMX HacTosAmuM [IpaBuiam.

154. B cniucke uccnenoBanuii, koHTpoinupyeMbix COK, momkHbl OBITh
yKa3aHbl KaK COOTBETCTBYIOIIHME, TaK WU HE COOTBETCTBYIOIIUE HACTOSIIINM
[IpaBunam uccienoBaHusl. ITO HEOOXOAMMO Il MPABWILHOTO IMPOBEICHUS
OLICHKM pabouell Harpy3ku, MPUTOJHOCTH HUCHBITATEIbHBIX J1a00OpaTOpuil u
BO3MO>KHOCTH B3aMMHOTO BIIMSIHUSI B IIPOLIECCE MPOBEAEHUS MCIBITAaHUN. J1Jist
BBINIONHEHUST  JnaHHOM  3amaun COK  nmomkHa uwMeTh  JOCTynl K
aKTyaJIN3UPOBAHHOMY JK3EMIUIIPY OCHOBHOTO IUIaHa-rpaduka. SBnsiercs
HEMPUEMJIEMBIM  3aSIBJISITh O COOTBETCTBHM MPHUHIMIAM  HaJJIeKalleu
71a00paTOPHON MPAKTUKKU YK€ HA4aToOro MCCIENOBaHUS, KOTOPOE M3HAYaJIbHO
HE COOTBETCTBOBaJIO TpeOoBaHusM Hactosamux I[lpaBun. Ecnu mposenenue
UCCJIEIOBaHMs, 0003HAUEHHOTO B Kay€CTBE COOTBETCTBYIOIIETO MPUHIUIIAM
HaJyIeKaIle 1ad0paTopHOIl MPAKTUKHU, MPOAOHKAETCS KaK UCCIIEOBAaHUE, HE
COOTBETCTBYIOIIEE TpeOOBaHUSM HacTosmmx IIpaBui, 3TO JOMKHO OBITh

YCTKO IOKYMCHTHUPOBAHO.
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9. ObecnieueHue KkauecTBa B HEOONIBIIUX
UCTIBITATEIBHBIX JJAOOPATOPUSX

155.B HeOombIIMX MCHOBITATENbHBIX J1a0OpaToOpusix MOXKeT ObITh
HelleJecoo0pa3HbIM cofliepKaHue TepcoHaIa, IpeaHa3sHaAYeHHOIO
uckirountesibHo st COK. PykoBoACTBO HO/DKHO HA3HAYUTh HE MEHEe OJHOTO
COTPY/IHMKA C MOJHOW WJIM YaCTUYHOW 3aHATOCTHIO, OTBEYAIOIIETO 3a pabory
COK. PerynsipHas u nocrosiHHas pabora nepcoHana COK nHeoOxommma mis
HAKOIUIEHHsl OIbITAa U 00ECHEeYEeHUs] KOPPEKTHOM MHTEpIpeTalu pesyibraToB
padoter COK. CoTpynHuKH, NpUHUMAIOLIME Yy4YacTHe B HCCIIEIOBAHHUSX,
COOTBETCTBYIOIMX HacTosAMM [Ipasuinam, MoryT BeinoaHsaTs pyukiuun COK B
OTHOLUEHUU JOKIMHUYECKHX (HEKJIMHUYECKHX) UCCISI0BAaHNH, IPOBOAUMEIX B
IpYyIUX OTHeNaxX UCHbITaTebHON Jjaboparopuu. JIMoM, He SBIISIOITHMCS
IITATHBIM COTPYAHUKOM HCIIBITATEILHOM 1a00paToOpyur, MOTYT BBIIOJHATHCS
¢ynkuun COK, ecnu obecneueHa HeoOxomumasi 3((eKTUBHOCTD, Tpebyemast
IUTSL COOTBETCTBHS HacTosuM [ IpaBuiiam.

156. TpeboBanus Hacrosiuux IIpaBun takke MOryT OBITH IPHUMEHEHBI
K MHOTOLEHTPOBEIM HCCIICAOBAHUSAM IIPU YCJIOBUU YETKOTO OMpPEIe/ICHUS

00111e}i OTBETCTBEHHOCTH 32 KOOPIAUHAIMIO MTPOBOAUMBIX PadoT.

1Onpeﬂenelme «IOCTATOYHEIH» MPHUMEHSeTCs B 3HAUEHHH «00ecrevyuBarONHi BO3MOKHOCTD
IIOJIHOT'O BBITIOJHEHHUS IIPOLELYPEl UCCIIeIOBAaHUN 1 oDecrieueHns ee KauecTBa B MCIIBITATEILHOM
1ab0paToOpuH B COOTBETCTBHHU ¢ TpeOOBaHUAMHE HAcTOAMKX [IpaBUI U pyKOBOJCTBA 110 KAaYeCcTRBY
JaHHOW  71abopaTopuu», ONpeAeNeHHe  «IIOJXOMSNIHI»  NpPUMEHsSeTcss B 3HAYEHHH
«o0ecneYHBAOMH  NPUHIMIMATBHYK)  BO3MOXHOCTH  OCYLIECTBJIEHHS  MPOIEIYPEI
HCCJICIOBAHHUN B COOTBETCTBHUH ¢ METOJHUKOH (METOIOM), MPEIyCMOTPEHHOH PYKOBOJCTBOM I10
KauecTBY nabopatopun u ee COID».

> B HACTOSLIHX [TpaBuiax HCHONB3YIOTCS KIAcCH(UKAIIMOHHBIE MOJXOJBI K BBISABJIEHHBIM
HECOOTBETCTBHAM («KPHUTHYECKHEY, «CEPBE3HBIE» W «IIPOYHE»), YCTAHOBJICHHKIE ITPaBHIAMHE

KOMHCCHEH, C YUETOM HX TIPHMEHEHHS B OTHOIICHHH OICHKH 0Oe3 oro
00BeKTA.



[MTPUJIOXEHUE Ne 1

k [IpaBwmitam Haasexarei JadboparopHoi
NPaKTUKU EBpa3uiickoro 3KOHOMHAYECKOTO
coro3a B cpepe oOparieHust JIeKapCTBEHHBIX
CpEICTB

TPEBOBAHUA
Kk npuMeHennio IlpaBua Haasexkamei JJadopaTropHou
npakTuKu EBpasuiicKoro 3JKOHOMHYECKOI0 COK3a
B cepe oOpaieHusi JeKAPCTBEHHBIX CPEICTB A5 MCCIeI0BaHui N Vitro

|. Onpenenenus

J1J1s1 11e1eid HaCTOSIEr0 MPUIIOKEHHS UCIIONIb3YIOTCS TIOHSTHUS, KOTOPhIE
O3HAYaloT CIEAYIOIIEE:

«KOHTpOJIb ~ pacTBOpuTenss  (pa3zbaButens, Hocutens)»  (control
vehicle) — oragenpHas dYacTh TECT-CHCTEMBI, K KOTOpPOH J00aBlIeH
pacTBOpUTENb, MpEAHA3HAYEHHBIM I OMNPENEIEHHOTO TECTUPYEMOro
oOpasia (00beKTa); KOHTPOJIb PACTBOPUTENSI MIPEAOCTABIISIET CBUJIETEIHCTBO
00 OTCYTCTBUUM BIIMSIHUSI BBIOPAHHOTO PACTBOPUTENS HAa TECT-CUCTEMY B
(aKTUUYECKUX YCIOBUSX MPOBEJCHUS aHAIN3A;

«kpuococyn» (cryovial) — cnennalibHBIN cocy JJIsi KpUOKOHCEpPBAIUU,
KOTOpPBIA COOTBETCTBYET OCOOBIM YCIOBUSAM, TaKUM KaK T€pPMETHUYHOCTb
3aKpBITUS, JaXe MPU HKCTPEMAIIbHO HU3KUX TeMIleparypax H pPe3KHX
nepenaaax TeMIepaTyp, BOSHUKIIUX B X0JI€ 3aMOPAXXUBAHUS U OTTalBaHUS;

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

COXPAHACTCA,



«Ha0Op /IS TPOBEJICHUSI UCTIBITAHU, TecT-Ha0op» (test kit) — roToBbIN
K HWCIIOJIB30BaHUIO HAOOp, BKIIOUYAIOIMIMA BCE KOMIIOHEHTHI, HEOOXOIMMBIC
JUTs TIPOBEICHUSI aHAJTN3a, UCIIBITAHNS (TECTUPOBAHMS) WIIA UCCIEIOBAHUS;

«HeoOpaboTaHHBIM KOHTpOJBY» (untreated control) — oTaenbpHas
HeoOpaOoTaHHasT  4YacTh  TECT-CUCTEMbI,  KOTOpas  XpaHUTCA B
MEPBOHAYATBHBIX YCIOBUSAX KYyJbTHUBHUPOBAHUS; HEOOpaOOTaHHBIM KOHTPOJIb
MIPEIOCTABIIIET UCXOIHBIC TaHHBIC O TECT-CUCTEME B YCIOBUSX MPOBEICHUS
aHan3a;

«OTpULATENBHBIN KOHTpPOJIBY (negative control) — oTaenbHas 4acThb
TEeCT-CUCTEMBI, 00paboTaHHass O0OBEKTOM (00pa3lloM), B OTHOIICHUHU
KOTOPOTO HM3BECTHO, YTO OTBETHOW PEAKIMHW TECT-CHCTEMBl Ha HETO He
MOCJICTyeT W TPHU BBEACHUHM OTPHUIATETLHOTO KOHTPOJSI TECT-CHCTEMa HeE
BBIJIACT OTBETHOM PEAKIINU B KOHKPETHBIX YCIOBUAX aHATN3A;

«TIOJIOKUTEIIbHBIM KOHTPOJb» (positive control) — oTaenpHas 4acThb
TEeCT-CUCTEMBI, 00paboTaHHass O0OBEKTOM (00pa3lloM), B OTHOIICHUHU
KOTOpPOTO0 U3BECTHAa OTBETHAsl pPEaKlMsl TECT-CUCTEMBI; IOJOKUTEIbHBIN
KOHTPOJIb CBHJIETEITLCTBYET O TOM, YTO TECT-CHCTEMa BBIIAET OTBETHYIO
PEaKIuio B KOHKPETHBIX YCIIOBUSIX aHAJN3a,

«CTaHAapTHBIN 00BEKT (0Opaszem)» (reference item) — pykoBojsIINE
yKa3aHusi 1O MPOBEICHHUIO HUCCIEAOBaHUM 1n Vitro BO MHOTHMX CIydasx
PEANUCHIBAIOT UCIOJIb30BAHUE COOTBETCTBYIOIIUX O0OBEKTOB
TIOJIOKUTEIHHOTO, OTPHUIATEIIBHOTO KOHTPOJIA M (MJIM) KOHTPOJISI pEeaKTHUBa
(pa3baBuTens, pacTBOPUTENS), KOTOPbIE, HE MOTYT CIYXWUTh B KadyeCTBE
«CTaHJIAaPTHBIX OOBEKTOBY» I KIACCU(PUKAIMK OTBETa TECT-CUCTEMBbI Ha
TECTUPYEMBbId OOBEKT, a MCHOJB3YIOTCA [JJIsi KOHTPOJIS HaJlexallen
XapaKTEPUCTUKH TECT-CUCTeMBbl. Tak Kak IeJib MCIOJIb30BaHUA 3THUX

O0OBEKTOB MOJIOKUTEIBHOTO, OTPUIATEILHOIO KOHTPOJS U (W) KOHTPOJIS
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peaKkTHBa MOXKET OBITh pPAcCCMOTpPEHA KaK aHaJIOT M€ HCIIOIh30BaHMUS
CTaHJIapTHOTO 00BeKTa (00pasia), ompeseaeHUe MOCASTHETO MOXKET TaKkKe
OTHOCUTBCSI K TEPMHUHAM «OOBEKTHI IOJOKUTEILHOTO, OTPHUIIATEIHLHOTO
KOHTPOJISL M (WJIM) KOHTPOJIS peakTrBay. OIHAKO CTENEHb OMPEACIICHUS HX
AHAJTUTUYECKUX XAPAKTEPUCTHK MOXET OTJIMYaThCd OT TpeOOBaHUM,
NPEABSIBISIEMBIX K  AHAIATHYECKUM  XapaKTEPUCTHKAM  CTaHIApPTHBIX
00BEKTOB (00pa3IIOB);

«TPaHCTECHHBIE KJICTKU (transgenic cells) - KJIETKH,
TpaHC(PEKTUPOBAHHbIE OJHUM (WJIM HECKOJBbKHMH) 4YY>XKEPOJIHBIM T€HOM
(reHamMu) W BCJIEACTBHE DOTOr0 OOJIaalOIUMe XapaKTEPUCTUKAMU M
GyHKIHSIMU, KOTOPBIE OOBIYHO HE MPUCYTCTBYIOT WM MPUCYTCTBYIOT TOJIBKO

MIPU HU3KHUX YPOBHSIX SKCIPECCUU B POJIUTEIIBCKOMN KIIETKE.
1. O0s3aHHOCTH
1. PyKOBOJICTBO MCHIBITATEILHOM JTab0OpaTopuu

BOnpimass  yacTh  OOSI3aHHOCTEH ~ PYKOBOJACTBA  HCIBITATEIBHOM
nmaboparopum SBISETCS OOIed W B pPaBHOH Mepe MPUMEHSETCS s
PYKOBOJICTBA HCITBITATEIBHOM 1a00paTOpHH MPH BBITIOJTHEHUH HCCIICTOBAHHUNA
invitro u in vivo (HanpuMmep, TpeOOBaHHMS K PYKOBOJCTBY HCIHBITATCIHLHOU
Ta0opaTopur O HEOOXOMUMOCTH OOSCHCUYWTh HAJIUYHE JOCTATOYHOTO
KOJIMYECTBA  KBAIM(UIIMPOBAHHOTO  IEPCOHANa,  COOTBETCTBYIOIIETO
00OpYIOBaHMsSI W anmaparypel JUIsl CBOCBPEMEHHOTO M HaJUICXKAILETo
NPOBE/ICHUST UCCIIeZ0BaHuUs). PYKOBOJICTBO HCIBITATEIBHON JIabopaTopuu
IOJDKHO OBITH OCBEIOMIIEHO O TOM, 4YTO HCCIENOBaHHE IN VItro Moxer
COIPOBOXKIIATHECS BO3JIOKCHHEM Ha HETO JIOTOJHUTEIBHBIX O0S3aHHOCTEH.
Hampumep,  pyKOBOACTBO  HUCIHBITATEIBHOW  JIA0OpPATOPHHM  JIOJDKHO

NpeaoCTaBJIATL T'apaHTUHW, TOYHOT'O IMOHUMAHUA IICPCOHAIOM HCIIBITATEIIbHOM
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J1abopaTopuy BBRITIOTHIACMBIX QyHKIWH. [ uccmenoBanuii in Vitro ato Mmoxer
TpeboBaTh HEOOXOAMMOCTH MPOBEACHUS CIEIUATBLHOTO OOY4YEeHUS MepcoHasa
UCIIBITATEIbHOW JIA0OpaTOpuu aceNTUUYECKUM MPOLEypaM U OOpaleHUIO C
OMOJIOTMYECKH OMACHBIMH Marepuaiamu. J[as uccienoBanus in Vitro moryt
oTpeOOBaThCS BBIJICJICHUE CIICIIMAJIBHBIX 30H U BBIMOJHEHUE TPOLEAYp IS
MPEAOTBPAIICHUS 3arpsi3HEHUsS TECT-CHUCTEMBI. KpomMe TOro, pykoBOICTBO
UCIIBITAaTeIbHOW ~ JTadopaTopuM  JIOJDKHO ~ OOECHEYMTh  COOTBETCTBHUE
HCIIBITATeIbHOM JTabopaTopuu TpeOOBAaHUAM MPUTOTHOCTH JJIsl UCCIICIOBAHUS.
JIJIss HEKOTOPBIX HCCIIEAOBaHUM IN VItro TpeOyeTcss mpUMEHEHHE B IPOLECCe
WCCJIEIOBAaHMS MCKIIIOUYUTEILHO TATeHTOBAHHBIX MaTEpHalOB WJIM HaOOPOB.
HecmoTps Ha TO 4YTO Marepuasbl, HCIOIb3YEMBIE B HCCICHOBAHUH,
COOTBETCTBYIOIIEM TMpaBW/aM  HaJJjiekKallell 1adopaTOpHOM  MPAKTUKU
EBpa3suiickoro 3KOHOMHYECKOTO COI03a, yTBEpXKIaeMmbiM EBpasuiickoin
HPKOHOMHUYECKOW KOMHUCCHEW (majee — TmpaBWiia), JOJKHBI MPOU3BOAUTHCI U
TECTUPOBAThCA HA COOTBETCTBHUE C MCIIOJB30BAHUEM HAJJICKAIIECH CHUCTEMBI
KayecTBa (TO €CTh OCHOBHYH) OTBETCTBEHHOCTh 3a HMX COOTBETCTBHE
TpeOOBaHUSAM MPaBUJI HECET M3TOTOBUTENbh WJIM MOCTABIIUK), O0S3aHHOCTH
PYKOBOJICTBA  HCIBITATEIBHON  Ja0OpaTtopuud  MOATBEPAUTH, YTO  3TO
TECTUPOBAHWE HAa COOTBETCTBHUE COOTBETCTBYIOIIMM OOpPa30M BBIMOJHEHO
MyTEM OIIEHKU JEATEIbHOCTH, METOIWK M TOJUTHK B O0JIAaCTH KayecTBa y

MOCTABIIMKOB MPOIYKIIHH.
PyxoBonurens uccienoBaHus

OOmue o0O0sS3aHHOCTH PYKOBOAMTENS MCCIEAOBAHUS, YKa3aHHbIE B
NpaBWIax HE 3aBUCAT OT THIA WCCIEAOBAaHUA W TPUMEHSIOTCS K
MICCIIEOBaHUAM IN Vitro. PykoBomuTenb UCCIeIOBaHUS TPOIOIDKACT SBISITHCS

INTaBHBIM M CANMHCTBCHHBIM JIMIIOM B o0ecreueHN N KOHTPOJISI UCCIICAOBAHUA U
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HECET OTBETCTBEHHOCTh 3a 0OImee TMPOBEICHWE HWCCICNOBAaHUS U
hopMUpOBaHKE 3aKITIOYUTEILHOIO OTYETa 00 UCCIIEIOBAHUMY.

B wuccnemoBanmsx N VItr0 pyKOBOIWTENL HCCICIOBAHMS JIOJDKCH
yAENIATh 0c000€ BHUMaHHE JAOKYMEHTaJIbHOMY O(GOPMIICHHIO OOOCHOBaHUS
BbIOOpa U XapaKTEPUCTUKU TECT-CUCTEMbI, TO €CTh €ro OOS3aHHOCTU B
UCCIIeIOBaHUAX IN VILr0 Oomee CIOXKHBI JUIS HAJUICKAIIETO OCYIIECTBICHUS.
Hcnonp30BaHre  OMpEAENIEHHBIX  BUAOB  OPraHU3MOB  HEOOXOIMMO
O00OOCHOBBIBATh TYTEM JIOKYMEHTAIBHOTO TOATBEPKICHUS XapaKTEPUCTHK,
KOTOpBIE JIeJal0T MX MOIXOMALIEH MOAENbIO ISl OLIEHKH HMHTEPECYIOIINX
uccinenonarenss 3¢G@GeKToB. XapaKTEpUCTUKA OIPENEIEHHOTO >KUBOTHOTO
MOKET OBITH BBHITIOJTHEHA ITyTEM COCTABJICHHS TOKYMEHTA C YKa3aHHEM BHIA
KUBOTHOTO, IITaMMa, CyOIlTaMMa, HCTOYHHWKA TIOCTaBKH, Beca Tela, moja U
BO3pacTa.

Jiis 000CHOBaHUs BBIOOpA TECT-CUCTEMBI, B YaCTHOCTH, Tpedyercs,
4TOOBI PYKOBOAMUTENb UCCIIEIOBAHUS TOKYMEHTAJIBHO MOATBEPINII, YTO METO/
UCCJIEIOBaHUsT OBbLT O0OpEH YIOJHOMOYEHHBIM OpPraHoM (IKCIEpTHOU
OopraHu3zalyeil) rocyiapcTsa — uieHa EBpa3uiicKOro 3KOHOMHUYECKOTO COH03a
(mamee — rocynapCTBO-WJICH) WU SIBISIETCS CTPYKTYPHO, (DYHKIIMOHAJIBHO U
(MJIM) MEXaHWYEeCKH aHAJIOTMYHBIM OQUIIMAIBLHO OJOOPEHHOMY ITAJIOHHOMY
MeToAy wuccienoBanuil. llepen  Wcronb30BaHMEM  HOBBIX — METONIOB
UCCJICIOBAHUM,  SIBISIIONIMXCA ~ CTPYKTYPHO, (DYHKUHMOHAIBHO U (WIJIH)
MEXaHWYECKH CXOMHBIMU C O(PHUIMAIBEHO OJOOPEHHBIM STAJIOHHBIM METOIOM
WCCJICIOBAaHUM, pPYKOBOAWTEIh HWCCIACMOBAHUS JIOJDKEH  IPEIOCTABUTH
JIOKYMEHTAJIbHOE TOJTBEP)KIEHHE O TOM, YTO HOBBI METOIl HMCCIIEIOBAHUN
UMEeT  comocTaBUMyI0  3((EKTUBHOCTH TIPU  OILIGHKE IoKa3aTesen
UCCJIEyEeMOrO  BeIllecTBa  (JIEKAPCTBEHHOTO  CPEACTBA) C  MOMOIIBIO

HaJJIeXkKaIero oopasima cpaBHeHUs (KOHTPOJIBHOTO 00pasIia).
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JlokyMeHTalIbHOEe O(OPMIICHHUE XapaKTEPUCTHK CHCTEM IN VItro Moker
OKa3aTbCsl 3aTPyNHUTETBHBIM. HecMOTpss Ha TO 9YTO PYKOBOAHMTEIH
WCCJICIOBAHMS, C TIOMOIILIO MTOCTABIUKA TPOAYKIINH, B PSAC CITydaeB MOXKET
OBITH CIOCOOEH JOKYMEHTAJIbHO MOATBEPIUTH HEKOTOPHIE XapaKTEPUCTUKU
TECT-CUCTeMBbl  (Hampumep, JIMHUIO  KIETOK, Bo3pacT  (Iaccaxu),
MIPOUCXOKJECHUE), OH TakKe JOJDKEH OXapaKTepU30BaTh TECT-CUCTEMY,
JOKYMEHTAIbHO 3a(UKCUPOBAaB, YTO OHA oOO0ecleynBaeT HEOOXOAUMYIO
HAJIEKHOCTh  TMPH  OLEHKE  TOKa3aTeleld  HCCIETyeMOro  BEIECTBa
(JIekapCTBEHHOTO CpEACTBA) C MOMOIIBIO HaJJIeXkKaIIero oodpasia CpaBHEHUS
(KOHTpOJIBHOTO ~ oOpasiia), BKJIIOYas, NPH HEOOXOAUMOCTH, OOBEKTHI
MOJIOKHUTEIHHOTO, OTPHUIIATEILHOTO KOHTPOJIs, HEOOpaOOTAaHHOTO KOHTPOJIS U
(u) OOBEKTHI KOHTPOJISI pacTBopuUTesied. B 0CoOBIX ciaydasx JIOMycKaeTcs
WCTIOJb30BaHNE TTATCHTOBAHHBIX MAaTepUajOB WM HAOOPOB IS MPOBEICHUS
UCIIbITaHuH IN Vitro. Hecmotpst Ha To, 4T0 3(p(PEKTUBHOCTD TAKUX MaTEPUAIIOB
WIM UCIBITAaTeNbHBIX HA0OpPOB JOKHA OBITh TapaHTUPOBAHA IMOCTABIUKOM,
POU3BOAUTENIEM WM TAaTEHTOOONagaTeNieM, PYKOBOJCTBO HCIBITATEIbHOU
1aboparopuy HECET OTBETCTBEHHOCTh 3a TO, YTO BBIOPAHHBIN IOCTABIIUK
COOTBETCTBYET KPHUTEPUSM Ka4eCTBa, KaK 3TO YKa3aHO BhIIIE (HampuMep,
MyTeM TMPOBEPKHU ACSATEILHOCTH, METOJUK U TMOJUTUKH B OOJACTH KauyecTBa
MOCTaBIIMKAa TNPOAYKIMH). PyKoBOIWTENh HCCIEAOBAHMUS OTBEYaeT 3a
MOJTBEPKIEHUE TOTO, YTO XaPaKTEPUCTUKH TaHHBIX MAaTEPUAIIOB WM HA0OPOB
JCHCTBUTEIIBHO OTBEYAIOT TpeOOBaHMWAM K Ka4eCTBY ¢ HAJS)KHOCTU
pEe3yABTaTOB TPOBEIEHUS HWCCICNOBAHUS W YTO HAOOPHI IS TPOBEACHHS
UCCJICIOBAaHUS  JIOJDKHBIM ~ 00pa3oM  BaJIMUIUPOBAHBI U TOAXOIAT  JJIA
npeIHa3HAaYeHHON 1enu MpuMeHeHus. [locKonbKy KayecTBO U HAAEKHOCTb
TUX MAarepuajoB WM HCIBITATEbHBIX HAOOPOB HAIPSAMYIO BIUSIOT Ha

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



PYKOBOAUTENb HCCIEAOBAHUSL THIATEIbBHO HW3YYWJI U KPUTHUYECKUA OIEHUJI
MOJIHOTY Y NPUEMIIEMOCTh JOKYMEHTAllMM IO KOHTPOJIO KauyecTBa,
MPEICTABICHHYIO MOCTABIIMKOM. PyKOBOIUTENh UCCIEAOBAHUS JTOJKEH OBIThH
COCOOEH OIIEHUTh COOTBETCTBHE CHCTEMbI KadyeCTBa, HCIIOIb3yeMOM
U3TOTOBUTEIIEM, U UMETh B HAJIUYHUHM JOKYMEHTBI, HEOOXOIUMBIE ISl OIEHKH
MPUTOJHOCTH TECT-CUCTEMBbI ISl MCIIOIb30BaHUS B Pa0dOTE MCIBITATEILHOM
nabopatopuu (HarpuMep, pe3yabTarbl HCCIEIOBAHUN XapaKTEPUCTUK TECT-

CUCTEMBI).
[lepcoHnarn, yqacTByIOLIUHN B UCCIETOBAHUU

[lepcoHan, ydYacTBYIOIIMA B HCCIACAOBAHWU JIOJDKCH TIIATEIHHO
coOmonarb, TpeOOBaHMS K AaCENTHUYECKUM YCIOBUSM (€CIM 3TH YCJIOBHS
TIPUMEHSFOTCS B WCIIBITATEIIbHOM nabopaTopun), BBITIOJIHATD
COOTBETCTBYIOIIME TMPOLCAYPHl TMPHU TPOBEIACHUH HCCIEIOBAaHUK N Vitro,
9TOOBI N30€KaTh MATOTCHHOTO 3arPS3HEHUS TECT-CHCTEMEI.

[lepcoHan, yd4YacTBYIOIIMA B WCCICIOBAaHUH JODKCH IPHUMEHSTH
HEOOXOTUMBbIE METOAUKA M TEXHHUKH, YTOOBI HM30ekKaTh IEePEKPECTHOTO
3arpsi3HEHUS MEXAY TECT-CUCTEMAaMH U 00€CTIEYUTh YNCTOTY MCCIIEIOBAHNA.

Ilepconan wuccnemoBaHHus MOKEH 3HATh W CTPOTO IPHACPIKHUBATHCS
TpeOOBaHUI K N30JIMPOBAHHUIO TECT-CHCTEM M TPEOOBAHUM K MCCIICIOBAHUSIM C
NIPUMCHEHHEM OHOJIOTHYECKH OIAacHBIX MaTepuajioB. Bo BpeMs IpoBemeHUs
UCCIICIOBAaHUI  INVILr0O  ciieAyeT  NPUMEHATh  HaIJICKAIHEe  MEpPbI
IPETOCTOPOKHOCTH, YTOOBI CBECTH K MUHUMYMY PHUCKHU MPHU UCIOIB30BaHUN

OITACHBIX XMUMUYECKNX BEIIECTB.
I11. O0ecrnieuenme KauecTBa

HGHTCHBHOCTB, CBiA3aHHAas1 C CJ'IY)K6OI\/JI oOecrieueHns KadyecTBa (I[anee -

COK), He3HauuTEIbHO pa3jMyacTcs IS HCCAeIOoBaHMU 1N VItro u in vivo.
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HccrnenoBanus iN VIitr0 B OTHENBHBIX CIyYasX MOTYT KJIACCH(PHIIMPOBATHCS
KaK KpaTKOCPOYHBIE HCCIEOBAaHUS, B TaKUX CIydasX MPUMEHSIOTCS
TpeOoBanus mpuiaokeHus Ne 6 k mpaBwiaMm. Takum oOpazom, MogoOHBIE
HCCJIEIOBaHMS MOTYT OBITh pouHcIiekTupoBanbl COK, eciii 3T0 yCTaHOBJIEHO
U JIOMYCKAeTCsl  3aKOHOMATEIbCTBOM  TOCYHapCTB-YJIEHOB, Ha OCHOBE
porpaMMbl MHCIIEKTUpOBaHUs mporeccoB. [IpaBuna Tpebytot, ytoObr COK
HMHCIIEKTUpPOBaJia, IJaBHBIM 00pa3oM, KpuUTHYeCKHE (a3bl MCCICAOBaHUSA,
IO3TOMY HEoOXomuMo, 4YToOBl B wuccienoBanusx invitro COK Owuia
MOJIHOCTBIO OCBEIOMJIEHA O TOM, YTO M3 Ce€O0sl MPEACTABISIOT KPUTHYECKUE
dba3pl M KPUTHYECKHWE AacCHeKThl TaKWX HcclenoBaHui. PykoBomurtento
UCCJIEIOBAHMS, BEAYIIUM HCCIEAOBATENIIM U IMEPCOHATY, YYacTBYIOIIEMY B
UCCJIEIOBAHNM, HEOOXOJMMO COBMECTHO pa3paboTaTth PYKOBOJCTBO IIO
npoBenennto uHcnekuuid COK B coorBercTByronux obnactsx. [Tockonbky
mporpamMma o0ecCIiedeHHsT KadyeCcTBa JI0HKHA 00s3aTeNIbHO PaCIIPOCTPAHATHCS U
Ha CIEIHAJIbHbIC aCIEKThI MUCCIEIOBaHUi IN VItro, oOpa3oBaHue U OOydeHHE
nepcoHasia COK nomkHO OBITH HANpaBJICHO Ha CIIOCOOHOCTh YCTAHOBUTH
MOTEHIIMAIbHBIE MPOOJEMBI B CHEIU(PUYECKUX O00JaCTAX HCCIEI0BAHUS
In vitro.

Cremududeckue o0macTd  UccieAoBaHus  IN VItro,  momjieskariye
WHCIIEKTUPOBAHUIO, MOTYT BKJIIOYaTh B C€Os CIEAYIOIIME MPOIEAYPHl U MEPHI
(HO HE OTPAHUYUBAIOTCS UMU):

MOHUTOPHHT BJIMSIHUS MApPTUM KOMIIOHEHTOB KJIETOYHBIX M TKAHEBBIX
KYJbTYpPadbHbIX  CpE€l,  SIBISIONIUXCS  KPUTUYECKHM  BAaXHBIMU  JJIS
3¢h(HEKTUBHOCTH TECT-CUCTEMbI (Hampumep, ¢eTajabHas TeIs4dbsi ChIBOPOTKA),

U IPYyTUX MaTeprasioB Ha 3PPEKTUBHOCTh TECT-CUCTEMBI;
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OlleHKa 1 oOecrieueHre (GyHKIUOHAIBLHOTO U (WIu) MOP(OIOTHYECKOTO
craryca (M IEIOCTHOCTH) KIIETOK, TKaHEH U JPYTHuX WHAUKATOPHBIX
MaTepuasoB;

MOHHUTOPHUHI TOTEHIIMATBHOTO 3arpsi3HEHUS] UY>KEPOJHBIMHU KIIETKAMH,
MUKOIIJIa3MaMHU U APYTUMHU [aTOT€HAMU WK APYTUMHU CITy4YalHBIMHU areHTamu;

OUYMCTKA U 00€33apakuBaHuE 00OPYIOBAHUS U anmaparypbl U CBEJICHUE
K MUHUMYMY HCTOYHHMKOB 3arps3HEHHUS HCCIEAYEMBIX 3JIEMEHTOB U TECT-
CHUCTEM;

oOecClieueHre  HAJJIeKAIlEr0  HMCHOJb30BaHUS U OOCITY>KHUBaHUSA
CHELMATU3UPOBAHHOTO 000PY/I0BaHUS;

oOecrieueHne HaJJIeKaled KPHUOKOHCEPBAIMM MW BOCCTAHOBIICHUS
KJICTOK U TKAHEH;

oOecIieueHne HaAIJICKAINX YCIOBUN 11 W3BJICUECHUN MaTepHAIIOB
MI0CJI€ XpPaHEHHUS B 3aMOPOKEHHOM COCTOSIHUU;

oOecreueHre CTEPUJIbHOCTH MarephaioB M TOCTABOK, HCIOJIb3YEeMBbIX
JUTSI KIIETOYHBIX U TKAHEBBIX KYJBTYD;

MOJIZICpKaHUE COOTBETCTBYIOIIETO PA3ACICHUS MEXKIY PpPa3IndHBIMH

HCCJIEIOBAHUSAMU U TECT-CUCTEMAMHU.
IV. ITomenienus
1. O6mume TpedoBaHuUs

HpaBI/IJ'Ia YCTAaHABJINBAIOT, 9YTO HCIIBITATCIIBHBLIC J'Ia60paT0pI/II/I JOJIXKHBI
COOTBCTCTBOBATH Tpe6OBaHI/I$IM, NpCABABILICMBIM K Ka4CCTBY M HAJIC)KHOCTHU
PE3YJIIbTATOB  BLINIOJIHACMBIX B HHUX HCCHeﬂOBaHHﬁ, a TaxKKC 4YTO B
HCIIBITAaTEeILHOU J'Ia60paT0pI/II/I cIeayer noaacp’KuBaTb COOTBETCTBYHROIICC
Pa3acJICHUC 00s13aHHOCTEH IIepCoHaada MCXKAY PA3INYHBIMU BHUIAMU

ACATCIbHOCTH, yTOOBI 00€CIEYUTH HaJICKamee M 6CCHpeHHTCTBCHHOC
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BBIIIOJTHEHUE KaXKI0T0 UCCIIeAoBaHMs iN Vitro. [ mpoBeneHus HCClIea0BaHNM
In Vitro xak npaBmiI0 HEOOXOIUMO OrpaHUYECHHOE padouee MPOCTPAHCTBO U HE
TpeOyeTCs BBIICIICHUS CIICITUAIBHBIX TOMEIIEHUH, B KOTOPBIX HE JIOMYCKaeTCs
IPOBOIUTH  JIPYTHE JOKJIMHUYECKHE (HEKIMHUYECKHE) HCCICIOBaHN,
IIO9TOMY TPH IPOBEACHUHU MCCIEIOBaHMH IN VItro ciaeayer npeanpruHaTh MEPhI
B IIENIAX OOECIeUeHUs HaJICKAIICTO Pa3IeICHUs PAa3JIMIHBIX HCCIICI0OBAaHUN

IN Vitro, mpoBOAMMBIX OJHOBPEMEHHO B OJHOM U TOM e 30HE (IIOMEIICHUH ).
2. ITomerieHus o1 TECT-CUCTEM

Jns  obecrniedyeHHs] W30JSLUMU TECT-CUCTEM HEOOXOIMMO HUMETh B
HJIMYUKM JOCTATOYHOE KOJIMYECTBO 30H (IIOMEUIEHMI), UYTOOBI CBECTH K
MUHUMYMY  BO3MOXHOCTb  3arpsSI3HEHUSI  TECT-CUCTEM. BO3MOXHOCTH
NOTEHLUMAJbHOIO  3arpsi3HEHUs,  NEPEKPECTHOTO  3arpsi3HEHUs,  WIU
NEepEeryThIBaHUsI OOBEKTOB HE JIOJKHA YIPOXKaTh LEIOCTHOCTU KAXKIOM M3
TECT-CUCTEM U OTIEJIbHBIX UCCIIETOBAHUI.

Jlonmyckaercs HMHKYOMpOBaTh KJIETKM WM TKaHU, YYacTBYIOLIUE B
Pa3IMYHBIX UCCIIEIOBAaHMIX, B OJHOM U TOM K€ UHKYOaTrope IpH yCIOBUH, YTO
UX pasiercHue 00eCleYeHO B JTOCTaTOYHOW CTENEHM (HAlpuMep, HAHECEHbI
COOTBETCTBYIOIINE HUIECHTU(UKATOPBI, METKH WJIA KCIOJIb3YETCS Pa3iesIbHOE
pa3MmelleHue OObEKTOB JUISl OTIMYUS HCCIEAOBAaHMM W T.A.), U HU OJAMH
UCCIIEYEMbId KOMIIOHEHT HE SBJSIETCS JOCTAaTOYHO JIETyYdUM, YTOOBI
3arpsA3HUTHh  JIpyrMe  OOBEKThl  MCCIENOBaHMS  NPU  COBMECTHOM
MHKYOUpOBaHUH.

Pa3znenenne kputnyeckux (a3 UCCIETOBAHUI MOXKET OBITH BO3MOXHBIM
HE TOJIBKO B IMPOCTPAHCTBE, HO U BpEMEHU. MaHUNYISIUS C KIETOYHBIMU I
TKAaHEBBIMU KYJIbTypamMH (Hampumep, MpoUeaypbl CyOKyJIbTHBUPOBAHUS,

I[O6aBJ'ICHI/IC HCCIICAYCMOI'0 DJICMCHTA U T. I[.) KaK IIPpaBHJIO, BBIIIOJHACTCA B
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30HaX C BEPTUKAIbHBIM JJAMUHAPHBIM BO3[yXOIOTOKOM B IEJSIX 00€CIICUCHHS
CTEpWIBHOCTH W 3alllUThl TECT-CUCTEM, I[IepCOHaNa, Y4YacTBYIOIIETO B
UCCIIEOBAaHUM U OKpYKAIOIIEeW cpelpl. B TakoM cilydae COOTBETCTBYIOILEE
paszelieHde g TPEeJOTBPAEHUS TMEPEKPECTHOTO 3arpsS3HEHUs] MEXKIY
OObEKTAaMU  Pa3IMYHBIX  MCCIEAOBAHUWA  MOXHO  OOECIEUUTh  IyTEM
MOCJIEIOBATEIbHBIX MAHHUMYJSIIIUNA C UCHBITATENIbHBIMUA TECT-CUCTEMAaMH,
UCIIOJIb3yeMbIMH B KaXJOM U3 MCCJEIOBAHMUM, C MOMOIIbIO TIIATEIHHOMN
OYUCTKM U 00e33apakuBaHus (CTepuiM3aliiu) paboyux MOBEPXHOCTEH
KabMHeTa M COOTBETCTBYIOUIETO  JTAOOparopHoro  oOOpydOBaHUS,
UCIOJIb3YEMOT0 Ha PA3JIMYHBIX dTaax UCCieoBaHus (Mpyu HEOOXOTUMOCTH).
BaxHpIM acrieKTOM TPOBEACHHS HCCIIEAOBaHUN IN VILr0  sBisercs
HAJIMYUE OTBEJICHHBIX 30H (ITOMEIIEHUM) CO CHEIUaIbHBIM 00OpPYIOBAHUEM,
o0ecreynBaIINX JOJATOCPOUHOE XpaHeHue Tect-cucreMm. O0opynoBaHue (B
TOM YHCJI€ KOHTEHHEPHI AJI1 XpaHEHHUs) TOJKHO 00eCreurnBaTh HEOOXOAUMbIE
YCIIOBUS ISl COXPAHEHUS 1IEJIOCTHOCTH TECT-CUCTEM B TE€UEHHUE JIUTEIHLHOTO

BPCMCHHU.

3. [omemenus 11t 00pabOTKH HCCIETYEMBIX BEIIECTB
(JIeKapCTBEHHBIX CPEJICTB) U 0OPA3IOB CPABHEHUS
(KOHTPOJIBHBIX 00pa3IIoB)

TpeboBanus  mpaBun K  00pabOTKEe  MCCIEAYyEeMbIX  BEIECTB
(JIekapCTBEHHBIX CPENICTB) U 0OPa3IOB CpaBHEHUS (KOHTPOJIbHBIX 00PA3IoB) B
OTHOIIIEHUU MPEAOTBPAIICHHS UX MEPEKPECTHOTO 3apaXCHUs] B paBHOM Mepe
OTHOCSITCSI K OOBIYHBIM HCCIICOBAaHUSAM W HccienoBanusM In Vitro. Tlpu
IIPOBEICHUH HUCCIIEIOBAHUI in vitro HEOOXOIMMO YYUTHIBATh
JOTIOJTHUTENBHBIM aCMEeKT: MOCKOJIbKY COOJIOIEHNE CTEPUIIBHOCTH SBIISETCA
KPUTUYECKUM (PakTOpoM [UIsl HaAJIeXkKallero MPOBEICHUS HCCIEI0BaHUN

in Vitro, cienycer O6CCHC‘II/ITB, YTOOBI IMOMCIICHNA WJIN 30HBI, UCIIOJIB3YCMBIC
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JUIsl TIOATOTOBKM M CMEIIMBAHUS HCCIEAYEMbIX U HTAJOHHBIX BEIIECTB C
HOCHUTEJSIMU (CBSI3YIOIIMMH BEUIECTBAMU), ObLIIM OCHAILIEHBI TAKUM 00pa3om,
YTOOBI MOXHO OBUIO pabOTaTh B ACENTHUYECKHX YCIOBUSIX U TEM CaMbIM
3aIIUTUTh TECT-CUCTEMY U XOJl BCETO UCCIIECAOBAHUS B I1€JIOM ITyTEM CBEJICHUS
K MHHUMYMY BO3MOXXHOCTH 3arpsi3HEHUST B  TIPOIECCE  IOATOTOBKH

TECTUPYEMBIX U CTAHJAPTHBIX 0OBEKTOB (00Pa3IIoB).
V. OGopynoBanue, MaTepUalibl U peareHThI

CranpmapTHeie TpeOOBaHMS, KOTOPbIE TMPEABSABISIOTCS K amnmaparype,
UCIOJIb3YEMOU B UCCIIEOBAHUSIX, TPOBOAUMBIX B COOTBETCTBUH C IIPABUIIAMH,
B PaBHOHM CTEIEHW NMPUMEHHMMBI M K almaparype JUIsd MCCieAoBaHuid in Vitro.
Opnako, MMEIOTCS CIHelHanbHble TPEOOBaHUS W OCOOCHHOCTH, KOTOPHIE
HEOOXOMMO  YYHMTBIBATH B  paMKax  HcciemoBaHuii  In vitro.  Jlms
JOCTOBEPHOCTH W HAJICKHOCTH PE3YJIBTaTOB KaXIOT0 HMCCICIOBaHUS IN Vitro
HEOOXOUMO O0ECHeUnTh HaJUIeKaAIIUe YCJIOBHUS JJisi  UCIOJIb3yeMOTO
0o0OpyIOBaHUS, T.€. HYKHO TMPOBOJUTH €ro pErysipHOE TEXHUYECKOE
oOcinyxuBaHue (Hampumep, IIKaQoB C BEPTUKAJIBHBIM  JAMHUHAPHBIM
BO3/IyXOMOTOKOM WJIM MHKYyOaropoB), KOHTPOJIb M KaJMOPOBKY (Hampumep,
MHKPOBECOB 151 MUKPOIHIIETOK ) (mpu  HEOOXOAUMOCTH). Hns
CHELMAIU3UPOBAHHOTO  O0OOpY/IOBaHUSI  CJEAYeT 3apaHee  YCTaHOBUTH
KPUTUYECKHE MapaMeTphl, TPeOyIoIIe TOCTOSHHOTO KOHTPOJISE MJIM KOHTPOJIS
OpeeibHbIX OTKJIOHEHUH BEJIMYMHBI, a TakKe MPUMEHSITh YCTaHOBKY
CHEIUATBLHBIX YCTPOMCTB, CATHAIU3UPYIOMINX 00 OTKJIIOHEHUU MTapaMeTPOB.

TpeboBaHusi mpaBuUi K pearecHTaM B OTHOIIEHUHM UX MapKUPOBKU H
CPOKOB TOJHOCTH B pAaBHOM CTENEHU TNPUMEHSIIOTCS M K pearcHTam,

UCTIONB3YEMBIM IS KCCIIEA0OBaHuUH iN Vitro.
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VI. TecT-cucremMsl

Tect-cucTemsl IN VItro — 310, Kak MpaBHIO, OMOJOTUYCCKHUE CHUCTEMBI,
XOTsI B YACTHBIX CIIy9asX B KauyecTBE albTEPHATHBBI CTaHIAPTHBHIM
UCCIICIOBAaHUAM N VIVO, MOTYT HCIOJb30BaThCs (PU3UKO-XMMHUYCCKUE TECT-
CUCTEMBI (HampuMep, KOMIUIEKT T€HOB JIJI1 TOKCUKOT€HOMUKH), JTHOO Npyrue
AHATTUTHYCCKHE METOHOJIOTHH (Hampumep, pu W3y4YCHUU
TOKCUKOMETAaOOHOMMKHM). McrbITarenpHble HAOOpHI, BKIIIOYas MaTEHTOBAHHbBIC

UCIIBITATENIbHbIE HA0OPBI, JOHKHBI TAKKE CUUTATHCA TECT-CUCTEMaMU.
1. YenoBust 115 copepanust (XpaHeHHs1) TECT-CUCTEM

Cremyer 3apaHee YCTaHOBHTH TPEOOBaHUS K COMAEPIKAHUIO (XPaHEHHUIO)
TECT-CUCTEMBI, TMOAJEPKUBATh W BECTH MOHUTOPWHT BHEMTHUX (HaKTOPOB
HEOOXOTUMBIX Ui 0OECIIeYeHHsI Ka9eCTBA W IEJIOCTHOCTH TECT-CHCTEMBI BO
BpEMS XpaHEHUS U B XOJIE CAaMOTO HCCIICIOBAHUSI.

Jlsisi KOHTpOJsl 0OecIieueHrsl YCIOBH CONEpKaHUs (XpaHEHHs) TEeCT-
CHCTEM MPUMEHSIOT TPOIISTypPhl JOKYMEHTAILHOTO yUeTa:

BbIOOpA TPEOOBAHMI K COMIEPKAHUIO (XPAHEHUIO) TECT-CUCTEM;

MOJIZICPKaHUS 33JaHHBIX TTAPAMETPOB JJII BHEITHUX (PaKTOPOB,;

MOHUTOPUHT JKH3HECIIOCOOHOCTH W PEAaKTUBHOCTH TECT-CHCTEMHI,
BKJTIOYAsT PETUCTPALIUIO KOJIMYECTBA MEPECEBOB KIIETOK U TIOKA3aTeIl BpEMEHH
YABOCHUS TIOITYJISIIIHH.

Crnemyer perucTpupoBaTh YCJIOBUS OKpYXaloIIed cpeapl (Hampumep,
yYpOBEHb KHUJIKOTO a30Ta B CHCTEME KpPHUOKOHCEpBAIlMW I XPaHCHUS,
TEMIIEPaTypy, BIAKHOCTh W KOHIIEHTPAITMIO YIIIEKUCIIOTO ra3a B MHKybaTopax
U T. I.), a TaK)Ke JIOObIE MAHUITYJISIIUU C TECT-CUCTEMOM, HEOOXOMUMBIE JIJIst
NoJIep)KaHusl €€ KadecTBa W IEJIOCTHOCTH (Hampumep, oOpaboTka

AHTHOMOTHKAMH NN HpOTI/IBOI’pI/I6KOBBIMI/I CpcacTBaMu,
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CYOKyJIbTUBUPOBAaHUE, W30UPATEIbHOE KYJIBTUBUPOBAHUE ISl CHUDKEHUS
YaCTOThl CHOHTAHHBIX COOBITUIM MyTaumii). CoxpaHeHHe HaJIekKaIUX
YCJIOBHUI OKpY:Karollel cpeibl BO BPEMsI XpaHEHUSI TECT-CUCTEMBI B OOJIbIIIECH
CTEIICHH BIIMSCT HA KAueCTBO JAHHBIX, MOTYYaeMBIX OT TECT-CHCTEMBI iN Vitro,
4eM OT OOBIYHOM OMOJIOTMUYECKOM TECT-CUCTEMBI, B CBSI3U C 3TUM pPErucTpaius
YCIIOBUM  CONEP)KaHUS M XPaHEGHUS TECT-CUCTeM IN VItro  siBisieTcs
00si3aTeNIbHBIM ~ YCIIOBUEM  TOATBEPXKIACHUS KauyecTBa W  HAJIEKHOCTH

MOJIYYEHHBIX JAHHBIX OT 3TOT0 BUJIA TECT-CUCTEM.
2. HenaBHO nosrydeHHbIE (HOBBIE) TECT-CUCTEMBI

JIOKyMEHTAIIMIO, MOJYyYEHHYIO OT MOCTaBIIMKA TECT-CUCTEM IN VItro u
coJiepKaliiecss B Hel CBeJeHHs (HampuMmep, MPOUCXOKICHUE TEeCT-CUCTEMBI,
BO3pacT (YMCIO TAaccaxkel), BpeMs YIBOCHHUS KIETOK U  MPOYHe
COOTBETCTBYIOIIME XAPAKTEPUCTUKH, TTOMOTAIOIINE UAECHTU(DUIIMPOBATH TECT-
CUCTEMY), HEOOXOIUMO TMPOAHAIM3UPOBATh W COXPAaHUTh B  3AMKCIX
uccienoBanus. [ OLEHKH >KM3HECTOCOOHOCTH, MPUTOAHOCTH (Hampumep,
(GYHKIIMOHATILHOTO W (MJIM) MOP(OJOrHYecKoro craryca KJIETOK W TKaHEM,
HCIIBITAHUSI Ha HAJIMYKME M3BECTHOTO WIIM MPEANOojaraéMoro MUKpOOHOIO WU
BUPYCHOTO 3arpsi3HEHUs) W YYBCTBUTEIBHOCTH TECT-CUCTEMbI CJIEIYET
WCITOJIB30BaTh MIPEABAPUTEIILHO YCTAHOBIICHHBIE KPUTEPUH. Pe3ylbTaThl Tako
OLICHKH JKM3HECIIOCOOHOCTU, TPUTOJHOCTH U YYBCTBUTEIBHOCTH TECT-
CUCTEMBI  JIOJDKHBI  OOPMIIATBCS  JIOKYMEHTAJIBHO U  BKIIIOUaThCA B
perucTpalMoHHBIC 3alUCH 00 HCClIeIoBaHUU. Ecim Takas oljeHKa HEBO3MOYKHA
(HarpuMep, TPU  WCTIONB30BAHUHM  KYJIBTYpP TEPBUYHBIX KIETOK WJIH
«BOCCTAHOBJICHHBIX OPIraHOB») MEXKAY IIOCTABIIMKOM U IOJb30BaTejaeM
JOJDKEH OBITh  YCTAHOBJIEH MEXaHM3M OILIGHKH ¢ JOKYMEHTaJIbHOTO

O(bOpMJ'IeHI/ISI IMPpUTOAHOCTH  TCCT-CUCTCMBI. I[aHHBIC MOHUTOpHUHIA U
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peructpau 3QPEKTUBHOCTH TECT-CUCTEMbl B OTHOIIECHUM pPEaKIIMU Ha
OOBEKTHl OTPUIATEIIBHOTO W TOJOXKUTEIBHOIO KOHTPOJISI MOTYT CIYXKUTh
JNOCTATOYHBIM  JIOKA3aTEJIbCTBOM YYBCTBUTEJIBHOCTA KOHKPETHOM  TECT-
cucteMbl. Kakue-nmu0o BBISBIECHHBIE NPOOJIEMBI C TECT-CUCTEMOM, KOTOPBIC
MOTYT TOBJIMSATH HAa KAue€CTBO, JOCTOBEPHOCTh M HAJICKHOCTH PE3YJIBTATOB
UCCJIEIOBAHMS,  JOJDKHBI ~ ObITh  OQOpPMJIEHBI  JOKYMEHTAJIbHO U
MIPOAHAJIM3UPOBAHbl B 3aKIIOYUTEIIBHOM ordyere. Crenyer yBEeOOMIISTH
MOCTABIIMKA O BBISIBJICHUU ITPOOJIEM C TTOCTaBJIECHHBIMH UM TECT-CUCTEMaMH 1

MoJIy4arb OT HEI'O OTYUCTHI O IIPUHATBIX KOPPCKTUPYIOIINUX MCPaAX.
3. 3ammcu o TeCcT-cucTeEMax

[TpaBuna TpeOyOT XpaHEHUs 3aMucel 00 MCTOYHUKAX MOCTABKHU, JaTe
MOCTYIUICHUSI M OLIEHKE COCTOSIHUSI TE€CT-CHUCTEM MpPH UX MOCTYIUICHHH B
UCIIBITATENIbHYIO JIaboparoputo. J[Jis KJIETOK U TKaHEW TaKue 3aluCh JOJKHBI
BKJIFOUATh HE TOJBKO HEMOCPEJCTBEHHBIM MCTOYHMK TMOCTaBKHU (Hampumep,
KOMMEPUYECKOTO MOCTABIINKA), HO ¥ UICTOUHUK TTPOUCXOKICHHUS ITUX KIETOK U
TKaHEeW, TO €CTh yKa3aHWe, OTKyla ObUIM BBIACICHBI KJICTKA WIW TKaHU
(HanpuMep, IepBUYHbBIC KICTKHU WJIM TKAaHU C TOHOPCKUMHU XapaKTePUCTUKAMH,
aJanTUPOBAHHBIC KJICTOYHBIC JUHUM W3 H3BECTHBIX HMCTOYHMKOB W T. I.).
[Ipoune cBeneHNs TODKHBI BKIIFOUATh:

METOJI, TIOCPEJACTBOM KOTOPOTO OBUIM HW3HAYaJIbHO TMOJMYYEHBI KICTKU
WM TKaHW (HaNpuMep, MOJYyYEHbl M3 AKCIJIAHTOB TKaHEH, MOJYYEHBl MyTeM
OMOTICHUY HOPMAaJbHBIX WM PAKOBBIX TKAaHEH, MOITYYEHbI MEPEHOCOM T'€HOB
MyTeM TUIa3MUHON TpaHC(HEKIUU WU BUPYCHOM TPAHCAYKIUU U T. 11.);

XPOHOJIOTHIO XPaHEHUS;

KOJIMYECTBO MACCa)kel KJIIETOUHBIX JIMHUM;

YCJIOBH:A KYJIBTUBHPOBAHUA U NUHTCPBAJIbI CY6KYJ'IBTI/IBI/IpOBaHI/I}I;
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YCJIOBUS 3aMOPaXUBaHUsl (pa3MOpaKUBaHUSI) U T. 1.

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

Cnenyer ymenstTh 0co00€ BHUMaHUE HaJJIeXKallel MapKUpPOBKE TECT-
CUCTEM BO BpEMs UX XPaHEHHS U HCIOJb30BaHUS, MPUHITH MEPHI IO
00€CIEYEHNI0 U3HOCOCTOMKOCTU Takoil MapkupoBku. ClielyeT NpUHUMATh
Mephl IO 00ECTIEUCHHIO MPABWIBHOW HACHTU(UKAIIMU HUCTHOIB3YEMBIX TECT-
CUCTEM, B YaCTHOCTH, €CJIM pa3Mep KOHTEHHEPOB M YCIOBUS MX XpaHEHUS
MOTYT OBITh KpPUTHYECKUMH (HaKTOpaMH JUIsi MapKUPOBKU (HAIpUMeEp,
UCIOJIb30BAaHUE KPUOCOCYIOB, MOMEIICHHBIX B XUJKUM a30T, pa3MEIlCHHE
HECKOJIbKUX TECT-CUCTEM, XpaHSIIUXCS B | KOHTEWHEepe).

TpeboBaHusi MpaBui K TECT-CUCTEMAaM W peareHTaM B OTHOUIEHUU
MapKUpPOBKM M CPOKOB UX XpaHEHUS MPUMEHSIOTCA K Habopam s
NPOBCJICHUS WCIBITAHWA, HCIIOJNB3yeMbIM B KaueCTBE TECT-CHCTEM IN Vitro.
Bce HaGopbl 711 MCHIBITAHUM, MCHOJIB3yeMble B Kaue€CTBE TECT-CUCTEM WIIU
UHBIM 00pa3oM (HampuMep, B AHAIUTHUYECKUX IEISAX) JIOJDKHBI HMETh
MapKUpOBKY C YyKa3aHuMEM Cpoka romHoctu. llpomnenue maHHOro cpoka
TOIHOCTU MOXKET OCYIIECTBISATHCS TOJBKO Ha OCHOBE JIOKYMEHTAJIbHO
oopmIIeHHOHN OlLIeHKM Wiu aHanuza. HaOopbl nis mpoBeAeHUs] UCTIbITaHUH,
UCIIOJIb3yeMbIe B KaueCTBE TECT-CHCTEM, MPU HCTEYEHUU CpPOKa TOAHOCTU
OJTHOTO M3 KOMIIOHEHTOB MOTYT TOJIBEPraThCsi OIIEHKE MPUTOJHOCTH, KOTOPast
oopmisieTcsl TOKYMEHTAIBHO U CIIY>)KHT JJOKa3aTeIbCTBOM TOIO, YTO MOCIE
UCTEUEHHUsI CPOKa TOIHOCTH peakiusi HaOOpPOB HE OTKIIOHSETCS OT paHee
OTpe/IeNICHHBIX (apXUBHBIX) MOKa3aTesJed KOHTPOJIs (HalpuMmep, U3 paHee
3apErUCTPUPOBAHHBIX PEAKIUA COOTBETCTBYIONIEW MapTHUX HaOOpOB s

IIPOBCACHUA WCOBITAaHUM B OTBET Ha 0OBEKTHI ITOJIOXKHUTCIIBHOTIO,
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OTPULIATEILHOTO KOHTpOJISI ¥ (WJM) KOHTPOJISI peakTuBa (HOCHUTENS,
paz0aButensi)). JloKyMeHTaIbHO OGOPMIIEHHOE PEIICHUE PYyKOBOIUTENS
UCCJENOBaHUSI O  TMPOMJIEHUH CpOKa TOAHOCTHM  Habopa  JOJAKHO
COMPOBOXK/IATHCS TIPUJIOKEHHUEM JIOKA3aTeIbCTB BBIOJIHEHUS JaHHOTO BHJIA
OIICHKH.

Bo wuzbexanue BO3MOXXKHOTO TIEPEMyTHIBAHHS, MOJDKHBI OBITH TOYHO
OTpe/eNieHbl HOMEHKJIaTypa TECT-CHCTEM M MapKHPOBKAa TECT-CHUCTEM, a BO
BCEX 3alMCSX, TOMYYEHHBIX B OTHCIBHBIX HWCCICNOBAHUAX, JOJIKHO
UCITIOJIB30BaThCsl O(UIIMATBPHO TIPUHATOE B MCHBITATEIbHOW JIabopaTopuu

0003HaYEHHE TECT-CUCTEMEL.

VII. Tectupyembie U CTaHIapTHBIE OOBEKTHI (B TOM YHUCIIE OOBEKTHI
MOJIOXKUTEIBHOTO KOHTPOJISL U OTPULIATETLHOTO KOHTPOJIS)

Jlnst momydenusi, o0paboTku, oTOOpa NMpoO, XpaHEHUS U OMpPENeTICHUS
XapaKTEPUCTUK TECTUPYEMBIX M CTaHJAPTHBIX OOpPAa3l0B, HCIOIb3YEMBIX B
UCCIICIOBAHUAX 1N VItr0, T/Ie MPUMEHSIOTCS TeCT-CHCTEMBI, HE MPEIbSIBISCTCS
HUKaKHUX JOTOJHUTENbHBIX CIIEIUAIbHBIX TPEOOBAHNN KPOME MEPEUNCIICHHBIX
B mnpaBuiax. [lpu o00paboTke mpoO® MOryT MHOTpeOOBaThCS ACENTHYECKUE
YCJIOBHUS, UTOOBI N30€3KaTh MUKPOOHOTO 3apaKEHUSI TECT-CUCTEM.

OnpeneneHrie KOHLEHTPAUUUd W OJAHOPOJHOCTH HEOOXOOUMO IS
OOBEKTOB TMOJOKHUTEILHOTO KOHTPOJISl, OTPULIATEIbHOTO KOHTPOJIA U (WIJIH)
KOHTPOJISI PEAKTUBOB (HOCHUTENS, pa3z0aBUTENsI), MOCKOJIbKY HAJUYHUE 3ITHX
MoKaszarejned MOXKET OBITh JOCTaTOYHbIM JI0KA3aT€IbCTBOM KOPPEKTHOM,
OXKUJJTAEMOM OTBETHOM PEaKIUU TECT-CUCTEMBI HA 3TH OOBEKTHI KOHTPOJISL.

Cpok rogHOCTH OOBEKTOB KOHTPOJsS (0OpaslloB) TakXKe MOXKET ObITh
MPO/JIEH Ha OCHOBAHWH OILEHKH WM aHaJIM3a OQPOPMIICHHBIX JOKYMEHTAJIBHO.
Takast olleHKa MOMET COCTOSTh W3 JOKYMEHTAJbHOTO 3a(UKCHUPOBAHHOTO

MMOATBCPIKACHUA TOIro, 4YTO pCaknusaA COOTBECTCTBYIOIIHMX TCCT-CUCTEM Ha
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O00BEKTBI TOJOKUTEIHLHOTO KOHTPOJIS,, OTPUIIATEIBHOTO KOHTPOJA M (WUJIN)
KOHTPOJISI PEAKTHUBOB HE OTKJIOHSAETCS OT apXMBHBIX MOKazarejaed OObEKTOB
KOHTPOJIS, XPaHSIIUXCS B HCHBITATENbHOM Jaboparopun. B cBoro ouepensb,
JAHHBIE  apXWBHbIE  IIOKa3aTeMM  JOJKHBI ~ OBITh  COMOCTAaBUMBI  C

OITyOJIMKOBAHHBIMU ATAJIOHHBIMH MTOKa3aTeIIsIMHU.
VIII. CrangaptHble onepaiioOHHbIE MPOIEAYPHI

B nomonHenwe kK mpuMepam, MPUBEIECHHBIM B IyHKTE 52 TIpaBuUi, B
CTaHJApTHBIX OMNEpalMoOHHBIX Tpoienypax (nanee — COII) cnexayer onmcarb
BUJIBI ACITEILHOCTH U IPOIICCCHI, Crienu(ruecKkue A UCCIeaoBaHus in Vitro.
Takue COIl momkHBI BKIHOYATh (HO HE OTPAaHMYMBATHCS WMH) CIICAYIOIINC
BUJIBI pa0OT MCTIBITATEILHOTO 1IEHTPA, CBI3aHHBIE C MPOBEICHUEM NCTIBITAHUN
in vitro:

nabopaTropHble TPOLEAYPHl: MOHHTOPHHT OKPYXAIOIIEH Cpembl Ha
HAJIMYME ITaTOTCHHBIX MHKPOOPTaHM3MOB B BO3AyXe M Ha ITOBEPXHOCTSX
OOBEKTOB, OUMCTKA U JIC3MH(PEKINS ITOMEIICHAH M 000pyI0BaHUs, NEHCTBU,
peaIpUHIMacMbIe B CIIydae HHPEKIINNA WU 3arpsA3HEHUS B UCIBITATEIHbHON
1a00opaTopyy UK 30HE MTPOBEICHUS UCTTHITAHMS,;

000OpyIOBaHKE: UCTIOIB30BAHUE, TEXHUIECKOE OOCTYKUBAHUE, KOHTPOJIb
IPOM3BOAUTEIILHOCTH, YyOOpKa U o00e33apakuBaHUE OOOpYIOBaHUS U
WHCTPYMEHTOB, HCIOJIB3yeMBIX B padoTe ¢ KyJIbTypaMH KJICTOK M TKaHEH
(HarpuMep JTaMUHAPHBIX IMKadoB W HWHKyOATOPOB), MOHHTOPHHT YPOBHS
KHUJKOTO a30Ta B KOHTEHWHEpax MJis XpaHEHHUS TECT-CHCTEM, KaTnOpOBKa H
MOHHUTOPHHT TEMIEPATyphbl, BIAKHOCTH W YPOBHEH YIVIEKUCIOTO Ta3a B
WHKyOaTopax;

MarepHuaibl, peareHTbl W PAacTBOPHI: OICHKA MPHUTOAHOCTH, IPOJICHHE

CPOKOB TOAHOCTH, OLCHKA MW IIOAACPKAHUC CTCPUIBbHOCTH, CKPHUHUHT
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pacrpoCTpaHEHHBIX TMAaTOr€HHBIX KOHTAMHHAHTOB, OMNHCAHUE MPOUEAYP
BbIOOpa W  HCIOJB30BaHUS pacTBoputens (pa3OaBuTeNss, HOCUTEIS),
nporeypbl BepuduKaum COBMECTUMOCTH PACTBOPUTENS (HOCUTEIIS) U TECT-
CUCTEMBI,

TECT-CUCTEMBI: YCIIOBUS XPAaHEHUSI TECT-CUCTEM, BBITTOJTHEHHUE TIPOIICYP
3aMOpaXUBaHUSI W Pa3MOpPKMBAHUS KIETOK M TKaHEM, HMCCIEIOBaHHWE Ha
pacmpoCTpaHEHHbIE  MAaTOr€Hbl, BU3YaJbHBIH OCMOTP Ha  HallMyue
3arpsi3HSIONIMX ~ BEIIECTB,  MNPOLIEAYypbl  MPOBEpPKU  (Hampumep, C
UCITOJIb30BAaHUEM KPUTEPHUEB IMPUEMIIEMOCTH) Il OOECIEUeHHsS] CBOMCTB H
YyBCTBUTEILHOCTH  TECT-CUCTEMBbl IIOCJ€ TIOCTaBKM W BO  BpeMs
HCIIOB30BaHUS B MCIBITATEILHON Jla0oparopuu, MOpdoaorudeckasl OleHKa,
KOHTPOJIb (PEHOTHUIIA WK CTAOMIBHOCTH KapUOTHIIA, KOHTPOJb CTAOMIBHOCTH
TPaHCT€Ha, PEKUM WHUIIMUPOBAHUS KYJIBTYPHI, YCIOBUSI KYyJbTUBUPOBAHUS C
yKa3aHUEM HHTEPBAJIIOB CYOKYJbTUBUPOBaHUA, 00pabOTKa OMOJIOTHYECKHU
OMMACHBIX MaTEPHUAIIOB U TECT-CUCTEM, MPOIEAYPhI YTUIU3AIMH TECT-CUCTEM;

MPOBEJICHUE HUCCICAOBAHUS: ACENTHUYECKUE TEXHUKHU, KpPUTEPUU
MPUEMIIEMOCTH JTOCTOBEPHOCTH PE3YJABTATOB MCCIECIOBAHUS, KPUTEPUU ISl
MTOBTOPHOTO MPOBEICHUS aHAJIN3A;

obOecrieueHre KadyecTBa: OIpelnesieHne KpUTHUYeCKuX a3, dYacToTa

BBITIOJTHEHMS UHCIICKIIUH.

IX. IIpoBenenue uccieaoBaHus
Y OTUETHI O PE3yJbTaTax UCCIEIOBaHUS
TpeboBanuss mpaBuil K 3((HEKTUBHOCTH PE3YJBTATOB HCCIIECIOBAHUN
IN VItro uaeHTHYHBI TPEOOBAHUSM, MPEABABIIEMBIM K IIPOYMM BHAAM
HCCJIEIOBaHMM O0€30MMacHOCTH.
Nmerotcs cnienuduyeckue acreKThl, XapaKTepHbIE JJIs MCCIIEIOBaHUS

In Vitro, KoTOphIe ClleAyeT OTpakaTh B IUIAHE WCCICIOBAHHS, a TaKXKe B
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3aKJTFOUYUTETHFHOM OTYETEe 00 MCCISTOBAHUU. DTH aCIEKThl HOCSIT B OCHOBHOM
HAYYHBIN WM TEXHUYECKUI xapakTep (Hanpumep, TpeOoBaHKE, YTOOBI JIFOOOM
BHYTPCHHHI KOHTPOJIb (COOTBETCTBYIOIIETO OOBEKTAa TMOJOKUTEIHHOTO
KOHTPOJIS, ~ OTPUIATEIBHOTO  KOHTPOJS,  KOHTPOJS  peakTuBa |
HEOOpabOTaHHOTO  O00BEKTa), OCYIIECTBISIEMbII B  IEJIAX  KOHTPOJIS
MOTPEITHOCTE U OIEHKH 3(PPEKTUBHOCTH BCEH TECT-CHCTEMBI B IIEJIOM,
BBITTOJIHSJICS. BO BCEX MCCICIOBAHMSX IN VIr0 OITHOBPEMEHHO C KOHTPOJIEM
UCCJIEyEMOTrO BelIeCcTBa (JIEKapCTBEHHOTO CPEJICTBA)).

JlomyckaeTcss HCIONIb30BaHUE COOTBETCTBYIOIIUX PYKOBOJCTB WM
CIIPABOYHUKOB TI0 MCCIICAOBAHUSAM IN VItr0 i moydeHus Ooliee moapoOHOi
nH(GOPMAIIK OTHOCUTEIFHO TOTO, KaKME BOTIPOCHI CIIETYET OTpaKaTh B IJIaHE

UCCJIEOBAHUS U 3aKIFOYUTEILHOM OTUYETE.
X. XpaHeHue 3anuceit 1 MmarepuanoB

Jlns uccenenoBanuii in Vitro mpuMeHsIFoTCs o0IIHe TpeOOBaHUS TIPABHII K
XpaHECHNIO (apXHWBHPOBAHUIO) MaTepHaloB W 3amuceid 00 WCCIICIOBaHUM.
Cnenyer oOecrednTh COXpPaHEHHE OOpa3IllOB TECT-CUCTEM, KOTOPHIE MOTYT
OBITh 3aKOHCEPBHPOBAHBI Ha JJIUTEIBHOE BpPEMs, OCOOCHHO B TOM CcClTydae,
€CIM JaHHBIE TECT-CHCTEMbl OTHOCHTCS K TECT-CHCTEMaM OTrPaHHUYCHHOM
JOCTYITHOCTH (HalpuMep, CHeluaibHble CyOKIIOHBI KIJICTOYHBIX JIHHHM,
TpaHCTEHHBIC KJICTKM W T. J.), YTOObBI MOXHO OBUIO ITOITBEPANUTH
UJACHTHYHOCTh TECT-CUCTEMbI W (W) WMETh BO3MOXKHOCTH BOCIIPOHM3BECTH
PE3yABTaThI HCCIIEAOBAHNA.

HeoOxomumo ~ obOecrieduTh  BO3MOXKHOCTh ~ COXpaHEHUS  IPoO
WCCIIETyeMOT0o BellecTBa (JICKapCTBEHHOTO CPEJICTBA) JUISI TEX HCCIICIOBAaHUI

In Vitro, koTopsle MOTYT OBITh OTHECCHBI K KAaTErOpUM KpPaTKOCPOUYHBIX,
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0COOEHHO B CIilydasiX, KOTZIa HCCIeAOBaHHs IN VIF0 COCTaBISIFOT OCHOBY
UCCIIEOBaHMUI 0€301TaCHOCTH.

Takxke ciemyeT XpaHUTh 3anucd OO0 apXUBHBIX pe3yJbTarax,
MCIIONIb3YEMBIX ISl YCTAaHOBICHHS JOMYCTHMOTO IHMana3oHa pPEaKkiMd TeCT-
CHCTEMBI, KOTOpBIC IONYYECHBI IS OOBEKTOB TOJOKUTEIBHOTO KOHTPOJIS,
OTPUIIATEIIHOTO ~ KOHTPOJIS, KOHTPOJII  PAcTBOPUTENsS, a Takxke 00

HEHUCIOJIb3yEeMbIX (OTKJIOHEHHBIX) PE3yJIbTaTax.




[MTPUIJIOXKEHUE Ne 2

K [IpaBunam Hamiexamen
nabopaTopHOl pakTUKU EBpazuiickoro
HKOHOMHYECKOT'0 COI03a B cpepe
oOpallleHHs JIEKapCTBEHHBIX CPECTB

TPEBOBAHUA
K POJIM ¥ J0JIKHOCTHBIM 00SI3AHHOCTH PYKOBOIMTEJIS
HCCJIeI0BAHMS NPU NMPOBEICHUM UCCJIeI0BAHNI
comtacHo IIpaBmiam HaauIeKalei JJ1ad00PaTOPHON NPAKTHKH
EBpa3uiickoro 3x0HOMHU4€eCKOro cor3a B cepe odpanieHus
JIEKAPCTBEHHBIX CPEICTB

|. Pons PYKOBOOUTEIIA HCCIICAOBAHNA

1. Bo Bpemsi mpoBelieHUsI UCCIENOBAHUS PYKOBOAUTEb HCCIEIOBAHUS
MPENCTABISIET COO0M €MHCTBEHHOE KOHTPOJIUPYIOIIEE JIUIIO C OKOHYATEIHHOM
OTBETCTBEHHOCTHIO 3a TMOJHOE HAyYHOE PYKOBOJICTBO HCCIEAOBaHHEM. Bce
CITyK€OHbIE 00SI3aHHOCTU U 00SI3aTEIHCTBA PYKOBOJUTENSI UCCIEIOBAHMS, KaK
3TO yKa3aHO B TMpaBWIAX HaJIexalew gadopaTropHOW  MpaKTUKU
EBpa3niickoro SKOHOMHMYECKOIO COKO3a, YTBEPKIAEMBIX EBpasuiickon
HPKOHOMUYECKOM KOMHUCCHEW (llalee — mpaBuiia), (HOPMUPYIOTCS UCXOAS W3
JaHHOTO ToNiokeHus. [Ipu mpoBeneHUM HCCleNOBaHUS B JIHOOOM MOMEHT
BPEMEHHU MOXKET JIEWCTBOBATH TOJBKO OJWH PYKOBOJUTEIb, YTO HUCKIIOYAET
BCAKYIO BO3MOKHOCTH TMOSIBJICHHSI KOH(MIMKTYIOIIUX PACTIOPSDKEHUN, Kak,
HanpuMep, B Cllyda€ Ha3HAYEHUSI HECKOIBKUX PYKOBOIUTEIEH MCCIEIOBAHUS.
HecMoTpst Ha TO, YTO HEKOTOPHIE JTOJKHOCTHBIE OOSI3aHHOCTH PYKOBOAUTES

HCCIICOAOBAHUA MOT'YT JCJIICTUPOBATLCA B CJIydac IPUBJICUCHUS CY6HOI[p$II[HBIX



OpraHu3alyii, OCHOBHAsA €r0 OTBETCTBEHHOCTh KAaK EIUHOTO IEHTPAIbHOTO
KOHTPOJIMPYIOILETO JIMIA HE MOYKET NepeaaBaThCsl.

2. Hannuve pyKOBOIUTENS MCCIENOBAHUS CIY>KUT TapaHTHUEH KOHTPOJISA
HAy4YHOH, aIMUHUCTPATUBHOM W PEryJAaTOPHOHM  COCTaBJISIOLIUX
uccieoBaHus. PyKoBOAUTENh HCCIENOBAaHUS OCYIIECTBISIET 3Ty (PYHKIIHIO
NyTeM COIVIaCOBaHUs JICUCTBUM  YIPaBISIONIET0 amnmapara, Hay4HOTro
NepcoHalia ucnbITaTeabHOoM 1adboparopuun u COK.

3. [Ipy MHOTOIIEHTPOBBIX UCCIIENOBAHUSX, KOTJIa PaOOTHI MMPOBOISATCS HA
Oosiee YeM OJHOW MCIBITATENLHON IUIOIIAKE U PYKOBOAUTENb UCCIIEIOBAHUS
HE MOXET OCYIIECTBISATh HEMOCPEIACTBEHHBIM HAA30pP, HCCIEI0BATEIHCKUE
orepali MOTYT KOHTPOJUPOBATHCS MOJTOTOBICHHBIM JIOJDKHBIM 00pa3oM,
KBUIM(UIIMPOBAHHBIM W  OMNBITHBIM IITAaTHBIM COTPYJHUKOM  (TJIaBHBIM
uccienoBaresb). JIeicTBysl OT IMEHH PYKOBOJIUTENS UCCIEI0BaHUsA, OH HECET
OTBETCTBEHHOCTh 3a TIPOBEACHHE KOHKPETHBIX YCTAHOBJIEHHBIX 3TalloB
HKCIEPUMEHTA B COOTBETCTBUHU C MPaBUIIaAMHU.

4. IomKHOCTh ~ PYKOBOJUTENS  HWCCIENOBAaHUS  OOBIYHO  3aHHMAeT
pPabOTHHK, KypUPYIOUIUN HAYYHBIE ACHEKThI UCCIIEOBAHUM, OTBEUAIOIINMA 3a
JU3aliH U yTBEPKACHUE MJIaHa UCCIIEI0OBaHMS, a TAKXKE 3a OpraHu3aluio coopa
JaHHBIX, aHAJIU3 M OTYETHOCTh. Ha Hero Bo3maraercs OOs3aHHOCTH Jelarhb
UTOTOBbIE OOIIME BBIBOABI IO pe3yibTaraM HKCIepuMeHTa. PykoBoguTelnb
UCCJICIOBaHMS KaK BEAYIIU HAayYHBIM COTPYOHHK COTPYIHHUYAET C APYTUMHU
uccienoBareasiMid M (WiIM) BEAYUIMMH HCCIEAO0BATEISIMHA, 3HAKOMUTCS CO
BCEMHU MOJTYYEHHBIMU B XOJI€ SKCIIEPUMEHTA JAHHBIMU, a TAK)KE MPUHUMAET U
U3y4aeT COOTBETCTBYIOIINE MHANBUAYATIbHBIE OTYETHI, YTOOBI BKJIIOUUThH UX B
3aKJIFOYUTENBHBINA OTYET UCCIIEI0BAHNS.

5.B umensix aaMUHUCTPUPOBAHUS Uil MPABUIBHOTO MPOBEICHUS

OKCIICPUMCHTA PYKOBOAUTCIIb HCCICOOBaHUA BIIpaBC Tpe6OBaTB n



yCTaHABIMBATh  COOTHOIIEHHWE TaKUX  PECYpCOB,  MPEIOCTaBIIIEMbIX
PYKOBOJICTBOM J1a0OpaTOpvu, Kak MepcoHai, 00OpYyIOBaHHE U MaTepHhaibHas
0a3a, 4TOOBI OOECNEYUTh UX HAJIMYHE B COOTBETCTBYIOILEM KauecTBE U
JOCTYITHOCTH COINIACHO TpaduKy HCCIeTOBaHUS.

6. Koutposnp 3a coOmromeHueM MpaBuil Takke BXOAUT B OOS3aHHOCTH
pykoBoautenst uccienoBanus. OH HECET OTBETCTBEHHOCTh 3a OOECIedYeHHE
TOTO, YTO MCCIIEIOBAaHUE OCYIIECTBISIETCA B COOTBETCTBUU C MPABUIAMHU, JIJIS
MOATBEPKICHUS 4yero TpeOyeTcsi HalTuuKue ero MOAMKUCH C YKa3aHUEM JaThl Ha

3aKJIFOYUTEITHHOM OTYETE MCCIIEIOBAHMSL.
I1. OGs13aHHOCTH PyKOBOJICTBA UCIIBLITATEIILHOM JTAO0OpaToprn

/. PYKOBOJICTBO HMCIIBITATEIHLHOW JIA0OPATOpPUM HECET OTBETCTBEHHOCTh
3a o0ecreyeHrue (QPyHKIIMOHUPOBAHMS J1a0OpPaTOpUu B COOTBETCTBUHM C
paBUJIaMU, YTO BKJIIOYAET B c€0s1 3(DPEKTUBHYIO OpraHU3aIUIO JIEITEIIbHOCTH
BO BCEX 00JIACTAX U HA3HAYEHHUE JOCTATOYHOTO YHMCIIa KBATU(PUIIUPOBAHHBIX U
OTBITHBIX COTPYAHUKOB, B TOM YHCJIE PYKOBOIUTENEH HCCIEAOBAHUS, a IPH
HEOOXOMMOCTH TPOBEACHUS MCCIIEIOBAaHUS HA HECKOJIBKHX ILIOIIaIKaX —

BEIYLUX UCCIIENOBATENCH.
1. Ha3znaueHne pykoBOAUTENIEH UCCIETOBAHUS

8. PykoBOACTBO HCIIBITATEILHOM JTA0OpAaTOPUU  JTOHKHO  YTBEPIUTH
JOKYMEHT, ONPEACIISIOIINMA IMPOIIeTyphl BEIOOpa M Ha3HAYEHUS PYKOBOIUTEIICH
WCCIICIOBAHMS, WX 3aMECTUTEICH WM BEAYIIUX HCCIENOBaTeICH, €CIId 3TO
IPETyCMOTPEHO CUCTEMAMHU KOHTPOJIST COONTIOCHUS MPUHITAIIOB HaAJIeKaIen
71a00paTOPHOM MPAKTUKHU.

O.1lpm Ha3HAYEHUW PYKOBOAUTEIS HCCJCIOBAaHUSA, PYKOBOACTBY
UCTIBITaTEIPHOW J1a00paTopuu CIIEAyeT O3HAKOMHUTHCS C TEKyIIeH WIn

IUTAaHUpYyeMOM paldouell Harpy3koll JIaHHOTO COTpyAHUKA. UTOOBI OLIEHUTH
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00beM palOThl, BBINOJHAEMBIA KaXKJbIM YEJIOBEKOM B HCIBITATEIHHOM
nabopaTopuu, CIEIyeT WCIOJIb30BaTh OCHOBHOM rpaduk pabot, Kyda
BKJIIOUCHA HHGpOpMAIMS O BUJAX M CPOKaxX MPOBEJEHUS SKCIEPUMEHTOB,
3aKpPEIJIEHHBIX 33 KaXKIIbIM PYKOBOJUTENIEM HCCIENOBaHUA. ODTOT MPUHIIUII
yHpaBieHUs JOKEH PUMEHSITHCS TIPU PaCHPEEIICHUN UCCIISIOBAaHUMH.

10. 3amena  pykoBOAWTENs HWCCAENOBaHWUA W (WIM)  BEIyIIMX
UCCIIEIOBATENE  JIOJDKHA  MPOU3BOAMTHCS  COMIACHO  YCTAHOBJICHHBIM

poILIelypaM U JIOJKHA IOKYMEHTAIIbHO O(OPMIIATHCS.

2. O0yuenue u ipodeccuoHaibHasI MOATOTOBKA
PYKOBOIMTEIICH UCCIIEIOBAHUS

11. PykoBO/ICTBO  HCIIBITATEIbHOM  Jlaboparopu  OOecIedrBaeT
JOKYMEHTaJIbHOE  TOATBEPXKACHHE OOydeHHs U  mpodecCHOHATBHOU
MOJTOTOBKM  PYKOBOAWTENS  HWCCIENOBAaHUS TI0 BCEM  HampaBICHUSM
nesrenbHOocTd.  OOydwaromias — mporpaMma  JOJDKHA — MPEJOCTaBISATh
PYKOBOJMTEISIM HCCIIEOBAHUS TIOJHOE W YETKOEC TOHMMAaHWE TPaBWI U
nopsiika ACSITeTLHOCTA HCIIBITaTeIbHON JabopaTopuu, a Takke 3HAHUE U
YMEHHE TIPUMEHSITh Ha TMpaKkTUKe TPeOOBaHWS JPYTMX WHCTPYKIUH U
paclopspDKEHUH, WMEIOIUX OTHOIIEHWE K WCHBITaTeNhbHOW JIA00paTOpuu |
KOHKPETHOMY THUITy uccienoBanus. [IpodeccronambHas moaroToBka MOXKET
BKJIIIOYaTh B ce€0S OMBIT PadOTHI O] HEMOCPEICTBEHHBIM HA30pPOM
KOMITETEHTHBIX JOJDKHOCTHBIX JUIL. [lepuospl HabIromeHus Wi CTaXKUPOBKA B
pamMKax KakKIOTro HampaBlIeHHUS IKCIEPUMEHTAIBHBIX HCCIENOBAaHUN, MOTYT
O0ECIeYnTh TOHWMAHWE TEPCOHAIIOM COOTBETCTBYIOMIMX MPAKTUYECKHUX
ACTIeKTOB M HAYYHBIX MPHUHIIMIIOB PA0OTHI, 4 TAKXKE TTOMOYh B yCTAHOBIICHUH
nyTell KoMMyHHKarmu. [locemieHne BHYTPHOTPACIEBBIX M HE3aBUCHUMBIX
CEMHHAPOB U KYpPCOB, y4acTHe B MPOdeCCHOHATBHBIX OOIIECTBAX U OCTYI K

CHeI_[I/IaJIBHOﬁ JIATCPAType MMO3BOJICT  PYKOBOAUTCIIAM HCCICOOBaHUA
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MOJICPKUBATh TEKYIIYI0 OCBEIOMIIEHHOCTh O pa3pabOTKax B WX HAyYHOU
obnactu. IlpodeccuonanbHOE pa3BUTHE JIOJKHO OBITH HEMPEPHIBHBIM, a €0
YPOBEHb U aKTyalIbHOCTh TIOJBEPTaThCs IEPUOANIECKOMY TiepecMoTpy. JIroboe
OoOy4eHHE W TOITOTOBKY HEOOXOAMMO JOKYMEHTAJIHLHO TIOATBEPXKIATh WU
COXpaHATh 3allUCM HE MEHee S5 JIeT Toclie OKOHYAaHHUSA OOpaIieHHsI
JCKapCTBEHHOTO  CpPEACTBA, €CIM  HWHOM  CPOK  HE  YCTaHOBIICH
3aKOHOJATEIILCTBOM TOCYAPCTB — WICHOB EBpasuiickoro SKOHOMHUYECKOTO
Ccoro3a (Janiee — rocyiapcTBa-4jieHbl).

12. OdunuanbHpie OTYETHI O MpOorpaMMax 0Oy4YeHHS JTODKHBI OTPaXKaTh
TIOCJIEIOBATEILHOCTD MPAKTHUECKOTO OOyUeHHUs U JaBaTh SICHOE YKa3aHWE Ha
TUN HUCCIENOBaHMWS, B YNPABIECHUU KOTOPHIM COTPYIHHK CUHATACTCA
KoMIieTeHTHBIM. [lepruomndecku TpeOyeTcst JOTOTHUTEIbHAS TOATOTOBKA WA
MIEPETIOATOTOBKA, HAIIPUMED, TIOCIIe BHEAPEHUSI HOBOM TEXHOJIOTHH, OTIepallii

WA TpeOOBaHU HOPMATHUBHBIX ITPABOBBIX aKTOB.
I11. O6s13aHHOCTH PYKOBOJUTES UCCIIEIOBAHUS

13. PYKOBOI[I/ITGJ'IGM HNCCIICOOBAHUA ABJEICTCA JIMIO, KOTOPOC HCECCT
OKOHYATCJIIbHYIO OTBCTCTBCHHOCTL 3a oOecreueHne AOJDKHOI'0O HAay4YHOI'O
YPOBHA IPOBCACHUA HCCIICAOBAHUA W MOXCET IMOATBCPAHUTL COOTBCTCTBUC

WCCJICIOBAHMSI MIPABUIIAM.
1. Hayaso uccienoBanus

14. PykoBoAUTEINb UCCIICOBAHUS JOJKEH CBOSH TOIMUCHIO C YKA3aHUEM
JaThl OJIOOPUTH IJIaH MCCIEA0BAHUS, KOTOPBIN MOATOTABIMBACTCS 10 MOMEHTA
Hauajla uccienoBanus. B miiaHe uccneqoBaHUsl CIEYET YETKO YCTaHOBUTH
eI, 3aJla4M, CIOCO0 WX JOCTHXKEHHUS M BECh XOJ ASKcIiepuMeHTa. JIroObie
JOTIOTHEHUS K TUIAHY HCCJEAOBaHUS JIOJDKHBI YTBEPKAAThCS, COIVIACHO

npoueaype MpPeayCMOTPEHHOM MpaBWjiaMud. B milaHe MHOTOLIEHTPOBOTO



UCCIICIOBAaHUS ~ CJIEMyeT ONpeAeNuTh W  ONHUCaTh  POJIb  BEMYIINX
UCCIIEIOBATENICH, yKa3aTh KaKI0€ MOMEIICHUE UCIIBITAaTeIbHON Taboparopum,
a TakKe KAKIYD U3 WCHBITATENBHBIX IUIOMIANIOK, YYAaCTBYIOIIUX B
OCYIIIECTBIICHUH SKCIIEPUMEHTA.

15. PykoBoauTenb HccienoBaHus OepeT Ha ce0si OTBETCTBEHHOCTh 3a
WCCJICIOBaHNE, TIOANICHIBAS TUIAaH UCCIIEAOBAHUS C YKa3aHUEM JIaThl TOATHCH,
MIOCJIC Y€TO TUTAaH MCCIIEIOBAHUS CTAHOBUTCS O(PHUITHATBHBIM JOKYMEHTOM IS
JAHHOTO WCCTIENOBaHWsA (Jara Havyaja WCCIenoBaHus). B OTmenpHBIX Ciydasx
(ecnu MPUMEHUMO) PYKOBOAMTENb HUCCICAOBAHUS 00s3aH TakkKe 00ECIEUUTh
MOJIMUCAHKE TIJIaHa UCCIIEAOBAHUS CIIOHCOPOM UCCIIEOBAHUS U PYKOBOJCTBOM
UCTIBITATEIHFHON JTA00PATOPUH, €CIIM TOTO TPEOYIOT YIIOJTHOMOUYEHHBIE OpTaHbI
rOCyIapCTB-YJICHOB.

16. [lepen HavamOM HMCCIENOBAHUS PYKOBOAUTEh UCCIICIOBAHUS 00sI3aH
MIPENOCTaBUTh TIEPCOHANY CIyKObl oOecrieueHus kadectBa (manee — COK)
JOCTYNl K TUIAHY WCCIICOBAHUSA JJIA TPOBEPKH HAJWYUS B HEM TIOJHOM
uHdopmaIuy, HeoOXOAUMOM 7151 COOTIONECHUS TIPABHUII.

17. lo Qakrtuueckoid pAarbl Hayajga dSKCIEPUMEHTA PYKOBOJIUTEIH
WCCJICIOBAHMS JTOJDKEH 00CCIICUNTh BECh TICPCOHAI, 3aHATHIN B SKCIICPUMEHTE
(B ToM gmcne corpyaaukoB COK) konusiMu 1mraHa UCCIIeIOBaHUA.

18. Tlepen Tem, HavyaJioM Kakux-TM00 pPabOT MO MCCIEIOBaHUIO
PYKOBOAMTEIb UCCIIETOBAHUS 00513aH YIOCTOBEPUTHLCS B TOM, UTO PYKOBOJICTBO
UCTIBITATEIFHOW JTA0OpAaTOPUU TPHUBJICKIO HEOOXOAUMBIE PECYPCHI IS
peanm3aiii  WCCJICMOBAaHUS, a Takke YyOeOuThcs B HAIWYUHM  BCEX

HCO6XO,I[I/IMBIX MAaTCpruaaIoB IJI1 TCCTUPOBAHUA U TCCT-CUCTCM.



2. [IpoBeneHME HCCIIeTIOBaHUS

19. Ha pykoBomuTens HCCIEIOBAHUS BO3JIOXKEHA OTBETCTBEHHOCTH 3a
KOMILIEKCHOE yIpaBieHHe wucciieqoBanueM. OH JIOJDKEH MPeIoCTaBUTh
rapaHTUU TOTO, YTO BBIMOJIHAIOTCS] BCE YCTAHOBJICHHBIE B TJIaHE UCCIIEI0BAHNUS
OpOoLEAYphl, BKJIOYAs TOMPAaBKM K IUJIaHYy MCCIENOBaHMUs, W 4YTO BCE
MOJIy4YEHHbIE B TEYEHUE  MCCIEOBAHUS  JAHHBIE  MOJHOCTBIO
3aIOKyMCHTHPOBaHbL.  JlemermpoBanue  crnenuPUUecKuXx  TEXHHUUECKUX
o0s13aHHOCTEM, KBUTM(DUIIMPOBAHHOMY  TEPCOHAIY  HCIBITATeIHLHOM
naboparopuu (CrelMaTMCTaM HMCHBITATENbHONW J1a00paTOpUM) JTOIKHO OBITH
o OopMIIEHO B TUCHMEHHOM BHUJIE.

20. Yyactue pyKOBOAMTENS UCCIIEAOBAHUS B PeaTU3allii UCCIIEOBAHUS
JOJDKHO BKJIIOUaTh B C€0sl MEPECMOTP HCCIENOBATEIbCKUX ONEpaluid u
uHboOpManuy ISl OOECIIEUYCHUs] BBIMIOJHCHUSI YCTAHOBJICHHBIX B TUIaHE
UCCJICIOBAaHUST TMPOLEAYp M MX CONNIACOBAHHOCTU CO CTAaHJIAPTHBIMU
OTEepaIlMOHHBIMU Tponenypamu. K TakuM HCClIeAOBaTEIbCKUM OIeparusam
OTHOCSIT TaK)X€ JIaHHbIE, TOJYyYEHHBIE C IOMOIIBI0 KOoMIbloTepa. YToObI
YIOCTOBEPUTHh  PETYISIPHOCTh MEPECMOTpPa, B OTUETAX HUCCIEAOBAHUS
JOKYMEHTAJTLHO (PUKCUPYIOTCS BHUJIBI U PETYISIPHOCTH MPOBEACHHSI 0030PHBIX
IPOBEPOK.

21. TTockonbKy BCe pelieHus, KOTOpble MOTYT MOBIIMATH Ha LIEJI0CTHOCTh
UCCIIEIOBaHUM, TpeOyloT  on0OpeHuss  PYKOBOIUTENS  HMCCIEAOBaHUS,
HEOOXOAMMO YTOOBI OH ObUT MH(OPMHUPOBAH O XOJE€ SKCHEPUMEHTATHHBIX
pabot. OcoOEHHO BaXXHO OOecrneyuTh MHPOPMHUPOBAHUE MOCIIE BPEMEHHOIO
nepepbiBa y4acTus PYKOBOIUTENS HCCIEIOBaHUS B HCCIEAOBAHUU. ITO
ciegyer  oOecreyuBarb  MOCPEACTBOM  COXpaHEeHHs  3(PQPEeKTUBHOMN
KOMMYHHUKAllMKd CO BCEMH HAy4YHBbIMH, TEXHHUYECKUMHU U PYKOBOISAIIUMHU

COTpyAHHKaMH, a IIpU MHOI'OLCHTPOBOM HCCIICAOBAHMHN — C BCAYIIUMU
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ucciaenopareasaMu. IIpr  HEOOXOOUMOCTH YETKO OMNpEACICHHBIC KaHAJIbI
KOMMYHUKAIIAN 00eceunBaoT BO3MOKHOCTbD OTICPAaTUBHOTO
WH(GOPMHUPOBAHUS PYKOBOIUTENSI HCCIEAOBAaHUS OO0 OTKIOHEHHSIX OT TUIaHa
UCCIICIOBAHMS, a TaKKe TapaHTHPYIOT JOKYMEHTAJILHOE ITOITBEPKICHHE
BO3HHUKAOIINX TIPOOIIEM.

22.Ecnm  nmaHHBIE  WCCIENOBAaHWS  3alMCHIBAIOTCS Ha  Oymare,
PYKOBOIUTENIO HWCCIENOBAHUS CIEAYeT OO0ECHeUnTh, YTOOBI TOMy4YEHHBIC
CBEICHHUS TIOJHOCTHIO W TOYHO JOKYMEHTUPOBAINCH M 00pabaThIBAMCH B
COOTBETCTBUH C TpaBWIaMH. B OTHOIIEHUU Pe3y/IbTaToOB, MPEIACTABICHHBIX B
SIIEKTPOHHOUW (opMe B KOMITBIOTEPHU3HPOBAHHOW CHCTEMe, OOS3aHHOCTH
PYKOBOIUTENSI WCCIEAOBAHUS OCTAIOTCA TEMHU JK€, KaKk W B OTHOIICHHUH
OyMaXHbIX  HocuTene wuH(popmarmu. Kpome TOro, pyKOBOAHTENH
WCCJICIOBAHUS JIOJDKEH YOCIUTHCS B COOTBETCTBHHM KOMITHIOTEPHU3UPOBAHHBIX
CHUCTEM TMpeArojaraeMoll o0nacT TNpPUMEHEHHWs, UX BaIdgalldd |

MPpUTOAHOCTH IJIA UCITOJIb30BAHHA B OKCIICPUMCHTC.
3. 3aKIIOYNTEIBHBINA OTUET

23. 3aKIIOUATEIIBHBIA OTYET HMCCIECIOBAHUSI HEOOXOAUMO COCTaBIIATH B
dhopme JIETATU3UPOBAHHOTO JTIOKYMEHTa (Hay4HOTO oTyeTa),
YCTAHABJIMBAIOIIETO 11€b W 3aJaud  MCCIIEOBAHUS, OIHUCHIBAIOIIETO
WCITOJIb30BAaHHBIE METO/IBl U MaTepHaIIbl, 000OIIAOIIETO TTOJyYCHHBIC JaHHBIC
U TIPEJICTABJISIFOIIETO UX aHAJIN3, a TAK)KE C/ICIAaHHBIC BHIBOJIBI.

24. PyKOBOIUTENIb MCCIENOBAHUS TOMMMCHIBAET OTYET W MPOCTABISACT
JaTy, YIOCTOBEpsii NPUHSATHE HA Ce0sl OTBETCTBEHHOCTHM 3a BEPHOCTh
CBEJICHUHM, TOJIbKO IOCJE TOTO, KaK yOeIuTCsS B TOM, UTO 3aKIIOYUTEIIbHBIN
OTYET JIaeT MOJHOE, JOCTOBEPHOE M TOUHOE MPECTaBICHHE 00 UCCIICI0BAaHUM

H €TI0 pC3ylibTarax. CJ'ICI[yeT YKa3aTb CTCIICHb COOTBCTCTBUA HCCICAOBAHUSA



npaBuiaM. PyKoBOIUTEIIO HUCCIEAOBAHUS CIEAYET CaMOMY YIOCTOBEPUTHCH,
yto wumeercs 3akimodeHne COK, wu Obid  3adUKCHpPOBaHBI  JIHOOBIC

PacXOXKJIEHUS C TJIAHOM HCCIIEIOBAHUA.
4. ApxuBbI

25.1lo0  oOkOHYaHMM  uCCleNOoBaHWs  (BKJIIOYas  MPEKpalleHue
UCCJIEIOBaHMs) HA PYKOBOJUTEIIS UCCIEOBAHMS BO3JIAraeTcs 00s3aHHOCTD 110
CBOEBPEMEHHOW apXWBallUM TUTAHA UCCIIEIOBAHMS, 3aKJIIOUUTEIILHOTO OTYETa,
NEPBUYHBIX JAHHBIX U MAaTE€pPUAIOB UCCIEAOBaHUs. B 3aKIIOUMTEIbHBIN OTYET
ClIeyeT BKJIFOYUTH 3asIBIICHUE PYKOBOJICTBA naboparopuu,
CBUETENILCTBYIOIIEE O TOM, YTO BCE 00paslibl UCCIEAYEMOTO U CTaHIapTHOTO
BEIIIECTB, OMOJIOrMYECKUE MPOObI, MEPBUYHBIE JAaHHBIC, IJIAH UCCIIEIOBAHMUS,
3aKJTIOYUTENBHBIM OTYET W Jpyras COOTBETCTBYIOIIAs JOKyMEHTAaIUs OyIyT
XpaHUThCS B HUCHbITaTeNbHON naboparopuu. [locnme mepenauu cBeiaeHui B
apXUBbI, OTBETCTBEHHOCTh 3a HHUX HECET PYKOBOJCTBO HCHBITATEIHHON

nmabopaTopumu.
5. IlpuBneueHue cyOmoapsTHON OpraHU3aAIH

26. Ectm  dwacTh  WCCIENOBaHMSI  BBIMOIHSETCS  CyONOAPSIHON
opraHuzanueii, pykoBoautenb uccienaoBanus (u nepconan COK) nomxen
OBITH OCBEJOMJIEH O CTEMEHU COOTBETCTBUSA MPaBUIaM JTAHHOUN CyOnoapsiIHON
opranmzanueii. Korma cyOmoapsHas opraHuzaiusi HE COOTBETCTBYET
paBWIaM, PYKOBOAMUTENIO HCCIEIOBAHUS HAIJICKHUT B 3aKIIOYUTEIHHOM

OTYETE yKa3aTh ATOT (DAKT.
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V. U3menenns k I1any UCCIICAOBAHUA U OTKIIOHCHHA OT HETO

27. TlotipaBKH K IJIaHy UCCIIENOBAHUS CIeTyeT 0hOPMIISTh:

VIS TIOATBEPXKICHUS  TPETHAMEPEHHOTO  HM3MEHEHHWS  JH3aifHa
WCCIICIOBAHUS TIOCJIC JIaThl Hayaja WCCIIEAOBAaHUS W JI0 BCTYIUICHHUS IUIaHA
UCCIIC/IOBAHUS B CUITY;

B pe3yabTare HEOKUIAHHOTO IPOWCIIECTBHUSI B XOJE€ HCCIICIOBAHMS,
KOTOpO€ TpeOyeT 3HAUNTEIHHBIX KOPPEKTHPYIOIINX MEP.

28. TlompaBku, CBUACTEIBCTBYIONINE O MPUYMHE W3MEHEHHS, JTOJDKHBI
MIOCIIEIOBAaTEIbHO HYMEPOBAThCs, TOAMUCHIBATHECSA C yKa3aHHUEM JarThl |
HAIMpaBJIATHCS PYKOBOIUTENIEM HMCCIIEIOBAHUS BCEM TOIYYaTENsIM HUCXOIHOTO
TUTaHa UCCIIEIOBAHUSL.

29.B ommume OT TmOMpaBKM K IUIaHYy MCCICIOBAHUS, KOTOpas
IpEACTaBIsEeT COOOM 3alyIaHMPOBAHHOE M3MEHEHHE B IUIAHE HCCIIENOBAHUA,
OTKJIOHEHHUS OT IUIaHA WCCIIEOBAHUS SIBISIOTCS HEMPETyCMOTPEHHBIMU
U3MEHEHHSIMH, TIPOUCXOISIIIMMHU BO BPEMSs OCYIIECTBIICHHSI SKCIIEpUMEHTa. B
JOKYMEHTAIlUA 10 MCCIENOBAaHUIO CleayeT (UKCUPOBaTh CBENEHUS 00
UCCIIC/IOBAaHMHM, B TOM YHCIE pAcXOXJACHHWE €ro ¢ IutaHoM. JlaHHbIe
OTKJIOHEHHUSI MOTYT HHHIIMHPOBATHCS JIPYTHMH COTPYIHUKAMH, 3aHSITHIMA B
IKCTIEPUMEHTE, HO JOJDKHBI CBOCBPEMEHHO OOOCHOBBIBATHCS, OMOOPSATHCS U
OIMCBHIBAThCSl C YKa3aHWEM JaThl PYKOBOIWTEIIEM HCCIIENOBaHUSA W (WJIN)
BEIYIIMMH HCCIIEOBATEIISIMUA, a TaKXKe XPAHUTHCS BMECTE C TICPBUYHBIMU
JTaHHBIMHA HCCIIETOBaHMs. PyKoBoauTens WCCiIenoBaHUsS OOsS3aH yTBEPKIATh
Tr00BIe  TPEANPUHUMAEMbIE TIEPCOHAJIOM HCIBITATEIbHON  Jaboparopun
KOPPEKTUPYIOLTHE JeUCTBUsA. EMy cliemyer paccMOTpeTh Ieleco00pa3HOCTh
KOHCYJBTAIlMM C JIPYTMMH HAyYHBIMH COTPYIHUKAMH JUISI TOTO, YTOOBI

OTIPEICTUTh BIMSIHUE JI000M 1Mopo0HOM MH(OpPMAlMKM Ha XOI U PEe3yJbTaThl
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HCCJIEIOBAHUS, COOOIUTE 00 PTUX OTKJIIOHEHHUSX B 3aKIIIOUMTEIILHOM OTYUETE

(¥ MpoaHaIM3UPOBATh UX MPU HEOOXOAUMOCTH).

V. KBanudukaimonabie TpeOOBaHUS K
PYKOBOJIUTEIIO UCCIIEIOBAHMUS

30. KpaimukarionHple TpeOOBaHUS K PYKOBOJIUTEIIO HCCIICIOBAHUS
3aBUCAT OT 0O0s3aTelIbHBIX  YCIOBUM  KaKJOTO  KOHKPETHOTO  BHJA
uccienoBanus. B 00s3aHHOCTH PYKOBOJCTBA HCHBITATENBHON Jaboparopun
BXOIWT YCTAaHOBJICHHE OTHUX TpeOoBaHWUA. PyKOBOJACTBO HCHBITATEIHHON
1aboparopuy OTBEYAET 3a BHIOOP PYKOBOAUTENS MCCIICAOBAHMS, KOHTPOJb €TO
JESTENIbHOCTA M OI00pEHHE €ro pelieHui, a TakKe JTOJDKHO rapaHTUpOBAaTh
IPOBEJECHUE IKCIEPUMEHTOB B COOTBETCTBUHU C IMpaBUiIaMu. MUHUMAaIbHbIC
TpeboBaHUs K KBaTA(pUKAITIH, YCTaHOBJICHHBIC PYKOBOJICTBOM
UCTIBITATEIPHOW JTA0OpaTOpUH JJIsi PYKOBOIUTENS WCCIEAOBAHUS, TOJKHBI
ObITh yKa3aHbl B JIOKyMEHTax KajapoBoro yuera. [lomMmumo Hajiexaiiei
TEXHUYECKOM  TOAroTOBKM  (0Opa3oBaHMs)  KOOPAMHHUpPYIOIIAs  pOJib
PYKOBOIUTENSI HCCIENOBaHUsL TpeOyeT, 4ToObl JaHHOE JHUIo0 00J1aaano
HaBbIKAaMHU B 00J1aCTH MEXIUYHOCTHONM KOMMYHUKAIIUHU, PEIICHUS TTPOoOIieM 1

yIPaBJICHUSI.
V1. B3aumoeicTBre B paMKaxX UCCIIEIOBAHUS

31. PykoBoauTeNnb HCCIEIOBAaHUS HECET OOINYyI0 OTBETCTBEHHOCTH 32
yIOpaBlI€HUE HCCIEIOBAaHUEM U 3aKIIOUUTENbHBIM oT4eT. OmnpeneneHue
«OTBETCTBEHHOCTH 3a 00I1Ie€ YIPABICHUE UCCIETOBAHUEM U 3aKJIFOUUTEIbHBIN
OTYET» MOXKET TOJKOBaTbCS B IIMPOKOM CMBICIE JJISI HCCIEIOBAaHUN, B
KOTOPBIX PYKOBOJUTENb HCCIEAOBAHUS MOXET ObITh Teorpapuyecku
(TeppUTOpHAIBHO)  yaaleH oOT  (paKTUYECKOro  MecTa  IPOBEICHUS

OKCHEPUMEHTAIbHOM  paloThl. [lpy HamMyuMM  HECKONBKUX  ypOBHEH
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yIpaBJICHUS, UCCIIEI0BATENBCKOTO nepcoHana u nepconasia COK neodxonumo,
YTOOBl CYIIECTBOBAJIM YETKHUE pPa3rpaHUYCHHUs] TMOJTHOMOYHUM, KaHAJIOB
KOMMYHUKAIIMW, a TAKXKE BO3JIOKEHHBIX Ha HUX OOS3aHHOCTEU C TEM, YTOOBI
PYKOBOAMTENb HCCleNOBaHUS MOT 3(P¢deKTUBHO (B IMOJHOM O0OBEME KakK B
OTHOIIICHWU KOJMYECTBA, TaK W B OTHOIIECHUM IOJYy4YaeMbIX PE3yJIbTAaTOB
BBITIOJTHEHUST  (DYHKIMOHAJIBHBIX  OOS3aHHOCTEW)  BBHIMONHATH  CBOM
OOsI3aHHOCTH YCTAHOBJICHHBbIE TIpaBuUjaMu. Pa3rpaHudeHus: MOJTHOMOYHIA,
BO3JIO)KCHHBIE OOSI3aHHOCTH M KaHallbl KOMMYHMKAIIMUA JIOJDKHBI  OBITh
3aKpEIUICHBl JOKYMEHTAIbHO (NMPUHATHI B (popMe MUCbMEHHOTO JTOKYMEHTA).
[Ipu HaTUYMKM UCCIEAOBAHMM, MPOBOJISIINXCSA HA HECKOJIBKUX MUCIIBITAaTeIbHBIX
IJIOIIAJIKaX,  PYKOBOJACTBO  MCHBITATEIbHOW  JIA0OpParopuu  JOJIKHO
o0ecreynBaTh YE€TKUE KOMMYHHUKAIIMOHHBIE CBS3M MEXKIY PYKOBOAMUTEIIEM
uccienoBanus, Beaymmmu uccienoBarensimu, COK u uccnegoBarenbCKum
TIEPCOHAJIOM.

32. B wuccnenoBaHusX, B KOTOPBIX OTBETCTBEHHOCTH JIEJIETMpPOBaHA
BEAYyIIEMY  MCCJIEIOBATEI0, PYKOBOAWTENIM  MCCIICIOBAHUS  JOJIKHBI
o0ecreunTh TMOAJACPKKY U KOHTPOJIb JaHHBIX COTPYAHUKOB, YTOOBI
rapaHTHUPOBATh, YTO COOTBETCTBYIOIIUE ATalbl HCCIECIOBAHUS MPOBOASITCS B
COOTBETCTBUU C IIJIJAHOM HCCJIEAOBAHUS, COOTBETCTBYIONIUMU CTaHIAPTHBIMU
onepanoHHbIMU Tiporienypamu (nanee — COII) u npaBunamu. Bemymmii
uccienoBarelb JIODKEH HE3aMEIUTEIbHO CBS3aThCSl C  PYKOBOAMUTEIIEM
HCCIICIOBAHMS, €CJIM TPOM3O0IIUIO IPOUCIIESCTBHE, KOTOPOE MOXKET OKa3aTh
OTpHUIIATEILHOE BO3JICUCTBUE HA XOJI M PE3yabTarbl HcclieoBaHusA. Bech
oOMeH HH(pOopMaIIUEN TOJDKEH JOKYMEHTAIbHO MOATBEPKIaThCS.

33. Ha Bcex »aTamax »JKCIEpUMEHTa O0O0s3aTeIbHO OCYIIECTBISIETCS

B3aMMOJICUCTBUE MEXIy pyKoBoauTesneM uccienoBanus u COK.
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34. Takoe B3anMOIEUCTBUE MOKET BKJIFOUATh:

aktnBHOE npuBieueHne COK Kk CBOEBpEMEHHOMY pACCMOTPEHUIO TIAHA
UCCIICOBAHNs, PACCMOTPEHHI0O HOBbIX ©  mepecmorpeHHbix  COII,
npusieueHuto nepcoHana COK k coBemanussM B Hayajae NPOBEICHHS
UCCJIEIOBAHUS U PEIICHUIO BO3BMOXKHBIX MPOOJIEM, KacaroIIMUXcsl COOMOIeHUs
MIPABWI [PU BBINIOJHEHUU UCCIICIOBAHUS;

OBICTpBI OTBET HA OTYETHl 00 HWHCHEKIUU (ayouTe) C yKa3aHUEM
KOPPEKTUPYIOUIUX JEUCTBUM U TPU HEOOXOAUMOCTH MOJACP’KAaHUE CBSI3U C
nepcoHasioM COK, HayyHbIM ¥ TEXHHYECKHMM IIEPCOHAJIOM C LEJbIO
COJICUCTBUS B MPEIOCTABICHUHA OTBETOB HA IOJIYYEHHBIE B XOJIE€ WHCIEKIUU

(aynuTa) 3amevyaHusi (BOIIPOCHI).
VII. 3amena pyKkoBOUTENSI UCCIEIOBAHUS

35. PykoBomuTenp MCCIIEOBaHHS HECET OTBETCTBEHHOCTh 3a XOI
UCCJIENOBAHMS B COOTBETCTBMM C IpaBWiaMu B 1eioM. OH JOMKEH
YIOCTOBEPUTHCSI B IIOJIHOM COOTBETCTBUM KaXXIOTO JTana MCCIEIOBAHMS
NPUHIIMIIAM HaJyIeKalled J1abopaTOpHOM MPaKTUKHA, B TOYHOM CIIE€AOBaHUU
IUIAHY MCCIEHOBAaHMs, A TAaKXKE€ B TOM, YTO BCE PE3YJbTaTbl UCCICAOBAHUN
MOJIHOCTBIO JIOKYMEHTHUPYIOTCS. JlaHHAsi OTBETCTBEHHOCTb MOXET OBITh
MOJIHOCTBIO pPEaJN30BaHAa B CIIy4ae, €CIH PYKOBOAUTENb HCCIEIOBAHUS
MOCTOSIHHO TPHUCYTCTBYET B HCIBITATENIbHON JlabopaTopuu BO BpeMs
MIPOBEICHHS] HCCIIEJOBAaHUSA. JTO HE BCErIa OCYIIECTBUMO Ha IMPAKTHKE,
MOCKOJIBKY HEM30€KHO Oy/yT BO3HUKATh MEPUObI KOIJIa OH HE HAXOAUTCS B
UCIIBITATEIbHOW ~ JJadopaTopud W BO BpeMs  KOTOPBIX  HEOOXOAUMO
OCYILIECTBUTh €r0 3aMEHy. YCJIOBHS, TMpPU KOTOPBIX PYKOBOAUTEINb
UCCJICIOBAHUSI MOXKET OBITh 3aMEHEH, HE ONpEIENICHbl B TMpPaBUIIAX, OHU

AOJDKHBI pacCMAarpuBarbCsad Ha YPOBHC YTBCPKICHHBIX HCIIBITaTEILHOU
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naboparopueit COIL.  Jlanubie COII  gomKHBI — TakkKe  ONPEneisaTh
HEOOXOMUMBIE JUISI 3aMEHBl PYKOBOAMTENS WCCICAOBAHMS TMPOIEAYyPhl U
JIOKyMEHTAIHUIO.

36. Pemienre o 3ameHe PYKOBOIUTEINS HMCCIEAOBAHMS WJIM BPEMEHHOM
JIEJIETUPOBAHUM  €r0  TOJHOMOYMM  JIpYrOMYy  COTPYIHHUKY HIPUHHMAET
PYKOBOJICTBO HCIIBITATENbHON NabopaTtopun. Bce Takue pelieHus ciaemayer
JOKYMEHTUPOBAaTh B MNUCbMEHHOM (opme. CyliecTBYIOT 2 YCIOBHUS JIA
JONTOCPOYHBIX HCCICMOBAHUN, TPH KOTOPHIX MOXKET pacCMaTpHUBaTHCS
BapHaHT 3aMEHBI:

OKOHYaHHE CpOKa pabOThl PyKOBOJIUTENS MccienoBanusi. B atom ciydae
00513aHHOCTBIO, TIPUIIEIIETO HAa 3aMEHY PYKOBOIUTENS HCCIICAOBaHMS (IIPU
comerictBun nepcoHana COK), sBasercs HeEOOXOAWMOCTh B KpaTdaiiiue
CpOKH YyOEIWThCSI B COOTBETCTBUM WCCIICOBAHHM, IPOBEIECHHBIX K Jare
3aMEHBbI, PUHIIUIIAM Ha/JIexalie 1aboparopHoi PaKTUKY;

OTITyCK, HAy4HbIE COBEILIaHUs1, 00JI€3Hb UM HECUACTHBIN CTy4ai.

37. KpaTtkocpo4HO€ OTCYTCTBHE MOXKET HE MOTpeOoBarh (hopMaibHOU
3aMEHBl PYKOBOAWTENS HWCCIICIOBAHUS, €CIM MPH BO3HUKHOBEHWUW MPOOIIEM
WA HETPEABUIACHHBIX CHUTyalluid ¢ HUM MOXKHO CBs3aTbes. Ecnmu B mepuon
OTCYTCTBHSI PYKOBOJUTEIS MCCIEIOBAHUS OXKUAACTCS MPOBEACHUE 3HAYMMBIX
ATANoOB WCCIEI0OBAHUS, 3TU TAllbl JIOJDKHBI ObITh TUOO NIEpeHeceHbl Ha Oolee
yaoOHOE BpeMs (C BHECEHUEM, B Cilydae HEOOXOAMMOCTH, U3MEHEHUH B TUIaH
UCCJIEIOBaHMs), JAUOO0 JOMKHA OBITh PAcCMOTPEHA 3aMeHa PYKOBOAUTEIS
UCCIICIOBaHUS TyTeM (OPMabHOTO HA3HAYECHUSI OJHOTO M3 COTPYIHUKOB B
KaueCcTBE PYKOBOAMUTENS uccienoBaHus. [Ipu kpaTkoBpeMEHHOM OTCYTCTBUU
PYKOBOJIUTENSI MCCIEAOBAaHUSA JIOMYCKAeTCs BpPEMEHHas Iepeaaya ero
MOJTHOMOYMI KBaTU(UIIUPOBAHHOMY COTPYAHHUKY JJISi BBIOJHEHUS AAHHOTO

KOHKPETHOTO 3Tama MCCIeAOBaHUs. Ecim  OTCYyTCTBHE  PYKOBOAUTENS
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HCCIIEIOBAaHUSI MOXKET OBITh MPOAOKUTENIBHBIM, TO MPEANOYTEHHUE TOJIKHO
OTJIaBaThCs 3aMEHe, a He Mepeiaye 00sI3aHHOCTEM.

[Ipouenypa ¥ MpUYUHBI 3aMEHBI PYKOBOAUTEIISI UCCIIENOBAHUS JTOJKHBI
OBITb JIOKYMEHTHUPOBAHBbI W YTBEPXKICHBI PYKOBOJICTBOM HCIIBITATEIIHHOM
naboparopun. Creayer TPOBOAUTH  JOKYMEHTHUPOBAHHE  PE3YyJIbTaTOB
MMPOMEXKYTOUYHOM MPOBEPKA COOTBETCTBUS  MCCICAOBAHUM  IPUHIUIIAM
HaJyIeKaIled 1adopaTOpHOIl MPAKTUKU B Cilydae OOHApY>KEHHs HEAOCTaTKOB
WA OTKJIOHCHUM.

38. Ilpu BO3BpallieHUd PYKOBOIUTENS HCCIAEAOBAHUS HE3aBUCUMO OT
TOT0, ObUIA JIM MPOBEJCHA €ro 3aMeHa WIM Iepeaada MOJTHOMOUYUNA JPyroMy
COTPYAHUKY, OH JOJKEH B Kpardauiive CPOKU YCTAHOBUTH, UMEU JIK MECTO
OTKJIOHEHUS OT YTBEPXKICHHOIO IUIAHA WCCICHOBAHUM WM IIPaBUIL.
OOHapyXEHHBbIE OTKJIOHEHUSI OT MpaBUJI, BOHUKIIKE B IMEPUOJl OTCYTCTBUS
PYKOBOAMTEISI UCCIEAOBAHUS, MOTYT OBITh 3aJIOKYMEHTUPOBAHBI IOCIIE €ro

BO3BpAIICHHUSI.
VIII. TIpaBoBoii cTaTyc pyKOBOIUTEINS UCCIIEIOBAHUS

39. Ilognuchk pyKOBOAMTENST UCCIETOBAHUS HA 3aKIIOYUTEIIEHOM OTYETE
UMEET IOPUJIMYECKYIO CHITY U TOJITBEPKIAET OTBETCTBEHHOCTh PYKOBOAUTEISI
HCCJICIOBAaHNsI B OTHOIIICHHWH BBITIOJHEHHSI HWCCIIEIOBAHUSI B COOTBETCTBUH C
npaBWjJaMd W B OTHOIICHUH JIOCTOBEPHOTO TMPEJCTABICHUS TEPBUYHBIX
JTAaHHBIX B 3aKJIIOYUTEILHOM OTYETE.

40. FOpuandeckass OTBETCTBEHHOCTh PYKOBOAUTENS HCCIICIOBAHMUS

YCTaHaBJIMBACTCA 3aKOHOAATCIIbCTBOM I'OCy1apCTB-4JICHOB.




[MTPUIJIOKEHUE Ne 3

K [IpaBunam Hamiexamen
nabopaTopHOl pakTUKU EBpazuiickoro
HKOHOMHYECKOT'0 COI03a B cpepe
oOpallleHHs JIEKapCTBEHHBIX CPECTB

HOPAIOK
npumenenus [paBuia Hapuexameii JadopaTopHoOl
npakTuku EBpa3uiickoro JkOHOMU4€CKOro CO103a
B cpepe oOpanieHN sl JIEKAPCTBEHHBIX CPEICTB /sl OPraHU3aIUuN
U NMPOBeEeHUS UCCJIeJOBAHUI HA HECKOJIBbKHUX IUIOIAIKAX

|. O01me monoKeHust

1. Tlon wuccrnenoBaHueM, MPOBOAMMBIM Ha HECKOJbKUX IUIOMIAIKAX,
MIOHUMAETCs JII000€ MCCIIEOBaHME, ATAIlbl KOTOPOTO MPOBOAATCS Oojiee dem
Ha OHOM TuIomaake. HeoOXoauMOCTh B TAaKMX MCCIEAOBAHUAX BO3HUKAET MPHU
UCIIOJIb30BAHUM  IUIONIA/IOK, KOTOpPbIE yJaJeHbl 10 reorpaduyeckomMy
MPU3HAKY, OPraHU3allMOHHO OT/EJICHbl WM pa3/iefieHbl MHbIM oOpa3zom. B
TaKOM CJIy4ae OAWMH OTJAeN OpraHu3alud JIEUCTBYeT B  KaueCTBE
WCIIBITATEJIbHOM TUIOIIAIKH, IPYTOM — B KQUE€CTBE UCTIBITATEIIBHOTO IIEHTPA.

2. Pemenne o mpoBeAcHUN HCCICAOBAHUS HA HECKOJIBKUX IIIOMIAIKAX
NPUHUMAETCS  CIIOHCOPOM  TOCJI€  OOCYXJEHUSI C  PYKOBOJACTBOM
HCIIBITAaTeNIbHOW J1abopaTopuu, BBIOPAHHON CIIOHCOPOM TIepe] HavajioM
nucciaenoBanus. VICrojb30BaHWE HECKOJIBKMX MCHBITAaTSIIBHBIX IIIOMIAJIOK
YBEIIMYMBAET  CJIOKHOCTh  33Jlad  MNPOCKTUPOBAHMS W YNPaBJICHUS
UCCIICIOBAHUEM, YTO MPHUBOJAUT K  JONOJHUTEIBHBIM  pUCKaAM s
JIOCTOBEPHOCTH M HAJC)KHOCTH PE3YJBTATOB HCCIENOBaHUA. [103TOMY OYEHB
BaYKHO, YTOOBI BCE MOTEHIMAIbHBIE YIPO3bl IEJIOCTHOCTH HCCIIEOBAHUS HA
OCHOBAaHMM TIPEACTABIECHHOW CTPYKTYpbl HCCJIEIOBaHUA HAa HECKOJIBKUX

IJIomaakKax OBLIN OLCHCHDI, 00s13aHHOCTH Y4aCTHHUKOB YCTKO paACIIPCACIICHBI, a4



PUCKH CBeACHbl K MHUHUMYMY. JloibkHA OBITh TPOBENEHA TEXHUYECKas
(Hay4Hasi) PKCIEPTU3a UM BCECTOPOHHE PACCMOTPEHBI CTATyC COOTBETCTBUS
UCCJIENIOBAHUS  TpaBWiaM  HaJUIeXKalled  Ja0OopaTOpHOM  MPaKTUKHU
EBpa3uiickoro 3KOHOMHYECKOIO COI03a, YTBEPXKIAeMbIM EBpasuiickon
HPKOHOMHYECKON KOMHUCCHEHN (Hajiee — mpaBuiia), peCypchl U PEeHTa0EIbHOCTD
BCEX TUIAHUPYEMBIX K UCIOJIb30BAHUIO UCTIBITATENBHBIX TIJIOIA/IOK.

3.B cBa3um ¢ TeMm, 9YTO pa3aUYHBIE BHJIBI HMCCIIEAOBATEIHCKOU
NEATEILHOCTH MPOBOMASTCS HA Pa3HBIX IUIONIA/IKAX, MUIAHUPOBAHUE, CBSI3b U
VOPABJIECHUE HCCIECIOBAHUEM HUMEKOT B JAaHHOM CIy4ae HMCKIFOUYATEILHO
BXHOE 3HAYeHWE. XOTS HCCIECHOBAHUE HA HECKOJbKUX MCHBITATEIbHBIX
IJIOIIAJKaX COCTOUT U3 pabOT, KOTOPbIE OCYIIECTBISIIOTCA KaK B
UCIIBITATEIbHOM IIEHTPE, TaK M HAa BCEX HCMBITATEIbHBIX IUIONIAJKaX, OHO
MPECTABISIET COOOM €IMHOE UCCIIEIOBAHUE, KOTOPOE JOJIKHO MPOBOIUTHCS B
COOTBETCTBUM C MPABUJIAMU. JTO O3HAYAET HAJIMYMUE JJI BCEX BBINOIHSAEMBIX
paboT OIHOTO IJIaHa UCCIEI0OBaHMS, OJJHOTO PYKOBOAMUTENSI UCCIIECAOBAHUS U B
UTOTE OJTHOTO 3aKJIFOUUTEIILHOTO OTUYETA.

Kpaiine BaxkHO, 4TOOBI 00BEM pPAOOT, BBHIMOJHSIEMBIM Ha Pa3HBIX
IJIOIIAJIKAX, ObLI YETKO OMNPE/CNICH Ha paHHEH CTaJuM IUIAHUPOBAHUS, YTOOBI
JaTh BOBMOXKHOCTh 3aUHTEPECOBAaHHBIM CTOPOHAM COIVIAcCOBATh HEOOXOAUMBIE

MepBI KOHTPOJIS TIepe] 3aBEPIIICHIEM pa3paOdO0TKH IIaHa HCCIICIOBaHMS.
I1. KommyHukanms

4. O0s3aTeNIbHBIM YCIIOBUEM YCHENTHOTO MPOBEJCHUS UCCIIECOBAaHUS HA
HECKOJIbKMX IUIOIIAJIKAX SBIIAETCS OCBEIOMIIEHHOCTh BCEX CTOPOH O CBOMX
o0si3aHHOCTSAX. YTOOBI pachpenenuTh 3TU OOS3aHHOCTU U CIPABUTHCS C
KaKUMH-TMOO CUTyallUsIMH BO BpeMs TPOBENCHUSI MCCIEAOBaHUA, KpanHe

BXHO  HAJIaguTh MOTOK  HWHpopManuu U IPPEKTUBHYIO  CBS3b
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(obecrieunBaroIIyl0 HAJIEKHOE U YCTOMYMBOE MOJEPKAHNE KOMMYHUKAIIUH,
HE TPUBOJSAIICE K MCKAKCHUIO (HEBEPHOMY BOCHIPHSITHIO), UTHOPUPOBAHHIO
WIA OTCYTCTBHIO OOparHOTO CHWTHaja B OTHOIICHWH IepeaaBacMoun
uH(pOpMaIIMK) MEX]Y CIIOHCOPOM, PYKOBOJCTBOM IUIOLIAI0K, PYKOBOAUTEIEM
UCCJICIOBaHMs, BEAYUIMMHU HUCCIENOBaTeNsIMU, CIY>KO00i  obecreueHus
kadecTBa (nasee — COK) u nepcoHaaom ucciaeqoBaHus.

5. Mexanusm oOMmeHa HH(pOpMAIMEN, CBSI3aHHOW C KCCIIEIOBAHUEM,
JOKEH OBITh TPEABAPUTEIHLHO COIVIacOBaH W OGOpPMIIEH JOKYMEHTAJIhHO
MEX1y CTOPOHAMHU, YKa3aHHBIMH B MTYHKTE 4 HACTOSIIIIETO MPUIIOKEHUS.

6. PykoBomuTens HCCIENOBaHUS JIOJDKEH CBOEBPEMEHHO IOJIy4arh

MH(OPMALIMIO O XOJ€ UCCIIEAOBAHMS HA BCEX IUIOMIAIKAX.
[1l. YpaBnenue uccnenoBanuem

/. CnoHcop TOpy4YaeT TPOBEJICHHE WCCIEOBAaHUS  BBIOpAHHOMU
UCIIBITATeNIbHOM Jlabopartopun. PyKOBOICTBO HCIBITATEIBLHON J1abOpaTOpuu
Ha3HA4YaeT PYKOBOAMUTEISI UCCIIEIOBAHMS, KOTOPHIM MOXET SIBISATHCS JIUIIO HE
00sI3aTEIIbHO HAXOJIIeecs Ha TOH IUIOMIAAKe, TIe IMPOBOAMTHCS OONIbIIast
4acTh HJKCIEPUMEHTAJIbHOW paboThl. PemieHue o mpoBeneHHM pPadOThI IO
UCCJIEIOBAHUIO HA JIPYTUX IUIOMIAJKaX OOBIYHO MPUHUMAETCS PYKOBOJCTBOM
UCIIBITATEIBHOM  JTA0OpaToOpuu TOCTAe KOHCYJIBTAlUM C  PYKOBOAHUTEIIEM
HCCJIEIOBAHMS M CIIOHCOPOM, €CJIM 3TO HEOOXOIUMO.

8. Eciu pykoBoAuTENb HWCCAEAOBAaHUS HE MOXKET BBINIOJIHATH CBOU
0OSI3aHHOCTH HA HUCIBITATEIBbHOW IMJIONIAJKE U3-3a €€ Teorpauueckoro Wiu
OPraHU3allMOHHOTO pa3/IeJIeHHs, BO3HUKAET HEOOXOAUMOCTh HAa3HAYUTH
BEAYIIUX HCCIEIOBATENIC Ha WCIBITATENbHBIX IUIONIaAKaX. lcronHenue
00sI3aHHOCTEH BCIIEACTBHE OPraHU3AIMOHHOTO PA3/CIICHUS MOXET OBITh

HCBBLIIIOJIHUMBIM, B Y4aCTHOCTH, IIO INPUYHUHC BPCMCHHBLIX 34aTpaT Ha IPOC3I,
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Pa3HBIX YaCOBBIX IOSICOB MJIM CIIOXKHOCTEH, CBSI3aHHBIX C TIEPEBOJOM C OJHOTO
si3pIKa Ha Jpyroi. Paznenenue mo reorpaduyueckoMy MPU3HAKY MOXKET ObITh
CBSI3aHO C YJAQJICHHBIM PACIOJIOKEHUEM IUIOMIAJIKA WU HEOOXOAMMOCTHIO
VAEJSATh MOCTOSSHHOE BHUMAHUE OJTHOBPEMEHHO HECKOJIBKUM HUCIIBITATEIbHBIM
TJIOIIAIKAM, PACIIOJIOKEHHBIM B Pa3HbIX MECTaX.

9. PyKOBOACTBO  HMCHBITAaTENhbHOW  J1a0OpaTopud W yHaJEHHBIX
HCIIBITATENIbHBIX TUIOMIAQOK JOJKHBI MOJJAEPKUBaTh IpodheCCHOHATbHbBIC
B3aMOOTHOIIICHHS C IEIbI0 OOCCIEUCHHS I[ETOCTHOCTH HCCICIOBAaHMS.
[IpuoputeThl pa3IMUHBIX YYaCTBYIOIIMX TPYyNNn JUOO KOMMEpPYECKHE
JIOTOBOPHl M COMJAIIEHUs O  KOHGUIASHIUAILHOCTH HE  JIOJDKHBI
MPENsITCTBOBaTh OOMEHYy HH(OpMalMe, HEOOXOMUMON Il HaJJIEKAIIEro

IIPOBCACHUA UCCIICAOBAHMS.

IV. Pacnipenenenue o0s3aHHOCTEM
YYaCTHUKOB MCCJIEIOBAaHUSA U MEPCOHAIA
1. CrioHcop

10. Pemienrie 0 mpoBEIEHUH UCCIIEIOBaHMS HAa HECKOJBKHUX TUIOMIAIKAX
JTOJDKHO ~ OBITh  TIIATEIbHO  PAacCMOTPEHO  CIOHCOPOM  COBMECTHO C
aIMUHUCTPAIIMEN MCIBITATEILHOTO IIEHTpa JO Hayaja HCCICIOBaHUS.
[IpenBapuTeIbHO CIIOHCOpP JOJKEH ONPEeInTh, KakuMm o0pa3om OyaeT
o0ecIeuynBaTbCs COOTBETCTBUE HUCCIEAOBAHUN MpaBUIaM M 3aKOHOJATEIHCTBY
rocyJlapctBa — ujiecHa EBpa3miiCcKOro SKOHOMHUYECKOIO CcOr3a (nanee —
rocygapctBo-uiieH). CHOHCOp JOMKEH TMOHWMarb, 4YTO B pe3yJibTare
UCCJIEIOBAHMSI HAa HECKOJNbKUX IUION[aJKaX OyleT COCTaBI€H OJMH
3aKJIFOYUTEIbHBIA OTYET.

11. CnoHcOp AOMKEH OBITh OCBEAOMJIEH O TOM, UTO €CJIM IUIOIIaJKa
UCIIOJIB3YeTCs] B KAUECTBE HCIBITATEIbHONW J1a0Oparopuu, OOBEIUHSS dTaIlbl

HUCCIICAOBAHMA, IIPOBOAMMOI'O Ha HCECKOJBKHUX INIOIIAJKax, €C OlICpalliyi H
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MepcoHall, 3aJelCTBOBAHHBIM B HCCIEIOBAHUM, IOAJIEKAT KOHTPOJIIO CO
CTOPOHBI PYKOBOJIUTENSI UCCIIEIOBAHUS. B 3aBUCMMOCTH OT CUTYyallld, TaKou
KOHTPOJIb MOXET BKJIOYarhb B C€0sl MOCEIICHMS TUIOMIAJKH PYKOBOJCTBOM,
PYKOBOAMTENIEM UCCIIEAOBAaHUS U (WJIM) WHCIIEKITUIO TJIABHBIM CITCIIMAIUCTOM
COK. PyxkoBoauTenb uCCIEAOBaHHUS JIODKEH yKazaTb, B KakOM OObeMe

UCCIIEZIOBAHUE COOTBETCTBYET MPABUIIAM.
2. PykoBOACTBO UCTIBITaTENBHON JTab0paTopun

12. BeiOOp HCHOBITaTeNBHBIX IUIOMIAAOK JOMKEH OBITh  0f00peH
PYKOBOJICTBOM HCIBITaTeNIbHON J1aboparopuu. PaccMarpuBaeMble BOMPOCHI
JOJDKHBI KacaTbCsl B TOM YHCIIE (PYHKIIMOHATBHOCTH U A(PPEKTUBHOCTH
KOMMYHUKAIlMA, HaIU4Yus NOpaBWibHO oprann3oBaHHor COK, nHammuus
MNOJXOAAIIEr0 00OpydOoBaHUSI M OmbITa. PyKOBOACTBO HUCHBITATENbHOU
nabopaTtopuu Ha3zHaudaeT maBHoro crnenuanucra COK, koTopsiil HeceT 00IIyIo
OTBETCTBEHHOCTh 3a 0OECIIEYCHHE KauyeCTBa BCETr0 MCCIICIOBAHUS B IIEJIOM.
PykoBo/IcTBO HcHBITaTENIbHOM JlabopaTtopun 10pKHO HHGopmupoBarb COK
BCEX MCHBITATEIBHBIX IJIOMIAJ0K O MECTE HAXOKICHHS TJIABHOTO CIICHMAIMCTa
COK. Ecmu Bo3HHKaeT HEOOXOAUMOCTH WCHOJb30BAaHUSA WCIBITATEILHOMN
TJIOIIAJIKK, HE BKJIFOYEHHOM B CHCTEMY KOHTPOJISI COOTBETCTBHUS MpPaBUIIAM,
000CHOBaHME BBIOOpA JAHHOM IUIOMIAJKH JOHKHO OBITH JIOKYMEHTHPOBAHO.
PykoBO/ICTBO MCHIBITaTeNIbHON 1a00OpATOPUHU JTOHKHO YBEIOMHUTH PYKOBOJICTBO
UCIIBITATEeIbHOM TUJIOIIAJKA O TOM, UTO OHA MOYKET MOJIBEPTHYTHCS MHCIIEKIUN
YIOJHOMOUYEHHOIO OpraHa rocydapcTBa-uji€Ha, Ha TEPPUTOPUU KOTOPOTO
HAXOJUTCSl UCHBITaTeNIbHAs Monaaka. Eciu B JaHHOM TOCY/IapCTBE-UJICHE
HET COOTBETCTBYIOIIETO  YIOJIHOMOYEHHOTO OpraHa, HCIHbITaTelIbHas
IJIOIIA/IKA MOKET TOJBEPTHYTHhCS MHCIEKIMUA YIOJHOMOYEHHOIO OpraHa

rocyaapCrBa-4jcHa, B KOTOpBII\/'I 6y,Z[eT npcacCTaBJICH OTYCT 00 HNCCICAOBAaHUM.
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3. PykoBOACTBO UCTIBITATEIHHON TIIOMIATKA

13. PykoBOAICTBO MCIIBITATEIHHON TUIOMIAIKM HECET OTBETCTBEHHOCTH 32
MPEI0CTABIICHUE COOTBETCTBYIOIIUX pecypcoB TUTS MIPOBEACHUS
UCCJICIOBAaHMM Ha TIUIOMIAJAKE ¢ BBIOOP BEAYIIMX HCCIEIOBaTelNe ¢
HajyIexkaien kBanudukanueir. Ecau Bo3HHMKAaeT HEOOXOAMMOCTh 3aMEHHTH
BEIYIIUX  HCCIEAOBATENCH, PYKOBOACTBO  HCHBITATENBHON  IUIOLIAJKA
HA3HAYAEeT 3aMECTUTEISI BEAYIIETO MCCICAOBATENS MOCIE KOHCYJIBTAllUH CO
CIIOHCOPOM, PYKOBOAMUTEIEM HCCIEIOBAHUSA U PYKOBOIACTBOM HMCIBITATEILHON
nabopaTopuu, eciii 3To HeooxoauMmo. [lonpoOHbIe CBeAEHUS JTOJDKHBI OBITh
MIPE/ICTABICHBI PYKOBOAUTEIO HCCIEAOBAHUS CBOCBPEMEHHO, YTOOBI MOYKHO
ObLJI0O TMPUHATD U  JOKYMEHTAJIbHO O(GOPMUTH TOMPABKY K IUIaHY
UCCIIEOBAaHNs. 3aMECTUTENb BEAYIIETO HWCCIEIOBATENS JOJKEH OLICHUTH
CTaTyC COOTBETCTBHUSI MpaBuiaM pPaOOT, BHIIOJIHEHHBIX JO MOMEHTA 3aMEHBI

BE/IYIIIETO UCCIIEAOBATEIIS.
4. PykoBOIUTEIb UCCIICTOBAHUS

14. PykoBoAMTENb HCCIEIOBAHUS JIOJDKEH OOECHEYUTh MPHUEMIIEMOCTh
BBIOpAHHBIX MCHBITATEIBHBIX IUIOMIAIOK SIS MPOBEACHUS UcciaeaoBanus. s
ATOTO MOTYT MOTPEOOBATHCS BUUTHI HA UCIIBITATENIbHBIE TIJIOMIAJIKU U BCTPEUH
C MIEPCOHAJIOM MCIBITATEIIbHBIX TUIOMIAOK.

15. Ecnmu  pykoBOAWTEIh HCCIEIOBAHUS CUYUTAET, YTO OH CaM MOXKET
HanpsIMyI0 KOHTPOJIUPOBATh pabOTy Ha OAHOM M3 HCIBITATEIBHBIX TUIOMIAIOK,
0e3 HEeOOXOAMMOCTH Ha3HAYEHHUs BEAYIIMX HCCIENA0BaTeNeH, OH JOHKEH
U3BECTUTH PYKOBOJICTBO MCIBITATENIHHOM JTa0OPAaTOPUU O TaKOH BO3ZMOMKHOCTH.
PykoBO/ICTBO ~ HMCHOBITAaTEILHOM  JTAOOpaTOpuM  JOJKHO  OOECHEUUTH

OpraHu3anuio COOTBCTCTBYHOIICIO MOHHUTOPHHIA COK HnHa »>ToM IJIOMIaJKE.



910 MokeT BITOIHATE COK camoil ucobITaTelIbHON IUIOIAIKN WIIN TJIaBHBIN
crnenpamuct COK.

16. PykoBoguTens  WCCIETOBaHWS  HECET  OTBETCTBEHHOCTh  3a
YTBEP)KJICHHUE TJIaHA WCCIeNOBaHMs, BKIIIOUas oObeAMHEHNE YacTel paboThl,
32 KOTOPBIE OTBEYAIOT BEIYIIME UCCIEAOBATENN. PYKOBOAUTEL UCCIIEI0OBAHUS
TAKXKE YTBEPXKIACT TIONMPABKA, BHOCUT KX B IUIAH HWCCIECIOBAHUS H
MOATBEPKAAET  OTKIIOHEHHWS  OT  IUIAHA  HWCCIICIOBAHUS,  yYHUTHIBAs
COOTBETCTBYIOIIME PAOOTHI, BHIMIOJHIEMbIE HAa UCHBITATENIbHBIX IUIOMIAJIKAX.
PykoBoauTenb  MCCIEIOBAaHMSI HECET  OTBETCTBEHHOCTh 3a  TOYHOE
nH()OpPMUPOBAHUE BCErO TEpPCOHANAa O TPEOOBAHMSIX K HCCIECIOBAHUIO H
JOJIKEH O0ECNeYuTh JOCTYIMHOCTh IJIaHA WCCJEAOBAHMS WM TOIMPABOK JIs
BCETO MEPCOHANA, YYACTBYIOIIETO B UCCICAOBAHUH.

17. PykoBoauTesnb HCCJICTOBAHUS JIOJDKEH YCTaHABJIUBATb,
MO/JIEP’KUBATh COOTBETCTBYIOIIME CHUCTEMBI CBSI3M MEXKIY HUM U KaxKIbIM
BEIYIIUM MCCIEAOBaTEIEM, a TakKXe TMPOBOAUTH MX TECTUPOBAHUE.
B dYacTHOCTM Ba)XHO MPOBEPUTH IMPABWILHOCTh TelNe(HOHHBIX HOMEPOB H
aZpeCoOB AIEKTPOHHOM MOYTHI C MOMOIIBIO TPAHCIISIIUK T€CTOBBIX MPOTPaAMM,
YTOOBI U3yUUTh YPOBEHb CUTHAJIA B CEJIbCKUX OTACICHUSX U T. . Bo3MoxHO,
noTpeOyeTcsl Y4YUThIBaTh pA3HUIy B YaCOBBIX II0sicax. PyKoBOAUTENb
UCCIIEIOBAHUS JOJKEH MOJJICPKUBATH MPSMOM KOHTAKT C KKIBbIM BEIYIIUM
UCCIIEIOBATEIEM M HE HCMOJb30BaTh [JII OSTOM LEJIH TOCPEIHUKOB,
32 UCKIIIOUEHHMEM CIIy4aeB, KOIJla M30€XaTh 3TOr0 HEBO3MOXKHO (HAIpUMEp,
HEO0OXOJIUMOCTD B IEPEBOTUMKE).

18. Ha npoTsbkeHnH BCEro UCCIICAOBAHUS PYKOBOJIUTENh UCCIEIOBAHUS
JOJDKEH OBITh JOCTYNEH MJisd BEIyIIMX HccienaoBareneid. PykoBoguTesnb
WCCJIEIOBaHMS JIOJDKEH CIOCOOCTBOBATh KOOPJWHAIIMM W CHUHXPOHHU3AIMH

COObITUM W TepeMenieHuid mpo0, O0O0pa3loB WM JaHHBIX  MEXIY
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UCIIBITATEIbHBIMUA  IIJIONIAJIKAMU, a Takke O00ecCHeunuTh, 4YTOOBl BEIYIIHE
UCCJIEI0OBATEIN TOHUMAH MOCIIEIOBATEIIbHOCTD BHIMOIHAEMbBIX POLIETYP.

19. PykoBoguTens  UCCIEMOBaHUS JODKEH TpU  HEOOXOIUMOCTH
MOJIIEP)KUBATh KOHTAKT C BEAYHUIMMH HCCIEIOBATEISIMA  OTHOCUTEIHHO
pesynbratoB  uHcnektupoBanuss COK  ucnbiTatenpbHBIX —TUIONMIAA0K. Bce
KOHTAaKThl ~ MEXIY  PYKOBOJIUTEIEM  HUCCIEAOBaHUS U BEAYIIUMH
ucciaenosareasmMu  uian  COK  ucneITaTreIbHOM — IJIOMIAJKM, Kacaroluecs
PE3yJIBTaTOB MHCIIEKTUPOBAHUSA, JOJIKHBI ObITH 0()OPMJIIEHBI TIOKYMEHTAIIBHO.

20. PykoBoguTeNnb HCCIIEIOBAHUSA JOJDKEH OOECIeUUTh IOITOTOBKY
3aKJTFOUUTENIBHOTO OTYETa C yY€TOM MaTepHasioB, MOATOTOBIEHHBIX BEAYIIUMHU
HCCIICIOBATCIISIMH.

21. PykoBomuTeNNb  WMCCIEAOBAHWSA  JOMKEH  OOECHeYnTh, YTOOBI
3aKJIFOYUTENBHBIA OTUET ObLI MpeAcTaBieH maBHoMy criennanucty COK s
MPOBEPKU. PyKOBOIWTEIh MCCIENOBAHMS TOJIMMCHIBACT 3aKIIOUUTEIBHBIN
OTYET M yKa3bIBaeT JaTy MOAMUCAHUS, YTOOBI MIOATBEPAUTDH, UTO PUHUMAET Ha
ceOsl OTBETCTBEHHOCTh 3a JIOCTOBEPHOCTH JIAHHBIX, a TAaK)K€ YKa3bIBaeT, B
KaKOM 00bEME MCCJIEIOBAHUE COOTBETCTBYET MPABWIIaM. JTO MOXKET YACTUYHO
OCHOBBIBAThCS HA TUCHBMEHHBIX TapPaHTHUAX, MPEACTABICHHBIX BEAYIIUMHU
HICCIICTOBATCIISIMM.

22. Eclu Ha MCHBITATENIbHBIX ITIIOIIAJIKaX HE ObLI HAa3HAYeH BEMYITUH
UCCJIeIoBaTeIb, PYKOBOAMUTENb HCCIAEAOBAHUS JIOJDKEH KOHTAKTHPOBATh
HanpsIMyIO0 C MEPCOHAJIOM, MPOBOMAIIUM padOTy Ha 3TUX IUIOMIAJKAX. DTOT

MEPCOHAJI JIOJIKEH OBITh YKa3aH B IJIaHE UCCIIEIOBAHMUS.
5. Benymuit uccienoparesnnb

23. Benymmii uccneoBareiib JACHMCTBYeT OT HMMEHU PYKOBOIUTES

HCCIICNOBAHMA B pPaMKaxX ITOPYYCHHOI'O €My OTalld HCCICAOBAHUA H HCCCT
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OTBETCTBEHHOCTh 3a OOCCICUYCHHE COONIONCHMS TPaBHII JUIS ATOTO dTara.
BakHO€ 3HaYeHNE UMEIOT COTNIACOBAHHOCTH ACHCTBUM M OTKPBITOCTH pabOUnX
B3aMMOOTHOIIIEHUN MEXAY BEIyIIUM HCCIEAOBaTeIeM U PYKOBOAUTEIIEM
HCCIICIOBaHHSL.

24. JIo;KHO CyIIeCTBOBaTh JOKYMEHTAIBHO O(DOPMIIEHHOE COIVIAIlIeHUE
O TOM, YTO BEIYyIIWI HCCleNoBaTeab OyJeT BECTH MOPYYEHHBIM emy 3Tam
B COOTBETCTBHHU C TUIAHOM HCCJIENOBaHWSA W TpaBwiaMu. [loanmucek Bemymmx
uccemoBaTeIeii  Ha  IJIaHE  MCCJICMAOBAHMS  SBISCTCS  MPHEMIIEMBIM
JIOKyMEHTAJIbHBIM MOJITBEPKICHUEM ATOMY 0053aTEIIbCTRY.

25. OTKJIOHEHUsT OT IUTaHa  HWCCIEOBaHUS WM  CTaHJIAPTHBIX
orneparmoHHbIX mporenyp (manee — COII), oTHOCSIUXCS K UCCIEIOBAHUIO,
JOJDKHBI OBITh JTOKYMEHTATBHO O(OPMIICHBI Ha MCHBITATEIHHON IUIOMIAIKE U
MOJITBEPKICHBI BEAYIITUM HCCIIEIOBATENIeM, O HUX CJIEIyeT TaKkKe COOOIIHUTH
PYKOBOAMTENIIO  HCCIEAOBAaHUS W CBOEBPEMEHHO  MOJYYUTh  €ro
MOJITBEPIKIICHNE.

26. Benymmii uccienoBareiab JIOJDKEH TPEICTaBUTh PYKOBOIUTEIIO
WCCJICIOBAHMS MAaTEpHaJIbl, TO3BOJISIIONINE ITOATOTOBUTH 3aKIIOUUTEIHHBIN
OTYeT. DTH MaTepHaibl JOJKHBI BKIIOYaTh B C€0S MUCHMEHHOE 3asSBJICHUE OT
BE/YIIIETO MCCIIEIOBATeNs, MOITBEPIKIAIONIEEe COOTBETCTBUE MPABUIIaM YacTH
paboThI, 32 KOTOPYIO OH HECET OTBETCTBEHHOCTb.

27. Benymmii uiccienoBaTeb J0HKEH 00eCIednTh, YTOOBI BCE JaHHBIE U
oOpasmpl, 3a KOTOpPbIE OH HECET OTBETCTBEHHOCTh, OBUIM IIepEAaHBI
PYKOBOIUTENIO WCCIECIOBAaHUS WJIM B apXWB, KaK OINKCAHO B IIJIaHE
uccienoBanus. Eciu OHM HE mepenaHbpl PYKOBOAMTEIIO HCCIIEIOBaHMS,
BEAYIIUA HCCIEIOBATENh JOHKEH YBEIOMUTH PYKOBOIUTENSI HCCIICIOBAHUS
O TOM, KOIJla U TJe OHU OyayT mepeaaHbl B apXuB. Bo Bpems ucciemoBaHus

BEAYIIUA UCCIEAOBAaTEIh HE HMEET IpaBa YTWIM3HPOBATh KaKHE-TMOO
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oOpasibpl 0e3 MpEeABApPUTEIBHOIO MUCHMEHHOTO PAa3pelIeHUs] PYKOBOAUTEIS

VICCJIEIOBAHMUS.
6. [lepconasn, yqacTByIONTHi B IPOBEACHUH UCCIIETOBAHMUS

28. Bce cnenuaivcThl M TEXHUYECKUW TEpPCOHAT, YYaCTBYIOLIUN B
MIPOBEICHUM HWCCIEAOBAHMS, IOJKHBI MMETh JOKHOCTHBIE WHCTPYKUIWU H
JOKyMEHThl 00  oOydeHuH, KBaIM(PUKAIMM U  CTaxe  padoTHhI,
NOATBEPKJAOIIME UX CHOCOOHOCTH BBINOJIHATh HAa3HAYEHHBIE UM 3a/laHUA.
Ecim  TpeOyercs, 4ToOBI MEpPCOHAN, YYaCTBYIOUIMI B  IPOBEICHUU
uccnenosanus cienoan COII, yTBep:KI€HHBIM ISl IPYTOM HCIIBITATENBHOM
IUIOIA/IKH, JIF000€ HEe0OXOIMMOeE JOMOJHUTEIFHOE OOy4YeHHUE JOKHO OBITh
0(OpMIIEHO JIOKYMEHTAJILHO.

29. MoXeT UMETbCSI HECKOJBKO TUIOMIAJIOK, TJI€ BPEMEHHO HAHSTHIN
NIEpPCOHAJ BBHINOJHAET OINpPENEJICHHbIE 3aauyu HccieaoBanus. Ecim 3ty una
MOJTy4YaroT WM BBOAST MEPBUYHbBIC JJAHHBIC, CIIEAYET COXPAHUTD 3aIUCH 00 MX
KBaJM(UKaIMKM, OOy4eHUH U cTaxke paboThl. Eciau Takue nuna BBITOIHSIOT
OOBbIUHBIE oONepaluu (HampuMep, yXoJ 3a JaboparOpHBIMU >KUBOTHBIMH),
NOJUIeKAlIME HAA30py CO CTOPOHBI 0o0Jiee BBICOKOKBAIU(DULIMPOBAHHOIO

MEpPCOHAJIA, TO TAKUE 3aKCHU 00 ITUX JIUIIAX HE TPEOYIOTCA.
V. ObGecrieueHue KauecTBa

30. HeoOxoaumo TIIaTeNIbHO CIUIAHWPOBAaTh U OPraHU30BaTh PadOTy
COK MHOTOIIEHTPOBBIX HCCIIEOBAaHUN, YTOOBI 00€CIEeUYUTh COOMIONEHUE
OOIMX TMPHUHIIMIIOB HAJICKAICH JIa0OpaTOPHOW MPAKTUKH I JAHHBIX
uccienoBanuil. [lOCKONBKYy wucCCIenOBaHUE MPOBOAUTCA HA HECKOIBKUX
UCTIBITATETIFHBIX ~ TUIOIMIAJKaX, TO MOTYT BO3HUKHYTh TNPOOIEMBI C
yIpaBICHUEM HECKOJIBKUMH HUCIBITATEILHBIMY TIIOMIAIKAMUA U IPOTPaMMaMHt

oOecreueHs KayecTBa.
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1. O6sa3agnocTu masHoro crnenuaimiucra COK

31. I'maBseni cneruanuct COK pomkeH mnomnep)kKuBaTh KOHTAKT C
otneioM COK  wmchoeITareabHOM — IUIOIIAAKH,  YTOOBI  OOECIICUUTH
uHcnektupoanre COK Ha NpOTSIKEHUU BCETO UCCIEAOBAHUS.

32. Ocoboe BHUMaHHE CIEIyeT VyACHITh (DPYHKIIMOHHUPOBAHUIO U
BEJICHUIO JIOKYMEHTAIIUM, OTHOCSIIEWUCS K B3aUMOJCUCTBUIO (KOHTAKTaM)
MEXy HCHBITATEIbHBIMU TUIOMAAKaMu. OTBETCTBEHHOCTh 3a 00ECIIEUECHHE
KaueCTBa Ha Pa3MYHBIX IUIOMIAJIKaX JOJKHA OBITh YCTAHOBJIEHA JO Hayaja
AKCIIEPUMEHTAILHOM PaObO0ThI HA ATHUX ILJIOIIA IKAX.

33. I'mapnbnii crnenuanuct COK obecrnieunBaeT mpoBeeHHE MPOBEPKU
IJIaHa UCCIIEIOBAHUS U 3aKII0YUTEILHOTO OTYETa HAa COOTBETCTBUE MPABUIIAM.
NucnexktupoBanue COK 3akI04UTEILHOIO OTYETa JIOJDKHO BKIIFOYATh B Ce0s
MPOBEPKY HAJIWMYMSI BCEX HEOOXOAMMBIX MarepuaioB OT  BEAYLIUX
uccienoBareieit (B TOM 4HCIE JOKa3aTelbCTBa OOECIeUeHHs KadecTBa Ha
UCIIBITATEIBHON TIIOIIAJIKE) B COCTaBE 3aKJIIOYMTEIIBHOTO OT4YeTa. [J1aBHBIM
cnermanuct COK obecnieunBaet noarotoBky 3akimoueHuss COK B oTHoIIeHUH
paboThI, BHITIOJIHEHHON Ha MCIBITATEILHON IUIOMIAKE, BKIIFOUAS 3aKIHOUCHUS

COK co Bcex UCHBITAaTeIILHBIX IUIOMAIOK MIN CCBUIKM HA HUX.
2. O6szansoct COK ucnpITare1sHON TUIOIIAIKH

34. Kak mnpaBwiio, PYKOBOACTBO KaXKJIOW MCHBITATEILHON TUIONIAAKA
HECET OTBETCTBEHHOCTh 3a COOTBETCTBYIOIIEE OOECIEeYeHHEe KauyecTBa B
OTHOIIIEHWM 4YacTH HCCIeIoBaHus, NpoBeAeHHOW Ha miomaake. COK nHa
KKJIOW HCIBITAaTeIbHOM IUIONIAJKEe JOJDKHA TMPOBEPATH pas3ieibl IIaHa
WCCJICIOBaHMS, OTHOCSIIHMECS K ONEparusM, BBITOJTHSIEMBIM Ha IUIOMIAIKE.
COK nomkHa XpaHWUTh KOIMIO YTBEPXKJICHHOTO IUIaHA WCCIIECIOBAHUA H

IIOIIPABOK K HEMY.



12

35.COK mnHa wWchObITaTeIbHON IUIOMIAAKE JIOJDKHA WHCIIEKTHPOBATH
OTHOCSIIYIOCSI K UCCIIETOBAHUIO padOTy Ha CBOEH ILIONIAJIKE COITIaCHO CBOUM
cooctBeHHbiM COII, ecnu uHOe He TpeOyeTrcss MO YKa3aHWIO IJIABHOTO
cnenpanmucta COK, mnpu »srom COK wuchobITarelnbHOM — IUIOMIAJIKH
CBOEBPEMEHHO COCTAaBJISIET OTYETHI O JIOOBIX pe3ysibTaTax MHCICKIUA B
NUCbMEHHOM (opMe B ajapec BeAYIIEro MCCIEN0BaTeNs, PYKOBOJICTBA
UCIIBITATEIbHOW TUJIOIIAJKH, PYKOBOIUTENS MCCIEIOBAaHUS, PYKOBOJICTBA
UCIIBITaTeNIbHOU TabopaTopuu U miaBHoro cnenuanucra COK.

36. COK Ha wWCObITaTeTbHON IUIOMIAAKE JIOJDKHA HWHCIIEKTUPOBATH
ydqacThe BEAyIIero uccienoBaresiss B uccienoBanuu coracHo COII croeit
HCIIBITATeIbHOW TUIOMIAQJKKM M MPEACTABISATh 3aKJIIOUEHHE, OTHOCSIIeecs K

nestenbHocTH COK Ha ucnpITaTeNbHON TUIOMIAIKE.
V1. OcHoBHble Tpaduku padboT

37. MHOTOLIEHTPOBOE HCCIIEAOBAaHUE, IS KOTOPOrO HA3HAYEHbl OJIUH
1100 HECKOJIKO BEAYIUX HCCIIEA0BATENEH, TOIKHO UMETh OCHOBHOM rpaduk
paboT Bcex 3aJeHCTBOBAHHBIX MCHBITATENBbHBIX IIIOMAM0K. OOlecredeHue
BBITIOJTHEHUSI 3TOTO0 TpeOOBaHUS BXOAUT B OOS3aHHOCTH PYKOBOJICTBA
UCTIBITATEIbHON J1a00PaTOPUN U PYKOBOJICTBA UCITBITATEILHOM IJTIOMIA K.

38. B ocHoBHOM rpaduke pabOT JODKHO MMEThCS YHUKAIbHOE
UACHTU(PUKAITMOHHOE Ha3BaHHUE MCCIIEAOBaHMUA, a TaKXKe MPU HEOOXOIUMOCTH
NEPEKPECTHBIE CCHUIKM Ha WACHTU(DUKAIIMOHHBIE Ha3BaHUS HCIIBITATENbHBIX
mwiomanok. Ha ocCHOBHBIX Trpadukax padbOT [ODKEH OBITh yKa3zaH
PYKOBOIUTENb HUCCIENOBAHUsA, a Ha Tpauke padoT KaXIOW HCIBITATeIHLHOU

TJIOIAIKK — COOTBETCTBYIOIIUI BEAYIIIUM UCCIIEIOBATEIb.
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39. Ha ocHOoBHOM Tpaduke pabOT, HaXOAAIMIEMCS Ha BCEX INIONIAJKaX,
JOJDKHBI OBITh YKa3aHBI JIaThl Havajla M 3aBeplicHHs (a3 paboT, 3a KOTOphIC

OHH OTBEYAIOT.
VII. ITnan uccienoBauus

40. JInst  KaXIOro MHOTOIEHTPOBOTO HCCJICIOBAHUS JIOJDKCH OBIThH
COCTaBJICH €IAWHBIA IUIAH HWCCIEeNOBaHUS. B maHe wWccienoBaHUS JOKHBI
OBITh yKa3aHbl TOJHBIC HAWMEHOBAHHUS W aapeca BCEX 3aJIeCTBOBAHHBIX
TUTOIIAJIOK.

41. B maHe wWccnenoBaHMs JODKHBI OBITh yKa3aHbl MMl U ajpec
BENYIIUX HCCIIeNoBareneil u nopydeHnas uM (aza uccinenoBanus. Criemxyer
BKJIIOYaTh B IUIAH HCCIEIOBaHHWS WH(GOPMAIHWIO, JOCTATOYHYIO IS
YCTAaHOBJICHUSI TMPSMOTO KOHTaKTa C PYKOBOAWTEIEM  HCCIEIOBaHUS
(Hampumep, HoMep TenedoHa).

42. B mnaHe WcCleoBaHUA JOKHO OBITh yKa3aHO, KakKUM 00pa3oM
coOpaHHBIE HAa MeECTax JaHHbIe OyIyT TPEACTABIATHCS PYKOBOIUTEIIO
WCCIICIOBAHUS JIJISl BKITFOUSHHUS UX B 3aKJTFOUUTEIILHBIA OTUET.

43. Ecnii 3apaHee M3BECTHO, CJIENyeT yKa3aTh B IUIAHE WCCIICHOBAHMSI
MecTa, TJe JO/DKHBI XPAHWTHCS JIaHHBIE, WCCIIEIyeMble BeIeCTBa
(JlekapCTBEHHBIE CpECTBA), 00pa3libl CpaBHEHUs (KOHTPOJbHBIE 00paslibl) U
00pa3ipl, COOpaHHBIE JIs1 XPAaHEHUS HA PAa3IUYHBIX TUTOIIAIKAX.

44. Cnenyet obecrieunuTh MPEACTaBICHUE MTPOEKTA IJIaHA MCCIIEAOBAHUS
BEAYIIUM MCCIICOBATEIISAM JIJII W3YYCHUS W OMPEACIICHUS BO3MOXKHOCTU
BBITIOJTHUTh OTBEACHHYIO WM YacTh OOIIMX WCCIEAOBATEIbCKAX PadoT
(a Takke CHEeNHATBbHBIX TEXHUYECKUX paldoT, €Clii 3TO MPEeAyCMOTPEHO

IIJIaHOM I/ICCJ'ICI[OBaHI/ISI).
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45. Kak mpaBuiio, IjIaH MCCIAEAOBAHUS COCTABIISACTCS HA OJHOM S3bBIKE,
OOBIYHO Ha TOM SI3bIKE, KOTOPHIM CBOOOJIHO BIAJCET PYKOBOAUTEND
uccienoBanus. [ MHOTOIIEHTPOBBIX MCCIEAOBAHUM MOXKET MOTPeOOBAThCA,
yTOOBI IUIAH HMCCJIEIOBAHMS OBLI COCTaBJIECH HA HECKOJIBKUX S3BIKAX. OJTO
JOTIOJTHEHWE JIOJDKHO OBITh YKa3aHO B MCXOIHOM IIJIaHE HCCIIEIOBaHUS,
NEPEBEACHHOM IUJIAaHE MCCIEAOBAHUS, a UCXOAHBIN SI3bIK JOKYMEHTA JIOJKEH
ObITh yKa3aH BO Bcex ero Bepcusix. JlomkeH OBbITh NPUMEHEH MEXaHU3M
MPOBEPKM TOYHOCTH U TIOJIHOTHI TEPEBEACHHOIO TIUIaHA MCCIEIOBaHUS.
OTBEeTCTBEHHOCTh 3a TOYHOCTH II€peBOJa MOXET OBITh BO3JIOKEHA
PYKOBOAMTENIEM HCCIEAOBaHUS Ha CIENUAIMCTa IO TepeBojaM U JOHKHA

ObITH 0(hOpMIIEHA TOKYMEHTAJILHO.
VIII. ITpoBeaenue uccienoBaHus
1. UcnipITarenbHble 1a0opaTopyun

46. Ecniu mepcoHas He MPUCYTCTBYET HA MCIBITATEIbHBIX IUIOMIAIKaX B
TEUEeHHE BCEro padouero BpEeMEHH, MOTYT MOTPeOOBaThCsl JOIMOIHUTEIbHBIC
Mepbl ISl ToJAepKaHusl (PU3NYECKOM COXPaHHOCTH HCCIEyeMbIX BELIECTB
(JIekapCTBEHHBIX CPEJICTB), 00PA3IIOB U JaHHBIX.

47.1lpu HEOOXOAUMOCTH MEPEMEIICHUS] JaHHBIX WIM MaTepHalioB
MEXIY TUIOIIAKaMU CIENYyEeT YCTaHOBUTh MEXaHU3MBbI ISl MOAJEPKaHUs UX
coxpanHoctu. Ocoboe BHUMaHHE CIEAyeT YIEIATh 3JIEKTPOHHOM TNepenaye
JAHHBIX (NEKTPOHHAS MOYTa, UHPOPMAIMOHHO-TEIEKOMMYHHUKAIIMOHHAS CETh

«MHTEepHET» U T. 1.).
2. ObopynoBanue

48. Ucnionp3yemMoe B MCCIICIOBAaHMM  OOOpYIOBaHUE  JOJIKHO

COOTBCTCTBOBATL CBOCMY HA3ZHAYCHUIO. ODTO OTHOCHTCI H K KPYIIHBIM
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MEXaHUYECKUM CpeICTBaM, U K  BBICOKOCIEIHAIN3UPOBAHHOMY
000pYIOBAHHIO, KOTOPOE MOXKET UCIIOIB30BaThCSl HA HEKOTOPBIX IUIOIIAIKAX.
49. JInss oOopymoBaHUWsA, HWCIIOIB3YEMOTO B WCCICAOBAHUH, JTOJKHBI
UMEThCS ~ PETUCTPAIMOHHBIE  3allUCHU O  TPOBEACHUM  TEXHUYECKOTO
OOCITyXMBaHUSI U KaJIMOPOBKH, KOTOpPbIE BO BpeMs HCIOIb30BaAHUS
0o0Opy/IOBaHUSI MOATBEPXKAAIOT €ro MPUTOJHOCTH K UCIOJIB30BAHUIO MO
HazHaueHuto. HekoTopas anmaparypa (Hampumep, Takoe B3SITOE€ B apeH1y WIH
JIM3UHT 000pYAOBaHUE, KaK BECHI JUIsl KPYMHBIX )KUBOTHBIX M aHAJIUTHUYECKOE
0o0OpyJIOBaHME) MOXET HE HMETh PETUCTPAllMOHHBIX  3amucedl o
NEPUOANYECKON MHCIEKIIMN, OYUCTKE, TEXHUYECKOM OOCIYy)XHBaHUM U
kanmuOpoBke. B Takux chmydasx wuHbopmaius J0JKHA OBITh BHECEHA B
NEPBUYHBIE JAHHBIE [0 KCCIEIOBAHUIO, YTOOBI MPOJEMOHCTPUPOBATH

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

50. JlomkHbl OBITh B  HAJIMYMHM TPOILEAYpPHI, 0OECIECUUBAIOIINE
CBOEBPEMEHHYIO JIOCTaBKy B HCIIBITATEIbHYIO TUIOMIAAKY MaTepHasoB,
OTHOCSIINUXCSA K HccaenoBanuio. HeoOXomumo moamepKuBaTh IIEIOCTHOCTD
(cTaOMIIBHOCTDH) JAHHBIX U MaT€pUAJIOB BO BPEMS TPAHCHOPTUPOBKH, OITOMY
KpalilHe Ba)XKHO MCIIOJIb30BaTh HAJIKHBIE CPEICTBA TPAHCIIOPTUPOBKU MU
oOecrieueHrss COXPAHHOCTU JOKyMeHToB. HeoOXomuMo uMeETh YeTKO
ONpEJeTICHHbIE  TPOLEAYphl  TPAHCIOPTHUPOBKH, a  TaKXKE  YETKOE
pacrpeneieHne 00s3aHHOCTEH MCIIOJIHUTENICH B MPOIECCe TPAHCIIOPTHUPOBKHU
JTAHHBIX 1 MaTePHAJIOB.

51. Kaxxnass oTmpaBka wmarepuaja i MCCJIENOBAaHMUS — JIOJDKHA
COMPOBOXK/IATHCS MPUJIOKEHUEM COOTBETCTBYIOIICH JOKYMEHTAIIUU, YTOOBI

noaATBCpANTL COOTBCTCTBHC IIPUMCHACMBIM HOPMaM IIpaBa, HAIIpUMCEP,
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TaMOXCHHOMY 3aKOHOJIaTEJIbCTBY, 3aKOHOJATENILCTBY B cdepe oOpalleHus
JIEKapCTBEHHBIX CPEACTB, 3aKOHOJATENICTBY B cdepe OUOIOru4YecKoi
oe3onacHocTu. Takasi JOKyMeHTalusi JOJDKHA COAEpKaTh HH(OpMAaIIUIO,
JOCTaTOYHYIO JJIsl YCTAHOBJICHUS! MPUTOAHOCTUA MaTepuaja K UCTOIb30BaHUIO
0 Ha3HAYEHUI0 M0 NpudObITMM Ha MecTto. Bompockl odopmieHus
COOTBETCTBYIOIIEH JOKYMEHTAIMU JIOJDKHBI OBITh PEIICHBI JI0 OTTPY3KH
MaTepuaa.

52. Ecnmu  wmarepuanbl HMCCICAOBAHHUS  TPAHCIOPTUPYIOTCS  MEXKIY
IUIOIAIKAaMHU B OJTHOM W TOMW K€ Tpy30BOM MapTuu, HEOOXOIUMO, YTOOBI OHU
ObUIM COOTBETCTBYIOLIUM 0Opa3oM pasleieHbl U WACHTHU(PUIUPOBAHBI, BO
n30eXKaHue MYTaHUIbl WM TMEPEKPECTHOrO 3arpsi3HEHUs. JTO TpeOOBaHME
O0COOEHHO BaXXKHO COOJIONIATh, €CJIM BMECTE TPAHCIOPTUPYIOTCS Marepualbl OT
OoJiee YeM OHOIO UCCIIEOBAHMSL.

53. Ecnmu BO Bpemsi TpaHCHOPTHUPOBKH YCJIOBHSI OKPY)KAIOIIEH Cpeibl
MOTYT OKa3bIBaThb HEraTMBHOE BIIMSHUE HA TPAHCIOPTUPYEMBIE MaTepUallbl,
ClIeZlyeT YCTAaHOBUTH MPOLETYPHI IJIsi COXPAHEHMS] UX IEIOCTHOCTH. MOXeT
noTpeOOBaThCsl BEJACHUE MOHUTOPUHIA JIJIi TOJATBEPXKIACHUS, YTO BO BpEMs
TPAHCIIOPTUPOBKHU TMOJACPKUBAIOTCA HEOOXOUMBIE YCIIOBUS OKPYKAIOIIEH
Cpe/Ibl.

54. Cnenyer ynensTh BHUMaHUE XPaHEHUIO, BO3BpATy M YTUIU3aLUU
OCTaTKOB HCCJIENYEMBIX WM CTAHJAPTHBIX BELIECTB, MHCIOIb3YEMbIX B

UCCIIE0BATEIbCKUX JIA0OPATOPUSIX.
IX. OdopmiieHne pe3ynbTaToB UCCIIEIOBAHUS

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

JaHHBIC 110 BCEM (1)a3aM HCCIICOOBaHMAI. BCI[YIJ_[I/II\/JI HCCIICOOBATCIIb COCTABIIAACT
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OTYET O MPOBEACHUU MOPYUYEHHOTO €My 3Tara MCCIEIOBAHUS ISl BKIIFOUEHUS
€ro B 3aKJIIOUUTEIbHBIA OTYET, 3aBEpsAET MOJINUCHIO M YKa3bIBaeT jnary. B
TOTOBOM BHJI€ OTYEThI JOJKHBI BKJIFOYATh B C€0s CBEICHHUS O IPOBEIACHUU
cootBeTcTBYyIOMIEro MoHUTOprHTa COK Ha 3TO# HCHBITATENBHOMN TUIOMIAKE 1
uH(OpMAIHIO JOCTATOYHYIO JJISI TOTO, YTOOBI PYKOBOAMTENb HMCCIIECIOBAHUS
MOT COCTaBUTh MOJHBIN 3aKJIFOUUTEIBHBIN OTYET MO BCEMY HccleqoBaHuI0. B
KaueCTBE aJIbTEPHATHBBI HEOOpPAOOTAHHBIE JIAHHBIE MOTYT TEPEaBaThCs
BEAYIIUMH HCCIEAOBATENIIMU  PYKOBOAMTEIIO HCCIEAOBaHUS, KOTOPHBIi
JOJDKEH YOEIUTHCsS, YTO 3TH JaHHBIC IIPEACTABICHBI B 3aKIFOUYHUTEIHLHOM
otueTe. B 3aKIIOYMTENIBHOM OTYETE, COCTABIEHHOM TaKMM 00pa3oM, JOKHBI
ObITh YyKa3aHbl BEAYIIUME KCCIENOBaTeNM W (pa3bl, 3a KOTOpPhIE OHU HECYT
OTBETCTBEHHOCTD.

56. Benymue uccienoBarenun JOKHBI yKa3aTh, B KAKOM 00beMe padoTa,
32 KOTOPYIO OHHM OTBEYAlOT, COOTBETCTBYET IpaBWiaM, U IPUBECTH CBEICHUS O
npoBenaeHnn uHcneknuidi COK Ha cBoed HUCHBITAaTEbHOW IUIOMIAJKE. JTa
uHpopMaIusg MOKET ObITh BKIIFOU€HA HEMOCPEJCTBEHHO B 3aKIIOYUTEIIHHBIN
oryeT MO0 TpelOyeMble JaHHbIE MOTYT OBITh BKJIIOUEHBI B 3asBJICHUE
PYKOBOJUTEISI MCCIEIOBAaHUS O coOmoaeHuu npasui u B 3akmodenue COK B
3aKJTIOYMTENIbHOM oTueTre. [Ipu 3ToM clieayeT aarh CChUIKY Ha MCTOYHUK W3
KOTOPOTO ObLTA B35Ta JaHHAss MH(POPMAIIMS K MECTO €T0 XpaHEHHUSI.

57. PykoBouTeb UCCIAEAOBAHUS JOJDKEH MOAMKUCATh 3aKITFOYUTEIIbHBIN
OTYET MW MNPOCTAaBUTh Jary TMOJMNUCH, YTOOBI YIOCTOBEPUTH CBOIO
OTBETCTBEHHOCTh 3a IIPAaBWJIBHOCTH BCEX H3JIOKEHHBIX B HEM JIaHHBIX.
CoOlironieHre MpaBUl JOJKHO YKa3bIBaThCS C MIOMOIIBIO CCHIJIKMA Ha MpaBUiIa U
HOPMAaTHBHBIC TPABOBBIC aKThI, COOJIOACHUE KOTOPBIX 3asBisiercs. JlaHHOe
3asgBiIeHHE O COOTBETCTBHHM JIOJDKHO PACIpPOCTPAHATHCS Ha Bce (hassbl

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

58. B 3akirounTeNnhbHOM OTYETE JODKHO OBITH YKa3aHO MeCTo (MecTa)
XpaHEeHUS TJIaHa UCCIIEIOBaHUS, MPOO MCCIIETYEMbIX U CTaHIaPTHBIX BEIIECTB,
OMOJOTHYECKUX 00pa3IoB, NMEPBUYHBIX JAHHBIX U 3aKJIIOUYHUTEILHOTO OTYETA.
OTueThl, COCTABJICHHBIE BEIYIIUMH HUCCIEAOBATEISIMA, JTOJLKHBI COACPHKATh
uH(OpMaIUIO, KacalolyIoCsl XpaHEHUS MaTepUajoB, 32 KOTOPbIE OHU HECYT
OTBETCTBECHHOCTb.

59. IlonpaBkK B 3aKIIOYMTENIBHBIA OTYET MOXKET BHOCHUTH TOJBKO
pyKoBoauTENb uccaenoBanus. Ecnu HeoOxomumasl mompaBka kKacaeTcst ¢asbl,
MPOBEICHHOW Ha KaKOW-IMOO WCHBITATEIbHOM TUIOMIAJKE, PYKOBOIUTEND
UCCJIEIOBAHMS JIOJKEH CBSI3aThCS C BEAYIIMM MCCIEIOBATENEM, YTOOBI
COMIACOBaTh  COOTBETCTBYIOIIME  KOPPEKTHPYIOIIME  JEUCTBUS.  OTH
KOPPEKTHUPYIOIINE JieficTBUSA JOJDKHBI OBITH 3apETUCTPUPOBAHBI
JTIOKyMEHTAJIBHO B TIOJTHOM OOBEME.

60. Eciiu oTder moaroraBiIMBaeT BEAYIIMM MCCIIEAOBAaTeNb, TO JTaHHBIN
OTYeT JOJDKEH COOTBETCTBOBAaTh TEM K€ TpeOOBaHUAM, YTO U

3aKJIFOYUTEIHHBIN OTYET.
X. CraHzapTHbIE OTlepalliOHHBIE MPOIIETYPhI

61. IlpaBuia ycraHaBIMBalOT HEOOXOIUMOCTh BBEICHUS U COOJIOICHUS
COOTBeTCTBYIOIMX  yTBepkaeHHbIx ~ COIl.  Jlm1  MHOTOIEHTPOBBIX
WCCJICIOBAaHUM MPUMEHSIOT CIEAYIONIEe MPOLEAYphl (HO HE OTrpaHUINBAIOTCS
UMM ):

BBIOOP ¥ MOHUTOPHHT HCIBITATESIBHBIX TUIOIIAJIOK;

Ha3Ha4YCHUC U 3aMCHA BCAYIICTO UCCICAOBATCIIA,
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nepenaya JaHHBIX, OHOJIOTMYECKUX O0pa3loB U Mpodo Mexdy
TUTOIAIKAMH;

MpPOBEpKa TPABWJIBHOCTH WM YTBEPXKIACHHE TIEPEBOJOB IIIaHA
uccnenoBannii i COII Ha UIHOCTpaHHBIN A3BIK; U

XpaHeHue, BO3BpaT M YTUJIM3alUA MCCIEAYEMbIX U CTaHJAPTHBIX
BEIIECTB, UCTIOIh3yEeMbIX Ha OT/IaJICHHBIX UCTIHITATEIBHBIX IIOMIAIKAX.

62. I[IpaBuna  ycranaBnuBaloT  HeoOxomumocTh  Hamwmums  COII
HEMOCPEJCTBEHHO B  PACIOPSDKEHWHM TIEpCOHAla  WCCICMOBAHUS — MPHU
OCYIIECTBICHUHM HCCIIEA0BATENbCKON JEATENIbHOCTH, HE3aBUCUMO OT TOrO,
BBITIOJTHSIIOT JIU OHU pa0dOTy B IAHHBIN MOMEHT.

63. Cneqyer obOecrneunTh COOJIONCHHWE TEPCOHAIIOM HCIBITATEIHbHON
mwiomanku ee COIL. Eciu TpeOyercs, 4ToObl OHM COOJIOAQIM APYTrHeE
IpOLEeAYPhI, yKa3aHHBIE pyKoBomuTedaem wuccienoBanus (Hampumep, COII,
NpeCTaBICHHbIE PYKOBOACTBOM HCIBITATENIbHON Jaboparopuu), TO 3TO
TpeOOBaHME [IOJDKHO OBITh yKa3aHO B IUIaHE UccienoBaHus. Bemymmii
UCCJIeIOBAaTeb HECET OTBETCTBEHHOCTh 3a 0O0€CHeueHUue TOro, YTOObI
nepcoHan ucneitarenbHord 1omaaku 3Han COII, kotopele cnemyer
COOJTIONaTh, ¥ UMEN IOCTYIT K COOTBETCTBYIOIIEH TOKyMEHTAITHH.

64. Eciu TpeOyercsi, 4TOOBI TEepCOHAN MCHBITATEIbHONW IUIOIIAKU
coomoman  COIl, mnpeacTaBlieHHbIE  PYKOBOJICTBOM  HCIBITATEIILHON
1aboparopuu, PyKOBOJCTBO UCHBITATEIHHOM TUIOMIAJIKK JAODKHO JIaTh HA 3TO
MUCHMEHHOE COTJIacHe.

65. Ecmm  COIl wucmpiTatensHON  Jaboparopuu OBLIM  CO37aHBI IS
UCIOJIb30BaHUsl Ha HUCIBITATENIbHOM TUIOIIAAKE, PYKOBOJICTBO UCHBITATEIHHON
JabopaTopur  JOHKHO 00€CHeunTh, 4YTOOBI KaKHe-TMO0O IOCIeaYyIOIIe
penakiuun  COII, BbllyckaemMble BO BpeMsi HCCIEIOBaHUS, HalpaBJsINCh

TAKKC M Ha HCIBITATCIIBHYIO IUIOHIAZIKY, a CTapbli€ BCPCHUU HU3bIMAJIMCh H3
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UCIOJB30BaHus. Begymmil nccnenoBarens JOHKEH 00€CEeYUThb, YTOOBI BECh
MEPCOHAJl HCMBITATENIbHON Iiomaaku 3Han o nepecmorpe COIl u umen
JIOCTYTI TOJIBKO K TEKYIIIEW aKTyaJIbHON BEPCUHU.

66. Ecnmu Ha ucnbITaTeNnbHbIX IUIomaakax tpedyercs BeimonHiITh COIl
UCHBITaTEbHONU Jaboparopun, MoxeT mnorpedoBarbes mnepeon COIl Ha
Jpyrue s3bIku. B 3TOi cuTyanuu BaxHO, YTOOBI JIFOObIE MEPEBOBI TIATEIHHO
MPOBEPSUIUCh, @ HMHCTPYKIMM U 3HAYEHUE PA3JIMYHBIX S3BIKOBBIX BEPCHIA
OCTaBaJUCh UJICHTUYHBIMU. VICXOMHBIN S3bIK (S3BIK OPUTHHANA) JTOKEH OBIThH

yka3zaH B nepeeaeHHbix COIL.
Xl. Xpanenue perucTpaliMOHHBIX 3allMcel U MaTepuaioB

67. Bo Bpemsi NpoOBEACHHsS MHOTOIEHTPOBBIX HCCIIECIOBAHUN CJICTyeT
yAeNsATh BHUIMaHUE BPEMEHHOMY XPAaHCHHIO MaTepHajioB. Takue IMOMEIICHUs
JUISL XpaHEHUs JTOJDKHBI HAJCKHO 3alIMINATh LEJOCTHOCTh UX COACPIKUMOTO.
Ecnu maHHbBIC XpaHATCS 3a MpeeiaMi UCIBITaTeIbHON 1a00paTopHH, CIeayeT
yIOCTOBEPUTHCS, YTO HCIIBITATeIbHAS IUIOIIA KA HMMEET BO3MOXHOCTH
OeCIPENnITCTBEHHOTO JIOCTYIIA K JaHHBIM, KOTOPbIE MOTYT IOTPEOOBATHCS IS
aHaJIN3a ¥ MPOBEPKH.

68. Crmoco0 XxpaHeHHsS PErUCTPAIlMOHHBIX 3allMCeH M MarepuajioB
JOJDKEH COOTBETCTBOBaTh IpaBWjaM. ECIH TMOMENICHHMS I XpaHEHUS Ha
IUIOIIAJKE HE YIOBJICTBOPSIOT IIPAaBHJIaM, PETMCTPAIlMOHHBIC 3alliCd U
MarepHalbl CIIeAyeT IepefaBaTh B apXUB, COOTBETCTBYIOIIMI TPEeOOBaHUSAM
IIPaBUIL

69. PykoBOICTBO MCHBITATEILHOW TUIOIIAIKK JIOJDKHO OOCCIICUHTD,
4TOOBl HMMEJIMCh BCE COOTBETCTBYIOIIME JIOKYMCHTBI, YIOCTOBEPSIOIINE

y4acCTuce HCIBITAaTEILHOM IIJIOMAAKU B MCCJICIOBAHUU.




[TPMJIOXEHUE Ne 4

k [IpaBumitam Haasexarei JadboparopHoi
NPaKTUKU EBpa3niickoro 3KOHOMHAYECKOTO
coro3a B cpepe oOparieHust JIeKapCTBEHHBIX
CpEICTB

[TOPAAOK
npumeHenus [lpaBui HapIekaieit 1adopaTtopHol
npakTuky EBpa3uiickoro 3JkOHOMIU4eCKOro corw3a B cpepe odpameHnst
JIEKAPCTBEHHBIX CPEICTB K KOMIIbIOTEPU3HMPOBAHHBIM CHCTEMAM

|. O01me monoxeHus

KomnerorepusupoBaHHbIe CUCTEMBI (mamee - CUCTEMBI),
VCTIONB3YIOIIMECS TPU MNPOBENCHUU HCCIENOBAHUN, OTYETHI O PE3YJIBTATax
KOTOPBIX MPEACTABISAIOTCA B YIOJIHOMOYEHHBIE OPTaHbl TOCYJAPCTB — YJICHOB
EBpa3uiickoro 3KOHOMHMYECKOIO CcOr03a (Jajiee — TOoCyAapCTBa-wiCHbI) B
COCTaBE€ PETUCTPALMOHHOIO JIOChE JIEKAPCTBEHHOIO IIpenapara, JOJKHBI
UMETh COOTBETCTBYIOIIYI0 KOHCTPYKIIMIO, JOCTAaTOUYHYIO MOIIHOCTH U OBITh
MPUTOOHBIMU U1 LEJIEd HCCIENOBAHUSA, B KOTOPBIX OHU MPUMEHSFOTCA.
CucteMbl TOJDKHBI pa3padarbiBaThCs, BAIUIUPOBATHCS U AKCILTYaTUPOBATHCS B
COOTBETCTBUU C MPUHIMIIAMH MPABWI HAJJIEkKaIIEH 1a00paTOPHON MPAKTUKU
EBpa3uiickoro SKOHOMHMYECKOIO COKO33a, YTBEPKIAEMBIX EBpasuiickon
HPKOHOMHYECKOM KOMHCCHEH (nanee — rmpaBuia), KpOME TOTO, JOJKHBI OBITH
YCTAHOBJIEHBl COOTBETCTBYIOIIME MPOLEAYPbl KOHTPOJS M TEXHUYECKOTO
OOCITY>KUBaHUS JAHHBIX CUCTEM.

ITog Bamumanued CUCTEMBI MOHMMAKOT MPOBEPKY U JTOKYMEHTAIBHOE

MMOATBCPKACHHUC ITPUTOAHOCTH CUCTCM CBOCMY IMPCIHAZHAYCHUTO.



IIporiecc Banmupanuu HEOOXOAUM JiJIi  OOeCHedYeHHs TapaHTUU
COOTBETCTBHMSI CHCTEM 3apaHee 3aJaHHbIM TEXHUYECKUM TpPeOOBaHMSIM.
Banunanust gomkHA OCYHIECTBISATHCS A0 Hayajda SKCIUTyaTallid CHUCTEMbl U
MPOBOJUTHCA ~ HAJJIekKaluM  00pa3oM  TOJBKO B COOTBETCTBUU  C

p33pa60TaHHBIM IIJJaHOM BaJIMAAILIVH.

I1. [TpuHUIMnBI HAJIEXKAIIIEH TA0OPATOPHON MTPAKTUKHU
Y KOMIIBIOTEPU3UPOBAHHBIE CUCTEMBI
[Ipu npriMeHEHNN TPUHIUIIOB HAJUIeXKAIIed 1a00paTOPHOM MPAKTUKU K
BBIIIICONUCAHHBIM CHUCTEMaM CJIEyeT NMPUHUMAaTh BO BHUMAaHHE TPEOOBaHUS

nmyHKTOB 52, 60, 66, 109, 116, 118 npaBui.
1. O043aHHOCTH U OTBETCTBEHHOCTD

PykoBOACTBO HMCHBITATENBEHOM Ta00PaTOPHUN HECET OTBETCTBEHHOCTH 3a
coOmonenne TpeOOBaHUU MpaBWII, BKIIIOYAsl HA3HAYEHHE Ha JOJDKHOCTh U
3¢ GEeKTUBHYIO OpPTaHMU3AIHIO JOCTATOYHOTO YHWCIa KBaTU(UIIMPOBAHHBIX H
OIBITHBIX COTPYAHHKOB, DPAOOTAIOIIUX C CHUCTEMaMH, a TaKXke O00s3aHO
oOecreunBaTh, 4TOOBI TTOMEIICHUS, 000PYI0BAaHUE U MPOIEAYPhl 00pabOTKH
JAHHBIX B CHUCTEMaxX COOTBETCTBOBAIM YPOBHIO TEXHUYECKHX TPEOOBAHMIA
CHCTEM H IIEJISIM MCCIICIOBAHHM, B KOTOPBIX MPUMEHSIOTCS] CHCTEMBI.

PykoBOACTBO HMCHBITATENBEHOM Ta00pAaTOPUN HECET OTBETCTBEHHOCTH 3a
oOecrieyeHre COOTBETCTBHSI CHUCTEM  IIPEIIojiaraéMoMy  Ha3Ha4YeHHUIO.
PyKoOBOJICTBO HCIHBITaTeIbHON J1a0OPAaTOPUHM JODKHO YCTaHOBUTH B BHJIC
NPUHITOTO  MHUCBMEHHOTO  JIOKyMEHTa  TNPUHIUIBI  OpPTaHHW3allid |
BBITIOJTHSIEMBIE B OOJACTH aBTOMATH3AIMK MPOIEAYpPhI, TapaHTHUPYIOIIHNE
pa3paboTKy, BalWJAlMI0, DOKCIUTyaTalii0 UM OOCIY>KUBaHUE CHUCTEM B

COOTBCTCTBUM C ITPUHIOUITAMHA HaJJIeKalen ﬂa60paT0pH0ﬁ IMPAKTHUKH.
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PykoBOJICTBO HCTIBITATEIBHON J1a0OpATOPUU JIOJDKHO OOECIeUnBaTh,
SICHOCTh U COOJTIIOJIECHUE TIEPCOHATIOM JIa0OPATOPUK MPUHITUIIOB OpPraHu3aluu
Y BBITIOJIHSIEMBIX B 00JIaCTH aBTOMAaTHU3aIMU MIPOIIENYP, a TAKKE 3PHEKTUBHBII
KOHTPOJIb COONIONEHHUS JaHHBIX TPUHIMIIOB M  BBITIOJHEHUS JIAHHBIX
POLIEYD.

PykoBO/ICTBO  HMCHOBITAaTENLHOM  JTA0OpAaTOpUM  JOHKHO — HAa3HA4arTh
BBIJICJICHHBIX COTPYAHUKOB, & TAK)KE YCTAHOBUTH JIJI1 HUX OTBETCTBEHHOCTH 32
pa3paboTKy, BaMJAIIMIO, SKCIUTyaTallui0 U OOCITyXKUBaHHUE CUCTEM. J[aHHbBIN
MEePCOHAJI JIOJDKEH HMMETh COOTBETCTBYIOIIYIO KBaJIW(PUKAIIUIO, OMBIT H
JOCTATOYHYHO TIOATOTOBKY JUJIS BBINIOJIHEHUS] CBOMX OOSI3aHHOCTEH B
COOTBETCTBUU C TPEOOBAHUSIMU MPABUII.

PykoBonmuTenu ucCCieOBaHUsI COIIaCHO TPEeOOBAaHUSAM IMPABUI HECYT
OTBETCTBEHHOCTbH 3a O0IIIee MPOBE/ICHUE UCCIIEAOBAHUM.

Ecnu npu npoBeneHnn uccieqoBaHuil OyayT UCIIOIB30BATHCS CUCTEMBI,
PYKOBOJICTBY MCHBITATEILHOMN Ja00OpaTOprun HEOOXOIUMO 00ECIEUUTh, YTOOBI
PYKOBOIAUTENIM WCCICAOBAHUA B TIOJHOM MEpE HX MCIOIb30BaIA B
VCCIIEAOBAHNUU [T TOCTUKEHUS IMOCTABIICHHOW B UCCICAOBAHUH LICIIH.

OTBETCTBEHHOCTh  PYKOBOJIUTENISI  UCCJIENOBAaHUA B  OTHOILICHUU
oOpaleHus ¢ JaHHBIMH, MOJYYCHHBIMH B JJICKTPOHHOM BHE, HIACHTHUYHA
OTBETCTBEHHOCTH IpU pabOTe€ C JaHHBIMH, XPaHSAINIUMUCS Ha OyMaKHOM
HocuTenle. B ucciemoBaHUsIX,  3a4BISIEMBIX  KaK  COOTBETCTBYIOIIUE

Tpe6OBaHI/I$IM ImpaBuil CJICAYCT HCIIOJIb30BATH TOJIBKO CHUCTCMBbI, IIPOIICAIINC

IpOLEypy BaTUAALIMH.
2. Ilepconan

HCpCOHaJI, I/ICHOJ'IBBYIOIJ_[I/II\/’I CHUCTCMBbI, HCECCT OTBCTCTBCHHOCTH 34

OKCILTyaTalluio HaHHBIX CHUCTEM B COOTBETCTBHUU C TpC6OBaHI/I}IMI/I ITpaBUJI.
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[lepconan, KOTOpbIii pa3pabaTbiBaeT, BAIUJIUPYET, OSKCIUIyaTUPYET U
OOCITYy’)KUBAa€T  CHCTEMbI, HECET OTBETCTBEHHOCTh 32  BBHINIOJIHEHUE
BBIIIENIEPEUMCIIEHHBIX MEPOINPUATUA B COOTBETCTBUU C TpeOOBaHUSIMU
IIPaBWJI U YCTAHOBJICHHBIMA TEXHUYECKUMU HOPMAMH.

OO0si3aTenbCTBA U OTBETCTBEHHOCTH CITY>KOBI OOEcCIieueHHs KauecTBa
(manee — COK) B OTHOIIEHHWU OIICHKH CHUCTEM JIOKHBI OBITH OINpeEeICHbI
PYKOBOJCTBOM HCIIBITATEIBHON JIa0OpaTOpUM U BHECEHBI B CIIyKEOHbBIC
WHCTPYKIIMA W CTaHJIAPTHBIMHU OIEpPAllMOHHBIMU TIpolleaypamu (jajiee —
COII). IIporpamma oOecrieueHusi KayecTBa JOJKHA BKIOYAaTh B cels
NpOLIEYpPbl MW METOABI, TapaHTUPYIOIIME COOTBETCTBHE BCEX HITAlOB
BaJIWIALINH, AKCILTyaTallux 151 TEXHUYECKOTO o0cCITy)KHBaHUS
KOMIIBIOTEPU3UPOBAHHBIX CUCTEM YCTAHOBJIEHHBIM cTaHaapTam. Kpome Toro,
nporpaMmMa oOeCreueHUsI KayeCcTBa JIOJDKHA BKIIIOYATh B Ce0sl MpOLETyphl U
METO/bl YCTAHOBKHM MPUOOPETEHHBIX CUCTEM M Ipoliecc pa3paboTKU CUCTEM
BHYTPEHHUMH CHJIAMH OPTaHU3aLNH.

[lepconan COK nmomkeH KOHTPOJIMPOBATH COOTBETCTBHE CHUCTEM
NPUHIMIIAM HaJJIeKalled JadOpaTOpHOW TMPAKTHUKKA W JIOJDKEH MPOUTH
oOyuyeHHE HEOOXOMMbIM CHEIUaIbHBIM (MPO(DUIBHBIM) TEXHUYECKUM
HaBbIkaM. [lepconan COK gomkeH ObITh 3HAKOM C CUCTEMaMH B JJOCTaTOYHOM
CTETEeHH, YTOObI UMETh BO3MO)XHOCTb BBIHECTH B OTHOIIEHUU KayecTBa UX
BAJIMJALUU WX OOBEKTUBHBIC 3aMEUaHMs; B HEKOTOPBIX CIydasX MOXKET
noTpeOoBaThCs Ha3HAUYEHKE MPOPUIHLHOTO ayJIUTOpA.

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

XpaHAmuMCAa B CUCTCMC.
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3. O6yuenne

[IpaBuna ycTaHaBIMBAarOT, 4YTOOBI B HCHBITATEIBHOW JAOOpaTopuu
UMeJCs KBAIA(DUIIMPOBAHHBIM M ONBITHBIMA IEPCOHAN HAJIEXKAIIErO YPOBHS,
JOKYMEHTHPOBAaHHbIE yUYeOHBIE MPOrpaMMbl IO padOTE C CUCTEMAMM KakK IS
oOydyeHuss Ha pabodyeM MecTe, TaK M, IpU HEOOXOJUMOCTH, HAa BHELIHUX
y4€OHBIX Kypcax. 3arucu 0 MoJ0OHOM 00yYEHUH JI0JIKHBI ObITh COXPaHEHBI.

BelieykazaHHOE TOJIOKEHHE PACIpOCTpaHIETCsl Ha BECh IIEPCOHAI,

UCIOJIB3YIOIINI B CBOEH pabOTE CUCTEMBI.
I11. TTomemenust u o0opyoBaHue

Jlyisi TipoBelleHUsl HUCCIIEIOBaHUI B COOTBETCTBUM C TPeOOBaHUAMU
[IpaBun TpedyeTcs HaIM4Ke COOTBETCTBYIOIIMX MOMEIIEHUI U 000py0BaHUS
UIsi obecrieueHust (PyHKIMOHUpOBaHUsl cucteM. Kpome Toro, x cucremam

MIPEIBSIBISIOTCS CISIYIONINE CIICIIMATIbHBIE TPEOOBAHMS.
1. [Tomerenus

HeoOxonumMo obecnieunTsh (hU3MUECKOE PACIIONIOKEHNUE KOMITBIOTEPHOTO
anmapaTHoro o0ecriedeHus, nepudepuiHbIX KOMITOHEHTOB,
KOMMYHHUKAIIMOHHOTO  OOOpyJIOBaHUSI W DJIGKTPOHHBIX  HOCUTEJEH
uHopmauu sl HaaJexanero (QyHKIUOHUPOBaHUSI cucteMbl. Cremyer
u30eratb BO3JCUCTBUS HAa CHUCTEMBI OKCTpEMalbHBIX TeMIeparyp H
BIQKHOCTH, TbUIM, AJEKTPOMArHUTHBIX MOMEX M OJU3KOTO PACIONIOKEHUS
CUCTeM K KaOeJsiM BBICOKOIO HaNpsHDKEHUs, KpOME CJIy4yaeB, Korjia
o0Opy/IOBaHHE CIHENHAIBHO MPEAHA3HAYEHO [JIsi PabOThl B MOJOOHBIX
YCIIOBUSIX.

Taxxke HeEoOXoAMMO O00ecHeuuTh HaJIekKallee dSJICKTPONUTAHUE

KOMITBIOTEPHOTO ~ O0OpYZIOBaHUSI M, TMpPU HEOOXOAUMOCTH, PE3ECPBHOE
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KOMMPOBAaHKE WK OecriepeOOMHOE MUTAaHUE CUCTEM, HEUCTIPABHOCTh KOTOPBIX
MOJKET MOBJIUSTH HA PE3YJbTAThl UCCIEAOBAHMUS.
Heo0xoaumMo uMeTh COOTBETCTBYIOIIME MOMEIICHUS JIsi O€3011acHOro

XpaHEeHU AIEKTPOHHBIX HOCUTENEH nHpopMaIuy;
2. O0opynoBaHue
AmmaparHoe ¥ pOrpaMMHOE 00ECIIeUeHHE

Cucrema  sBisieTCs ~ TPYNIOM  anmapaTHbIX  KOMIIOHEHTOB U
COOTBETCTBYIOIIIETO  MPOrPAMMHOTO  OOecrleueHus, pa3pabOTaHHBIX U
COOpaHHBIX JIJISl BBIMIOJIHEHUS ONPEeNeIeHHON (PYHKIIMU WU TPYIIIBI PYHKIIHMA.

K anmaparHomy o0ecrieueHHuI0 OTHOCATCS MaTepUaIbHbIE KOMIIOHEHTBI
CUCTEMBI, COCTOSIIIIUE U3 KOMITbIOTEpA U NepU(EePUNHBIX KOMIIOHEHTOB.

[IporpamMmmHOe oOecrieueHrue TMPEACTaBIsET COO0OM KOMIBIOTEPHBIE
MpOrpaMMBbl, YIIPABISIONINE PYHKIIMOHUPOBAHUEM CUCTEMBI.

Bce tpeboBanus I[lpaBun, npuMeHseMble K 000pyI0BaHUIO, B PaBHOM

CTETNIEHU TPUMEHUMBI K aIlliapaTHOMY, U TIPOrPaMMHOMY 00€CIIEUeHHUIO.
KoMmyHuKanum

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

KOMMYHUKAIIMU MEXITY KOMIIbIOTepaMUu;

KOMMYHUKallMK ~ MEXKIYy  KOMIIblOTepaMu U nepudepuitHpIMu
KOMITOHEHTaMH.

Bce KOMMYHUKAIIMOHHBIE JIMHUU  SIBJSIIOTCS.  MOTEHIHUAIbHBIMU
MCTOYHUKAMHU BO3HUKHOBEHUSI OIIMOOK, KOTOPHIE MOTYT MPUBECTH K MOTEPE
WIN MIOBPEXKICHUIO JaHHBIX. J[1s1 oOecrieueHns: 6€30MacHOCTH U 1IEIOCTHOCTH

CHUCTCMBbI OOJIKCH OBITH OOecIieueH COOTBGTCTBYIOH_II/II\/JI KOHTPOJIb IMPOLCCCOB



pa3pa60TKH, BaJInAaly, OSKCIIyaTaluh W TCXHUYCCKOI'O O6CJ'Iy>KI/IBaHI/I$I

CHCTEM.
IV. Texunueckoe 00CITy>KMBaHHE U aBAPUITHOE BOCCTAHOBJICHUE

Bce cucremsbr CJIeaAyCT yCTaHABIINBATL U 06CJIY)KI/IBaTB TaKNUM 06pa30M,

4TOOBI 00ECIIeUNBATh HEMTPEPHIBHOCTH UX PAOOTHI.
1. Texuuyeckoe 00CTyKMBaHUE

JlomxHBI OBITH B HAJIMYUU, IPUHSTHIE B BUJIE MTUCbMEHHOTO JIOKYMEHTA
IpOLIEypbl,  OXBAThIBAIOIIME  KaKk  IJJAHOBOE  MPOPUIAKTUUYECKOE
oOCITyKMBaHUE, TAK U YCTPAaHEHHE HEUCIPABHOCTEHW CUCTEM. DTHU TPOLEAYPHI
JOJKHBI YETKO OMNpeNessiTh pOoJib M OTBETCTBEHHOCTh BOBJICYEHHOTO B
IpoLEecC TEXHUYECKOro 00CITyKMBaHUS CHCTEM NepcoHana. B ciydasx koraa
TaKue oOmepanuu Mo OOCTY>KHBAaHUIO TpPeOYIOT H3MEHEHUW anmnapaTrHOro
U (WIM) TpPOrpaMMHOIO OOECTeUeHHUs, MOXKET BO3HUKHYTh HEO0OXOAMMOCTh
MOBTOPHOM BaJIUJAllMK cUCTeM. Bo BpeMst pyTHHHOM paOOThl CUCTEM JOJHKHA
3aluchIBaTbecsi MHGOpMaIMs O JIOOBIX MpoOJeMax M HECOOTBETCTBUAX B
CUCTeMaX, a TakXKe JIoOble MPEANpPUHATHIE TEPCOHAIOM JEUCTBUS TIO

WCTIPABIICHUIO BO3HUKIIINX MTPOOJIEM U HECOOTBETCTBHUH.
2. ABapuitHO€ BOCCTaHOBJICHHE

JlomKHBI OBITH B HAIMYUM, IPUHATHIE B BUE MMCbMEHHOTO JIOKyMEHTa
IPOLEAYPHI, OINKCHIBAIOIIME MEpbI, KOTOPbIE HEOOXOIUMO TPEANPUHATH B
Clly4ae YaCTUYHOTO WJIM MOJHOTO OTKa3a KOMITbIOTEPU3UPOBAHHON CHCTEMBI.
Mepsl  MOryT  BapbUpOBaThCS OT  3AIUIAHMPOBAHHOIO  COKPAIECHUS
anmaparHoro oOOPY/IOBaHUS CUCTEMbI 10 OTKa3a OT UCIIOJIb30BAHUS CUCTEMBbI
U repexojia Ha paboTy ¢ OyMa)KHBIMHU HOcUTEIsIMU UH(opMaiuu. Bee mutanbl

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



JOKYMEHTUPOBaHbl W  BaJIWJAUPOBAHBI, OHU JIOJDKHBI  0OECIEYMBATh
COXpaHEHHE HEMPEPHIBHOM IEJIOCTHOCTHU JAHHBIX M HE JOJDKHBI KAKUM-JTHOO
o0pa3zoM yrpoxarh uccienoBanuto. [lepconan, yyacTByronmi B NPOBEACHUU
WCCJICIOBAaHUS B COOTBETCTBUM C TpeOoBaHUsMU IIpaBui, HOMKEH OBITH
OCBEIOMJICH O HAJIMYUU JIAHHBIX TJIAHOB JICHCTBUS B aBAPUNUHBIX CUTYAIUsX.
[Ipotienypsl BOCCTAaHOBIICHHSI CUCTEMBI JIOJDKHBI 3aBUCETh OT CTEIECHU
KPUTUYHOCTH CHUCTeMbl. HeoOXonuMo MMETh B HAJUYUU PE3EPBHBIC KOIHMH
Bcex nporpamm. Ecnu mporneaypbl BOCCTAHOBJIEHHUS! BBI3BIBAIOT M3MEHEHUE
anmaparHOro WM TPOrPAMMHOTO OOECIEYeHHSI, MOXET TMOTpeOoBaThCs

MOBTOpHAs BaJIWIAIINAS CUCTEMBI.
V. JlanHbie

B coorBerctBun ¢ TpeboBanusiMu [IpaBun mepBUYHBIMU JTaHHBIMU
SIBJISIFOTCS. OPUTHMHAJIBI 3aITUCEN U JOKYMEHTAIUU, BKJIt0Yasi JaHHbIE, KOTOPhIE
HaNpsSMYI0 BBEIACHBI B KOMIIBIOTEp 4epe3 HHTepdeiic mpubopa, KOTOphIE
SBIISIFOTCS pe3YJIbTaTaMi OPUTHHATBHBIX IKCIIEPUMEHTAIBHBIX HAOMIONCHUN U
JEHCTBUH B XOJI€ UCCIIEIOBAaHUS U HEOOXOIMMBI 17151 (GOPMUPOBAHUS U OLICHKU
OTYETa O JITAHHOM UCCJIEIOBAHUH.

Cuctembl, paboTrarolpe B COOTBETCTBHMU ¢ TpeOoBaHusmu IlpaBui,
MOTYT OBITb CBSI3aHBI C MEPBUYHBIMU JAaHHBIMH C HCIIOJIb30BAHUEM
pa3IMYHBIX HOCUTENeW uHbopMalmu (HampuMmep, IMEKTPOHHBIX HOCHUTENEH
uH(pOpMallMK, pacleyarok ¢ KOMIBIOTEpAa WX MPUOOPOB, a TaKKe KOMHIA
MukpouibmMoB  (Mukpodwuin)). Heobxomgumo, YToOBl BHJ  HOCUTENEH
uH(OpMaIUK 111 IEPBUYHBIX JAHHBIX ObLT OMPEIEIEH 1JI KaXK/I0M CUCTEMBI.

Ecnu cuctembl Ucnonbs3ytoTces aiisi coopa, oOpabOTKU, MpEACTaBICHUS
WIM XpaHEHUsS! IEPBUYHBIX JAHHBIX B AJIEKTPOHHOM BHUJE, TO KOHPUTYpALIUS

CHUCTCMBI BCCraa OJOJIDKHaA 00ecreynBaTh COXPAaHCHHUC AYAUTOPCKUX JdHHBIX B
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MOJIHOM 00beMe, YTOObl OblIa BO3MOXKHOCTH MPOCIEIUTHh BCE W3MEHEHUS
JaHHBIX, B TOM YHCJIC W TIEPBUYHBIX MaHHBIX. JIoDKHA OBITH BO3MOXHOCTH
UACHTH(PUKAIIMN BCEX BHECCHHBIX M3MEHEHWU MaHHBIX C JIUI[AMH, KOTOPHIE
BHECITU ATH M3MEHEHUS MPHU MOMOIIHU (AIEKTPOHHOM) MOAMUCH C YKa3aHHEM
BpEMEHU U JAarTbl BHECEHUs H3MeHeHUW. [IpuymHBl BHECEHHS] W3MEHEHMIt
JIOJKHBI OBITH YKa3aHBI.

Eciu mepBuuHbIE JaHHBIE XPaAHATCA Ha JJIEKTPOHHBIX HOCHUTEISNX
uH(popMaIuu, TO HEOOXOAUMO OOECIEYUTh BBIMOJHEHHUE TPEOOBAaHUM MO HX
JOJTOCPOYHOMY XPAHEHHUIO B 3aBUCHUMOCTH OT THIA XPAHUMBIX JAHHBIX U
OXKHUJAEMOTO CpOKa CIyXObl cucreMbl. [Ilpu wu3MeHEeHUHM B cHUCTEME
anmapaTrHoro M MpOrpaMMHOTO OOeCIeYeHusl JOMKEH ObITh COXPaHEH JIOCTYI
K TIEPBUYHBIM JIaHHBIM CTapOl KOH(PHUTYpAIMH CUCTEMBI U HX O€30IacHoe
XpaHeHWe Il ~ TapaHTUPOBAaHMSI  IICJIOCTHOCTH  JaHHBIX.  Takas
BCIIOMOTrarenabHasi HHpopMaIus, Kak KypHalibl 00CTyKUBaHUs 000pYIOBaHUS
U TIPOTOKOJBI KaMOPOBKH, KOTOpas HEOOXomauma [Jisi MOATBEPKICHUS
JIOCTOBEPHOCTH TMEPBUYHBIX JAHHBIX WJIM KOTOpas MO3BOJISIET BOCCTAHOBUTH
OTJEbHBIN SKCTIEPUMEHT WUJIM BCE UCCIEIOBAHKE, JOJMXKHA ObITh COXpaHEHA B
apXuBax.

COII nmns obecrieueHust pabOThl CUCTEMBI TAKXKE JOJIKHBI OIMUCHIBATDH
aJIETEPHATUBHBIE TPOLEAYpPhl cOOpa JJaHHBIX, KOTOPHIM HEOOXOAMMO
clefioBath B ciiydyae cOosi cuctembl. IIpu Takux oOCTOsATENbCTBaX JHOOBIE
BPYUYHYIO 3allMCAHHBIC MEPBUYHBIC JNAaHHBIC, U B NabHEHIIIEM BBOAWMBIC B
CUCTEMY, JIOJDKHBI OBITh YETKO OO0O3HAUY€Hbl B KauyeCTBE TaKOro BHUJA
COOpaHHBIX JIaHHBIX M COXpaHEHbl B KA4eCTBE IIEPBUYHBIX 3alKCEeil.
[Ipouenypsl MO pPE3epPBUPOBAHUIO JAHHBIX, MPOBOAUMBIE IPU TOMOIIU

JIBTEPHATUBHBIX TIpoLeAyp (HampuMep, pyYHbIX 3amucel), TOKHBI CBECTH K
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MUHUMYMY PHUCK TIOT€pU JIaHHBIX M TapaHTUPOBATH COXPAHEHHE TaKUX
3aIucen.

B cnydae ycrapeBaHus cuCTEMbl HEOOXOIMMO MEPEBECTH AICKTPOHHbBIE
NIEPBUYHBIC TAaHHBIC U3 OJHON CHUCTEMBI B APYTYIO, IPY 3TOM JIaHHBIN TTPOIIECC
JOJDKEH OBITh JOKYMEHTHUPOBAH HaJISKAIIMM 00pa3oM, a IeJIOCTHOCTh
JAHHBIX TOJATBEpXkJeHa. B ciydae, ecnu moIOOHBIM MEPEHOC JIaHHBIX HE
OCYILECTBUM MPAKTUYECKH, TIEPBUYHBIE JTAHHBIE JIOJDKHBI OBITH MEPEHECEHBI
Ha JPYyrod HOCUTENb UH(POPMALIUK U UX TOYHOE KOMUPOBAHUE JOJAKHO OBITh

TIOATBEPIKICHO /IO Hauaja yJaJIeH!s] OPUTUHAIBHBIX AJIEKTPOHHBIX 3aITUCEH.
V1. KommnbroTepHasi 6€3011acHOCTb

JI7s1 3a1uThl anmnapaTHOro 000PyI0BaHUs, MPOrPAaMMHOTO 00eCTIeUeHUS
U CaMUX JaHHBIX OT MOBPEXKJICHUS, HECAHKIIMOHUPOBAHHOTO W3MEHEHUS WIIN
MOTEPU JAHHBIX JIOJDKHBI OBITH MPUHSTHI B BUAE MUCHbMEHHOTO JOKYMEHTA
npoLeaypsl odoecredeHus: 0e30MacHOCTH.

B naHHOM KOHTEKCTE «0E30MacHOCTb» O3HA4YaeT MpeloTBpallEHNE
HECAaHKIIMOHUPOBAHHOTO  JOCTyMa K JaHHBIM WM TMPEJOTBpAIlCHHE
U3MEHEHUHN KaK CUCTEMBI B II€JIOM, TaK U U3MEHEHUW JaHHBIX, XPAHAIIUXCS B
Hel. ClieryeT yUYuThIBaTh BOBMOKHOCTh MOBPEXKACHUS JAHHBIX BUPyCaMu UJTU
IpyTUMH  [IporpamMMmamMu-areHTaMu. JIOJDKHbI  OBITh ~ MPHUHATHI  MEpHI
0€30IMacHOCTH, 00ECIIEUUBAIOIINE IIEJIOCTHOCTh JAHHBIX MPU KPATKOCPOUHBIX

1 JIOJITOCPOYHBIX COOSIX CUCTEMBI.
1. ®usnueckasa 0€3011aCHOCTD

B  memsax — orpaHuuyeHus ~— JocTynma K = KOMIBIOTEPHOMY U
KOMMYHHUKalIHOHHOMY OOOpYAOBaHUIO, TEpUPEPUNHBIM KOMIIOHEHTaM M|

QJICKTPOHHBIM HOCHTCIISIM I/IH(bOpMaI_II/II/I H Cro IpcaoCTaBJICHUA TOJBKO
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YIOJTHOMOYEHHOMY TEPCOHAITY, HEOOXOAMMO MPUMEHSATHh (PU3NUECKHE MEPHI
0Ee301IacCHOCTH.

K oOopynoBannio, KOTOpO€ HE PACIOIOKEHO B CIEIHUATBHBIX
KOMIIBIOTEPHBIX TTOMEIICHUIX» (HapUMep, MePCOHAILHBIM KOMITBIOTEpaM U
TEPMHHAJIaM), JIOJDKHBI ~NPUMEHATHCS KaK MHHUMYM  CTaHJIapPTHBIC
POLIEAYPHI KOHTPOJIS JOCTYTIA, HIMEIOITUECS B UCIIBITATEILHON Tab0paTopuy.

B Tex wucmeITaTrenbHBIX J1a0opaTopusiX, TAE€ Takoe O0OpyJdOBaHUE
pacmonaraeTcs yOaJeHHO (HampuMmep, IMPH HKCIOIh30BAaHUU TOPTATUBHBIC
KOMITOHEHTOB ¥ JIMHUH MOJEMHOW CBSI3M), JOJDKHBI OBITh IPUHSTEHI

JIOTIOJIHUTEIIbHBIE MEPhI 00eCIICUCHMS (PH3NUECKOi OE30MacHOCTH.
2. JJormueckasg 0€30MacHOCTh

UToOBI MpenoTBpATUTh HECAHKIIMOHUPOBAHHBIA JOCTYIl K CHUCTEME,
MPOTPaMMHBIM TIPUJIOKEHHUSM W JaHHBIM, HEOOXOJMMO O0OECIEYUTh MeEpPhI
JIOTUYECKON ©0€30MacHOCTH JJISI KaKJIOW CHUCTEMBbl WM €€ IMPOrPaMMHOTO
npwiokeHus.  HeobOxomqumMo ~ obecrieunBaTh ~ MCIHOJB30BAHUE  TOJIBKO
YTBEP)KJICHHBIX BEPCHM W BAJIMIUPOBAHHOTO IMPOrPAMMHOTO 0OeCTIeueHUs.
Jlornyeckas 0e30macHOCTH BKIIIOYAeT B ceOd HEOOXOOMMOCTH BBEACHUS
YHUKAJIBHOTO WJIEHTHU(PUKATOpA MOJIB30BATENSI C COOTBETCTBYIOIIUM MapoJeM
JUIsl BXoJla B cuctemy. JIFoOOM BBOJ| IaHHBIX WJIM YCTAHOBKY MPOTPAMMHOIO
oOecrieueHrss W3 BHEIIHWX HCTOYHHMKOB CJEIYyeT KOHTPOJUPOBaTh. Takue
AJIEMEHTBI KOHTPOJISI MOTYT OOECHEYMBAThCS C TMOMOIIBIO ITPOTrPaAaMMHOIO
obOecrieueHus ONepaliMOHHON CHUCTEMbI KOMIIBIOTEPA, CIIEIUAIBHBIX MPOrpaMM
0€30MacHOCTH, BCTPOEHHBIX B MPUIOKEHUS MNPOUEAYp, WIM KOMOMHAIUI

BCCI'0 BBIICTICPCYHUCIICHHOTO.
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3. LlenoCcTHOCTh TaHHBIX

[lonnepkaHue 1EIOCTHOCTH JAHHBIX SIBISETCS OJHMM W3 TJIABHBIX
TpeboBanuii IlpaBui, HEOOXOAUMO, YTOOBI BECh IEPCOHAJ, CBSI3aHHBIM C
CUCTEMOM, OBbLI O3HAKOMJICH M TIOHMMaJl HEOOXOIWMOCTh MPUMEHEHUSI Mep
0e30macHOCTH.  PyKOBOACTBO  MCHBITATEILHON  JIAOOPATOpPUHM  JIOJDKHO
rapaHTHUpPOBaTh, YTOOBI TEPCOHAN ObUT O3HAKOMJIEH C  BaXKHOCTBIO
oOecrieueHrs 0€30MaCHOCTA JAaHHBIX, MPUMEHAEMBIX NpPOLEaypax U
OCOOEHHOCTSAX CHUCTEMBI, KOTOPhIE MO3BOJISIOT 00ECIEUUTh HAJICKAILYIO €€
0€30MacHOCTh, a TaK)Xe OCBEIOMJIEH O TMOCJEICTBUIX HECOOIOACHUS Mep
0€30MacHOCTH.

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

paBUIIaX.
4. Pe3epBHOE KOTIUPOBAHUE

Pe3epBHOE KOMMpOBaHUE MPOTPAMMHOIO OOCCIEUeHUS M JaHHBIX
SIBJISIETCSl  CTAaHAAPTHOM MPAKTUKOM TIpu paboTe C CHCTEMOM, KOoTopas
MO3BOJISIET BOCCTAHOBUTH CHUCTEMY MOCIE JIOOBIX HEMOJAJ0K (Hampumep,
MOBPEXKICHHUS JIMCKA), CTaBsIIMX IIOJI Yrpo3y IEJIOCTHOCTh CHCTEeMBbI. B
JTAHHOM CJIy4ae JIOIyCKAaeTCs BO3MOXXHOCTh TE€PEeBOJla PE3EPBHONM KOMUHU B
NEePBUYHBIC JaHHBIE, IIOCJAE 4Yero OHM JOKHBI pPacCMaTpHUBAaThCs Kak

MIEpBUYHbBIC TAHHBIE.
VIl. Banuaarus KOMIIbIOTEpU3UPOBAHHBIX CHCTEM

Cucremsbl JOJIXKHBI OBITH IMPUTOAHBI JIIA npeayCMOTPCHHOI'O

HazHa4YCHMUS.
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1. ITpuemMouHbIE UCTIBITAHUS

KoMmnbroTepu3upoBaHHbIE CUCTEMBI JOJKHBI OBITh CIPOEKTUPOBAHBI
TaK, 4TOObl COOTBETCTBOBaTh TpeOoBaHusM I[lpaBun. OHU JOMKHBI OBITH
YCTaHOBJIEHBl B COOTBETCTBUHU C MPEABAPUTEIHHO pa3paOOTaHHBIM IUIAHOM.
[Ipy »>TOM HEOOXOAMMO HAJMYME COOTBETCTBYIOUIEH JIOKyMEHTAIUH,
MOATBEPXKAAIONICH, YTO KaXjaas CcucTeMa Obula pa3paboTaHa MO
COOTBETCTBYIOIIMM KOHTPOJEM M (MPEANOYTUTENHFHO) B COOTBETCTBUU C
OOIIEMPU3HAHHBIMU CTAH/IAPTAMU Ka4e€CTBA M TEXHUYECKUMHU CTaHIapTamMu
(manmpumep, HMCO 9001). JlomwkHbl  OBITH  TakXKe  MPEIOCTABIICHBI
J0Ka3aTelbcTBa TOTO, 4YTO CHCTeMa ObUla HaJJIeXKaluMm  00pazom
MPOTECTUPOBAHA UCTIBITATENILHON JTA0OpaTOpUe Ha COOTBETCTBUE KPUTEPUSIM
MPUEMKH JI0 BBEJICHUS B PyTUHHOE UCIOJIb30BaHUE.

[Iponienypa oQuIUaTbHOrO MPUEMOYHOTO HUCHBITaHUS  TpeOyer
MIPOBEJICHUS] UCTIBITAHUN B COOTBETCTBUU C 3apPaHEE YCTAHOBJIECHHBIM ILJIAHOM
U COXpaHEHUS JOKYMEHTHPOBAHHOTO  CBUJETENIbCTBA,  COIEPKAIIETO
CIIEAYIONIYI0 UH(OPMAIIHIO:

MPOLIETyPbI UCIIBITAHUS,

JTAHHBIE MPOBEJICHHOTO UCTIBITAHUS;

PE3YABTATHI UCTIBITAHUH;

oduIaibHast CBO/IKA 00 UCTIBITAHUY;

3aIlMCHU O MIPUEMKE PE3YJIBTATOB UCIIBITAHMUS.

Jonyctumo, 4ToOBbl OoJiblllas 4acTh JOKYMEHTAIIMH, OTHOCSIIASCS K
YCTAHOBJICHHBIM TPOU3BOJIUTENIEM CHCTEMaM U CO3/laHHas B IIPOIECCe
pa3pabOTKU CHCTEM, XpaHWJIACh Ha caiiTe mpou3BoauTens. B sToMm ciydae,
JMaHHble O(QULIUATEHOMN OLIEHKHU U (MJIM) ayIuTa MPOU3BOAUTENS JOIKHBI ObITH

B HAJIUYUM B UCIILITATEIILHOU J'Ia60paT0pI/II/I.



14

2. PerpocriekTuBHAs OIleHKA

Ecnu ni1st ye UCcnoib30BaHHOM CUCTEMbI HEOOXOIUMOCTh COOIO/ICHUS
TpeboBanuil [IpaBun He ObLIa IPETyCMOTPEHA WIIM YKa3aHa, JOHKHO OBITh B
HaJIMYUH JJOKYMEHTAJIbHOE 000CHOBAaHNE BO3ZMOKHOCTH MCITOJIb30BAHUS TaKOH
CHUCTEMBI, KOTOpPOE JIOJDKHO BKIIFOUAaTh B C€0Sl PETPOCIEKTUBHYIO OIICHKY,
UCIOJIB3YyEMYIO JIJIsl BaJIMalU (OnpeeJICHUs TPUTOAHOCTH ) CUCTEMBI.

PeTpocniekTrBHAs OLICHKA BKJIFOYAET:

cOOp BCEX apXUBHBIX 3aMUCEHN, CBI3aHHBIX C CUCTEMOIA;

paccMOTpeHHUE U COOCTBEHHO OIEHKY 3aIluCei;

COCTaBJICHUE MMCbMEHHOM CBOJKHU.

B mnuchMEeHHON CBOJIKE PETPOCIEKTUBHON OILIGHKHM HEOOXOAMMO
YKa3bIBaTb, KaKUE JOKAa3areiabCTBA BAJWIALMU JOCTYIIHBI, 4 TAKXKE, KAKHE
Iaru cieayeT NPeAnpUHSITh B OyylieM JJisi oOecriedeHus: Bl TaKon

CUCTEM.
3. KonTpons nsmenenui

KoHTpons wu3MeHEHUN Kak BHUJ BaJduJalldd CHUCTEMBbl O3HA4aeT
YTBEPKJICHUE U JIOKYMEHTHUPOBAaHUE JTI0OOTO M3MEHEHUSI CUCTEMbI B TEUEHUE
CpoKa ee 3Kkciutyaranuu. KoHTpoiab U3MEHEeHHIT HEOOXO/IUM B CIIydasix, KOrja
W3MEHEHHUSI MOTYT MOBJHMATh Ha CTaTyC BaJUJalMM CUCTeMBI. [Iporiexypbl
KOHTPOJISI U3MEHEHHMM JOJDKHBI MPUMEHSTHCS Cpasy IOCe MOATBEPKIACHUS
TOTOBHOCTH CHUCTEMBI K IKCILTyaTalluH.

B mpornenype KOHTpOisi M3MEHEHHM JIOJDKEH OBITh OINKUCAH METOJ
OIICHKHM, TIO3BOJIAIONIMNA  OMNpenenasaTh O00beM MOBTOPHOIO HCIBITAHHUS,
HEO0OXOMMOTO JIJI TOJICP>KaHUsI CUCTEMBI B BaJTUAMPOBAHHOM COCTOSIHUU. B

pPaMKax BBIIIOJIHCHHUA IIPOUCAYP KOHTPOJIA U3MECHECHUN 1O KHBI OBITH



15

ONpEeleNiCHbl JIMIAa, OTBETCTBEHHBIE 3a OIpPEACIICHUE HEOOXOAUMOCTH
MPOBE/ICHUS] KOHTPOJISI U3MEHEHUI U €r0 0JI00pEHHUE.

He3zaBrUCHMO OT UCTOUYHMKA MTPOUCXOXKIECHUS U3MEHEHHUS (TTOCTaBIICHHAS
BIAQJIETIbIIEM  MPOTPaMMHOTO  OOECIIEYeHMs] CUCTeMa WM  CUCTeMa
COOCTBEHHOM pa3pabOTKH) COOTBETCTBYIOIIAs HMHQPOpMAIUsl JOKHA OBITH
IPEACTAaBJICHAa KAaK 4YacTh Ipolecca KOHTpoisa wusMeHeHud. [Ipouexnypsi

KOHTPOJISI UBMEHEHUH JIOJDKHBI TapaHTUPOBATh 1IEJIOCTHOCTD JIAHHBIX.
4, MexaHu3M MOAACPKKU

Jlis  oOecriedeHHs]  COOTBETCTBUSI  CHUCTEMBI  MPEIYyCMOTPEHHOMY
HA3HAYEHUIO  JOJUKHBI ~ OBITh  CO3J@Hbl ~ MEXaHU3Mbl  TOMJIEPIKKH,
00€CIEUNBAIOIINE KOPPEKTHOE (PYHKIIMOHUPOBAHME U  HUCIOJIb30BAHUE
cucteMbl. OHM MOTYT BKJIIOYaTh B ce€0s CHCTEMY YIpaBleHUs, OOy4YEHUE,
OOCITy)KUBaHUE, TEXHUYECKYI0 TOJJEPXKKY, ayauT U (Wih) OIEHKY
OKCIUTyaTallMOHHBIX MoKa3zarened. OleHKa 3KCIUTyaTallMOHHBIX IOKa3aresei
O3HaYaeT HOMUHAJILHBII OCMOTP CUCTEMBI Yepe3 OIpeIeTICHHbIE MPOMEXKYTKU
BPEMEHU C IIEJIbIO MOATBEPKACHHUSI COOTBETCTBUSI CUCTEMBI YCTAHOBIECHHBIM
KpUTEPUIM (YHKIIMOHUPOBAHUS (manpumep, HAJIEKHOCTH,

YyBCTBUTEIILHOCTH, PONU3BOJICTBEHHON MOIITHOCTH).
VIII. loxymeHnTupoBaHue

[lepeuncriieHHple HWKE TOAPA3Aeibl IPEACTABISIOT TPEOOBaHHS TIO
CO3/IaHUI0 MUHHMMAJbHOW JIOKYMEHTAllMM HEOOXOIUMOW IS pa3pabOTKH,

BaJIUIAIUH, SKCIUTyaTallui U TEXHUYECKOMY OOCITYKUBAHUIO CUCTEM.
1. ITopsimok IeCTBUMA

HeoOxomuMo  yTBepKIA€HHE NPUHATHIX B  (HOopMe MNUCHBMEHHOTO

AOKYMCHTA IIPHUHIUIIOB aAMHWHHUCTPATHUBHOTO YIIPABJICHU:A, OIIMCBIBAIOIIHUX B
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TOM YHCJIE MPOIIECC TPUOOPETeHUS, TPEOOBAHMS K CUCTEME, TPOCKTHPOBAHUE
CHUCTEMBI, €€ BaJWJAlUI0, WCIBITAHWE, YCTAHOBKY, OKCILTyaTaIlHIo,
TEXHUYECKOE OOCIIyKMBaHUE, MOJ00p MepcoHaa Jjisi pabOThl C CUCTEMOM,

KOHTPOJIb, AyAUT, MOHUTOPUHI" U U3BATHUC U3 O6paIlICHI/I$I CHCTCM.

2. Onucanue IpuIoKeHUS
(IpUKIaHOTO TTPOTPAMMHOT0 00€CTICUCHMS )

Kaxnoe mnpunokeHne TOMKHO COMPOBOXKIATHCS JOKyMEHTAIUEH,
B KOTOPO¥ MOAPOOHO OMHCHIBAIOTCS:

HaMCHOBAHHE TIPUIOKCHUS (MPUKIIATHOTO MIPOTrPAMMHOTO
oOecrieueHrs) WM HWJACHTU(PUKAIIMOHHOTO KOJIa U TMOAPOOHOE U YETKOE
oMHCaHue 1eIei MPUIOKECHHUS;

ammapatHoe ooOecreueHre (C HOMEpaMHu Mojiefield ammaparoB), Ha
KOTOPO€ YCTaHOBJICHO TIPHIIOKEHUE;

MpOrpaMMHOE OOECIEUEHUE OIMEpPAIMOHHOW U JPYrod CHCTEMBI
(HarmpuMep, WHCTPYMEHTOB), HCIIONB3yEeMOE€ B COUYETAHUU C MPUIIOKEHHUEM
(TpUKIaIHBIM TPOTPAMMHBIM 00CCIICUCHUEM );

WCIIONIb3YEMbBIC SI3BIKA MPOTPAMMHUPOBAHUS IS MPUIIOKCHUS U (WJIN)
WHCTPYMEHTOB 0a3bl JaHHBIX;

OCHOBHBIE ()YHKITHH, BHITIOJTHSIEMbIC TIPHIIOKEHUEM;

0030p THUIOB W MOTOKOB JaHHBIX (IM3aiiHa 0a3 JaHHBIX), CBI3AHHBIX C
IPUWIOKECHUEM;

CTPYKTYphl (aitioB, cooOiieHus 00 ommOKax M aBapusiX, a TaKXKe
aNTOPUTMBI, CBSI3aHHBIC C PUIIOKCHHUEM,

KOMIIOHEHTBI IIPHIIOKEHUS (ITPUKIIATHOTO MPOrPAaMMHOTO 00CCIICUCHIMS)

C YKa3aHHEeM HOMEPOB BEpPCHUH;
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KOH(QUTypalsi ¥ KOMMYHUKAIIUOHHBIE CBSI3U MEXIYy MOMYJISIMU
NpUWIOKEHUST (MPUKIIAIHOTO MPOrPAMMHOTO OOECIEUEHUS), a TaKKe MEXIY

00OpY/IOBaHUEM U JIPYTUMHU CUCTEMaMHU.
3. CrangapTHbIE OllepallMOHHbIE TPOLEAYPHI

Bosnbiias yacth JOKyMEHTAIIMU, CBSA3aHHOW C MCIOIb30BAHUEM CHCTEM,
noipbkHa ObITh npenctanieHa B popme COIL. Jlanubie COII nomkHBI BKIIFOYATH
B TOM YHCJIC CIICTYIOIINE BUIBI PaOOT:

nporenypsl 1Mo paboTe C cucrtemMamu (ammaparHble  CPEICcTBa
(mporpamMmHOe  oOecrieueHue)) U O0S3aHHOCTH  (OTBETCTBEHHOCTH)
BOBJICYEHHOTO B pabOTy C CUCTEMOM NepCcoHaa;

MPOIIEIYPHI MO0 00ECIIEYEHUI0 MEp OE30MACHOCTH, MPUMEHSIOIIUXCS TS
OOHapyXeHHsI W TIPEIOTBPAIECHUS HECAaHKIIMOHUPOBAHHOTO JOCTyHa K
IporpaMMe U BHECCHHS B HEE N3MECHECHHUI;

OpoLEeAyphl O BHECEHUI0 M3MEHEHUW B MpPOTrpaMMy, aBTOPU3ALIUU
TaKMX U3MEHEHUHN U UX 3alUCH;

OpoLEAyphl IO BHECEHUIO M3MEHEHUW B 00OpydoBaHHE (ammaparHble
cpenctBa (ImporpaMMHOE 0OECIIEUEeHNE)) U aBTOPH3AIlMA TaKMX U3MEHEHUH, B
TOM 4HCIE, TPH HEOOXOAMMOCTH TIPOBEICHUE HWCIBITAHUN Tepen
UCIIOJIb30BaHUEM 000PYIOBAHMS;

Opoleaypsl MO  MPOBEICHUIO  NEPUOAUYECKOTO  HMCHBITAHUSA
HaJJIexanero (PyHKIMOHUPOBAHUS BCEM CHUCTEMBI WM €€ COCTaBHBIX YacTe
Y 3aITUCH TAHHBIX UCITBITaHU;

MIPOLIEAYPHI OOCTYKUBAHUS KOMIIBIOTEPU3NPOBAHHBIX CUCTEM U JIFOOOTO
COITYTCTBYIOILIETO 000PYI0BAHMS;

OpoLEAYphl pa3pabOTKU MPOTPaMMHOT0 00ECTEYeHHUs] U MPUEMOYHBIX

I/ICHBITaHI/II\/’I, d TAKXKC IIPOUCAYPhI 3alIMCHU BCEX ITPUCMOYHBIX I/ICHBITaHI/II\/’I;
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MPOLIETyPhl IO PE3EPBHOMY KOMMPOBAHUIO BCEX XPAHUMBIX JaHHBIX, a
TaKKe IJIaHbI JICCTBUSA B CIIy4ae MOJIOMKHU;

MpoLeyphl  apXUBUPOBAHUSI W  U3BJICUEHUS BCEX JOKYMEHTOB,
IIPOrpaMMHOT0 00eCTICUCHHUS U KOMITBIOTEPHBIX JIaHHBIX;

pOLEAYPbl MOHUTOPUHTA U ayJIUTa KOMIIBIOTEPU3UPOBAHHBIX CHCTEM.
IX. ApxuBbl

TpeboBanus [IpaBui no apXMBHPOBAHUIO JAHHBIX CIEIYET MPUMEHSTH
MOCJIEI0BAaTEIBHO KO BCEM TUMNaM JaHHbIX. HeoOXoamumMo, 4ToObI AIIEKTPOHHbBIE
JaHHbIE XPAaHWINChL HAa TOM K€ YPOBHE KOHTPOJIA JOCTyna K HUM,
WHACKCUPOBAHUS M COOTBETCTBYIOILIEIO M3BJICUEHUS, KaK M JPYTHE THIIbI
JTAHHBIX.

Ecnu 35eKTpOHHbBIE JAHHBIE O HECKOJIBKUX UCCIEAOBAHUSX XPAHSITCS Ha
OJTHOM Hocutesie uHpopmanuu (Hanpumep, JAUCKE WIM MarHUTHOM JIEHTE),
TpeOyeTcs co3aHue MOAPOOHOTO yKa3aress PacloloKeHHs TAKUX JTAHHBIX.

Moxer  ObITb  HEOOXOOUMBIM  OOECIE€UYEHHUE  HCHBITATEIbHbBIX
naboparopuid  CpeACTBAMH  KOHTPOJIE  OKpPY)KAIOIIeW  Cpeapl, 4YTOObI
rapaHTUPOBATh IEJOCTHOCTh XPAHUMBIX OJJIEKTPOHHBIX JlaHHbIX. Ecmu
CYLIECTBYET HEOOXOJUMOCTh B CO3/IaHUM JOMOJHUTEIBHBIX apPXHWBHBIX
MOMEILEHUN, TO PYKOBOJCTBO HCIBITAaTeIbHOM 1ab0paropuud JOJKHO
o0ecreunTb, YTOObl YIOJHOMOYEHHBIN TIEpPCOHAN, OTBETCTBEHHBIM 3a
yIpaBlieHUuEe apXuBaMu, ObUT COOTBETCTBYIOIIMM 00pa3oM UACHTU(PHUIIMPOBAH,
U JIOCTyIl K apXuBYy ObUI BO3MOXKEH TOJIBKO JIJI1 JAHHOTO YIOJIHOMOYEHHOI'O
nepcoHana. Takxe HEOOXOMMO BHEAPUTH MPOUEAYPHI, TAPAHTUPYIOIINUE, YTO
LEJIOCTHOCTh JAHHBIX XPAHSANIMXCA B JJIEKTPOHHOM BHJAE B TEUYCHHE

JJINTCJIBHOT'O BPEMCHHN HE 6y,I[€T HapyIlCHaA.
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HeobOxoaumo pazpaboTtaTh U NPUHATH B BUJIE MUCBMEHHOTO JOKYMEHTA
MpOLIeTypbl, OOECIEUMBAIOIINE HEMPEPHIBHYI0 CUUTHIBAEMOCTH JaHHBIX B
ClIy4asix, KOrja MpeJIoyiaraeTcsd BOSHUKHOBEHHUE MPOOJIEM C JOITOCPOYHBIM
JOCTYIIOM K JIaHHBIM WM BO3HHKAET HEOOXOAMUMOCTb W3BSITHSI CUCTEM W3
oOpaitienus. TakuMu mpoleypaMu MOTYT ObITh, HampuMep, MPOU3BOACTBO
TBEpABIX KONUU B (OpME pacrneyaTku ¢ MNPUHTEpA WM MEPEHOC JIaHHBIX B
JPYTYIO CUCTEMY.

Xpausiyecs B 3JEKTPOHHOM BUJIE JJAHHBIE HE CIEAYET YHUUYTOXKATh 0€3
paspelieHus  PyKOBOJACTBA  MCIBITATeNIbHOM  j1abopatopum U 0e3
COOTBETCTBYIOILIETO JOKYMEHTHUpOBaHUA (akta yHUUTOXKEHUs. [pyrue
XpaHsmyecs B JadopaTtopuu A Nojiepkanusi (yHKIIMOHUPOBAHUSI CUCTEM
TaKue JIaHHbIC, KaK WCXOAHBIM KO W 3amucu O pa3pabOTKe, BaJIUJIAlNH,
AKCIUTyaTallu, 00CITYKUBAHUU U MOHUTOPHUHIE CUCTEM, CIENYET XPAHUTh IO
KpaliHell Mepe B TE€YEHHE TOTO K€ CPOKa, YTO W 3alucu 00 HCCieIoBaHUH,

CBA3aHHBIC C JaHHBIMU CUCTCMAaMU.




[TPMJIOXEHMUE Ne 5

k [IpaBumitam Haasexarei JadboparopHoi
NPaKTUKU EBpa3niickoro 3KOHOMHAYECKOTO
coro3a B cpepe oOparieHust JIeKapCTBEHHBIX
CpEICTB

TPEBOBAHUA
K POJIM U 00S1I32aHHOCTSIM CIIOHCOPA B COOTBETCTBUM
¢ IlpaBuiiamMu HaaJIexkaine JJadopaTOpHOM MPAKTUKH
EBpa3uiickoro 3x0HOMHU4€eCKOro co103a B cpepe odpanieHus
JIEKAPCTBEHHBIX CPEICTB

1. OOmme moJIoKEHUs

B pamkax  npoBeneHUsT — JOKIMHUYECKUX  (HEKJIMHUYECKHUX)
UCCJIEIOBAHUIM CIIOHCOpA HCCIEAOBAHUSI WMEET TMpsSMbIE U KOCBEHHBIC
oOsi3aHHOCTU. CIHOHCOp SIBISIETCSl  CTOPOHOW, HAUMHAKOIIEW OJHO WJIU
HECKOJIbKO HUCCJIEJIOBAHHWM, W HAOpsIMyl0 TPENOCTABISIET  PE3YJIBTAThI
UCCJIEIOBAaHUM B  YNOJHOMOYEHHBIE OpraHbl TOCYJapCTB — YIJICHOB
EBpa3uiickoro HSKOHOMHYECKOrO CoOro3a (ajnee — TocydapCTBa-4ICHBI).
CroHcop MPUHHUMAET AKTUBHOE Yy4YacTHE B TMOATBEPKICHUH COOTBETCTBHUSI
BCEX JIOKIIMHMYECKUX (HEKJIMHUYECKUX) UCCIENOBaHUN  O€30MacCHOCTH
3I0POBBIO YEJIOBEKA U OKPY’KAIOIIEH CpeIbl MPUHIMIIAM ITpaBUIl HaJIexKalen
naboparopHoil TpakTUKKW EBpa3uiickoro 3KOHOMHYECKOTO coro3a B cdepe
oOpallleHHs.  JIEKApCTBEHHBIX  CPENCTB, yTBEp)KIaeMbIX  EBpasuiickoit
HPKOHOMHYECKOM KoMmuccued (mamee — mpaBuia). CHOHCOp HE MOXKET
M0JIaraThCsl TOJBLKO HAa 3aBEPEHUS UCIIBITATENbHBIX JIA00PATOPH, HAHSITHIX JJIsI
MPOBEICHUSI TAaKWX MCCIEOBAHUNA, O COOTBETCTBUU IPOBEACHHBIX pPadOT

TpeOOBaHUAM MPaBUIIL.



CHoHCOpOM MOXKET OBITh:

muio  (dbuzmyeckoe WM OpUAUYECKOe (KOMIAHUS, KOpIopamus,
accoImanys, HayqdHOe WJIM aKaJeMHUYECKOe YUPEKIACHHE, TOCYIapCTBEHHBIN
OpraH WM €ro CTPYKTypHOE Mojpa3/iefieHre, a TakKe JII000i apyroil opraH,
oOpa3oBaHHBI HAa 3aKOHHOM OCHOBaHHWH)), KOTOpO€ HaYMHAET U
oOecrieunBaeT (PUHAHCUPOBAHUE U JAPYTYIO TMOMOIIb TPU IPOBEICHUU
TOKJIMHUYECKUX (HEKIMHUYECKHX) HCCIIEIOBaHUN O€30MacHOCTH 30POBBS
YeJI0BEKa U OKPYKAIOIICH CPEIbI;

oo (¢uznueckoe WM IOPUAMYECKOE), KOTOpPO€ MpPEICTaBiIseT
pe3yabTaThl JOKIMHUYECKUX (HEKIMHUYECKUX) UCCIIEeOBaHUI 0€30MacHOCTH
3IOPOBbS YETIOBEKA M OKPYKAIOIMIEH Cpefbl B YIOJTHOMOYCHHBIE OPTaHBI JJIs
pEerucTpaiu npoayKra Wid B JAPYTUX LENSAX, KOraa Tpedyercs coOmoaeHue

TIPABHIL.
2. O0s13aHHOCTH CIIOHCOpPa

CrioHCcOp JOMKEH 3HaTh TPEOOBAHUSAX MPABUII, B YACTHOCTH T€, KOTOPHIE
UMEIOT OTHOIIIEHWE K PYKOBOJCTBY UCHBITATEIbHOW J1a0OpaTopuu U
PYKOBOAMTEIIO UCCIIEIOBaHUS (BEIYIIIEMY UCCIIEIOBATEIIO).

Ecnu kakue-TO 4YacTM MCCIEAOBAHMS TMEPEHAlOTCS CIIOHCOPOM Ha
BBITIOJTHEHUE CYONOPSIAYMKaM, CIIOHCOP JOJIKEH 3HATh, YTO OTBETCTBEHHOCTD
3a TMPOBEACHHE UCCIEIOBaHUS B I€JIOM JIKUT Ha PYKOBOJIUTEINE
UCCJICIOBaHMs, BKJIIOYasi OTBETCTBEHHOCTh 3a JIOCTOBEPHOCTH IEPBUYHBIX
TAHHBIX W OTYET.

[1py UHUITMUPOBAHUU JOKIUHUYECKUX (HEKJIMHUYECKUX) UCCIIEIOBAaHUM
0€30IMaCHOCTH 3/I0POBbIO YEJIOBEKA U OKPYXKAIOIIEH Cpeibl CIIOHCOP JIOJIKEH
YAOCTOBEPUTHCS, UYTO HUCHBITaTeldbHas jaboparopus MOAXOAUT  JJIA

MMPOBCACHUA OIPCACICHHOIO BHIAA HCCICOAOBAHHA COITIACHO IIpaBHJIAM.
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CrnioHcop 00s13aH COOOIIUTh UCTIBITATENILHON JTA0OPATOPUH, UTO UCCIIEIOBAHNE
JIOJKHO TIPOBOIMUTHCS COTTIACHO TIPABHITIAM.

CrioHcop BITpaBe MPUMEHSTH Pa3INIHBIC CITOCOOBI OIIEHKH CIIOCOOHOCTH
UCIIBITATEIBHOM J1TA00paTOpUU TPOBECTU MCCIEAOBAHUE COMIACHO MpaBUJIaM.
[Ipy 5>TOM OH JOKEH MPOAHAIM3UPOBATH PAOOTy  HCIBITATEIBHOM
naboparopuy 10 MPOBEACHUS WCCIIECIOBAHUS, & TaKXKE B XOJI€ MCCIIEIOBAHUS
(HarpuMep, C YYETOM CTPYKTYPBI, MPOMOJDKUTEIBPHOCTH U CIOKHOCTH
UCCJIENOBAaHMS), UYTOOBl  yOETUTHCS, UYTO  TEXHUYECKHUE  CpE/CTBA,
o0opy/ioBaHUE, CTaHJAPTHBIE OIEpPAlMOHHBIE TPOLEAYPhl U  TEePCOHAI
JabopaTopuy  OTBEUalOT TpeOoBaHUSAM mpaBwid. Eciau  ucneITarenbHas
naboparopust ydacTByeT B CHCTEME KOHTPOJSI COOTBETCTBHS J1abOpaTropwid
TpeOOBaHUSAM 3aKOHOAATEIhCTBA TOCYIAPCTB — UICHOB EBpasuiickoro
HPKOHOMUYECKOTO CO03a (Jlajiee — roCy/1apCTBO-WIEH), K padoTe JOIyCKaeTCs
MIPUBJIEKATh YIOJTHOMOYEHHBIM OpraH TOoCydapcTBa-wieHa ISl ONpenesIeHUsI
CTaTyca COOTBETCTBMS HCHBITAaTeIbHOW J1abopaTopuu TPeOOBAHUSAM TMPABHUII
(TTOCKOJIBKY, HECMOTPSI Ha JIOTOBOPHBIE TPEOOBaHUS O KOH(PUACHIINATBHOCTH,
YIOJHOMOYECHHBIA OpPTaH roCy/1apCTBa-WICHA HMEET JOCTYI KO BCEM JTaHHBIM
UCTIBITATEIHLHON JJa00paTOPUH O COOTIOICHIUHN HACTOSIINX MTPaBHIL. ).

Ecnu B ynmoJlHOMOUEHHBIN OpraH rocyiapcrBa-ujieHa MPeIoCTaBISIIOTCS
pe3yJIbTaThl HECKOJIBKMX HCCIAEAOBAHMN B OJHOM PErHMCTPAIMOHHOM JOChE,
OTBETCTBEHHOCTbH 3a JOCTOBEPHOCTb BCETO PETHUCTPAIMOHHOTO JOChE JICKUT
Ha crioHcope. HeoOGxommmo, 94TOOBI CIIOHCOP YCTAHOBHJI COOTBETCTBYIOIIYIO
CBSI3b MEXKIY €ro TMOJTHOMOYHBIMHU TPEIACTaBUTEISIMH M BCEMH CTOPOHAMH,
YYaCTBYIOIIIMMHU B TIPOBEJICHWU HCCAEAOBAHUS, HANPUMEp, PYKOBOIUTEIEM
UCCJIEIOBaHMs, CIIy)Ool  oOecredeHHs: KadecTBa U PYKOBOJCTBOM

UCIBITATEIbHON JJa00paToOpuu.
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VYIOTHOMOYEHHBIE OpTaHbl TOCYAapCTB-WICHOB MOTYT TpeboBaTh OT
CIIOHCOPOB YTBEPKJACHUS IIJIaHA HCCIEAOBAHUS €CIM 3TO YCTAHOBIIEHO B
3aKOHOJATENILCTBE  TOCYAapCTBa-4wieHa W  CBA3aHO C  IIPABOBBIMU
OCOOCHHOCTAMM  YIOCTOBEPEHHUS  OTBETCTBEHHOCTHM 32  pE3yJIbTarhbl
UCCIIENOBAHUM.

Ecnu apxuB ucmbITaTeIsHOM JTA00PATOPHH, B CBSI3U C MIPEKPAIICHUEM €€
JESTEILHOCTH, TIEpPEIaH B apXHWB CIIOHCOPA, TO CIIOHCOP JOJIKEH 00ECIeUnuTh
BO3MOYKHOCTh HQJICKAIIETO XPAaHCHWS W W3BJICUCHUS W3 apXWBa TUIAHOB
UCCJICIOBAaHUM, MEpPBUYHBIX MJaHHBIX, OOpPa3lOB, MNPOO HCIBITYEMBIX U
CTaHJapPTHBIX 00pa3loB U 3aKIIOUYUTEIBHBIX OTYETOB COIIACHO TPEeOOBaHUSIM
TIPaBHIL.

CroHcop MOMKEH COoOOINaTh HCIMBITATENbHOM J1a0OpaTopuu O JHOOBIX
W3BECTHBIX  TMOTEHIMAIBHBIX  OMACHOCTSIX  HCCIAEMYEeMOTO  BEIeCTBa
(JIekapCTBEHHOTO CpPEICTBA) JJiA 3I0POBbS UEJIOBEKAa WM OKpYXKarolen
Cpeflbl, a TaKKe€ O 3allUTHBIX Mepax, KOTOPbI€ JOHKHBI ObITh MPEIITPHUHSITHI

ICpCOHATIOM HCIIBITAaTEeILHOU J'Ia60paTOpI/II/I.

3. Onucanue CBOMCTB UCCIIEAYEMOTO BEIIECTBA
(JIeKapCTBEHHOTO CPEJICTBA).

TpeboBaHrsg TpaBWJl BKJIIOYAIOT TPeOOBaHUS K OINHUCAHHMIO CBOWCTB
UCCIIEyEMOIO BELECTBa (JIEKAPCTBEHHOI'O CPEJCTBA) (HapUMep, IyHKTHI 44,
45 ¥ TOAMYHKT «a» MyHKTa 65), COINIacHO KOTOPHIM HEOOXOAWMO TOYHO
yKa3bIBaThb Ha3BaHHME MCCIIEYEMOIO BEIIEeCTBA (JIEKAPCTBEHHOIO CPENCTBA) U
ero  cBoucrBa.  OrmpeneneHre  CBOWCTB — HCCIEAYEMOTO  BEIIECTBA
(JIEKapCTBEHHOTO ~ CPEICTBA) MOJKET BBINOJHATh KaKk HWCIHBITaTeIbHAs
naboparopus, paboTarolas o KOHTPAKTY, Tak U caM crioHcop. Eciu cBoiicTBa
UCCIIEIyEMOIO BellecTBa (JIEKAPCTBEHHOIO CPEACTBA) OMPEAEIsii CIOHCOP,

ATOT (PAKT JOJKEH OBITh YKa3aH B 3aKIIOYUTENBHOM oT4YeTe. CIIOHCOP J0IKEH
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YYUTHIBaTh, YTO TIPU OMNpPEICICHUH CBOWCTB HCCIIEIyeMOTO BEIEeCTBa
(JIeKkapCTBEHHOTO CPEICTBA) HE B COOTBETCTBHH C IPaBUJIAMHU HCCIIEIOBAHUE
MOYKET OBITh OTKJIOHEHO YTIOJTHOMOUYEHHBIMHU OPTaHaAMHU TOCYIapCTB-UJICHOB.
Ecm  wHpopManmus O  CBOWMCTBaX  HMCCIIEAyeMOTO  BEIIeCTBa
(JlekapCTBEHHOTO CpENICTBA) HE IMPEICTaBlieHa CIIOHCOPOM HMCIBITATSIIBHOM
nabopaTopuu, padoTaroniell Mo KOHTPAKTY, 3TOT (PAKT TaKkKe JOJIKEH ObITh

YKa3aH B 3aKJIIOUUTCIIBHOM OTUCTC.
4. HpeI[CTaBJ'IeHI/Ie JAaHHBIX B YIIOJITHOMOYCHHBIC OPI'aHbI

OkoHuarenbHasi OTBETCTBEHHOCTh 32 HAy4YHYK) JIOCTOBEPHOCTH
WCCIICIOBAHUS JISKUT HA PYKOBOJUTEINIE HCCIIECIOBAHMS, a HE Ha CIIOHCOPE,
OOSI3aHHOCTBIO KOTOPOTO SIBIISIETCSI TPUHATHE PEIICHUS MO pe3yibraram
WCCIIEOBAaHUM O MPEAOCTABIICHUM WA HE MPEAOCTABICHUU HCCIEIYEMOIO
BeIECTBA (JIEKAPCTBEHHOI'O CPEJCTBA) HA PETHCTPALMIO B YIOTHOMOYECHHBIM

opras (PKCHEPTHYIO OpraHU3allrIo) TOCyapCTB-UJICHOB.




[MTPUIJIOKEHUE Ne 6

K [IpaBunam Hamiexamen
nabopaTopHOl pakTUKU EBpazuiickoro
HKOHOMHYECKOT'0 COI03a B cpepe
oOpallleHHs JIEKapCTBEHHBIX CPECTB

HOPAJOK
npumenenus [paBua Hapuexameii JadopaTopHol
npakTuku EBpa3niickoro 3k0OHOMHUY€eCKOro0 c0103a B cepe odpainieHust
JIEKAPCTBEHHBIX CPEICTB K KPATKOCPOYHBIM UCCJI€I0BAHUSAM

|. O01me monoKeHust

1. IlpaBuna Hammexamield JadopaTopHOM TIpakTUKU EBpa3uiickoro
SKOHOMHUYECKOTO COI03a, YTBEpkKAaeMble EBpa3suiickoli HSKOHOMHUYECKOU
KOMHUCCHUEH (nanee — IpaBmiia) cojiepkar oOiue TpeOOBaHUS W MPUMEHHUMBbI
KO BCEM BHJAM HCCileNOBaHMU. B ycrnoBusix neMCTBUS TpaBUI KOHTPOJb
YIOJHOMOYEHHBIX ~ OPraHoB  TOCYHapCTB-WIEHOB  3a  COOJIIOICHHEM
YCTAHOBJICHHBIX HOPM, Oa3MpYIONIMXCS Ha CYIIECTBOBAHMHM KOHKPETHBIX
METO/IOB M TEXHUYECKUX MPUEMOB B PaMKaxX KPaTKOCPOUYHBIX HMCCIIEIOBaHUMN
3aTpyAHEH.

2. K KpaTkOCpOYHBIM OHOJOTUYECKHM WCCIICOBAHHUSIM  OTHOCST
UCCJIEIOBAHMS C KOPOTKUM TEPUOJOM MPOBEICHUS] U IIUPOKUM JUANa30HOM
MPUMEHSIEMBIX PYTHHHBIX MPOLEAYP: U3YYEHUE OCTPOMl TOKCHUYHOCTH, Pl
MCCIICIOBAHU MYyTar€eHHOCTH U MCCJIE0BAHUS OCTPOU SKOTOKCUYHOCTH U JIp.

3. OU3MYECKUMH U XUMHUYECKHUMHU MCCICIOBAHUSAMH CUUTAIOTCS TE
UCCJIEIOBAHMS, AaHAM3bl W  M3MEPEHHUs, KOTOPhIE HMEIOT  Malylo
MPOJIOJDKUTEILHOCTh (Kak TMpaBuiao, He Oojee 1 paboueilt Henmenn),

BaﬂeﬁCTBYIOT IMUPOKO NCIIOJIb3YCMBIC MCTOAUKHU 151 JaroT



JIETKOBOCTIPOU3BOJIUMBIE PE3YJIbTaThl, 3a4acTylO0 TMPEJCTABICHHBIE B BHUJE
MPOCTHIX YUCJICHHBIX BEJIUMYUH WA CIIOBECHBIX BBIPAKECHUM.

4. TpanuiiMOHHBIE (PUBUKO-XUMUYECKUE UCCICNIOBAHUS BKJIIOYAIOT B
cebs ompeneNeHne XUMHUYECKMX CBOWCTB, TeMIepaTyphl IUIaBIICHUS,
yOpyrocTu mapa, koddduilMenta pacnpeesieHus, B3pbIBUAThIX CBOWMCTB U
Jpyrue nojJoOHbIE UCCIENOBAHMUS, /ISl KOTOPBIX CYHIECTBYIOT MHCTPYKIIMHU TIO
MpOBEICHUI0 TeCTOB. OJHAKO YIOJIHOMOYEHHBIE OPraHbl B TOCY/IapCTBax-
yineHax Coro3a JO0KHBI yTOYHUTH, KAaKU€ U3 HTUX AHAJIM30B JIOJKHBI
NPEICTaBIATBCS MM Ha PACCMOTPEHHE U KAaKue HEOOXOIWMO BBIMIOJIHATH

COIVIaCHO TTpaBUJIaM.
I1. [TporpamMmma obecriedeHus: KauecTBa

5. UcnbiTarenpHas IJIOMIAJIKA JIOJDKHA HMETh JIOKYMEHTUPOBAHHYIO
nporpaMMy  OO€CHEUEHHUs] KauecTBa, YTOObI TMPOBOAMMBIE Ha  HEH
WCCJIEIOBaHUS COOTBETCTBOBAIIUA MTPUHITUIIAM MPABUIL.

6. MucnekuuMyu McclneioBaHUN IJIAHUPYIOTCS B COOTBETCTBUU €
XPOHOJIOTHEN ATUX MCCIEAOBaHUN, OOBIYHO C MPUBSA3KOM K MEPBOMY dTaly,
OTMPEJIEIISIONIEMY OCHOBHBIE (ha3bl IKCIIEPUMEHTA.

/. IHCTIEKIIMM WUCHOBITAaTeNbHBIX IUJIOIIAQJIOK OCHOBBIBAIOTCA HE Ha
KOHKPETHBIX MCCIIEIOBAaHUSX, & OXBATHIBAIOT 00I1Iee 000pynoBaHue (IpruoOpsI
W anmaparbl) M BUABI  JIEATEIBHOCTM B paMKax Jaboparopuu
(BcrioMoraTeNbHble  CIYXObI, KOMIBIOTEpHas CHCTeMa, CIeluaIbHas
MOJIFOTOBKA, SKOJIOTUYECKU MOHUTOPUHI, TEXHUYECKOE OOCTy>KUBaHUE,
KaJIMOpOBKa U T.1.).

8. MHcnekiuu TpOLIECCOB Tak»e IMPOBOASTCS BHE 3aBUCHUMOCTH OT
KOHKPETHBIX HccienoBaHui. X BBIMOAHSAIOT C 1LEJIbI0 MOHUTOPHUHIA

onepauuﬁ N TCXHOJOTHUYCCKHUX IIPOHCCCOB MHUKIMYCCKOTO XapaKTCpa, KakK



3

MpaBWJIO, Ha BBHIOOPOYHOM OCHOBe. JlaHHBIE WHCHEKIIMM HWMEIOT MECTO, B
clly4yae, €cClii Kakas-nuOo orepalus O4Y€Hb YacTO MOBTOPSAETCS B paMKax
HCIIBITATEeIbHOM 1a00paTOpuu, B CBSI3U C Ye€M IPOBEACHNE OPUEHTUPOBAHHOTO
Ha MCCIIEIOBAHNE KOHTPOJIS cuuTaeTCsl Hed(PPEKTUBHBIM WM HEMPAKTUYHBIM.
[Ipn opranu3anuv OPUEHTUPOBAHHBIX HA TEXHOJIOTHIO IMPOBEPOK, KOTOPHIE
OXBaTbhIBAaIOT (Da3bl ¢ OYEHb BBICOKOM YACTOTOM IMOBTOPEHHS, SMIUPUUYCCKHUE

ATanbl HEKOTOPBIX UCCIIEIOBAHUN MOTYT OTJIENIbHO HE MPOBEPSITHCSI.
I11. O6s13aHHOCTH TTEpcOHaa MO0 00ECIIEYEHUIO KayeCTBa

9. Ilepconan mo oOecrnedeHHI0 KavyecTBa 00s3aH BBINOJIHATH, B TOM
qHCcIIe chenyronme QyHKITIN:

a) obOecneuynBaTh HAJIMYKME 3K3EMIUISIPOB BCEX YTBEPXKIEHHBIX IJIAHOB
UCCJIEIOBAHMSI U CTaHJAPTHBIX OmNepalmoHHbIX mnpouenyp (mamee — COII),
UCTIOJBE3YEMBIX B HCTBITATEIBHOM IICHTPE, M JIOCTYI K TEKyIeMy BapHaHTY
OCHOBHOTO TUTaHa-TpaduKa UCCIISTOBAHMIA;

0) mpoBepsATh, UTOOBI  IUIAH-TPAaUK  HCCIAEAOBaHHUS  COACpIKal
uHpOpMaIMI0, HEOOXOMUMYI0 UIsl coOMroneHusl mpaBui. [laHHas mpoBepka
JOJKHA OBITh IOKYMEHTHPOBAHA,;

B) OCYIIECTBISATh CHUCTEMATHYCCKUA KOHTPOJIb 3a IMPOBEIECHUEM BCEX
UCCIIC/IOBAHUI B COOTBETCTBHHM C TIpaBUJIaMH, JOCTYITHOCTHIO TUIAHOB
uccnenoanuss u  COIl  mepcoHamy, BOBIEUEHHOMY B  IIPOBEICHUE
UCCIICIOBAHUS;

I') BHOCHUTH B 3aKJIFOYMTENIBHBIN OTYET MOATOTOBIEHHOE W TIOAIUCAHHOE
3aKJTFOUYEHUE O BUJaX WHCIEKIIMOHHBIX MPOBEPOK M JaTax WX MPOBEACHUS C
uHpopmarmelr o0 STamax MPOBEPSIEMOTO HCCIEAOBAaHUS M JaTe Iepenadn
PE3YNBTAaTOB WHCIEKTUPOBAHUS aIMUHHCTPAIMHA HCIBITATEILHOTO IIEHTPA,

PYKOBOOUTCIO HCCICAOBAHUA W OTBCTCTBCHHOMY HMCCIICOOBATCIIHO. 910
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3aKJIIOUYEHHE TaKKe JOJDKHO CO/IepkKaTh MHGOPMAIIMIO O TOM, YTO TIEPBUYHBIC
JTAHHBIC UCCJICIOBAHUS OTPAKEHBI B 3aKIIOYUTEIILHOM OTYETE JOCTOBEPHO.

10. B cBsa3u C BBICOKOH ITOBTOPSIEMOCTBIO M THIIOBBIM XapaKTEPOM
ONPENICICHHBIX CTAHJAPTHBIX KPAaTKOCPOYHBIX HCCIEIOBAHUN B  XOJI€
AMIIUPUYECKON (ha3bl UCCIEAOBaHUS CIyKOe oOecrieueHns KauecTna (anee —
COK) Her HEOOXOAWMOCTH HHCHEKTHUPOBATh IO OTIACIBHOCTH KaXKJ0€
uccienosanue. Ilpu 3ToM jgomyckaeTcsi, 4TOObBl OpPUEHTUpPOBaHHAasT Ha
TEXHOJIOTHIO TporpaMma KOHTPOJIS OXBaThIBaja BCE BBl HcCCienoBaHuil. B
COII obecnieueHus kadyecTBa CIEIyeT OTOBOPUTH MEPUOIUYHOCTDh MHCIIEKITHH,
MpUHUMAasi BO BHUMAHUE YHMCIEHHOCTb, TTOBTOPSIEMOCTh U (WJIM) CIOXKHOCTH
AKCIIEPUMEHTOB, TMPOBOAUMBIX B Jlaboparopun. Yacrora HHCHEKIUN
yTouHsieTcs B cooTBeTcTByronux COIIl obecnieueHusi kayecTtBa, U HUMEHHO
COII rapanTupy10T pEryIsipHOCTb KOHTPOJIS BCEX MPOLECCOB TAKOTO POJIA.

11. Ecnu oTCyTCTBYIOT OT/ZI€NIbHBIE OPUEHTUPOBAHHBIE HAa UCCIIEIOBaHUE
WHCIICKITMHM, TO B oOTueTe 00 oO0eclneyeHnd KadecTBa JIOJDKHO YEeTKO
OMKCHIBATBCS, KOTJA M KakKhe BHUAbl WHCIEKIUNA (HampuMep, HHCHEKIINH
npoienyp) npoBoawiuch. Jlokmannas 3amnucka, mpexacraBieHHas COK,

00s13aHa TTOTBEPIKIaTh MPOBEACHHE AyIUTA 3AKITIOUNTEIHFHOTO OTUETA.
1V. IToMerieHus 11 UCCiie10BaHUA

12. Pa3amepbl, yCTPOWCTBO W  PACHOJIOKEHUE TOMEIICHUH IS
IIPOBEJCHUS HCCIICOBAHMM JIOJDKHBI OTBEUaTh 3ajadaM HCCIICIOBAHMM.
[Tomerienrst TOMKHBI OBITH YCTPOEHBI TaK, YTOOBI MX TUIAHMPOBKA OKa3bIBaIA
MHUHHUMAJILHOE BIMSIHUE HA X0 UCCIEI0BAHUM.

13. Tlomemienust JOMKHBI OBITH CIUIAHUPOBAHBI TaKUM 0Opa3oM, 4TOOBI
OBLIO 00ecTieueHO MaKCUMaJIbHO M30JMPOBAHHOE IMTPOBEICHNE HMCCIICIOBAaHUI

Pa3IMYHbIX BUIOB (TUIIOB).
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V. OGopynoBanue, MaTepUAIIbl U PEaKTHUBbI

14. B CcOOTBETCTBYIOIIMX Clydyasx KaJIHMOpOBKa JOJKHA OOECIIEYUThH
CBSI3b H3MEpEeHUH ¢ (yHIaMEHTAIbHBIMU (PU3NYECKUMH BEJIMYMHAMU,
3aJJaHHBIMU COOTBETCTBYIOIMMHU YIOJHOMOUYEHHBIMU OpPraHaMu IoCyaapCTB-
ysieHoB. O00opyioBaHKHE JOHKHO NEPUOINYECKU TIOBEPATHCS AJIsl 00eCreueHUs
TOYHOCTH M3MEpPEHHs] B TEUYEHHE JUIMTENBHOIO BpeMeHU. Bemecrtsa,
UCIOJB3yEMbIE JJI1 KalMOPOBKHM, pPAacCMarpuBalOTCs KAaK CTAaHIApPTHbBIE

oOpas3iibl, HO HE MOJIeKAT 00s3aTEILHOMY XPaHEHUIO.
V1. TecT-cucTeMsbl
1. ®u3nveckas (XUMHYECKasi) TECT-CUCTEMA

15. Cnegyer nepuoauyecKkd NpPOBEPSTb, YUCTUTh, PEMOHTHPOBATh M
KammOpoBarh 00Opy/IOBaHKME, MPUMEHAEMOE B (U3UYECKUX (XUMHUYECKHUX)
uccienoBanusax B coorBercTBuM ¢ COII, kak yka3aHO B IIYHKTE § HACTOSIIETO

IMPUITIOKCHHA.
2. buonornyeckas TecT-cucTemMa

16. Jlnss  XpaHeHuWs,  pa3MeIleHHs, O0O0pabOTKM U 3allUTHI
OMOJIOTUYECKNX CHUCTEM JOJDKHBI OBITh CO3MaHBl HAJICKAIUE YCIOBHS,
o0ecrieunBaroIie  JOCTOBEPHOCTh  MOJY4YaeMbIX  pe3yibTaToB (B
COOTBETCTBUU C IIYHKTOM 35 TIpaBuI).

17. BHOBb MOJY4YEHHBIC TECT-CHUCTEMBI JKUBOTHOTO M PACTHUTEILHOTO
IPOUCXOXKIACHUS JTOJDKHBI OBITh HM30JUPOBAHBI JIJISi OLIGHKH COCTOSIHHSI UX
310poBhs. [Ipyr BO3HWKHOBEHWHU 3a00JIEBAHMS WU CMEPTU JAHHYIO TApTHIO
HE WCIOJB3YIOT B WCCICIOBAHMM W TPH HEOOXOIMMOCTH IOJBEPraroT
0e30071e3HeHHOM 3BTaHa3uu. Ha MOMEHT Hauaja MCClIeJOBaHUS BCE CHCTEMBI

JOJI>KHBI OBITH 3A0POBBLI. TCCT'CI/ICTGMBI, Y KOTOpPBIX B XOAC HCCIICOAOBAHUA
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OBLITM BBISBJIICHBI 3a00JIEBAaHUS W TPABMBI, CIEAyeT W30JUPOBATh U JICUUTH,
€clii 3TO HEeOoOXOIWMO HJisi TIOJHOTHI MccieqoBaHus. [[uarHo3sl u JiedyeHue
Ar00bIX 3a00J€BaHUN Kak B XOJ€ MCCIEAOBAaHUSA, TaK M JI0 €ro Hayaia
JOJKHBI OBITh JOKYMEHTHPOBAHBI B COOTBETCTBUU C IMYHKTOM 36 mpaBui).

18. JlorokHa  OBITH  MPEIYCMOTpPEHAa  perucTpanus JaHHBIX 00
WCTOYHHUKAX TECT-CUCTEM, JaTaX MX MOCTYIUICHUS M COCTOSHUW HAa MOMEHT
MOCTYIUICHUS B COOTBETCTBHUH C ITYHKTOM 37 TIpaBuII.

19. Tlepen mepBOHAYAIBHBIM BBEJACHHEM B OHOJOTHYECKYIO TECT-
CUCTEMY MCHOBITYEMOIO WJIM CTaHJIApTHOTO OOBEKTa UCCIEIOBAHUS
OMOJIOTUYECKUE TECT-CUCTEMbI JOJKHBI MPOUTH TMEpUOJ aKKIMMaTHU3aluH,
JOCTAaTOYHBIN JJIS aanTalii K YCIOBUSM HCCIEIOBAHUS B COOTBETCTBUHU C
IIYHKTOM 38 IpaBuiI.

20. Bes nH(popMaIus, HeoOXxoaumas T HaJIeKaren
UJACHTU(UKAIIMA TECT-CUCTEMBI, JOJDKHA OBITh yKa3aHa Ha JIBEpsX
NOMEIIeHUN Wi KoHTeWHepax. OTAeNbHbIE TeCT-CUCTEMBI, KOTOpbIE
NEPEeBOAATCS W3 OJHMX TOMEIICHUW WIA KOHTEHHEpPOB B MpoIEecce
WCCJICIOBaHUS B JIPyTHE, JOJDKHBI UMETh COOTBETCTBYIOIIYIO MAPKUPOBKY B
COOTBETCTBHUU C TyHKTOM 39 IpaBuiI.

21. IlomenieHuss W KOHTEMHEpPHI MJII COJAEPXKAHUA TECT-CUCTEM
MOJJIeXKAT PEryJsipHOM yOOpKe M caHUTapHOW 00padoTke. Martepuansl,
KOHTaKTUPYIOIIHUE C TECT-CUCTEMOM, HE JIOJKHBI COAEPKATh 3arpsA3HSIONINX
BEIIECTB B KOJMYECTBAX, CIOCOOHBIX IOBIUATH Ha XOJ HCCIEIOBAHUS.
[MoacTunky myis >KMBOTHBIX CIIEyeT CBOEBPEMEHHO MEHATh. Bce ciyuan
UCIIOJIb30BAHUST ~ TECTUIUIOB  JIOJDKHBI  OBITh  JJOKYMEHTHPOBAHBI B

COOTBCTCTBHUHU C ITYHKTOM 40 IMpaBNJI.



3. Onucanue

22. g Tect-cucteM IN Vitro TpeOyercs BeCTH OTYETHOCTH IS
JOKYMEHTAJILHOTO ITOATBEPKIACHHS POCTa, KU3HECIIOCOOHOCTH M OTCYTCTBUS
3apakeHUs MapTUii TecT-cucteM. J[as mccnemoBanuii in VItro BakHO, YTOOBI
ObUTa oOmpeneeHa TMOMIMHHOCT W 3a(pHKCHPOBAHBI  MPOHMCXOXKJICHNE,
CyOIITaMM U PEXUM O0CTYKUBAHUS TECT-CUCTEMBI.

23. Onpenenenne XapakTepUCTHK TECT-CUCTEMbI HE0OXOTUMO, B TIEPBYIO
odyepedb, I HCCIEIOBaHMM IN Vitro. ImaBHBIM TpeOOBaHUEM SIBISCTCS
o0ecIieueHre Toro, YToObI UCIIOIL30BAJIACh TECT-CUCTEMA, OIIMCAHHAs B IIJIaHE
WCCIICIOBAaHUS M CBOOOJHAs OT 3apakKCHHS. ODTOTO0 MOXKHO JOCTHUTHYT,
HaIpUMep, C IOMOIIBIO MEPHUOAUYECCKOIO aHaIM3a T€HETHYSCKHX MapKepOB,

KapHUOTHUIIOB WJIM TECTA HAa MUKOILJIA3MBbl.
4. 301 TeCT-CUCTEM

24. B cnydae ¢ KparKOCPOYHBIMU OWOJIOTMYECKUMH HUCCIIEIOBAHUSIMU
MOXXHO He TpeboBaTh 000COOJICHUsI KMUBOTHBIX U PACTUTEIBHBIX TECTOBBIX
cucteM. B COII ucnbiTarensHON 1a00paTOpun CIETYET ONPEASTUTh MPUHIINI
OIICHKHA COCTOSHHS 370pOBbs (HAmpHUMep, apXuBHBIE (Daillbl O KOJOHUU H
MOCTABIUKE, HAOMIONEHUS, CEPOJIOTHYECKUN aHaiu3) MW TOCISAYIOIINe
JIEHCTBUS.

25. IIpu koHTpoOIIe HHTEPHEPHUPYIONIUX MAaTEPUAIOB B HCCIICIOBAHUAX IN
Vitro HeoOXoAuMO 00ecIeunTh, YTOOBI BOJIA, CTCKJISHHAS IOCyda M Ipouee
nabopaTtopHoe OOOpY/IOBaHHME HE COJEPXKAIU BEMIECTB, KOTOPHIE MOTYT
MOMEIIATh MPOBEIACHUIO HCTBITAaHUN. UTOOBI BBITIOJHUTH JAHHYIO 3a/1ady, B
TJIaH UCCIICIOBAHUS CJIEYET BKIIFOUYUTh KOHTPOJIbHBIE TPYIIIbI. BhIMomHEHNTO
ATOM 3a7a4d TAKKEe MOTYT MOMOYb MEPUOIUUECKUE TTPOBEPKHU JTaOOPATOPHBIX

CHUCTCM.
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5. Onucanue CBOMCTB KYJIBTYPAJIbHBIX CPE]T

26. JIomKHBI TOKyMEHTAIBHO MTOATBEPIKAATHCS TUITBI CPEJl, KOMITOHEHTHI
U HOMepa maptuil cpen (T.e. aHTUOMOTUKOB, CHIBOPOTKH U T. 1.). B COII

CJIICeaAycCT paCcCMOTPCTb MOATOTOBKY U ITPUCMKY TAaKUX CPCI.
6. lconp30BaHNE TECT-CUCTEMBI

27.B omnpenenéHHBIX OOCTOSATENBLCTBAX  JOMYCKAECTCS ITOBTOPHOE
UCIOJIb30BAHUE KUBOTHBIX OPraHU3MOB WJIM OJHOBPEMEHHOE TECTUPOBAHUE
HECKOJIbKUX HCHBITYEMBIX OOBEKTOB Ha OHOM >XMBOTHOM. OCOOEHHO BaKHOM
3ajauedl i JOKJIMHUYECKUX (HEKIMHUYECKUX) UCCIEIOBAaHUM SIBIISIETCS TO,
4TOOBI 0053aTENBHO COXPAHsUIACh BCS apXHMBHAs JOKYMEHTAIUSl O MPOILJIOM
UCIOJIb30BAHUU KUBOTHBIX, & TAKKE YIIOMUHAHKUE 00 3TOM B 3aKJIFOUUTEITHLHOM
oruere. Takke HEOOXOJUMO JTOKYMEHTAJIbHO MOATBEPAUTH, UYTO METOBI
NOBTOPHOIO HCIIOJIB30BAHMSI TECT-CUCTEM HE CO3JAI0T IOMEX MPU OLIEHKE

HCCIICAYCMBIX BCIICCTB.

VII. Uccnenyemsbie BerecTBa (JIeKapCTBEHHBIE CPEICTBA)
1 o0pa3iibl cpaBHEHUsI (KOHTPOJIbHBIE 00pasIibl).

28. HeoOxomuMoO  TIpeACTaBUTh B OTYETaX O  IIPOBEACHHBIX
HCCIIeIOBaHUsIX HH(pOpMaIio (JaHHbIE) JJIsI  aJeKBAaTHOTO COCTAaBJICHUS
cnenuuKallid B OTHOIIEHWW KaXIOW CEPUU MCCIECAyeMOro BEIeCTBa
(JlekapCTBEHHOTO CpeACTBA) U 00pasiia cpaBHEHUs (KOHTPOJIBHOTO 00pasIia).
Uto06bl 00€eCIeUnTh MPUHATUE SAMHON CIEIIM(PUKAIIUN UCCIIETyeMbIX BEIIECTB
BO BCEX TOCYIapCTBaX-4I€HAX, CJIEAYyeT COCTABIATH 3Ty WHGOPMAIUIO B
COOTBETCTBUU C ITpaBuiaMu. Ecim ucnbITyeMblii 00bEKT HAXOJIUTCS HA paHHEH
CTaIuHd Pa3pabOTKH, JOMYCKACTCS BBHITIOJHUTh AHAJTUTHYECKOE OIHCAHUE

XAPAKTCPUCTUK IIOCJIC ITPOBCACHUA OMOJIOTrHMYECKOTO ucciaeaoBanusa. Tem He



MEHee 10 JaThl Havaja HWCCIENOBAHUS CIEMyeT IMOMYYUTh OIpeIeSiCHHBIC
CBEJICHHSI O XUMUYECKOH CTPYKTYpe HCCIESTyEMOTO BEIECTBA.

29. lns  oOecriedeHUss  TPHHATHAS  PE3YJIBTAaTOB  IPOBEACHHBIX
UCCIICIOBAHUI BO BCEX TOCYIApCTBaX-WiICHAX CIEAYET, €CIIA 3TO MPUMEHHMO,
OIPEACTUTh CTAaOWJIBHOCTh HCCICIYeMOr0 M CTaHJApTHOTO OOBEKTOB B
71a00pPaTOPHBIX YCIOBUSX XPAHEHUS.

30.B cmydae 3HaUMTENBHBIX PACXOKICHUNW B  00sI3aTENIbHBIX
TpeOOBaHMIX TOCYIAPCTB-YWICHOB KacaTelbHO KOJTMYECTBEHHOTO OTPEICICHUS
KOHIICHTpAIlMY, CTAOWJIBHOCTH W TOMOTEHHOCTH HCCIICAYEMOro BeIecTBa
(JIEKapCTBEHHOTO CpEJICTBA) B HOCHUTENE (BCIIOMOTAaTeIbHOM BEIECTBE), a
TaK)KE OTCYTCTBHS BO3MOXKHOCTH TapaUICJIbHO BBITIOJHUTH TIOAOOHBIE
aHAJIU3bI JIJIS OTPENCICHHBIX KPAaTKOCPOYHBIX OHMOJIOTHYECKHX TECTOB, €CIH
IIPOMEKYTOK BPEMEHH MEXIy IIOATOTOBKOM W TIPUMEHEHHEM OOBIYHO
CTa0WILHOW CyOCTaHIIMM COCTaBJISICT HECKOJIbKO MHUHYT, OIPEICIICHUC
CTa0MJILHOCTH TECTHPYEMOTO OOBEKTa, KaK MPaBUJIO, HE SBISCTCS
akTyasbHBIM. [l0 3TUM mNpUYMHAM OYEHb BAXKHO 3apaHee YKa3blBaTh H
yTBEpKJIaTh B IUIAHE HCCIICIOBAHUS aHAIMTUYCCKUE TPEOOBAaHWSA, a TaKKe
YUUTBIBATh UX JIOCTH)KCHUE B 3aKTFOUUTECIIEHOM OTYETE.

31. JlaHHbIe, OTHOCAIIHMECS K TYHKTY 47 TPaBUJI MOTYT OTCYTCTBOBATh, B
ciydae (PU3MYSCKUX (XMMHYCCKUX) UCCIICAOBAHMMA, IIPOBOIUMBIX C IIEIBI0 UX

MOJTyYEHUS.
VIII. CrangaptHble onepaiiioHHbIE MPOIEAYPHI

32. Ilpumepsl, mNpUBEIACHHBIE B TYHKTE 52 TMpaBujl, OTHOCATCA
NPEUMYIIECTBEHHO K OHMOJOTMYECKMM TECT-CUCTEMaM M MOTOMY MOTYT HE

COOTBCTCTBOBATL KOHTCKCTY (1)I/I3I/I‘ICCKI/IX (XI/IMI/IIICCKI/IX) HCCJICIOBAHUM.
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PyKkoBOACTBO MCHBITATENbHON J1a0OpPATOPUM HECET OTBETCTBEHHOCTh 32

Hajmuure COII ni1s Bcex mpOBOAMMBIX B JJA0OPATOPHSIX aHATM30B.
IX. IIpoBeneHue ucciaeaoBaHus
[Tnan uccnenosanus (paszaen 1 wactu 1V npasun)

33.IInan wuccienoBaHusd B NHUCBMEHHOM BHAE JIOJDKEH OBITH
pa3paboTaH 10 Havayna ucciaegoBaHus. IlmaH uccienoBaHus AOJDKEH OBIThH
YTBEPKJEH MOAMUCHI0 PYKOBOJUTEINSI MCCIEIOBAHUSI C yYKA3aHUEM JaThl U
BepUPUIIUPOBAH B COOTBETCTBUU C MyHKTOM 53 mpaBui nepcoHaiom COK.
[Inan wcciaegoBaHUs TaKXke JOHKEH OBITh YTBEPXKACH aJIMHHUCTpAIIUCH
UCIIBITATEJILHOTO IIEHTPa U CIIOHCOPOM MCCJIEAOBAHUS, €CIIU ATOTO TpeOyeT
3aKOHOJIATENbCTBO TOCYAapPCTB-YICHOB MJIM 3aKOHOJATEIHCTBO FOCY/IapCTBa,
Ha TEPPUTOPUHU KOTOPOTO IIPOBOUTCS HUCCIICTOBAHHUE.

34. OCHOBHOW IUIAH WCCJIEIOBAaHUSA MOXKET OBITh  JOMOJIHEH
CHEIUAIIBHBIMU  MPUJIOKEHUSIMUA U1 TPOBEACHUS  KPATKOCPOYHBIX
HCCIIEIOBAHUI B COOTBETCTBUHU C ITYHKTOM 56 MpaBuJl.

35. Eciii  KOHKpPETHOE€ KPaTKOCPOYHOE HCCIEIOBAaHUE WM Cepus
MOJIOOHBIX MCCJIEIOBAHUN PETYJISPHO MPOBOAUTCS B paMKaX HCIBITATEIbHOM
7a00paTOpur, MOXKET OKas3aThCs I€J€CO00pa3HbIM COCTABJIECHHUE OJHOTO
oOIllero IiaHa WCCIEIOBAaHUS, COJEpIKAIIEro OOJBIIYH0 YacTh OCHOBHOM
uHdopmaruu. OH 3apaHee yTBEPXKIACTCS PYKOBOICTBOM HCIIBITATEIHHOM
7abopaTopud U PYKOBOAUTEISIMU HMCCIIEIOBAaHUS, OTBETCTBEHHBIMH 3a
1moxo0OHbIe uccieaoBanus, a Takxke COK.

[TpunokeHus:, OTHOCSAIIMECS K HUCCIICIOBAHUIO M BXOJSIINE B JIAHHBIMU
mwiad (T.e. MOAPOOHBIE JaHHBIE MO TECTUPYEMOMY OOBEKTY, jJare Hadaja
AKCIIEPUMEHTA), CIICYET MPEICTARISITh B BUJIC JOMOJHUTEIBHOTO JOKYMEHTA,

KOTOpBII\/’I IIOAIMUCHIBACTCA  TOJIBKO YIIOJIHOMOYCHHBIM  PYKOBOIUTCIICM
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UCCJIEIOBAHMS C YKa3aHUEM Jarbl. DTOT OOBEIMHEHHBIM JOKYMEHT — OOIIHiA
IJIaH KCCIICIOBAaHUS U CBSI3aHHBIE C IUTAHOM MPWIOKEHUS MO KaXIOMY
KOHKPETHOMY HCCIIEOBAHUIO — TPEACTABIISIIOT COOOW IJIaH WCCIEIOBAHMUS.
JlonoHUTEIbHBIE TMPUJIOKEHUS CJEAyeT HE3aMeIUTEIbHO TPEACTaBIATh

PYKOBOJICTBY MCITBITATEIBbHOM JTaboparopun u cotpyauukam COK.
Coneprkanue IiaHa UCCJICIOBaHUS

36. Coneprxkanne oOIIEro IIaHa KMCCIEIOBAaHUS M CBSI3aHHOTO C HUMU
NPUWIOKEHUS! JOIKHO COOTBETCTBOBATH OMMCAHHOMY B paszeine 2 yactu 1V u
paszene 2 yactu V MpaBuil CO CIEAYIOIMNUMH YTOYHCHUSIMH.

37. Undopmarus 0 XapakTepe W 1M UCCIICTOBAHUS MOXKET OBITh HE
00s13aTeNIbHOM, €CIM OHA COJIEPXKUTCA B ONUCAHMM JHU3aiiHa (MPOEKTa)
UCCIICIOBAHMUSL.

38. PaccmoTpenue BOMPOCOB, YKa3aHHBIX B ab3alax BTOPOM-TISITOM
MOAMYHKTa «J» IMyHKTa 57 MpaBWI MOTYT HCKIIOYAThCA TpH (PU3HUECKUX
(XUMHYECKHUX) UCCIIEIOBAHUSX.

39. Undopmaruto, ykazaHHyIo B ab3a1ie IIeCTOM MOAMYHKTA «J1» MyHKTa
57 mpaBWJI B IIEJOM JOIMMYCKaeTCs MPEACTaBUThL B KPaTKoM, oOoOmaromeit
dbopme wim co ccbuiko Ha coorBercTByromue COIl nubo pykoBoacTBa 1O

TCCTUPOBAHUIO.
X. HpCI[CTaBJ'IGHI/IG OTHYCTHOCTH IIO pE3yJibTaTaM UCCICAOBAHUA

40. ITo OKOHYAaHUU KaXKJIOTO MCCIIEOBAHMS JOJKEH OBITh MOATOTOBIICH
3aKJIFOYUTENIBHBIA  OTYeT. B ciydyae KparkOCpOYHBIX MCCIIEIOBAHUW B
CTaHJIAPTU30BAHHBIA  3aKIIOYUTEIBHBIA OTYET JIOMYCKAETCS  BKIIOYATh
COOTBETCTBYIOIIIEE TPUIIOKEHNE B COOTBETCTBUH C IMYHKTOM 61 mpaBmui).

Ecmu OCYILECTBIISIIOTCS KPaTKOCPOYHBIE DKCIIEPUMEHTHI C

HUCIIOJIB30BaHUECM O6H_II/IX IIJIaHOB HCCICAOBAaHUA, MOXKCT OBITH
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1eIeCcO00pa3HbIM  COCTABIICHHE  CTAHJAPTU30BAHHBIX  3aKJIFOUUTEIIbHBIX
OTYETOB, COJEPXKAIIMX OOJBIIYI0 YacTh HEOOXOAMMOW Jisi TaKUX OTYETOB
oOmelt wuHdopmanuu B Bujae MmadnoHa. OHU 3apaHee yTBEPKAAIOTCS
PYKOBOJCTBOM HCIIBITATEILHON JIA0OpPaTOpHH, a TakXe PYKOBOAUTEIISIMU
WCCJIEIOBaHMSI, OTBETCTBEHHBIMH 3a IPOBEJICHHUE IOJAOOHBIX HCCIEIOBAHHM.
JononHuTenbHass UHPOPMALIHS O KOHKPETHBIX UCCIIEIOBAHUSX, BKIIFOUaeMasi B
TaKue OTYETHI (HarpuMep, NoapoOHast UHPOPMAIIHS O TECTUPYEMOM OOBEKTE U
MOJIYYEHHBIX YHUCJIEHHBIX pe3yJibTaTaXx) MOXKET ObITh 3areM odopmiieHa B
Ka4eCTBE JIOMOJIHUTEJILHOTO JIOKYMEHTa, IOAMUCAHHOTO PYKOBOAHUTEIEM
UCCJIENIOBaHMS C yKazaHWeM Jatel. He jomyckaercss HCHOJIb30BaHUE
CTaHJApPTU30BAHHOTO 3aKJIIOUUTENILHOTO OT4YeTa, B Clly4ae, €CIM IUIaH
UCCJIEIOBAHMST M3MEHSETCSl (IepecMarpuBacTCsl) WJIM B HEM JEIaloTcs
MOMNPABKKU JI0 WM BO BpeMs MpoBeAeHUs uccienoBanus. COOTBETCTBYIOININE
JOTIOTHEHUS  00s3aTeIbHO  JOJDKHBI BHOCHUTBCS B CTaHJIAPTU30BAHHBIM
3aKJTFOUUTEIIbHBIN OTUET.

41. ConepxaHue 3aKJIIOYUTEILHOTO OT4YeTa B TOJHOM oObeMe (T.e.
CTaHJAPTU30BAHHOTO  3aKJIIOUUTEILHOIO  OTYETa U CBA3AHHOTO  C
UCCJIEIOBAHNEM TIPUJIOKEHUS) JOJKEH COIVIACOBBIBATHCS C OMUCAHHBIM B
pasznene 2 yactd V TNpaBWi C BO3MOXXHBIMU OTCTYIICHUSMH, yKa3aHHBIMHU
HIDKE.

42. 3aKm0YUTENbHBIM  OTYET  JOJKEH  COAEp)KaTh  CIIEIYIOIIYIO
uH(OpMaIMIO, HO HE OTPAHUYUBATHCS €1O:

a) UICHTU(DUKAIIMOHHbIC  JIAaHHBIE  OTHOCUTEIBHO  HCCJIEIOBaHMUS,
HCCJIEYEMOT0 ¥ CTaHJapPTHOTO BEIIECTRA!

0) pa3BepHyTO€ HAMMECHOBAHHE;
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B) WICHTU(DUKAITMOHHBIC TAHHBIE OTHOCHUTEIIFHO TECTUPYEMOTO 00BEKTA
— xon wm HanmmeHoBanue (IUPAC, CAS-nomep, Ownonormueckue
XapaKTEPUCTUKHU U T. ]1.);

) XUMUYECKOE€ HAaWMEHOBAaHUE UACHTU(PUIUPYIOIIEE CTaHAApTHOE
BEIIECTRO;

1) XapaKTepUCTUKA  HMCCIIEAyeMOro  BemecTBa  (JIGKApCTBEHHOTO
CpeZCTBA), BKIIIOYAsl YUCTOTY, CTAOMIBHOCTD U OMHOPOAHOCTH (TTOIIMYHKT «a»
MyHKTa 65 MpaBui).

XapakTepucTUKa HCCIEAyeMOro BellecTBa (JIeKapCTBEHHOTO CPEJICTBA),
BKJIIOYAas UYUCTOTY, CTaOWJIBHOCTb W OJHOPOJHOCTH MOXKET OKa3aThCs
HEaKTyaJIbHOM, €CIM WCCIEAOBAaHUE TMPOBOIUTCS JUISI YCTAHOBJICHHS JTHX
JTAHHBIX;

e) 3akimoueHrne COK, B KOTOpOM MEPEUMCISIIOTCS BHILI U JaThl
MPOBEJCHHBIX WHCIEKIINMA, BKIIOUas MPOMHCIEKTUPOBAHHBIN 3Talbl, a TAKKe
JaThbl HAIpaBJICHHUs] OTYETOB O pE3yJabTarax MHCIEKIMU aIMUHUCTpPALHH,
PYKOBOJUTENIO HCCIEIOBAHUS M OTBETCTBEHHOMY HCCIeNIoBaresiM (eciu
npuMeHNMO). JIaHHOE 3aKJIIOYeHHE CITY)KUT TOATBEPKIACHHEM TOTO, YTO B
3aKJTFOYUTEIFHOM OTYETE OTPaKEHBI MEPBUYHBIC JaHHBIC B COOTBETCTBUU C
MOJITYHKTOM «3» ITyHKTa 65 TpaBuIL.

45. I1pu HEoOXOMUMOCTH TpelyeTcsl OTpa3uTh (DAKT MPOBEICHUS ayIuTa
npouenyp uccinenosanusa. B 3akmiouennn COK  HeoOXomumo — Takke

OJHO3HAYHO yKa3arb, YTO 3aKJIIOYUTEIbHBIM OTYET moaBCpraliCia ayaury.




[MTPMJIOKEHUE Ne 7

k [IpaBunam Haamexarien JaboparopHoi
NPaKTUKK EBpa3zniickoro 3KOHOMUYECKOTO
coro3a B cepe oOpallieHus JIEKapCTBEHHbBIX
CPEICTB

OBIMUE TPEBOBAHUA
K NOPS/IKY NMPOBeIeHNs JOKJIMHNYECKUX (HEeKJINHUYECKNX)
HCCJIeIOBAHNH JIEKAPCTBEHHBIX CPEICTB

ensto JOKJITUHAYECKUX (HEKITMHUYECKUX ) UCCTIEI0BAHUI
JIEKapCTBEHHBIX CPEACTB SBISAETCS ITOJYYEHUE HAyYHBIMM METOJAMHU BHE
OpraHM3Ma 4YejoBeKa pe3yJbTaToB OLEHKH U J0Ka3aTrelbCTB OE30MacHOCTH,
KauecTBa U 3((HEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB.

JlokIMHUYECKOE (HEKIMHUYECKOE) U3y4YEeHUE 0€30MacHOCTH
JIEKapCTBEHHBIX CPEJICTB MPOBOJUTCS C COOJIIOJEHWEM TpPEeOOBAaHUN MpaBUI
HaJUIeKaIle J1abopaTopHOM TNPAKTUKK EBpa3sMiicKOro 3KOHOMHUYECKOTO
COI03a,  yTBEpXKAAaeMbIX  EBpa3uMMCKOM  SKOHOMHYECKOM  KOMHMCCHEM,
o0OecreynBaeT HEOOXOAUMBIM YpPOBEHb KauecTBAa M BOCHPOU3ZBOJIUMOCTD
MOJIYYEHHBIX JAHHBIX.

JloknmHuYeckoe (HEKJIMHUYECKOE) M3YYEHUE JIEKAPCTBEHHBIX CPEJICTB
IIPOBOJUTCSA IO CJIEIYIOIINM HAMPABICHUSIM:

u3yuyeHrue (QapMakoJIOTUM JIEKApCTBEHHOIO cCpelcTBa (MepBUYHAs U
BTOpUYHass  (apMmakonMHamMuka U (apMmakonorus  O€30MacHOCTH,
(hapmakoJIoTHs JIEKApCTBEHHOTO B3aUMO/JICHCTBHS);

u3ydyeHue (HapMakOKMHETUKU JIEKApCTBEHHOTO cpefcTBa (abcopOrius,
pacrpeneeHue, MeTabO0IN3M, BBIBEJICHUE, (hapMaKOKMHETUYECKOE
JIeKapCTBEHHOE B3aMMOJICHCTBUE, NHBIE MCCIIEAOBaHMS (PApMaKOKUHETUKH);

TOKCUKOJIOTHYECKUE UCCIENOBaHMS (TOKCUYHOCTh MPU OJTHOKPATHOM U

IIOBTOPHOM  BBCACHHUAX  JICKAPCTBCHHOI'O cpeacraa, TCHOTOKCHUYHOCTD,



KaHIIEPOT€HHOCTh, PENPOAYKTUBHAS TOKCUYHOCTb, 3IMOPHOTOKCUYHOCT,
MECTHAasi IEPEHOCUMOCTh, UHBIE UCCIIEIOBAHUS TOKCUYHOCTH).

JIist opraHu3zanvd ¥ MOPOBEJICHUS JOKIMHUYECKOTO (HEKIMHUYECKOTO)
UCCJIEIOBAHUS JIEKAPCTBEHHOTO CPEJCTBA Pa3pabdOTUMKU JIEKAPCTBEHHBIX
CPEICTB BIIpaBE TNPUBJIEKATh HAYYHO-UCCIEIOBATEILCKUE OpPraHU3allNH,
npoQUIbHBIE YUPEXKICHUS BBICIIETO TPOPECCUOHATHEHOTO 00pa30BaHMsl, UHBIE
OpraHu3ali, UMEIOIIUE HEOOXOIMMYI0 MaTepUalbHO-TEXHUYECKYIO 0azy u
KBUTM(UIIMPOBAHHBIX  CIEIMAJINCTOB B  COOTBETCTBYIOIIEW  oOnacTu
UCCJIEIOBAHUSI.

HeoOxomuMeiii 00beM M METOJOJOTHS MPOBEACHUS JOKIMHUYECKUX
(HEKJIMHUYECKUX) HCCIIEIOBAaHUN JIEKAPCTBEHHBIX CPEICTB OIMPEACISIOTCS
3aIaHHBIMA  ()APMAKOJIOTUYECKUMU UM TOKCHKOJIOTMYECKUMHU CBOWCTBAMU

JICKAPCTBCHHOI'O CPpCACTBA U CITOCOOOM €TO0 IIPOU3BOACTBA.




[MTPUJIOKEHUE Ne 8

k [IpaBumitam Haasexarei JadboparopHoi
NPaKTUKU EBpa3niickoro 3KOHOMHAYECKOTO
coro3a B cepe oOpallieHrs JeKapCTBEHHBIX
CpEICTB

PYKOBOJACTBO
1o 00MeHy uHGopManren Mexay YIOJTHOMOYEHHbIMU
OPraHamMM rocyiapcrs — 4ieHoB EBpa3uiicKoro 3K0HOMH4€eCKOro
€032 B OTHOLLEHUH CUCTEM KOHTPOJISI COOJIIOeHU S
IMpasuia Hapsexa1ei JJa0OPpATOPHOUH MPAKTUKH
EBpa3uiickoro 3xk0HOMHU4€CKOI0 €0103a B cepe odpamieHus
JIEKAPCTBEHHBIX CPEACTB

1. YnonHOMOUYEHHBIE OpraHbl TOCYJApCTB — UWIEHOB EBpa3uiickoro
PKOHOMHYECKOTO CO03a (Jajiee — TOCYIapCTBAa-WICHbI) IPU IPOBENCHHUU
CHCTEM KOHTPOJISi COONIOIEHUS TTPaBMII HaJIJIexKalel 1a00paTopHO MPaKTUKU
EBpa3suiickoro 3>KOHOMHYECKOIO COKO3a, YTBEpKIaeMmbiX EBpasuiickon
HPKOHOMUYECKOM KOMHUCCHEH (fanee — mpaBuiia) OOMEHUBAIOTCS CIEIYIOIIEH
uHdopmaIuen:

HaUMEHOBaHWE, OpraHu3aloHHas ¢opMa U  OpraHHU3aIMOHHAS
CTPYKTypa YIIOJIHOMOYEHHOTO OpPraHa rocy/1apCTBa-yiceHa;

MPOLIeTyPbl, TPOBOJUMBIE B XOJI€ MHCIIEKIMI JIa0OpaTopuil U aylIuTOB
UCCJIEIOBAHUM, TEPUOJUYHOCTh WHCIEKIMA W (WIM) KPUTEpUH TpaduKoB
MIPOBEICHUS MHCTICKITU;

KOJIMYECTBO U KBAJIM(DUKAIIMN UHCTIEKTOPOB;

NENCTBUS, NpEANPUHUMAEMBIE YIOJIHOMOYEHHBIM OpraHoM
roCy/lapCcTBa-ujieHa B cliy4ae OOHapyKEHHsI HECOOTBETCTBUSI UCIBITATEIHHON

naboparopuu TPEOOBaHUSM IPaBUJ, BKJIKOYAs BO3MOXKHOCThH COOOIATh MPH

HEOOXOMMOCTH JIPYTMM TOCYJlapCTBaM-4j€HaM pe3ylbTaTbl HWHCHEKIIHUMA



UCTIBITATEIBHBIX J1A00PaTOpUid U ayJUTOB MCCIICAOBAHUN, POBOJUMBIX B ITHX
1ab0paTopusIX;

MeEpHI 0 3alIUTe KOHPUIESHINATBFHOCTH HH(OPMAIIUH;

OpoLeaypbl, HEOOXOIMMBbIE HJisi Hauajla M TNPOBEIACHUS WHCHEKUIUN
UCIIBITATENbHBIX JJA0OPATOpUil M ayUTOB UCCIEIOBAHUM MO 3allpocy JIPYyrux
TOCyIapCTB-WICHOB W TMPOIEAYypbl TOATOTOBKM OTYETa O TMPOBEICHHBIX
WHCIIEKIUSAX (ayauTax);

MpOLEAYPHl IS TIOMYyYCHUS YIMOJTHOMOYEHHBIM OPraHoOM  OJTHOTO
rocyiapcTBa-ujieHa HHGOpMalud 00 MCHBITATENbHBIX JIA0OPATOPUSX IPYTOro
roCy/l1apCTBa-ujieHa, KOTOPbIE€ MPOILUIM MHCHEKIMIO YIIOJTHOMOUYEHHOTO OpraHa
3TOTO TOCYIAapCTBA-UJICHA, BKIIIOYAsl PE3YJbTaThl OIIEHKH COOTBETCTBHUS TaKHX
naboparopuii TpeOOBaHUSIM IIPABUIT,

BUJIBI HCCIICZIOBAHHM, KOTOPBIC TMPOBOIATCS B HWHCIEKTUPOBAHHBIX
UCIBITATEIbHBIX JIAOOPATOPHUSIX B COOTBETCTBHUHU C MTPaBUIIAMH.

2. B ciiyqae oOHapy»KeHHUsSI B HCIBITaTeNbHON Jab0oparopun Cepbe3HbIX
OTKJIOHEHU OT TpeOoBaHWM MpaBUJl, KOTOpPhIE MOTYT TIOBJIUATH Ha
cenupuIeCcKrue BUIbI UCCISNOBAaHUHN, YITOJTHOMOYCHHBIA OpraH rocyaapcTBa-
yjieHa BIpaBe COOOMUTh 00 OOHAPYKEHHBIX CEPbE3HBIX OTKJIOHEHUSX
COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM OpraHaM JIPYruX rocyapCTB-4JICHOB.

3. CBeneHrs 0 HaMMEHOBAHUU J1a00PATOPUI, TTOJICIKAIUX MHCIEKIUSIM
B paMKaX CHCTEMbl KOHTPOJISI COONIIOIEHUS MPaBUJI, CTENEHb COOTBETCTBUS
TpeOOBaHUSAM TPABWI ©  JaThl  MPOBEICHUS HWHCICKIUNA  TOJKHBI
MPEIOCTABIATHCS  YIOJHOMOYCHHBIMA OpPraHaMH TOCydapCTBa-dieHa I10
3allpocy  YIMOJHOMOYEHHBIX OpPraHOB JPYIMX TOCYIapCTB-4JI€HOB (B
COOTBETCTBUU C npuiioxkeHreM Ne 9 mpasun).

B cnyuae, ecinu yTBep:KI€HHUE CUCTEMbI KOHTPOJISI COONIONEHUS TTPaBUII

B TOCYHApCTBC-WICHC Cmc¢ HE TIPOBCACHO HWJIM B ClIy4dac, CCIH



YIOJHOMOYEHHBI ~ OpraH  TOCYJapCTBa-4ieHa HE  MOXET  OILICHUTh
NPUEMJIEMOCTh CUCTEM KOHTPOJSL COOMIONEHHMS TMPaBWI B JPYrUX
rocyJlapCcTBax-ujieHax TOJIbKO Ha OCHOBaHMM OOMEHa MHUCbMEHHOMN
uH(popMalMen, JOMyCKaeTcs TMPOBEACHUE KOHCYJIbTAMA W 00CYXKIEeHUE
pE3yJAbTaTOB MHCIIEKTUPOBAHUSI HCHBITATENbHBIX JlTA0OpaTopuii B pamkax
B3aMMOJICUCTBUSL YIIOJTHOMOYEHHBIX OPraHOB C OJKCIEPTHBIM KOMUTETOM IIO
JIEKapCTBEHHBIM CPE/ICTBAM.

Ecom B rocymapcTBe-uiieHE  CyllecTByeT  Ooiee  OJHOTO
YHOJIHOMOUYEHHOTO OpraHa, OOECHEYMBAIOIIETO KOHTPOJb COOMIONEHUS
TpeOOBaHUN TPABUII, CIEAYEeT O0ECIEeYUTh MX B3aUMOACUCTBHE U HaJIUYHE
€IMHOM CHUCTEMBbl KOHTPOJII B TOCYIAPCTBE-WIEHE, a TaKXKe CIeAyeT
YCTAHOBUTH  YNOJHOMOYEHHBIN OpraH, KOTOpbId Oyner oTBeuarh 3a
B3aMMOJICUCTBUE B pPAMKaxX CHUCTEMBbI KOHTPOJIS COOJIOJCHUS TpaBUIl C
YHOJIHOMOUYEHHBIMU OPraHaMU JPYTHUX TOCYIapCTB-UJICHOB.

Ecnu ynomHOMOYEHHOMY OpraHy OJIHOTO U3 TOCYJapCTB-UJICHOB
HEOOXOUMO TIOMYUYUTh AKTyalIbHYI0 MH(GOpPMAIIMIO O CTaTyce COOTBETCTBUSA
npaBuWjaM HCHOBITATEILHONM  JTA0OpAaTOpUM, PACIONOKEHHON B  JAPyrom
roCyJlapCTBE-WICHEe, TO VYIOJHOMOUYEHHBIA OpraH BIIpaBe 3alpOCHUTh
YHOJHOMOUYEHHBI ~ OpraH  3TOT0  TOCYIapCTBa-ujieHa  WHULMHUPOBATH
CHELMAIbHBIN ayqUT TaHHOM JIabopaTOPUH U MPEACTABUTH €r0 Pe3yabTaThl s
OLICHKH.

Mexay yHnoJHOMOYEHHBIMA OpraHaMu TOCYIApCTB-UJIECHOB JOHKHO
OCYIIECTBIISITHCSL B3aUMOJICUCTBUE MO O(UIIMAIBHO OMPENCIICHHBIM KaHAJIaM
uHpopmanuu. [Ipu 3TOM, MO B3aMMHOMY COMJIAIICHUIO YHOIHOMOUYEHHBIX
OpPraHOB  TOCYHapCTB-WICHOB JOMyCKaeTcs OOMeH uH@opMmalmeil 1o
HEOPUIMAIbHBIM KaHaJaM CBSI3M, a Takke oOMeH HH(popMaiuell B paMmkax

BBaI/IMOI[ef/'ICTBI/IH OTAC/IBHBIX (bapMaI_IeBTI/I‘-IeCKI/IX HHCIICKTOPATOB.
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dapMalleBTUYECKUE HWHCIEKTOPaThl KaXJ0ro U3 TOCYJapCTB-WICHOB
BIIPAaBE MPUCYTCTBOBATh MPU WHCIEKIMU UCIBITATEIHHON J1a00OpaTopuu WiH
ayIuTe UCCIEAOBaHUs, KOTOPBIM MPOBOAUTCSA B JAPYrHMX rocydapcTBax-ujieHax
(dbapMaleBTUYECKUMH UHCIIEKTOPaTaMH UX YIIOJTHOMOUYEHHBIX OpraHoB. B atux
cllydasix O(UIMaIbHBIA 3ampoc YMOJIHOMOUYEHHOTO oOpraHa TrocyaapcTBa-
YyjieHa, KOTOPbIA W3BSBISIET OKEJIAaHUE OUYHOTO TMPUCYTCTBUSI  CBOUX
(dbapMaleBTUYECKUX  HMHCIEKTOPOB  HAa  WHCHEKIUMU  UCIBITATEIbHOU
na0oparopud  WIW  ay[uT€  HCCIENOBaHUS  JIOJDKEH  IOCTYIHUTH
3a0JIarOBPEMEHHO B CPOK, YCTAHOBJICHHBIH PYKOBOACTBOM IO Ka4e€CTBY
(dapMalleBTUYECKOTO HWHCIEKTOpaTa, Ha TEPPUTOPUM TOCYAapCTBa-uJieHA
KOTOPOTO BBITIOJIHSIETCSI TaKasi MHCHEKIUS (ayIUT). YIIOJIHOMOUYEHHBIE OpraHbl
rocyaapcTBa-4jieHa, MOJIYYMBUIME TAaKOW 3ampoc HE BIIpaBe OTKa3arhb
(dbapmaneBTHYeCKUM HHCIIEKTOPAM JPYroro rocy1apcTBa-ujieHa y4acTBOBaTh B

MHCTICKLIVY (ayJInTe).




[MTPUIJIOKEHUE Ne 9

k [IpaBumitam Haasexarei JadboparopHoi
NPaKTUKU EBpa3niickoro 3KOHOMHAYECKOTO
coro3a B cpepe oOparieHust JIeKapCTBEHHBIX
CpEICTB

PYKOBOJACTBO
JJIS YIIOJTHOMOYEHHBIX OPTraHOB rOCy1apcTB — YJICHOB
EBpa3uiickoro 3k0OHOMUY€CKOr0 COK3a 10 KOHTPOJIK COOJII0IeHUs
IMpasuia Hapsexa1ei J1a0OPpATOPHOUH MPAKTUKH
EBpa3uiickoro 3JkOHOMIU4eCKOro corw3a B cdepe odpaieHus
JIEKAPCTBEHHBIX CPEACTB MPH MOATOTOBKE 0030p0OB
NPOUHCIIEKTUPOBAHHBIX UCIILITATEILHBIX J1A00paTOPUil
WIH AyIUTOB OTAEJIbHbIX UCCJICI0BAHUM

1. B ciiyyae BO3HUKHOBEHMSI Pa3HOMIACUNA MEXAY YMOTHOMOYEHHBIMHU
opraHaMu TOCyJIapCTB — WICHOB EBpa3niickoro "KOHOMHYECKOTO COr03a (J1ayiee
— ToCylapCTBa-4jeHbI) TIPU OIIEHKE CTaTyca HCHBITATEIbHBIX JabopaTopui,
OPOIIEAIINX  WHCIEKIMI0O HAa  COOTBETCTBHE  TPEOOBAHUSIM  MPABUII
HaJjIexkKale JabopaTopHOM TMpakTUKK EBpa3suiiCKOr0O HAKOHOMHUYECKOTO
COI03a, yTBEpKJIaeMbiM EBpa3uiickoil SKOHOMUYECKOW KOMUCCUEH (laniee —
MpaBuja), WK ayJIuTOB OTJIEIbHBIX UCCIICOBAHUN YIOJHOMOUYEHHBIE OpraHbI
rocyJaapcTBa-ujieHa, (apMaleBTUUECKU HMHCIIEKTOPAT KOTOPOTO BBIMOIHSII
WHCIIEKIUIO UCIIBITATEIbHON JJaboparopuu (ayIUT OTJAEIBHOTO UCCIEAOBAHMS)
MEPENaloT KpaTKUE O0030pbl BBIMOJHEHHBIX HWHCIEKIUNA HUCIBITATeIbHBIX
1a0oparopuii UM ayguTOB HCCIIEAOBaHHMM B EBpa3uiicKyl0 3KOHOMHUYECKYIO
KOMUCCHIO (151 pACCMOTPEHUS pa3HOITIACHI).

2. YkazaHHbIE 0030pbI JOJIKHBI COEPKATh CIEIYIONIYI0 MUHUMAIbHYO

uH(GOpMalIMI0, KOTOpash TO3BOJIAET MPOBECTH PACCMOTPEHHE pE3yJIbTaToB

WHCIIEKIUY (ayauTa):



yKa3aHue HaMMEHOBAHUsSI IPOBEPEHHON JTabopaTopuu (TIO3BOJISIIONIEE €€
TOYHO WIACHTU(UIIMPOBATh, TO €CTh Ha3BaHUE JIA0OpATOpPWH, TOpoJa H
rocyaapcTBa Ha TEPPUTOPUU KOTOPOTO OHA PACIONIOKEHA (B TOM YHCJIE U B
OTHOIIEHUH TTPOUHCTIEKTUPOBAHHBIX 3apyOEIKHBIX JIA0OPATOPHi));

MECSII] ¥ TOJ MPOBEJCHUS UHCIICKIIUA U TIPU HAJIMYUU J1aTa BHIHECEHUS
MOCJICTHETO  3aKJIFOYEHUsT O  CTaTyce  COOTBETCTBUS  Jjaboparopuu
(uccienoBaHus) TPEOOBAHUSAM TTPABUI;

OMHMCAHWE TPOBEPKH C TOJHBIM W TMOAPOOHBIM YKa3aHHEM €€ BHJA
MIPOBEPKH (MHCHEKIMS COONIONCHUs] MPaBWI W (WIM) aylIuT HCCIEIOBaHUS),
CTaHJAPTHOCTU TMPOBEACHUA (CTaHIApTHAS WJIM HECTaHJapTHas WHCIEKITH),
ydacTds B HEW  YIIOJIHOMOYEHHBIX  OpraHoB  ((apmareBTHYECKUX
WHCIIEKTOPATOB) APYTHUX TOCYIaPCTB-UJICHOB);

CHeTaIn3aIlis MpOBEPEHHOM Jaboparopuu;

BBICTABJIEHHBIN CTAaTyC COOTBETCTBHS HCIBITATEIBLHON JabopaTtopuu
(OTHENBHOTO HcceqoBaHus) TPEOOBAHUSIM IPABKIT;

J00bIe KOMMEHTApHUH B OTHOIIIEHUY TTPOBEICHHOM MHCTIEKIIUHM (ay/IUTa);

BEISIBJICHHBIC OTKJIOHEHUS (KPUTHUECKHUE, CEPhE3HBIC UM MPOUNE);

3aKJIFOYEHHE O  COOTBETCTBHMU  HWCIBITATEIbHONW  JTaboparopuu
(oTHeNbHOTO HcceaoBaHus) TPEOOBaHUSIM MPABUII.

3. CreneHb COOTBETCTBUSI UCIIBITATEIIBHOM JTa0Oparopuu TPeOOBaHUSIM
MpaBUJ CBSI3aHA C BHJIOM IIPOBOJAMMBIX HCCJIAEAOBAaHUN M JIOJDKHA OBIThH
OHO3HAYHO yKa3aHa B KpaTKOM 0030pe:

(U3UKO-XMMHUYECKHE UCCIICIOBAHUS;

UCCJICIOBaHUSI TOKCUYHOCTH;

MCCJICIOBaHMS MyTareHHOCTH;

aQHAJTMTUYECKHUE U KIMHUYCCKHE XUMUUECKHE UCCIICIOBAHMS;

JPyTUe UCCIeIOBaHUs (C yKa3aHUEM BUJIA).



4. JlonyckaeTcs ~ yKa3aHME€  HECKOJIBKUX  BHUJOB  ITPOBOJUMBIX
UCCIIEIOBaHUM, a Takxke HX Oosee NeTalu3upPOBAHHOE YKa3aHUE, €CIIA 3TO
HEOOXOMMO I OIEHKH CTENEHU COOTBETCTBUS U (POPMYJIHUPOBKHU
3AKJIFOYEHUSL.

5. lna ykazaHusi cTaryca COOTBETCTBUSA JIaDopaTopuil  ciexyer
UCIIOJIB30BaThb TPHU KATETOPHUH: «COOTBETCTBYET», «HE COOTBETCTBYET»,
«OLIEHKA HE 3aBEpIICHA (C YKa3aHUEM IIPUYKHBI)».

BBuay TOro, craryc «olleHKa He 3aBEpIICHa» MOXET ObITh MCTOJKOBAH
M0-pa3HOMY, €r0 yKa3aHHe JOJKHO COMPOBOXKIATHCS MOSICHEHUSIMU B 0030pe.
Takue TmMOsSICHEHUs CTaryca OLIEHKH JOJDKHBI BKIIOYATh (QOPMYITHPOBKH,
MO3BOJIAIOIINE YCTAHOBHUTH IMPUYMHY HEBO3MOXXHOCTH OLEHHUTH CTATyC Kak
COOTBETCTBYIOIIMI WM HECOOTBETCTBYIONIUN (HANPUMEp, KIPOBOJUTCS
MTOBTOPHAsI MHCIEKIMUS, KOTOpasi HE 3aBEPILICHA», OTBET W3 HUCIBITATEIbHOU
1a00paTopru 3a 3aMeUaHusl M0 UHCTIEKIUU (ayAUTYy) HE MOCTYNHI (OTJIOKEH )»,
«aIMUHUCTpaTUBHAS MPOIIEypa MHCIIEKINY (ay[IMTa) HE 3aBEpILICHa» U T. 11.).

6. [Ipu dhopMynupoBKe 3aKJIIOUYEHUSI O COOTBETCTBHM (M HaIpaBIICHUU
YIIOJIHOMOYEHHBIM OpraHaM JIPyTHX TOCYAapCTB-YICHOB 3aKIFOUCHUN O
COOTBETCTBUM, JOJDKHA HCIOJNb30BaThCA TEPMHUHOJOTHS, YCTAHOBJICHHAS
npaBWJIaMU TPOBeJeHUsT (apMalleBTUUECKUX WHCIEKINM, YTBEpXKAAeMbIMU
EBpasuiickoifi 3KOHOMHUYECKON KOMHCCHEH U OOIMMUMH TpeOOBaHUSAMHU K
cUCTeMe KadyecTBa (papMaleBTUUECKUX HMHCIEKTOPATOB TOCYAapCTB — YJICHOB
EBpa3suiicKOro 3»KOHOMHYECKOTO COI033a, YTBEpKIAaeMbIMU EBpa3uiickon
SKOHOMUYECKON KOMUCCHEM.

/. Kparkue 0030pbl, BBIIOJHEHHBIX HMHCHEKIUNA HCIBITATENbHBIX
nabopaTopuil WIM ayIuTOB HCCJIEIOBaHUM, TOCTynuBIIMe B EBpazuiickyro
DKOHOMUYECKYKD KOMMCCUIO [UII PACCMOTPEHUS PA3HONIACUM  MEXIY

YHOJHOMOYCHHBIMU OpraHaMu TOCyAapCTB-YJIICHOB IIPH OLCHKE CTaryca
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UCIIBITATENIbHBIX J1a0OpaTOpuil WM  ayJIMTOB OTMEJbHBIX HCCIEI0BAaHUM
nyOIUKYIOTCSI B MHTErPpUpOBaHHOW MH(MOpMalmoHHON cucteme EBpaszuiickoro
DKOHOMHUYECKOTO  COK03a  JUIsi  JOCTyIla  YIIOJHOMOYEHHBIX  OpPraHOB
(YIOJTHOMOYEHHBIX OpraHu3alfii) TOCYyAapCTB-WICHOB M IO 3alpocy MOTYT

MpcaoOCTaBIIATLCA O6IJ_ICCTB€HHO CTH.
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