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IIpeaucnosue

Ilenu, OCHOBHbIE MpPHUHLUUIBI M TOPSJOK MPOBEAEHHS paboT MO MEXrocyaapCTBEHHON
cragnaptuzanuu  yctaHosieHsl ['OCT 1.0-92 "MexrocynapcTBeHHas cHUCTEMa CTaHJIApTHU3AIUH.
OcHouble nonoxenusa" u ['OCT 1.2-2009 "MexrocynapcTBeHHas CHUCTEMa CTaHIAPTHU3ALUH.
CrangapTel ~ MEXIOCYJIapCTBEHHbIE, IpaBWlIa U  PEKOMEHJAIMM 10  MEXIoCyAapCTBEHHOU
cranfaptu3anuu. [lpaBuna pa3paboTku, MPUHATHUS, TPUMEHEHHsI, OOHOBJICHHUS U OTMEHBI".

CBeI[eHI/IH 0 CTaHAapTe

1. TlogrotoBnen PenepanbHbBIM IOCYAAPCTBEHHBIM YHUTApHBIM IpeanpustueM '"Bceepoccuiickuii
Hay4YHO-HUCCIIEeI0BATENIbCKUI IIEHTP CTaHAapTU3aMH, MHPOPMAIMK U CEPTU(PUKALIUU ChIPhS, MATEpUaIOB
u BemectB" (OI'VII "BHULICMB") Ha ocHOBE COOCTBEHHOTI'O ayTEHTHYHOTO MEPEBO/Ia HA PYCCKHUI SI3BIK
PYKOBOJSIIIETO TOKYMEHTA, YKa3aHHOTO B IyHKTE 5.

2. Buecen ®@enepalbHBIM areHTCTBOM TI0 TEXHUYECKOMY PETYJIUPOBAHUIO U METPOJIOTHH
(Poccranmapr).

3. Ilpunsat MexXrocyqapCTBEHHBIM COBETOM I10 CTaHJAPTH3AIMH, METPOJIOTUU U CepTH(HKAILMU
(npotoko:n ot 20 okta0pst 2014 r. N 71-11).

3a NpUHSATHE TPOTOJIOCOBAIIN:
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Kparkoe HanMeHOBaHUE
Kon crpansl mo MK | CoxkpallleHHO€ HAMMEHOBAHHE HALIMOHAJIBHOTO
crpanet o MK (MCO- | 70 31 66) 004-97 OpraHa 1o CTaHIapTH3aImn
3166) 004-97
ApmMmeHns AM MunskoHoMuKHU PecryOnunku Apmenus
benapych BY I'occranpapt Pecnybnuku benapych
Kupruzus KG Keipreizcrangapt
Monnosa MD Monnosa-Crangapt
Poccus RU Poccranpapr
Typxmenus ™ I'maBroccinyx6a "TypkmeHcTannaptiaps”
Ykpanna UA MuH3KOHOMpa3BUTHUS Y KpauHbI

4. Ipukazom dDenepaabHOr0 areHTCTBAa MO TEXHUYECKOMY PEryJIHpPOBAaHUIO M MeTpojoruu ot 20
Hosi0pst 2014 1. N 1700-ct mexrocymapctBennbiid ctannapt [[OCT 33044-2014 BBeneH B JEHCTBUC B
KauecTBe HallMOHalbHOTO cTanaapra Poccuiickoit @enepanuu ¢ 1 aBrycra 2015 r.

5. Hacrosmumii crangapt uaeHtudeH MexayHapogHoMy nokymeHTy OECD Guide 1:1998 OECD
Principles of good laboratory practice (IIpunuuns! Hajuiexkaneil 1a00paTOpHON MPAKTUKH).

[TepeBoj ¢ aHIIMICKOrO S3bIKa (€n).
Crenenb cooTBeTcTBUS - uaeHTHYHAas (IDT).

6. BeeneH Bnepsble.

Wudopmanuss 00 U3MEHEHHSAX K HACTOANIEMY CTaHIApTy NYOJHMKyeTcs B  €XKETrOJHOM
nHpOpMallMOHHOM YyKa3arene "HaluoHanbHBIE CTaHAAPTHI', @ TEKCT M3MEHEHUH M MONpaBOK - B
exemMecsTyHOM HH(pOpMaIlMoHHOM ykaszatene "Haumonanmenbie ctanmaptel’. B ciywae mnepecmotpa
(3aMeHBI) MM OTMEHBI HACTOSILEro CTaHAapTa COOTBETCTBYIOLIEE yBeJOMIICHHE Oy/IeT OMyOJIMKOBaHO B
exeMecayHoM HHGopMalmoHHOM ykaszarene "HamumonanbHble crangaptel'. CoOOTBETCTBYIOILIAS
uHpopMalus, yBEIOMJIEHHE U TEKCThl pPa3MEINaloTCs Takke B HMH(OpMAIMOHHOW cucTeme o0Iero
MOJTb30BaHUSA - Ha OQHUIMATBHOM caiiTe DenepaabHOr0 areHTCTBa M0 TEXHUYECKOMY PETYJIHPOBAHUIO U
METpOJIOTHH B ceTH VIHTepHeT.

BBenenue
Hacrosimuii ctaHzapT mOATOTOBJIEH B LEIAX TapMOHU3aUMU OTEYECTBEHHBIX HOPM M MPABUIl C

MEXIYHApOAHBIMU JTOKYMEHTAMH U, B TIEPBYIO Ouepellb, C TOKyMeHTOM OpraHusanuyd 5KOHOMHUYECKOTO
cotpyanndectBa u pazButus (OOCP) "[Ipuniuns! Hajuiexamiei sadboparopuoii npaktuxu (GLP)".
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HeynoBineTBOpeHHOCTh Ka4eCTBOM HEKJIMHMYECKMX MCCIEeOBaHMN, Ha pe3yibTaTaX KOTOPBIX
OCHOBBIBA€TCS OLICHKA YPOBHSI OIIACHOCTH B OTHOLIEHHWH 3/10POBbs YEJIOBEKA U OKPY KAIOIIEH Cpelibl, CO
CTOPOHBI TPAaBUTEIbCTB M HPEICTABUTENICH MPOMBIIUIEHHOCTH pa3HbIX TOCYJapcTB IpHUBEla K
YCTaHOBJIEHMIO rocyapcTBaMu - wieHaMu ODCP kputepues Ui IpoBeIeHUs OJOOHBIX UCCIIEJOBAHUM.

Bo u3bexxaHue MCIONIb30BaHUS PAa3HBIX CXEM BBIMOJHEHHS MOJOOHBIX MCCIIENOBaHHUM, YTO MOTJIO
OBl IPEMATCTBOBATh MEX/IyHAPOAHON TOProBlie XUMHUECKUMH BELIECTBaMU, rocynapcrsa - wiensl OOCP
MOCTaBUJIM 334y OCYLIECTBUTh MEXIYHAPOIHYIO FApMOHHU3AIMI0 METOJOB HUCIIBITAHUN M HaJyIexKalen
nabopatopHoii npaktuku. B 1979 - 1980 rr. MexxayHapoaHOH TPYNION SKCIEPTOB, CO3JJaHHOM COTJIACHO
CHEIHAJIbHOM MporpamMme 1o KOHTPOJII0 XUMHYECKHUX BEIIECTB, IPU UCIIOIb30BAHUH OPTraHU3allMOHHBIX U
HAayYHBIX METOJOB H OIBITAa, IOJIYYCHHBIX U3 Pa3UYHBIX HANMOHAIBHBIX M MEXKIyHAPOIHBIX
UCTOYHUKOB, OblT paspabotan gokyMeHT "OODCP. Ilpunuumbl Hajuiexamiei J1a0opaTOPHOM MPAKTHKU
(GLP)" (OECD. Principles of Good Laboratory Practice (GLP)). Jannusie "Ilpunmunsr GLP" Obuim
npuHATbl CoBeroM OOCP B 1981 1. kak npunoxenue k pemennto Coera OOCP 0 B3auMHOM NpU3HAHUU
JTaHHBIX MpH olleHke xumudeckux BemectB [C(81)30(Final)].

B 1995 - 1996 rr. 6mima chopMupoBaHa HOBas TpyIMIa 3KCHEPTOB, KOTOpas OCYIIECTBHUIIA
nepecMoTp aokymenta "llpuHmmmel Haanexamed nabopatopuoit mpaktuku (GLP)". Ha ocnHoBe
COTJIALIEHUH, OCTUTHYTHIX B XOJi¢ PalOOThl 3TOM Tpymmbl, Obula pa3paboTaHa OOHOBJIEHHAS BEpPCHUS
JNOKyMeHTa. JlaHHBI JOKYMEHT OTMEHSeT M 3aMEHsIeT IepBOHAYajdbHbIM JoKyMeHT "lIpuHuumesl
Hajuexaie adopatopHoil npaktuku (GLP)", npunsreiii B 1981 r.

Llenp "lpuHnmmoB Hayiexkamed nadoparopHoit mnpaktukud (GLP)" cocrout B TOM, YTOOBI
00ecneunTh MPOABMKEHHE TPUMEHEHHSI IPUHITUIA OIEHKU KayecTBa IaHHBIX, TOTYyYEeHHBIX B pe3yibTare
ucneiTannii. COMOCTaBUMOCTh YPOBHS KadyecTBa JAHHBIX, IOJYYEHHBIX B pe3yjbTaTe HCIBITAaHUMH,
(dbopMupyeT OCHOBaHME ISl B3AaMMHOTO NMPU3HAHUS JAaHHBIX B Pa3HbIX cTpaHax. Eciu oTaenbHbIe CTpaHbl
MOTYT JIOBEPATH KAueCTBY JAHHBIX WCIBITAHUN JPYTUX CTPaH, MOXXHO H30CKaTh JTyOJIMPOBAHUS
UCIIBITAHUN, TaKUM OOpa30M COKOHOMHB BpeMsi U pecypchl. Ilpumenenue "lIpuHIUIIOB Haiexaien
naboparopuoi mpaktuku (GLP)" mo3Bonut m3bexaTs CO3gaHUs TEXHHUUECKUX OaphepoB B TOPTOBJIE U
OyZIeT criocoOCTBOBATh OCYIIECTBICHUIO 3aIIUTHI 3I0POBbS YEIOBEKA U OXPaHE OKPYKAIOIIECH CPEIbI.

Cranpgapt coxpepxur Ilpunoxenne A (cpaBodyHOE), KOTOpPOE OTCYTCTBYET B  TEKCTE
MexayHapoanoro aokymenta OECD, Guide 1:1998 OECD. Principles of good laboratory practice. B
[Mpunoxennn A mnpuBeNeHBI TOSCHEHHs JUIS TMOJb30BaTelel B YaCcTH HA3HAYCHHS W TPUMECHEHUS
MIPUHIUIIOB HaUIesKalei 1abopaTOpHOM MPaKTHKH.

1. Obnacte npUMEHEHUs

Hacrosimuii  crangapt ycTtanaBnuBaeT [IpuHIMOBI Haanexamied m1a0opaTOpHOW MPAKTHKH,
NpeAHa3HauYeHHbIE JJI MPUMEHEHHS TPHU MPOBEJICHUN HEKIMHUYECKUX HCCIICIOBAaHUN 0€30MacHOCTH
OOBEKTOB HCIBITAHUN, COJIEPIKALIUXCA B JICKAPCTBEHHBIX CPEJCTBAX, MECTUIUAAX, KOCMETHYECKOU
MPOAYKIIMK, BETEPUHAPHBIX IIpermaparax, MHUIIEBBIX M KOPMOBBIX J00aBKax, a TaKKe€ XUMHUUYECKHX
BEIIECTBAaX MPOMBINUICHHOTO HazHadeHWs. OOBEKThl HUCHBITAHUS, Yalle BCEro, SBISIOTCA
CUHTETUYECKUMH BEIIECTBAMH W WX CMECSMHU, HO TaKXe€ MOTYT OBITh HATypaJIbHOTO WJIW OMOTEHHOTO
MIPOUCXOXKACHUS, @ B OTAEIBHBIX CIydasX MPEACTaBIATh cCOOOW >KMBBIE OpraHu3Mbl. Llens ucnbITaHmid
COCTOHUT B TOM, YTOOBI TIOJIYYUTh JAHHBIE O CBOMCTBAX OOBEKTOB MCIBITAHUN W/HIIA 00 X 0€301aCHOCTH
JUTSL 3JI0POBbS YEIIOBEKA U/UIIH OKPY KAIOLIEH Cpebl.
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[Tpunuunel  HagIexamie gabopaToOpHON MPAKTUKH PACHPOCTPAHSIOTCS HA HEKIMHUYECKUE
HCCIIEIOBAaHUSI MEAMLMHCKOW M JKOJOTMYeCKoW Oe30IaCHOCTH, KOTOpbIE BKIJIIOYAlOT B cedd
UCCIIEIOBaHMs, MPOBOAUMBIE B Ja0OpaTOPHBIX, TEIJIMYHBIX M TMOJIEBBIX YCHOBHSX. [IpuHIUIEBI
HaJJIeXamed J1adopaTOpHOW TPAKTHKU MPUMEHHMBI JUII BCEX HEKIMHUYECKUX WCCIICOBAHHIA
MEIUIIMHCKOW M 3KOJIOTHYECKOM 0e30MacHOCTH, TpeOyeMbIX 3aKOHOAATEIbCTBOM B IENSIX PETUCTPALUU
WIN JIIEH3UPOBAHMS JIEKAPCTBEHHBIX CPEICTB, NECTHUIMIOB, THIIEBBIX M KOPMOBBIX J00ABOK,
KOCMETHYECKON MPOIYKIUU, BETEPUHAPHBIX MpPENapaToB U APYTrUX MOJOOHBIX IMPOIYKTOB, a TaKXKe
XUMHYECKHUX BEIIECTB MPOMBIILICHHOTO HAa3HAUCHUS, 32 UCKIIOYCHUEM CIy4acB, 0CO00 OrOBOPECHHBIX B
COOTBETCTBUH C HAIIMOHAIBHBIM 3aKOHOAATEILCTBOM.

2. TepMHHBI U OIIpEIEICHUS

B Hacrosmem craHAapTe TPUMEHEHBI  CICAYIOUIME TEPMHHBI C  COOTBETCTBYHOIIUMHU
OIPEICTICHUSIMH:

2.1. ITpuHIMIIBEI HaTIEXKAIICH JTaO0pAaTOPHON MTPAKTUKH

2.1.1. Tlpunnunel Hayiexamield maboparopuoit mpaktuku (Good Laboratory Practice (GLP)):
cucreMa O0ECIIeYeHHUs] KavyecTBa, MMEIONIAas OTHOIICHWE K IpOIeccaM OpraHM3allviu, IUIaHUPOBAHMS,
MOPSJIKY TIPOBEIICHUS W KOHTPOJIO WCCICAOBaHUNA B 00JacTH OXpaHbl 3J0POBBS YEJIOBEKA W
0€30MaCHOCTH OKPYXKAWIIEH Cpeibl, a Takke O(GOPMIICHHS, apXUBUPOBAHHS W IPEICTABICHUS
Pe3yIbTaTOB 3TUX UCCIIETOBAHHIA.

2.2. Opranusanus UCIBITATEILHOTO LIEHTpa

2.2.1. UcnertatensHblii 1ieHTp (test facility): ¢daxTuueckoe MecTo MpoOBEAEHMSI HEKIMHHUYECKOIO
UCCIIEIOBAaHMS MEMIIMHCKOM U HKOJIOTHYECKOM 0e30MMacHOCTH, /1€ HaXOUTCS KOJIEKTUB CIELUAINCTOB,
MOMeIlleHus1 1 000pyAOBaHNE, HEOOXOAUMBIE I €ro BbINOJHEHUs. Ecnu uccieqoBanus BBITOJIHAIOTCS
HA HECKOJIbKMX MCIIBITATEIbHBIX IUIONIAJKAX, TO IOJ TEPMUHOM '"HCHBITATENBHBIA LEHTP" MOHUMAIOT
COBOKYITHOCTb IIJIOILIA/I0K, KOTOPbIE MO OTJEIbHOCTH WJIM B COCTaBE TPYMI y4acTBYIOT B MPOBEAECHUU
HCCIIEIOBaHMsI, BKJIOYas IJIOLIA/IKY, HA KOTOPOH HAXOAUTCS PYKOBOAMUTEIb UCCIEN0BAHUS.

2.2.2. UcnpiTaTenpHas moiomaaka (test site): MecTo mpoBeieHHs KaKOro-Tu00 dTarna ucCciae10BaHus.

2.2.3. AnMuHuCTpanus HUCHBITaTeNbHOTO IHeHTpa (test facility management): nuio unu nuia,
Oo(UIHAITEHO BO3TJIABJISIONINE UCTIBITATEIBHBIN IIEHTP W OTBETCTBEHHBIC 32 OPTaHU3AIUIO M COOJIOICHHUE
B HeM [IpuHIINUIIOB HaAeKaIIei T1abopaTOpHON MPAKTHKH.

2.2.4. AnMuHHCTpalMsl WUCIIBITaTEIbHON IUTOMIAAKK (test site management): JuIo Wik juna (B
cllyyae Ha3HaueHHs), OTBETCTBEHHOE(ble) 3a MpOBeIeHHEe Ha HEeW COOTBETCTBYIOIIEro(MX) 3Tarna(oB)
uccienoBanus cornacHo [IpuHnmnam Haaexamei 1abopaTOpHON MPaKTHKH.

2.2.5. CnoHcop (sponsor): (¢pu3ndecKoe WK I0PUITIECKOe JTUI0, KOTOPOe HHULUUPYET, OpopMIIsieT
3aKa3, TMOJJIEP)KUBACT W/ YTBEPHKIAeT MPOBEICHUE HEKIMHUYECKOTO MCCIEAOBAHUS MEIUIIMHCKON U
HKOJIOTUYECKOM 0€30MacHOCTH U HECET OTBETCTBEHHOCTD 3a €r0 OpraHU3aluio U (PMHAHCHPOBAHHUE.

2.2.6. PykoBomutenb wuccienoBanus (study director): nuI0, OTBETCTBEHHOE 3a MPOBEACHHUE
HEKJIMHUYECKOTO UCCIIEIOBAHMS METUIIMHCKON 1 HKOJIOTHYECKOl 0€30MacHOCTH OT Havala JI0 KOHIIA.
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2.2.7. OtBeTcTBeHHBI HccaenoBarenb (principal investigator): a0, KOTOpoe B CiIydyae
MIPOBEJICHUSI HCCJICOBAaHUS HAa HECKOJIbKHX WCIBITATEIbHBIX IUIOMIAJIKAX JEHUCTBYeT OT WMCHH
PYKOBOJIUTEIST HWCCIICAOBAHHMS M HECET OTBETCTBEHHOCTh 3a IIEPEJAaHHBIC B €ro BEICHHE OSTallbl
UCCIICIOBAHMS.

[Tpumeuanue. OTBETCTBEHHOMY HCCJIEIOBATENIO(SIM) HE MOXET OBITh TMOJHOCTHIO TepefaHa
OTBETCTBEHHOCTb PYKOBOJUTEISI UCCIIET0BAHUS 32 IPOBEICHUE UCCIIEJOBAHMSI, IOCKOJIBKY OHA BKJIHOYAET
B ce0sl yTBEpKIEHHUE TUIaHa UCCIIEI0BAaHUs U MOMPABKU K ATOMY IUIaHY, YTBEPKACHUE 3aKIIOYUTEIHLHOTO
OTYeTa W TapaHTHUH, YTO BCE UCCIICOBAHMS COOTBETCTBYIOT [IpuHIIMIAM HaIjIexKalle J1abopaTopHOU
MIPAKTUKU.

2.2.8. Ilporpamma obecrneueHusi kadectBa (quality assurance programme): mporpamma padoT,
BBITIOJTHSEMBIX TIEPCOHAIIOM, HE3aBHCHMBIM OT TIPOBEACHHS HCCICAOBAHUN, W HAINPABICHHBIX Ha
oOecrieyeHne aJMHUHUCTPAIMCH HCHBITATEILHOTO IEHTpa CcoOiojaeHus [IpUHIMIOB HaUIekKaIIe
m1abopaTOPHON TIPAKTHKH.

2.2.9. Cranpaptasie omeparnuonnbsie npouenypsl; COII (standard operating procedures; SOPs):
JOKYMEHTHPOBAHHBIC TPOIEAYPHI, COACpKAIINE ONMUCAHUE IPOIECCOB IMPOBEICHUS WCIBITAHUN WU
JpYroil JEATEIIbHOCTH, KaK TNpPaBWUJIO, HE MPEICTaBICHHBIC IETAalbHO B IUIAHAX WCCJICIOBAHUS WU
PYKOBOJICTBaX IO METO/IaM MTPOBEICHUS MCITBITAHHH.

2.2.10. OcHoBHo#i 1nad-rpaduk (master schedule): cBogka mHbDOpMaIUK, MO3BOJISAIONIAS OIICHUTH
pabouyro Harpy3ky M HCIIOJIb3yeMas IS KOHTPOJIS TPOBEICHUS WCCICAOBAHUN B HCIBITATCIEHOM
LEHTpe.

2.3. HexnmuHU4YeCcKOE UCCIIEI0BAHNE METUIIMHCKON U DKOJIOTHYECKOI 0€30ITacCHOCTH

2.3.1. HeknuHMYECKOE HCCIEOBAaHNE MEAUITMHCKONW U DKOJIOTHYECKO# Oe3omacHocTy (non-clinical
health and environmental safety study): skcrepuMeHT WM psii SKCIIEPUMEHTOB, COTJIACHO KOTOPHIM
OOBEKT WCIBITAHUN TMOABEPTratOT MCCIEIOBAHUIO B JaOOPATOPHBIX YCIOBUAX U YCIOBUSX OKpYKarolien
Cpelbl, 4YTOOBI MOJYYUTh JIaHHBIE O CBOMCTBAaX 00BEKTa W/WJIM €ro 0e30MacCHOCTH U MPEACTaBUTh UX Ha
PacCMOTPEHHE PETYJIUPYIOLUIUM OpraHaM.

2.3.2. Kparkocpounoe wuccienoBanue (short-term study): uccnemoBaHue, MpPOBOAMMOE IIMPOKO
pacipocTpaHEHHBIMUA METOJIJaMHU B T€UEHUE HETIPOIOJKUTEIILHOTO BPEMEHHU.

2.3.3. Ilman wuccnenoBanusa (study plan): MOKyMEHT, OMHCHIBAIONIUN IIETM W METOJO0JIOTHIO
AKCIIEPUMEHTA ISl IPOBEACHUS MCCIEAOBaHMs, a TAKXKEe BKIIFOUYAIOIINI B ceOs BCe MOMPaBKU, BHECEHHBIE
B OKCIICPHUMCHT.

2.3.4. IlonpaBka k nmnaHy uccienoBanus (study plan amendment): rieneHnanpaBieHHOe U3MEHEHUE B
IJIaHE UCCIIeI0OBaHMsl, BHECEHHOE 11OCIIE JaThl Hauaja UCCie10BaHusl.

2.3.5. OrkioHenue oT IulaHa wuccinenoBanus (study plan deviation): HempeaHamepeHHOE
OTKJIOHEHHE OT IUIaHa MCCIIEIOBAHMS TIOCIIE TAThl HAadasla HCCIICAOBaHNS.

2.3.6. Tecr-cucrema (test system): Ouonoruyeckas, XMMUYecKas WM (PU3NYECKash CHCTeMa B
OTJICIIBHOCTH WJIM B KOMOWHAIIMU JPYT C APYTOM, UCIIOJIb3yeMasi B UCCIICIOBAHHH.
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2.3.7. llepBuuHble paHHBIC HCCienoBaHus (raw data): OpWUTMHAIBI 3allUCed W JOKYMEHTOB
UCIBITATEIPHOTO I[EHTPAa WJIM WX 3aBEPCHHBIC KOIMHH, OTPAXKAMOIIHUE pEe3yJIbTaThl HAOMIONCHUN W
MPOLEYPhl, IPOBEICHHBIE BO BPEMS UCCIICAOBAHHUS.

[Tpumeuanue. [lepBUYHBIME JaHHBIMH HCCIEIOBAHUS MOTYT OBITh: (oTOrpaduu, MUKPO(DUIBMBL,
MUKPOIUIEHKH, WX KOMHH, TUCKEThl M KOMIIAKT-IWCKH, pabodue 3amucH, BKJIIOYas 3alUCH MOKa3aHHM
aBTOMATH3MPOBAHHBIX NMPHUOOPOB, W JIPyrHe HOCUTEIH TAHHBIX, KOTOpbIE OOeCleunBaloT Oe30macHoe
XpaHeHue HHPOPMAIIMK B TEUCHHUE ONPEICIIEHHOTO NTeproia BpeMenu (cM. 2.3.10).

2.3.8. O6pasen (specimen): J1r000K Marepuai, B3ATBIH M3 TECT-CUCTEMBI JJIs W3Y4YEHUs, aHAIM3a
WJIM XPAHCHUSL.

2.3.9. Jlatra nauama »skcrepuMmeHTta (experimental starting date): gara momydeHusT NeEpPBBIX
IKCIIEPUMEHTAILHBIX JIAHHBIX 110 UCCIICIOBAHHUIO.

2.3.10. Jlata oxoHuyaHus O3KcnepuMeHTta (experimental completion date): mara mnomydeHus
MOCIICHUX YKCIIEPUMEHTAIBHBIX TAHHBIX TI0 UCCIICIOBAHHMIO.

2.3.11. Jlara nayana uccinemoBanus (study initiation date): mara moAmMcaHus PyKOBOJIUTEIEM
HUCCIEIOBAHMUS IIJIaHa UCCIIEIOBAHMUSL.

2.3.12. Jlara oxoHuaHus uccienoBanus (study completion date): gara noamucanus pyKOBOJIUTEIEM
HUCCIEN0BAHUS 3aKIIOYNUTEILHOIO OTUETA.

2.4. OOBEKT UCIIBITAaHUS
2.4.1. O0wekT ucnbiTanus (test item): 00BEKT, MPEICTABIIAIONINI CO00I MpeIMeT UCCIIeT0BAHMUS.

2.4.2. CrannaptHblif 00BEKT (0Opaselr), "KOHTpoJbHBIN" 00beKT (00pasen) (reference item, "control
item"): oOBekT (0Opasei), HWCIOIB3YEMbIH i CpPaBHEHUS C OOBEKTOM HCIBITAaHUS, WMEIOIIUN
o(ULMaIBbHO YI0CTOBEPEHHBIN COCTAB.

2.43. Ilaptus, cepus (batch, lot): ompeneneHHOe KOIMYECTBO OOBEKTAa WCHBITAHUS WIIH
CTaH/IaPTHOTO OOBEKTa, MOITYYCHHOE B TEUEHHUE OMPEJEICHHOTO MPOM3BOACTBEHHOTO ITUKJIA TaKUM
CrIoco00M, UTO ATOT 0OBEKT UMEET OJHOPOIHBIN XapaKTep U IOJDKEH ObITh Ha3HAUEH B ATOM KadeCTBE.

2.4.4. Hocurenp (vehicle): BemecTBo, MCHONb3yeMoe A CMEIIMBAHUS, TUCIEPTUPOBAHUS WIH
pacTBOpeHUs] 00BEKTA HCIBITAHUS WM CTAHIAPTHOTO 0OBEKTa M TIO3BOJISFOIIEE OOJIETUYUTH €T0 BBEICHUE
B TECT-CUCTEMY.

3. IlpuHIMIbI HagsexKalel 1adopaTopHO MPAKTUKU
3.1. Opranu3anus ¥ nepcoHall UCIBITATENBHOIO LIEHTpa
3.1.1. O0sA3aHHOCTH aIMUHUCTPALIMN UCTIBITATEILHOTO IIEHTpa

3.1.1.1. AnMuHuCTpanus HCHBITATEILHOTO IIEHTpa JODKHA TapaHTHPOBaTh, YTO MPUHIUIIBI
HaJIeKaIen 1abopaTopHON MPaKTUKH OyAyT COOJIIOICHBI B TIOJTHOM 00BEME.
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3.1.1.2. B yacTHOCTH, aAMUHUCTpALMA TOJHKHA!

a) YTBEPAUTH IOJIOKECHHSI, COTTIACHO KOTOPBIM OIPEACTSIOT JHUI0(a), BRIOIHSIONIEE 00S3aHHOCTH
pykoBojcTBa cornacHo [IpuHinam Hajyiexaiien 1a00paTopHOIl MPaKTUKH;

b) o0ecreynBaTh HaJIM4ue B JO0CTAaTOYHOM KOJIMYCCTBEC KOMIICTCHTHOI'O nepcoHala,
COOTBETCTBYIOIIHX HOMGIHCHPII;'I, O60py,I[OBaHI/I$I U MaTcpualios, H€O6XOI[I/IMBIX AJIs1 CBOEBPEMCHHOI'O U
HaAJIC)KAIICTO MPOBCACHUA UCCIICIOBAHUSA

c) oOecreunBaTh TOAJCP)KAHHE B AaKTyaJbHOM COCTOSHUHM JIOKYMEHTalMd 00 YpOBHE
KBaJM(HUKAIMKA, OOpa30BaHWM, OIBITE pPabOThl M JOHKHOCTHBIX OOS3aHHOCTSX CIIEHUAIUCTOB U
TEXHUYECKOTO NEPCOHANA;

d) rapaHTHpOBaTH YETKOE MOHUMAHHE CBOMX 00S3aHHOCTEH COTPYIHUKAMH H, IPU HEOOXOAUMOCTH,
obecreynBaTh UM COOTBETCTBYIOLIEEe 00yUEHHE U MOATOTOBKY;

€) HECTH OTBETCTBEHHOCTb 32 BBINOJIHEHHE HCCIEI0BATEIbCKUX padOT B COOTBETCTBUM C
JNEHCTBYIOIMMHU CTaHAAPTHBIMUA OIEPALMOHHBIMU IPOLEAYpaMH; YTBEPXKAATh BCE JEHCTBYIOLIUE
CTaHJAapTHBIE ONEPALIMOHHBIE POLEAYPHI U MIONPABKU K HUM;

f) HecTH OTBETCTBEHHOCTh 3a OPraHM3ALMI0 IPOrpaMMbl 00ECIEUeHHs KadecTBa C HAa3HAYEHHBIM
[IEPCOHAJIOM U €€ pealin3alliio B cCOOTBETCTBUU ¢ [IpuHnnnamu Haanexameil 1abopaTopHOi IPAKTUKY;

£) Ha3HA4YMTh /0 Hayaja HCCIENOBaHMs B KauecTBE PYKOBOJIUTEINS MCCIEIOBAHUS COTPYJIHUKA,
UMEIOILEro COOTBETCTBYIOIIEE OOpa30BaHUE, KBAIM(UKALUIO U OMNBIT padOThl. 3aMeHa PYyKOBOJUTEIS
HCCIIEIOBAaHMsI JIOJDKHA MPOBOJAUTHCS B COOTBETCTBHM C YCTAHOBJIEHHBIM IOPSAJKOM U JOJDKHA OBITH
JOKYMEHTUPOBAHA;

h) nHasHauaTh, B cioydae HEOOXOIMMOCTH, MPH MPOBEICHUH HCCIEIOBAHUS HAa HECKOJIbKHUX
WCTIBITATEIBHBIX IIIOMAJKaX OTBETCTBEHHOTO HCCIEIOBATENS, KOTOPHIM 00JIaaeT COOTBETCTBYIOIIHM
oOpa3oBaHHeM, KBalu(UKaIMe U OMBITOM, YTOOBl KOHTPOJMPOBATH MPOBEIEHHWE JAHHOTO JTara
(7TamoB) ucciaea0BaHus. 3aMeHa OTBETCTBEHHOT'O MCCIIEA0BATENS JOJKHA TTPOBOJUTHCS B COOTBETCTBUU
C YCTaHOBIIEHHBIM TMOPSIKOM U JIOJDKHA OBITh IOKYMEHTHUPOBAHA,

1) rapaHTUpoBaTh, YTO IUIaH HUCCIIEJOBaHMS OyJeT JOKYMEHTAJIbHO YTBEP)KIEH PYKOBOJIUTEIIEM
HCCIIEA0BAHUS;

J) TapaHTUpPOBaTh, YTO PYKOBOJUTEIb HCCIEIOBAHMS IPEIOCTABUT CIyKOe MO O0OECIEeYEeHUI0
KauecTBa JIOCTYII K YTBEPKIACHHOMY IIaHY UCCIIEI0BaHUS;

k) oOecneunBaTh COXpPaHHOCTb HCTOPUYECKHX (aillloB BCEX CTAHIAPTHBIX ONEPALMOHHBIX
HIpOLEayDp;

1) Ha3HaYaTh OTBETCTBEHHOTO 32 YIIPaBJICHUE apXUBOM (apXHUBaMH);
m) rapaHTUPOBATh BBHITIOJIHEHNE OCHOBHOTO IJIaHa-TpaduKa;

n) TrapaHTUpPOBaTh, YTO PECYpChl HCHBITATENILHOTO IEHTPAa COOTBETCTBYIOT TpeOOBaHUSM,
NIPEABBISAEMBIM K UX UCIIOJIb30BaHUIO B UCCIIEOBAHUY;
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0) NpHU INPOBEJECHUU MCCIECJOBAHUN Ha HECKOJIBKMX MCIBITATENIbHBIX IJIOLIAJKaX 00ecreyuBaTh
YETKOE U COIJIACOBAaHHOE B3aUMOJCHCTBUE MEXYy PYKOBOAMUTEIEM HCCIEIOBAHUS, OTBETCTBEHHBIM(MHU)
uccienoBaTeneM(sIMu), cayk00ii o odecredeHnIo KauecTBa U CIeLMaTuCTaMu, BHIIOIHSIOIUMY JTaHHOE
UCCIICIOBAHHUE;

p) rapaHTUPOBATh, YTO OOBEKT UCTIBITAHUM U CTAHIAPTHBIN OOBEKT OMUCAHBI JOHKHBIM 00pa3oM;

q) YCTaHaBJIMBATL MPOUCAYPLI MJIA IOATBCPIKACHUA TOI'O, YTO KOMIIBIOTCPHU3UPOBAHHBIC CUCTCMBI
COOTBETCTBYIOT CBOEMY HA3HAYEHHIO, a TaKXK€ BAIMAMPYIOTCS, YHPABISIOTCA W MOIAIEPKUBAKOTCS
cornacHo [IpuHiunam Haaexamei 1abopaTopHON TPAKTHKH.

3.1.1.3. TIpu BBIIOJHEHUU KAKOTO-TKOO0 3Tara(oB) UCCIEIOBAHMS HA UCIBITATEIBHON IJIONIAIKE B
KOMITCTCHITMIO aJMUHUCTPALMMA WCIBITATSIBHON IUIOMAAKKA (B Clydyae Ha3HAYCHHUs) BXOIST BCE
BBIIIICTIEPEUNCIICHHBIE 00513aHHOCTH, KpoMe 3.1.1.2, mepeuuncienus g), i), j) 4 0).

3.1.2. OGs13aHHOCTH PYKOBOAMTEIIS UCCIEIOBAHUS

3.1.2.1. PykoBOAuTeNns HCCIENOBAHUS OCYIIECTBISIET OOIIee pPYKOBOACTBO IPOBEACHUEM
WCCTIEI0BaHMS, OTBEUAET 32 IMOJATOTOBKY 3aKIIOYUTEIHHOTO OTYETA.

3.1.2.2. B 00s3aHHOCTH PyKOBOJIUTEISI UCCIEIOBAHUS BXOJAT KAaK MUHUMYM CJeIyIoue pyHKIuu:
a) YTBEpXKJaTh TUIAH UCCIICIOBAHUS 1 MTOMPABKUA K HEMY CBOEH MOAMMUCHIO C YKa3aHUEM JaThl;

b) rapaHTHUPOBATH, YTO cny>K6a 10 00CCIIEUEHHMIO KaueCTBa MMEET KOIUHU IUIaHa HUCCJICI0OBaHUA CO
CBOCBPCMCHHO IIOJTYYCHHBIMH IIOIIpaBKaMUW K HEMY, W HaXOAWUTHCA C COTPyAHHUKaAMH CJ'Iy)K6I)I
oOecrneueHrs KauyecTBa B IIOCTOSHHOM KOHTAKTE Ha MMPOTAKCHUHU BCECI'O UCCIICAOBAHUS,

C) rapaHTUupoOBaTb, YTO IIJIAHBI I/ICCJ'IGI[OBZlHI/IfI, IOIPAaBKU K HUM M CTAaHAAPTHBIC OINCPAVOHHBIC
npoueaypbl JOCTYITHBI CIICHUATIUCTAM, BBIITOJHAOIIHUM JAHHOC UCCIICAOBAHNE,

d) rapaHTUpPOBAaThb, 4YTO B IIJIAHC MCCICIOBAHHA MW 3aKIIOUYHUTCIBHOM OTUYCTC O PpE3yjbTaTax
HCCIICAOBaHNs, BBIIIOJIHCHHOTI'O HAa HCCKOJIBKUX HUCIIBITATCIIBHBIX TUIOMIAAKAX, OIIPCACIICHBI POJIH KaKA0TO
OTBETCTBECHHOI'O HCHOHHHTGHﬂ(Gﬁ) N  KaXI0ro H3 HUCHBITAaTCIIBHBIX MNOCHTPOB HW HCIBITATCIBHBIX
IIOIIAaZI0K, BOBJICYCHHBIX B ITPOBCACHUC UCCIICAOBAHUA,

€) rapaHTUpOBaTh, YTO TPHU BBINOTHEHUH PaOOT B COOTBETCTBHHM C IUIAHOM WCCJICTOBAHMS
MIPOBOAATCS OLIEHKA M JOKYMEHTHPOBAHUE BIHSHHS JIIOOBIX OTKJIOHEHWH OT IIaHA WCCIICOBaHHS Ha
Ka4eCTBO W IIEJIOCTHOCTh TPOBEICHUS WCCICIOBAHUS W TPU HEOOXOAMMOCTH TMPUHUMAIOTCS
KOPPEKTUPYIOLIME JEHUCTBUSA, a TAaKKE IPU3HABATH JIOIMYCTUMOCTb OTKJIOHEHHW OT CTaHIAPTHBIX
ONEPaAlMOHHBIX POLEAYP MPHU MPOBEICHUU UCCIETOBAHMUS;

f) rapaHTUpOBaTh, YTO pPETUCTpAllMs BCEX TNEPBUYHBIX JAHHBIX HCCIIEIOBAaHHUS TPOBOJUTCS B
IIOJIHOM 00BEME;

g) rapaHTUPOBATb, 4YTO KOMIBIOTCPHU3UPOBAHHBIC CUCTEMBI, HCIIOJIB3YCMBIC B MCCJIICIOBAHUU,
BaJIMAVNPOBAHEL,

h) MNOoANUCBHIBaTE W OAaTHPOBATH 3aKJII0UNTEIbHBIN OTUCT, TEM CaMbIM IIpUHHUMASA Ha ceOs
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OTBETCTBEHHOCTb 3a JIOCTOBEPHOCTh MH(OpPMAIMK M 32 BBIOJHEHHE HCCIEIOBAHUS B COOTBETCTBHUHU C
[Tpunnmnamu Haasexaei 1ab0paTopHON MPAKTUKY;

1) TrapaHTUpOBaTh, 4YTO IIOCJE 3aBeplieHUs (BKIIOYas IMpEKpallleHue) MCCIEIOBaHUs IUIaH
WCCIEAOBAHUS, 3aKIIOYUTEIbHBIM OTYET, IEPBUYHBIC JaHHBIE WCCICAOBAHMS U COIYTCTBYIOIIUE
MaTepuasbl NEePeJaloTCsl B apXUB.

3.1.3. O0s13aHHOCTH OTBETCTBEHHOT'O UCCIIEIOBATEIS

OTBETCTBEHHBIN HCCIIEI0BATENb HECET OTBETCTBEHHOCTh 3a IIPOBEICHHUE IOPYUYCHHBIX €My ITAllOB
HCCIIeIOBaHMs B COOTBETCTBUU ¢ [IprHIIMNamMu Hasexaiei 1abopaTopHON MPaKTHKY.

3.1.4. O6s13aHHOCTH TEPCOHAIA, BBITTOJIHSIIONIETO UCCIIC0OBAHMS

3.1.4.1. Becp mepcoHas, BOBJICUYCHHBIH B MPOBEACHHE HCCIEIOBAHUS, OJDKEH 3HATh [IpuHIIUIIBI
Ha/IJIeKaIIed J1adopaTOpHO TMPAKTUKUH B 4YacTH, KOTOpas HWMEET OTHOIIECHHE K WX YYacTHIO B
MCCIICIOBAaHUH.

3.1.4.2. [lepconalt, BRITIOJTHSIOIINN CCIICIOBAHNUS, TOJDKSH UMETh JIOCTYII K IJIaHy MCCIICIOBAHUS U
COOTBCTCTBYIOIIMM CTAaHAAPTHBIM OIICPAIUOHHBIM IIponcaypaM, IMIMPUMCHACMBIM K HUX Y4YaCTHIO B
uccieoBaHud. Ero o0O0S3aHHOCTBIO SIBJISIETCSl BBIMIOJIHEHUE WHCTPYKIUH, COJCPXKAIIUXCA B ITHX
nokyMmeHTaxX. JI100oe OTKIOHEHHWE OT ITUX HHCTPYKIHH JOJDKHO OBITh 3aperHCTPUPOBAHO; O TAKOM
OTKJIOHGHUH JIOJDKHO OBITh COOOIICHO HEMOCPEACTBEHHO PYKOBOJMTENIO HWCCIEJAOBAHHS W/WIN TIPU
HEOOXOAMMOCTH OTBETCTBEHHOMY HCCJIEI0BATEIIO(SIM).

3.1.4.3. IlepcoHan, BBINOJHSIOMIMI HCCIIEIOBAaHUSA B COOTBETCTBHM C HactosAmuMu [IpuHummnamu
HaJyIeKaled 1abopaTOpHON NPAKTUKH, O0053aH CBOEBPEMEHHO W TOYHO BECTH 3allUCH TIEPBUYHBIX
JAHHBIX UCCIEAOBaHUS U HECTH OTBETCTBEHHOCTh 3@ JOCTOBEPHOCTh IPE/ICTABIEHHBIX UM JIaHHBIX.

3.1.4.4. Ilepconai, BBIMOJHSIOMNNA UCCIIEOBAHUS, JOKEH IPUHUMATh MEPbI MPEI0CTOPOKHOCTH,
YTOObl MHUHMMH3MPOBATh PHUCK AN COOCTBEHHOTO 3[0pPOBbS M OOECNEUYUTh IOJHOTY HPOBEICHUS
uccinenoanus. O00 Bcex ciayyasx 3a001€BaHUM WM HEAOMOTaHUH CleyeT He3aMeUIMTEIbHO coo0UaTh
PYKOBOJICTBY, IOCJI€ Yero 3a00JIEBLIETO COTPYAHUKA OTCTPAHSIOT OT y4acTHUs B HCCIIEAOBAHUH, YTOOBI
€ro COCTOSTHHE HE MOTJIO TIOBJIUATH Ha IPOBEICHHUE HCCIICTOBAHNUS.

3.2. [Iporpamma obecriedeHus KauecTBa
3.2.1. O0mme mMoNoXKeHUA

3.2.1.1. WcnbITaTenbHbIi HEHTP JOKEH WMETh JOKYMEHTHPOBAHHYIO MpOrpamMMmy oOecredeHus
KauyecTBa, YTOOBl TapaHTHUPOBATh, YTO MPOBOAMMBIE B HEM MCCIEAOBAaHUS COOTBETCTBYIOT IIpuHIMMIam
Ha/IIexalei 1abopaTopHON MPAKTUKH.

3.2.1.2. 3a BBIMOTHEHHE TPOrPaMMBbI 00eCIIeUeHUs KauyeCcTBa OTBEYACT(FOT) YIMOJIHOMOYEHHOES(BIC)
muino(a),  Ha3Hadaemoe(ble)  aIMUHHUCTPALMEl  HCHBITATENIBHOTO  IIEHTpA,  HEMOCPEICTBEHHO
noauyuHsoUIee(re)cs e 1 3HakoMoe(ble) ¢ METOJJaMH HCTIbITAHUH.

3.2.1.3. Jlumo(a), oTBeyaroriee(re) 3a odecneueHne KauecTBa, He JOHKHO(bI) OBITH BOBIEUYECHO(BI) B
MIPOBE/ICHUE HCCIIEIOBAHUSI.

Crpanuua 9 u3 21



"I'OCT 33044-2014. MexrocyaapCTBEHHbIN CTaHAapT. MpuHUMMbI
Haanexalleli nabopaTopHOW NpakTUku'
(BBepeH B aenctaue Mpukasom Po...

3.2.2. O6s3aHHOCTH CITY>KOBI IO 0OECTICYCHHIO KaueCTBa
3.2.2.1. Ciyx6a o o0ecrieyeHHI0 KauecTBa JODKHA BHIIOIHATD CIEAYIONHE (DyHKIHH:

a) HMETh B HAJIMYUKU OSK3CMILIAPBI BCEX YTBCPIKIACHHBIX IIJIAHOB HCCICAOBaHWA WM CTAaHAAPTHBIX
OIICPAlIMOHHBIX MMPOLCAYP, UCIIOJB3YCMbIX B HCIIBITATCIBHOM LECHTPC, U JOCTYIl K TCKYUICMY BAapHUaHTY
OCHOBHOI'O nnaHa-rpa(bI/IKa;

b) mpoBepATh, UYTOOBl IUIAH WCCIECOOBAHUS CoOAepkal HHPOpPMAIUIO, HEOOXOAMMYIO JUIS
cootBeTcTBUs [lpuHuunam Haanexamiel jgaboparopHoil mpakTuku. JlaHHas mpoBepka AOKHA OBITH
JIOKYMEHTUPOBAHA;

C) OCYHIECTBIISITh MHCIIEKIIMH 32 MPOBEJICHUEM BCEX MCCIEI0OBAHUN B COOTBETCTBUU C HACTOSIIIUMU
[MpuHIMITaMKU HAJUICKANICH JTA0OPATOPHOW MPAKTUKH M JIOCTYITHOCTHIO TUIAHOB HCCIICOBAHUHA W
CTaHJAPTHBIX ONEPAlMOHHBIX IPOLIEYP EPCOHAIY, BOBJICUEHHOMY B IIPOBEICHHUE UCCIIECIOBAHUS.

HpeIlyCMOTpeHBI TpU THIIA I/IHCHCKHI/II\/JI B COOTBETCTBUMU CO CTAaHAAPTHBIMU OICPALMOHHBIMU
npoueaypamu, OolnmpeaAciICHHbIMA B IIPOIrpaMMe obecreyeHns KayecTBa:

- HHCTICKIIUU OTACIBHBIX HCCHGHOBaHHﬁ;
- MHCIICKIIMHU UCIIBITATCIIbHOI'O LICHTPA,
- MHCIICKIOWH OTACIBHBIX IIPOLCCCOB.

HpI/IMe‘{aHI/IC. OtueTnl HO)IO6H]':>IX WHCIIEKIIUM JOIKHBI OBITh COXPAaHCHBI;

d) mpoBepsATh 3aKIIOYUTENbHBIE OTYETHI; MOATBEPKIaTh, YTO METOJIbI, MPOILETyphl, HAOIIOACHUS
W3JI05KEHbl TOYHO W TOJHOCTBIO M YTO PE3yJbTaThbl B IOJHOW MEpPE OTPAXarOT NEPBUYHBIC JTAHHBIC
HCCIIEI0BAHUIM;

€) CBOEBPEMEHHO NPEACTABIATh Pe3yIbTaThl 00 MHCIEKIUAX B MMCbMEHHOM BHJI€ aIMUHUCTpPALIUN
UCTBITATEIbHOTO LIEHTPA, PYKOBOAUTENIO HCCIIEAOBAaHMS, OTBETCTBEHHOMY(BIM) HCCIIEOBATENO(SIM) H,
MIpU HEOOXOIUMOCTH, APYTUM PYKOBOISIIUM paOOTHHUKAM;

f) BHOCHTH B 3aKIIIOUMTENIbHBI OTYET IMOATOTOBJICHHOE M IMOAMUCAHHOE 3aKJIIOYEHHE O TUIax
MHCIEKUUH U JaTax UX MpoBeaeHus ¢ uHdopmanuen o0 stamne (3Tanax) MpoBepseMOro UCCIeI0BaHUS U
JaTe Tepefadyd  pe3ysNbTaTOB  MHCIEKTUPOBAHMSA  aJIMUHUCTPALIMM  MCIBITATEIBHOTO  LEHTPA,
PYKOBOJUTEIIO HCCIEA0BaHUS M OTBETCTBEHHOMY HCCIIEAOBATENI0 B CIy4ae HEOO0XOAUMOCTH. ITO
3aKJIIOYEHHE TAKKE JOJDKHO COZIEp:KaTh MH(POPMAIMIO O TOM, YTO NEPBUYHbIE JaHHbIE HCCIIEIOBAHUSI
OTpaXEeHbI B 3aKIIOYUTEILHOM OTYETE JOCTOBEPHO.

3.3. [lomemienusa
3.3.1. OOmrue M0I0XKEHNUA

3.3.1.1. Pa3Mmepsl, yCTpOMCTBO U pacCIOJIOXKEHUE TOMEIIEHUNH JOKHBI OTBEUYaTh 3ajadyam
uccienoBanus. [loMemieHuss JTOJDKHBI OBITH YCTPOSHBI TAaKHMM O0pa3oM, YTOOBI BIMSIHHE Ha XOJ
WCCIIEIOBaHHUH ObLITO MUHUMAJIHHBIM.

Crpanuua 10 m3 21



"I'OCT 33044-2014. MexrocyaapCTBEHHbIN CTaHAapT. MpuHUMMbI
Haanexalleli nabopaTopHOW NpakTUku'
(BBepeH B aenctaue Mpukasom Po...

3.3.1.2. Tlomemenusi DODKHBI OBITh CIUIAHMPOBAHBI TaKUM OOpa3oM, 4TOOBI OBLIO OOECredYeHo
MaKCHMaJIbHO U30JMPOBAHHOE MIPOBEACHUE KAXKIOTO UCCIICIOBAHUS PA3IMIHBIX BUIOB (THIIOB).

3.3.2. ITomenieHus i TECT-CUCTEM

3.3.2.1. B ucneITareIbHOM IEHTPE JOHKHO OBITH JTOCTATOYHOE YUCIIO MOMEIIEHUN WU 30H, YTOOBI
00ECIeYUTh H3OJSAIHMI0O TECT-CUCTEM ¥ WHAWBUAYAIBHBIX IPOEKTOB, €CIH W3BECTHO, YTO OHU
MPeyCMATPUBAIOT HCIIOIH30BAHUE BEIICCTB WJIM OPTaHU3MOB, OTHOCSIIUXCS K pa3psay OMOIOTHYECKH
OTIaCHBIX.

3.3.2.2. Jlng AWarHOCTUPOBAHHWS, JICUCHUS M KOHTPOJS 3a0O0JICBAaHUI MOJDKHBI OBITH BBIICIICHBI
MOIXOJIAIIME IIOMEIICHUS WM 30HBI, YTOOBI 00ECIIEYHTh CTAOMIBHOCTh U COXPAHHOCTh TECT-CUCTEM.

3.3.2.3. B ucnsITateabHOM IEHTPE JTOJHKHBI OBITh KOMHATHI XPAaHEHUS! WM 30HBI JUI PECYPCOB U
000py0BaHUs. DTHU MOMEILEHUs JOJDKHBI OBITh M30JIMPOBAHBI OT MOMEIIEHUH MM 30H, COAEpIKaIUX
TECT-CUCTEMBI, B MLEISIX OOECIEYeHUS] MM aJE€KBATHOW 3allMThl OT WHBA3HMH, 3arps3HEHHUS W/WIN
3apayKeHUs.

3.3.3. Ilomemenust st 00padOTKH 0OBEKTOB UCIIBITAHUHN M CTaHIAPTHBIX (KOHTPOJIBHBIX) 00BEKTOB

3.3.3.1. HJ'ISI NpCaOTBpACHUA 3arpA3HCHUA B HCIIBITATCIIbHOM HCHTPE HOJIKHBI OBITE OTACJIBHBIC
IIOMCHICHUA WJIW 30HBI JIA TIOJYUYCHUA U XPAHCHUA O0OBEKTOB HCHBITAHUN U CTaHOAPTHBIX
(KOHTpOHLHBIX) 00BEKTOB M CMEIIMBaHUA O0BEKTOB UCILITAHUN ¢ HOCUTEISIMH.

3.3.3.2. Xpanwuia aJi1 00beKTOB HCIBITAHUM JOJKHBI ObITh U30JIMPOBAHbl OT MOMELIEHUH WIn
30H, COJEp)KAIlUX TECT-CUCTEMbI, M JOJDKHBI COOTBETCTBOBaTh TPEOOBaHMAM IO OOECHEUYEHUIO
UACHTUYHOCTH, KOHIICHTPALMU, YHCTOTHI U CTAOMIBHOCTH, a Takke 0e30MacHOMY XPaHEHHIO OIACHBIX
BEIIIECTB.

3.3.4. IlomerieHus st apXUBOB

CnenyeT mnpeaycMOTpeTh TOMENIEHUS Ml apXWBOB, B KOTOPBIX HEOOXOJUMO O00ECIeYHTh
0e30macHOe XpaHEHUE M CHCTEMY IOMCKA IIJIAHOB HCCIICIOBAHWN, IEPBUYHBIX JAHHBIX HCCIICIOBAHUM,
3aKJTIOUYUTEIBHBIX OTYETOB, OOBEKTOB HCIBITAaHUNA W 00pa3ioB. B 3THX MOMEIIEHUSX AOIKHBI OBITH
CO3/1aHbl YCJIOBHUS, 00ecreunBaroIIne J0JITOBPEMEHHOE XpaHEHHE apXUBHBIX MaTEpPHAIIOB.

3.3.5. Ynanenue oTxomnoB

O6paboTka W yjaaleHWe OTXOJOB JOJDKHBI OBITh BBIMOJHEHB TaKUM o00pa3oMm, YTOOBI HE
MOABEPTHYTh OMACHOCTU IMPOBEACHUE MWCCIEAOBAaHUM U HE HCKa3UTh HUX pe3yJbTarbl. [ s3toro
TpedyeTcst 00eCTeunTh COOTBETCTBYIOIIUE YCIOBHS NIl cOOpa, XpaHEHUS W BBIBO3a OTXOJOB, a TaKXKeE
MpOLeAYyp UX J€3aKTUBALMU U MOCIEYIOEN TPAHCTIOPTUPOBKH.

3.4. OGopynoBanue, MaTepHalbl U peareHTh

34.1. O60py,Z[0BaHI/IC, BKJIrO4as BAJIMAUPOBAHHBIC KOMITIBIOTCPU3HUPOBAHHBIC CHUCTEMBI,
HCIIOJIB3YEMBIC JJId CO3JaHUA, XpaHCHUA W IIOMCKAa JAaHHBIX, a TaKXE I KOHTPOJIA IIapaMEeTpOB
oxpyxcafomeﬁ CpCabl, IO XapaKTCPpUCTUKAM U PaACIIOJIOKCHUIO IOOJIKHO COOTBCTCTBOBATHL MLCIISIM U
3agadaM UCCIICAOBAaHMA.
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3.4.2. JIomxHO ObITH IPEAYCMOTPEHO MEPUOJUUECKOE TEXHUUECKOE 00CTyKUBaHUE 000py10BaHHUS,
HCIIOJIb3YEMOI'0 B HCCIEI0BAaHUM, BKIIIOUYAs PETYJIAPHBIA MEPUOIUYECKUIT OCMOTpP, YXOA, KaTUOPOBKY U
IIOBEPKY B COOTBETCTBUM CO CTAHJAPTHBIMU OIEPALMOHHBIMU IpoLexypaMH. OTH pabOThl JIOJKHBI
COIIPOBOXKAATHCS COOTBETCTBYIOIIUMH 3amucsiMu. KanmmOpoBKYy W TOBEpKY CieayeT HpOBOIUTH B
COOTBETCTBUH C HAllMOHAJIBLHBIMH MJIM MEKIYHAPOJHBIMU CTaHAAPTAMH U3MEPEHUSI.

3.4.3. O6opynoBaHue M MaTepualbl, UCIOIb3YEMbIe B HCCICAOBAHWM, HE JIOJDKHBI BJIMATH HA
COCTOSIHUE TECT-CUCTEM.

3.4.4. XuMHueckue BEIEeCTBA M UX CMECH, PEareHThl U PacTBOPBI JOJDKHBI MUMETh 3THUKETKH C
yKa3aHHEM CBEJICHHH O HAaMMEHOBAHUHU BELIECTBA, KOHIEHTpaluu (B cilydyae HEOOXOIUMOCTH), AThl
OKOHYAHUsSI CpOKa XPaHEHHS M MHCTPYKIHIO MO XpaHeHH0. JloyKHa OBITh IOCTymHa MHQOpManus o0
U3rOTOBUTENE, JaTe MPOU3BOACTBA U cTabuiabHOCTH. CpoOK XpaHEHHs MOXKeT ObITh NpPOAJEH Ha
OCHOBAaHMH PE3YyJIbTATOB JOKYMEHTUPOBAHHOW POBEPKH MUJIM aHAJIM3A.

3.5. TecT-cucTEMEI
3.5.1. ®dusnueckre U XUMHUECKHE TECT-CUCTEMBI

3.5.1.1. TexHuueckue XApPaKTCPHUCTUKU M PACIIOJIOKCHUC O6OPYI[OB8.HI/I$I, HCIIOJIB3YyEeMOI'0  JIA
IMOJIYyUCHUA (1)I/ISI/IKO-XI/IMI/I‘-I€CKI/IX JAaHHBIX, JOJDKHBI YAOBJIICTBOPATH HCIAM U 3aJa4aM UCCIICAOBAaHUS.

3.5.1.2. JlomkHa ObITh 0OecrieueHa COXPaHHOCTh (PHU3UKO-XUMUYCCKUX TECT-CUCTEM.
3.5.2. buosorndyeckue TeCT-CUCTEMBI

3.5.2.1. Ins xpaHenwusi, pa3MelieHus, oOpabOTKH U 3alIUThl OMOJOTHYECKHX TECT-CUCTEM JIOJIKHBI
OBITH CO3/IaHbI HA/JICXKAIINE YCIOBUs, 00€CIIEUNBAIOIINE TOCTOBEPHOCTh MOTYyUYaeMbIX PE3YyIbTaTOB.

3.5.2.2. Kaxxasg HOBasi MOCTYMNArOIAas TECT-CUCTEMA )KUBOTHOI'O M PACTUTEIBHOTO MPOUCXOKACHUS
JOJDKHA OBITh M30JIMPOBAHA Il OILICHKU COCTOSIHUS 3710pOBbs. [Ipu BOZHUKHOBEHWHU 3a00JIEBAHUS WU
CMEPTHOCTH JaHHYIO MapTHIO JKUBOTHBIX HE HCIOJNB3YIOT B HCCICIOBAHUU H, MPH HEOOXOJWMOCTH,
0e300JIe3HEHHO TOJBEPralOT dBTaHa3uu. Ha MOMEHT naThl Hayana SKCIEPUMEHTAa HCCIEIOBaHUS BCE
TECT-CUCTEMBI HE JOJKHBI UMETh 3a00JIeBaHUN MU COCTOSIHUM, KOTOPBIE MOTYT CIY>KUTh MPEMSTCTBHEM
e WJIA TPOBEICHHUIO HCCIENOBAaHUS. TeCT-CUCTEMBI, Yy KOTOPBIX B XOJE MCCIEIOBAHUS BBHISBICHBI
3a005IeBaHUs WJIM TPaBMBI, CIEIyeT U30JUPOBATh U JIEUYUTh, €CIM 3TO HEOOXOAMMO I 0OecredeHHUs
MTOJTHOTHI UCCAea0BaHMs. [IlnarHo36l U JIedeHue J00BIX 3a00JIeBaHNN KaK B X0/ HUCCIICIOBAHUS, TaK U J0
€ro Hauana JOJKHBI OBITh JOKYMEHTHPOBAHBI.

3.5.2.3. JlanHble 00 MCTOYHHMKAX TECT-CHCTEM, AaTax MX IMOCTYIUIEHHS U COCTOSHUU HAa MOMEHT
MOCTYTIJICHUS JOJKHBI OBITh COOTBETCTBYIOIIUM 00pa30M 3aperucTprupOBaHbI.

3.5.2.4. Tlepen mepBOHAYAJbHBIM BBEJECHHEM OOBEKTa HMCHBITAHUS WM CTAaHIAPTHOTO OOBEKTa
OMOJIOTUYECKHE TECT-CUCTEMBI TOJKHBI MPONTH MEPUO aKKIMMATU3aIUH, JOCTATOYHBIN 71 aJanTaiuu
K YCJIOBHUSIM TIPOBEICHUS UCCIICTOBAHUS.

3.5.2.5. Bes undopmarus, HeoOXoaumasl s HaJuiekalied HISHTU(PUKALIUN TECT-CHCTEMBI,
JOJDKHA OBITh YKa3aHa Ha BXOHBIX JIBEPSX MOMEMICHUH WM KoHTeHHepax. OTaeabHbIe TeCT-CUCTEMBI,
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KOTOpBIE B IIPOLIECCE UCCIIEOBAHUS JOJKHBI OBbITh NIEPEBEACHBI U3 OJHOIO MOMEILEHHs B APYroe Uik U3
OJIHOrO KOHTEWHEPA B IPYI'Oi, TOJKHBI UMETh COOTBETCTBYIOLIYIO MAPKUPOBKY, 1€ 3TO BO3MOKHO.

3.5.2.6. B TeueHue HMCHOJIB30BaHUS MOMEIICHUS WM KOHTEHHEPHI Uil COAEpKaHUs TECT-CUCTEM
MOJUIeXKAT PErysipHOd yOOpke W caHuUTapHOW oOpaboTke. Marepuanbl, KOHTaKTHPYIOIIUE C
TECT-CUCTEMOM, HE JOJKHBI COJIEP)KATh 3arpsA3HSIIONIMX BEIICCTB B KOJWYECTBAX, CIOCOOHBIX MOBJIHUATH
Ha X0J uccienoBaHus. [IoACTHIIKY IUIsl )KHBOTHBIX CJIEIYyET CBOCBPEMEHHO MEHSTh, KaK 3TO TpeOyercs
MPAKTUKOW paboThl ¢ Ja0OpPaTOPHBIMU >KMUBOTHBIMU. Bce ciydan MCTIOB30BaHUS MECTUIMIOB JODKHBI
OBITh JIOKYMEHTHPOBAHBI.

3.5.2.7. TeCT-CI/ICTeMBI, HCIIOJIB3YEMBIC B ITOJICBBIX YCIIOBHAX, HOJXKHBI OBITh PaCIIOJIOKCHBI TAKUM
06pa30M, YTOOBI MNpeaAOTBPATUTL BJIIMAHHUEC HA XOI4 HCCICIOBAHUA )KI/II[KOCTGI\/JI AJId paclblICHUSA ([UIH
YHUYTOKCHU A HaceKOMBIX) U IICCTUIHUAO0B.

3.6. OOBEKTHI UCIIBITAHUMN U CTaHJAPTHBIE 0OBEKTHI

[Tpumeuanwue.
Hywmepalius myHKTOB JJaHa B COOTBETCTBHUHU C O(DHIIMATLHBIM TEKCTOM JIOKYMEHTA.

3.6.2. [lonyuyenue, 06paboTka, oTO0p Mpod U XpaHEHHE

3.6.1.1. JomxHO OBITH MPEAYCMOTPEHO BEJIEHHUE PETUCTPALIMOHHBIX 3aIlMcel, B KOTOPBIX JOJIKHBI
OBITh YKa3aHbl XapaKTEPUCTUKH OOBEKTOB MCIIBITAHUH U CTAaHJIAPTHBIX OOBEKTOB MCCIIEI0BAHNUS, 1AaThl UX
MOJTy4€HHsI, CDOKH T'OTHOCTH, TIEPBOHAYAIFHOE KOJINYECTBO U CBEJICHHS 00 ydeTe pacxo/a.

3.6.1.2. O6paboTka, oTOOp MpoO U MpPOLEAYpPhl XPaHEHUS OOBEKTOB MCIBITAHUM M CTAHAAPTHBIX
00BEKTOB JOJHKHBI OCYLIECTBIIATHCSA TaKUM 00pa3oM, 4ToObl 00ECeUYUTh OJHOPOIHOCTD U CTA0OUIBHOCTh
110 Mepe BO3MOXHOCTH, a TAaK)Ke NMPEeIOTBPATUTh 3arpsi3HEHUE WM CMELIMBaHUE ITUX 0OBEKTOB.

3.6.1.3. Ha xonteiiHepe(ax), NIpeIHA3HAYEHHBIX JUIsI XpPaHEHUS OOBEKTOB WCIBITAHUN WIIH
CTaHJIaPTHBIX 0OBEKTOB, JOJKHBI ObITh MPUBEACHBI HACHTU(DUKAIIMOHHAS HHPOPMAITUS, CPOK TOAHOCTH U
WHCTPYKIIHS TI0 UX XPAHCHHIO.

3.6.2. XapakrepucTuka

3.6.2.1. Kaxnplii 0OBEKT HUCIBITAHUA M CTaHAAPTHBIA OOBEKT JOJKEH OBITh MAECHTU(UUIUPOBAH
COOTBETCTBYIOLIUM CIIOCOOOM (Hampumep, UMETh KO, pEerucTparoHHbIH HoMep CrpaBOUHON CITykObI
[0 XUMHUYECKOMN JnuTeparype AMEpUKaHCKOro xumudeckoro obmectBa - CAS-HOMep, HaMEHOBaHUE,
OMoJIOTHYECKHEe TTapaMeTpPhl).

3.6.2.2. JIns mpoBeneHNs KaKI0TO MCCIIEIOBAHUS JOJDKHBI ObITh U3BECTHBI TAKNE XapaKTEPUCTUKHI
00BEKTa UCIBITAHUN M CTaHJAPTHOTO OOBEKTa, KaK HOMEpP MapTUU (Cepuu), CTETIEHb YHUCTOTHI, COCTaB,
KOHIICHTPAIIUS WK APYTHE BAXKHBIC XapaKTEPUCTHUKH.

3.6.2.3. Ecnu 0OBEKT HCHBITAaHMHA TOCTYHAeT HEMOCPEACTBEHHO OT CIOHCOpa, CIOHCOp U
UCIBITaTENbHBIN [IEHTP JAOJDKHBI pa3paboTaTh MEXaHU3M, TO3BOJISIONINI €ro UIeHTU(PUIIMPOBATS.
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3.6.2.4. Jlns Bcex HUCCIEAOBaHHMI HEOOXOAMMO TPOBEPATH CTAOMIBHOCTH OOBEKTAa MCIBITAHWA M
CTaHJAPTHOTO 0OBEKTA B IIPOLIECCE UX XPAHEHUS B YCIOBHUSIX KCIIEPUMEHTA.

3.6.2.5. Eciiu OOBEKT UCHBITAHHWS TPEIHA3HAYCH /IS BBEACHHUS WIM TPUMECHEHHS B HOCHUTEIE,
CIIEIyeT YCTaHOBUTH €T0 OJHOPOJHOCTH, KOHIICHTPAIIUIO U CTA0OMIBHOCTh B YCIOBUSX 3TOH cpeasl. Jlis
TECT-CUCTEM, TPHUMEHSIEMBIX B IOJICBBIX HCCIICIOBAHMSIX, 3TH CBOMCTBA OOBEKTOB HCIBITAHUN MOTYT
OBITh OIPEIETICHBI B IPOIECCE OTACTBHBIX JIAOOPATOPHBIX IKCTICPUMEHTOB.

3.6.2.6. Jlis Bcex HUCCIENOBAaHHM, KPOME KPATKOCPOUYHBIX, HEOOXOIUMO COXPaHATH I aHAIW3a
poObI U3 KXKAO0H MapTuu (cepun) 00bEKTa UCTIBITAHUS.

3.7. CranmapTHbIe ONepallMOHHbIC TPOLEAYPBI

3.7.1. VcnipITaTeNbHBIN EHTP JOJDKEH UMETh B HAIMYUHM O(QOpPMIICHHBIC B NMHUCHMEHHOM BHJIC U
YTBEP)KJCHHBIC aJMHHUCTPAIUCH HCHBITATEILHOTO IICHTPA CTaHAAPTHBIC ONEPAIMOHHBIC MPOLEAYPhI
(COII), koropwie TpemHA3HAYEHBI JJI TOTO, YTOOBI TapaHTUPOBATHh KAa4eCTBO W IIOJHOTY JIaHHBIX,
MOJIy4eHHBIX B mpouecce uccienoBanus. [lepecmorpennsie COIl Takxke NOMKHBI OBITH YTBEPHKICHBI
aJIMHHHUCTPAINCH UCIBITATEIFHOTO IICHTPA.

3.7.2. Kaxmomy moIpa3feieHuI0 W/WIM KaKIOW IUIOMIAJIKE HCHBITAaTEIbHOIO  IEHTpa
HE3aMEJIUTENBbHO JOJKHBI ObITh NOocTynHbI nerctByromue COII, oTHOCsIMECS K UX JeATeIbHOCTH. B
nononnenne k COIl nmomyckaeTcss TakKe HUCHOJIB30BaTh WHBIE IE€UYaTHBIC HW3/aHUS, METOJUYECKHE
PYKOBOJCTBA, CIIPABOYHUKH U CHCIIHAIBHBIC CTATHU.

3.7.3. Otxuonenuss ot COIl B xoje wuccineaoBaHUs JOKHBI ObITh 3aperMCTPUPOBAHBI U
3aBU3UPOBAHbl  PYKOBOJUTENIEM  HUccileqoBaHus M (Opu  HEOOXOJUMOCTH)  OTBETCTBEHHBIM
uccnesoBaTeneM(sIMu).

3.7.4. CtangapTHbIEe ONIEPAIIMOHHBIE MTPOIIEAYPHI TOJDKHBI OBITH MCIIOIB30BAHbBI VISl JAEATEIHHOCTH
CIIEYIOIIUX BUAOB (HO HE OTPaHUYNBATHCS UMH).

3.7.4.1. OObEKTHI UCTIBITAHUS U CTaHJAPTHBIE OOBEKTHI

[Toctynnenue, uaeHTuUKaLUsA, MApKUPOBKa, 00paboTKa, 0TOOp MPOod U XpaHEHUeE.
3.7.4.2. O6opynoBaHue, MaTepUajbl U peareHThl

a) OGopynoBaHue:

WCIIOJIh30BaHNe, 00CTy)KMBaHUE, YXO/I U KAITMOPOBKA.

b) KomnbroTepu3upoBaHHbIE CUCTEMBI:

BaJIMIals, MOPSIOK paboThl U 00CITyKUBaHUsI, 0€30MaCHOCTh, KOHTPOJIb U3MEHEHUN U CO3jaHHe
PE3EPBHBIX KOITUMN.

¢) Marepuansl, peareHTbl U pacTBOPHI:

IMPUTOTOBJICHUC U MAPKUPOBKA.
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3.7.4.3. XpaHeHue 3ammceld, OTYETHOCTb, XpPaHCHHE M H3BJICUCHUE WH(OOPMAIIUU, KOAUPOBAHHE
UCCIICIOBaHMM, cOOp MaHHBIX, TOATOTOBKA OTYETOB, CUCTEMbl MHJIEKCAIMU, 00pa0dOTKa JaHHBIX, B TOM
YHCIIE C UCTIOJIb30BAaHHEM KOMITbIOTEPU3UPOBAHHBIX CUCTEM.

3.7.4.4. Tect-cucremsl (rae TPUMEHUMO):

a) TOArOTOBKAa IIOMEIICHWUH U CO3JaHUE YCIOBUW OKpYXKAIOIIEH Cpenbl UId pa3sMEIlCHHs
TECT-CUCTEM;

b) mpoueaypsl, yCTaHOBJICHHBIE ISl MOJMyYEHUs, TPAHCIOPTHPOBKU, pa3MEUICHHs, ONpeaAeTIcHUs
XapaKTePUCTHK M UJICHTU(PUKAIIUU TECT-CUCTEM, a TAKXKE YXOJa 32 HUMH;

C) TOATOTOBKA TECT-CUCTEM, HAOIIOJEHUS W OCMOTPHI JI0, BO BpEeMs M IIOCJIC 3aBEPIICHHS
HCCIICIOBAHUS,

d) 06pameHHe C TECT-CUCTECMAaMH, YMHUPAOIIUMHU UK YMCPIIMMHU BO BPpEMA UCCIICAOBAHN,

e) cOop, uACHTHPUKAIUS © TOPAIOK paboTel C oOpasnaMu, BKJIIOYAas HEKPOICHIO U
TUCTONATOJIOTHIO;

f) pa3melienre TeCT-CHCTEM Ha UCIIBITATEIbHBIX TUIOIAKAX.
3.7.4.5. llpouenypsl o 0OECIIEYSHUIO Ka4eCcTBa

PaGota nepcoHajaa 110 00CCIIEUCHHNIO KayecTBa 3aKIIOYacTCs B IJIaHUPOBAHUH, COCTABJICHUU
Fpa(i)I/IKa HHCHCKHHﬁ, MMPOBEACHNU HHCHCKHHﬁ, AOKYMCHTHPOBAHUHU W COCTABJICHUU OTYCTOB 00
WHCICKIHAX.

3.8. IlpoBenenue ncciaeaoBaHU

3.8.1. [Tman uccnenoBanus

IIpumeyanue.
B odunmansHOM TEKCTE JOKyMEHTa, BUAMMO, JOIYIIeHa OlleyaTKa: UMeeTcs B BUILy MyHKT 3.2.2.1, a
He MyHKT 4.2.2.1.

3.8.1.1. Jlnsg kakaoro HCCIICIOBAHUS TUTAH HCCIICIOBAHUS B IMHMCHMEHHOM BHJC OJDKEH OBITh
pa3paboTaH j0 Havana uccienoBaHus. [lmaH uccienoBaHMs JOKEH OBITh YTBEPXKIEH IaTHPOBAHHON
MOAMKUCHI0 PYKOBOJUTENS HCCICNOBAaHWS W BEepUPUIMPOBAH B COOTBETCTBHH C MPUHIIUIAMHU
HaJIexalel J1abopaToOpHON MPAKTUKU MEPCOHAIOM 0 00ECTIeUeHUI0 KayecTBa, Kak onucaHo B 4.2.2.1,
nepeuncienne b). I[lmaH wccrnemoBaHus JOMKEH Takke OBITh YTBEPXKIACH aJIMUHHCTpAIUCH
UCIBITATEIHHOTO I[EHTPAa U CIOHCOPOM, €CIU 3TO TpedyeTcs HAI[MOHATbHBIM 3aKOHOJATEIHCTBOM HIIH
3aKOHO/IaTEeIILCTBOM CTPaHbI, T/I€ UCCIIEOBaHUE OYIET IPEICTABIATHCS.

3.8.1.2. U3MeHeHue 11aHa UCCIEOOBAHUA

a) [lonmpaBku K miaHy HCClIeAOBaHUSA JOKHBI ObITh OOOCHOBAHBI, YTBEPXKIEHbI NaTHPOBAHHON
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IMOAIIHUCBO PYKOBOJUTEIA HCCICIOBAHM. HOHpaBKI/I AOJDKHBI  XPaHHUTBCSA BMECTC C IIJIaHOM
HUCCICIOBAaHU.

b) OTKJIOHEHHS OT INIaHa HCCICAOBaHUs JOJI?KHBI OBITh OIIKMCaHBbI, O6’bﬂCHeHBI, IMIPpU3HAHbI U
CBOCBPCMCHHO NOAMNMMUCAHBI PYKOBOAUTCIIEM UCCIICAOBAHUA W/VJIH OTBETCTBECHHBIM I/ICCJIGI[OBaTeJIeM(SIMI/I)
C YKazaHuEM MaThbl. OTKIOHEHHS OT IUIaHA HUCCIICA0BaHNA OOJIXKHBI XpPaHHUTHECA BMECTC C IICPBUYHBIMU
JaHHBbIMHW UCCJIICIOBAaHUA.

3.8.1.3. OcHOBHOH IJIaH HCCIEAOBAHUS MOXET OBITh JOIOJHEH CIHEIUaIbHBIMHU MPHIOKEHUSIMH
JUTSI IPOBEJICHUS KPATKOCPOUYHBIX MCCIIEIOBAHUMN.

3.8.2. ConepxaHue 1jiaHa UCCIIeI0BaHUS

[Tnan nccnemoBaHMS TOJDKEH COJCPKATh KAK MUHUMYM CJICIYIONTYI0 HH(DOPMAIIHIO:
3.8.2.1. Undopmarius 06 ncciaea0BaHuM, 00BEKTE UCIIBITAHUS U CTAaHAAPTHOM O0BEKTE:
a) OIHUCAHMUE;

b) cyTh U L€ HUCCTIEIOBAHUS;

c) omucaHue OOBEKTa HCIBITAHHUS C YKa3aHHEM KOJla WJIM HAaWUMEHOBAHHS [0 HOMEHKJAType
IUPAC, peructpaunonssiii Homep CAS, 6uonoruueckue XapakTepuCcTUKH | T.11.];

d) ucnonp3yeMblii CTaHAAPTHBIN OOBEKT.
3.8.2.2. Undopmanus o CHOHCOpPE U UCIBITATEILHOM LIEHTE:
a) HAaMMEHOBAaHME U aJ[pec CIIOHCOPA;

b) HAaUMCHOBAHUSA W aJp€Ca BCCX MHCIBITATCIBHBIX MNEHTPOB W HCIBITATCIBbHBIX IIJIOMIANO0K,
Y4aCTBYIOIIHUX B UCCJIICAOBAHUU;

C) (baMI/IJ'II/I}I, HMs, OTYECTBO U aApCC PYKOBOAUTEIIS UCCIICAOBAHUAA,

d) dpamumusi, ©MsI, OTYECTBO U aJpec OTBETCTBEHHOTO MCCIIe0BaTEsI(€i) 1 ATar(bl) UCCIIeI0BAHMS,
nepeaHHbie eMy (MM) PYKOBOJIUTENEM UCCIIEOBAHHUS ISl OTBETCTBEHHOTO BHITIOTTHEHUSI.

3.8.2.3. Jatsr:

a) AaTra YTBCPKACHUA IIJIaHA HCCICAOBAHHA C TOANMCBIO PYKOBOAUTECIIA HCCICOOBAHUA. I[aTa
YTBEPKACHUS IJIaHA UCCICAOBAHUA C MOANMUCHIO aIMUHUCTPALIMHA UCIBITATCIIBHOTO IIEHTPA U CIIOHCOpA,
€CJIn O9TO Tpe6yeTc;1 HallMOHAJIbHBIM  3aKOHOHATCJIILCTBOM MJIM 3aKOHOHATCIILCTBOM CTpPAHBI, TIC
HUCCICIOBAaHUC 6y21€T MMpEACTABIATHCA,

b) npeamnojara€Mbi€ 1aTbl Ha4Yajla 1 OKOHYAHUS SKCIICPUMCHTA.

3.8.2.4. MeToasl HCITBITAHUH
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CchlUIKHM Ha COOTBETCTBYIOILME PYKOBOJCTBA II0 METOJaM IpOBeIeHMs ucnbITaHui OpraHuzanuu
SKOHOMMYECKOT0 cOTpyaHHuecTBa U pazsutus (OOCP), npyrue pykoBOACTBa U METOUKH.

3.8.2.5. JIpyrue Bonpocsl (T1e IPUMEHNUMO):
a) 000CHOBaHME BBIOOpA TECT-CUCTEMBI,

b) XapakTepUCTUKH TECT-CUCTEMbI: BHUJ, POJ, ILITaMM, CyOIITaMM, HMCTOYHHMK MPHOOPETEHUs,
KOJIMYECTBO, JMAra3oHbl MACCHI TEIA, M0JI, BO3PACT U ApyTasl CylIeCTBeHHAs: HH(pOpMaIus;

) croco0 BBeJIEHUS U 000CHOBAaHUE €TI0 BHIOOPA;
d) ypoBHU /103 W/WIH KOHIIEHTPALUI, 9aCTOTA U TIPOJIOKATEIHLHOCTh BBEIICHHS;

e) ACTaJlbHas I/IH(i)OpMaI_[I/IFI O IMPOCKTEC SKCIICPUMCHTA, BKJIIFOYAasl OIIMCAHUC ITPOLCAYP UCCICAOBAHUA
B XPOHOJIOTHYECKOM IIOPAAKE, BCC HCIIOJIB3YyCMbIC MCTOAbLI, MAaTCpHAJIbl U YCIIOBUA, BUAblI U 4YaCTOTY
aHaJIN30B, I/ISMepeHHﬁ, Ha6J'IIOI[eHI/II‘/‘I " IIPOBCPOK, CTATUCTHUYCCKHUEC MCTO/IbI O6pa6OTKI/I JaHHBIX.

3.8.2.6. 3anucu
[Tepevenp Bcex 3amuceld U IOKYMEHTOB, TIOJIKAIIMX XPAHECHUIO.
3.8.3. [IpoBeaenue uccie10BaHus

3.8.3.1. Kaxxnomy wuccienoBaHUIO JTOMKEH ObITh MPUCBOEH YHUKAIBHBIN HACHTU(UKAIIMOHHBIN
Homep (kox). Bcem oObekTaM, UMEIOIIMM OTHOIIEHUE K JIAHHOMY HCCJIEIOBAHUIO, TAKXKeE JOJKEH OBITh
MIPUCBOEH UIACHTU(PHUKAITMOHHBIN HOMep (ko1). OOpa3iibl, UCMOIB3YEMbIE€ B HCCIEIOBAHUH, TOJKHBI ObITh
UIEHTU(DUIIMPOBAHBI JIJIT TOJATBEPXKACHUS HX TMPOUCXOXKIeHUsA. Takas wuACHTHUKAIMSA TOJDKHA
MO3BOJIUTH OCYIIECTBIISATH MPOCIEKNBAEMOCTh COOTBETCTBYIOIIETO 00pa3iia U UCCIECTOBAHMS.

3.8.3.2. VccnenoBanue J0KHO OBITH TPOBEICHO B COOTBETCTBUU C TUTAHOM HUCCIIEOBAHUSI.

3.8.3.3. Bce AAaHHBIC, TIOJIYYCHHBIC B XOAC€ MPOBCACHUSA HCCICAOBAHUA, HOJIZKHbBI OBITh
CBOCBPCMCHHO, 6I>ICTpO, TOYHO W YE€TKO 3allMCaHbl, a 3aTEM INOJANMUCAHbl U JaTUPOBAHBI JIMIIOM, BEAYIIUM
OTH 3allMCH.

3.8.3.4. JItoOble M3MEHEHUS MIEPBUYHBIX JAHHBIX JIOJKHBI ObITh MPOBEACHBI TAKUM 00pa3oM, YTOOBI
He ObUIM TMOTEpsIHbI NpeAbLAyIINEe JaHHBIE;, JOJDKHA OBITh yKa3aHa NpPHYMHA BHECEHUS W3MEHEHMH.
3anuch 00 U3MEHEHUSIX J0JKHA ObITh 3aBepeHa JaTUPOBAHHOW MOANKCHIO BHECUIETO UX JIUIIA.

3.8.3.5. lanHble, 3aperucTpUpOBAaHHBIE IMyTEM IMPSIMOrO BBOJA B KOMIIBIOTEp, IOJIKHBI OBITh
UICHTUQUIMPOBAHBl BO BpEeMs HX BBOJAa OTBETCTBEHHBIM 3a JTy MPOLEAYpYy JHUIOM(aMu).
KomnbroTepusupoBaHHasi cucTeMa JOJDKHA O0ECleYMBaTh COXpPAaHEHHWE BCEX AayAUTOPCKUX OTYETOB,
4yTOOBI MOKa3aThb BCE HM3MEHEHMs, HE CKpbIBasi HA4aJbHBIX NaHHBIX. JloKHA OBITH HperycMOTpeHa
BO3MOKHOCTh OTCJIEKMBaHHMs BHECEHHUS U3MEHEHUH, 4TOOBI MOHMMATh, KTO UMEHHO BHEC T€ WJIM UHbBIE
W3MEHEHHs. DTO BO3MOXKHO MPU HCIHOJB30BaHWU, HANpPUMEpP, CUHXPOHU3UPOBAHHBIX U JAATHUPOBAHHBIX
(271eKTpOHHBIX) oanucei. J{oMKHBI ObITh TPUBEACHBI IPUYUHBI BHECEHUS U3MEHEHUIA.

3.9. OT4er 0 pe3ysbTaTax UCCIIEeI0OBAHUM
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3.9.1. OO1ue 0JI0XKEHUSA

3.9.1.1. [To OKOHYAHUHU KAXKIOTO MCCIEIOBAHUSA JOJKEH OBITH IMOArOTOBJIEH 3aAKJIIOYUTEIbHBIN
oTueT. B ciayuyae KpaTKOCPOYHBIX MCCJCIOBAHUN B CTaHJIAPTHBIN 3aKJIFOUUTCIIBHBIN OTYET MOXKET OBITh
BKJIFOYEHO COOTBETCTBYIOIIEE MPUIIOKCHHE.

3.9.1.2. OTBETCTBEHHbIC HCCIIEIOBATEM, a TaKKe Hay4Hble COTPYJAHUKH, YYaCTBYIOIIME B
WCCIE0BAaHUH, MOMMCHIBAIOT OTYETHI C YKA3aHUEM JIaThI.

3.9.1.3. 3aKkirOYUTENbHBIA OTYET [OJDKCH OBITh TOJNWCAaH W JaTUPOBAH PYKOBOIUTEIEM
HCCIIe0BaHMs, KOTOPBIN MPUHUMAET Ha ce0sl OTBETCTBEHHOCTD 32 JJOCTOBEPHOCTH JIAHHBIX, PUBEICHHBIX
B otuere. JlomxkHO OBITH TaKke YKa3aHO, COOTBETCTBYeT I oTueT [IpuHuunam Hajexaiei
1abopaTOPHOH TIPAKTHKH.

3.9.1.4. cnpaBneHus u JOMOJHEHUS K 3aKIIIOUUTEIBHOMY OTUETY JOJKHBI ObITh MPEACTABICHBI B
¢dbopMe momnpaBok. B mompaBkax TOJDKHBI OBITh YETKO yKa3aHbI MPUYMHBI BHECCHUS MCIIPABICHHUNA WIIH
nononnenuid. Kaxnmas w3 mompaBok JODKHA OBITH TMOJNUCaHa M JAaTUPOBAHA PYKOBOJIUTEIEM
HCCIIEN0BaHUS.

39.1.5. CDOpMaTI/IpOBaHI/Ie 3aKJIIIOYUTCIBHOIO OT4Y€Ta B COOTBCTCTBHU C Tpe6OBaHI/I${MI/I
HAallMOHAJIBHOI'O 3aKOHOAATCJIbCTBA WM HAIMOHAJIBHOI'O PpCryjaupyromero opradHa HE CYUTACTCA
HeﬁCTBHGM 110 BHCCCHHUIO HCHp&BJ’ICHHfI, JOTIOJIHEHUM WUITH IIOIIPpaBOK B 3aKJIFOYUTEIIbHbBIN OTYET.

3.9.2. ConeprkaHue 3aKJIIOUUTEITLHOTO OTYETa

3aKII0YUTEIBHBIA OTYET JOJIKEH COAePKATh KaK MUHIUMYM CJIEIYIOIIYI0 HH(OPMAIIHIO:
3.9.2.1. Undopmariust 00 ucciaeaoBaHUM, 00BEKTE UCTIBITAHUS U CTAaHAAPTHOM OOBEKTE:
a) MOJIHOE HAMMEHOBAHUE;

b) ommcaHne OO0BEKTa HUCHBITAHUS C YyKa3aHUEM KoOJa WIM HAauMEHOBaHUA (110 HOMEHKJAType
IUPAC, peructpanuonssiii Homep CAS, Guosoruyeckie XapakTepucTHKH U T.1I1.);

C) HAMMEHOBAHHUE CTAHJAAPTHOTO OOBEKTA;

d) xapakTepucTUKU 00BbEKTa UCIIBITAHUS, BKIIIOUAsl YUCTOTY, CTAOMIBHOCTh M OJJHOPOTHOCTb.
3.9.2.2. Undopmartiust 0 CIIOHCOPE U UCTIHITATEILHOM IIEHTPE:

a) HaMMEHOBAHUE U a/IpeC CIIOHCOPA;

b) HAaMMCHOBAHUA W aJpe€Ca BCCX HCIBITATCIBHBIX LICHTPOB W HUCHBITATCIIBHBIX IIJIOIIA/I0K,
Y4aCTBYIOIIUX B UCCIICAOBAHUU,

¢) ¢bamMumus, UMs1, OTYECTBO U aJPEC PYKOBOJIUTEIIS UCCIEIOBAHUS;

d) ¢damunus, UM, OTYECTBO M ajpec OTBETCTBEHHOrO HCCleAoBaTelsi(ei), a Takxke, eclu
Heo0X0IuMO, FTar(bl) UCCIIEI0OBaHUS, IEPEIaHHbIe eMY JIJISl BBIIIOJTHEHMUS,
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e) amunuu, MMeHa, OTYECTBA W aJapeca HAyYHBIX COTPYIHHUKOB, OTUEThl KOTOPBIX BOIJIU B
3aKJIIOUUTENbHBIN OTUET.

3.9.2.3. JlaTbl
JlaTel Hauana ¥ OKOHYAHUS SKCIIEPUMEHTA.
3.9.2.4. 3axiroueHHe CIIyKObI TT0 00ECIIEYCHUIO KaueCcTBa

3aKII04YCHNE O BBHIITOJIHCHUU IMporpamMmaI oOecIieueHHsl KauecTBa AOJDKHO COJACPpKaTh CBCACHUA O
THUIIaX U JaTax IMPOBCACHHBIX HHCHGKHHﬁ, 3T3H(BI) HCCIICA0BAHNA, MIPOIICAIINE NHCIICKIWN, PE3YJIbTAThI
HHCIICKOWK C YKa3aHHUEM OaT, KOTOPLIC ObLIH IpeaACTaBJICHBI AAMUHUCTPAINU UCIBITATCIILHOTO LECHTpPA,
PYKOBOIUTECIIO HUCCICAOBAHUSA W OTBETCTBCHHOMY I/ICCJIG,I[OBaTeJII-O(HM) B CiIy4uac HCO6XOI[I/IMOCTI/I. 9T0
3aKJIFOYCHHEC HCO6XOILI/IMO AJid MOATBCPXKIACHUA TOrI'0, 4YTO B 3aKIIOYUTCIBHOM OTYCTC IOOCTOBCPHO
OTPa’XCHLbI IICPBUYHBIC JAHHBIC.

3.9.2.5. Onucanue MaTepraioB U METOAbI UCIILITAHUM:
a) OIMCaHKe MaTEePHAJIOB M METOJIOB, IIPUMEHSAEMBIX B UCCIICIOBAHHH,

b) cchulka Ha PYKOBOJCTBA MO MeTojaaM ImpoBeneHus ucnbitannii ODCP wnm Ha Jpyrue
PYKOBOJICTBA 110 METOJ]aM MPOBEACHUS UCIIBITAHUN U METOJAMKH.

3.9.2.6. PezynbTatsl:
a) KpaTKasi CBOJIKa pe3yJIbTaToB;
b) BCA I/IHq)OpMaHI/ISI W JAHHBIC, MTOJYUCHHBIC IIPH BLIITOJIHCHUH ITJIaHA UCCIICOBAHUA,

C) TpeCTaBlIEHNE PE3yIbTATOB, BKIIOYAsl BEIYUCICHUS U CTATUCTHYECKYI0 00pabOTKY MOITYYeHHBIX
JTaHHBIX;

d) ouieHka 1 06cyKeHHE pe3ysIbTaTOB U, B ClIydae HEOOXOIUMOCTH, BHIBO/IbI, 3aKITFOUEHHUSL.
3.9.2.7. Xpanenue

[Tnan uccnenoBanus, 0OBEKTHI UCTIBITAHUS U CTaHIAPTHBIE 00BEKTHI, 00pa3IIbl, IEPBUYHBIC TaHHBIC
HUCCIICOOBAHUA U 3aKJIIOYUTENLHBI  OTYET JOJDKHBI XpPaHUTBCA B CICHAIIBHO OTBG}ICHHOM(-BIX)
MecTe(-ax).

3.10. XpaHeHune 3anuceil 1 MaTepUATIOB

3.10.1. B Teuenue YCTAHOBJICHHOI'O IIE€pHOoaa BPEMCHU B ApXUBC JOJIZKHBI XPAaHUTHCA CICAYHOIIUC
JAOKYMCEHTEBI U MaT€pUabl:

a) IJIaH UCCJICOOBAHUS, ICPBUYHLIC JAHHELIC, O6p8.3L[LI, 00BEKT UCIBITAHUHA U CTaH)IapTHHﬁ O6’LCKT,
3aKITFOYUTSIBHBIA OTYET O KaXXJ10M HCCJIICAOBAHHU,

b) 3alluCHu BCCX HHCHCKHHﬁ, BBIIIOJTHEHHBIX B 00JIaCTH mporpaMmaI obecreueHus KadeCTBa, a TaKXKEC
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OCHOBHBIC IIJTAHBI-TPaQUKH;
) cBeneHust 00 00pa3oBaHMM, TOATOTOBKE, KBATM(UKAIIMY U OIBITE paOOTHI IEPCOHAIA;
d) 3anucu u oTueThl 00 0OCTYKUBAHUH M KaTMOPOBKE 000pYA0OBaHUS;
€) IOKYMEHTHI 110 BATHIAIIUN KOMITBIOTEPU3UPOBAHHBIX CHCTEM;
f) ucropuyeckue ¢aityibl Bcex CTaHIAPTHBIX ONEPAIIHOHHBIX MTPOIEAYD;

g) 3alyMcd MOHUTOPUHIA MapaMeTpOB OKpyKarouied cpeabl. B ciiywae eciam cpok XpaHEHHs
MaTepUajoB HE YCTaHOBIIEH, JTOJDKHO OBITh OMPENETICHO M 3apErHCTPUPOBAHO OKOHYATEIHHOE MECTO
XpaHCHUA MaATCprUalIOB HCCICIAOBAHUA. HpI/ILII/IHI)I YHHUYTOKCHHUA O6p33HOB, OOBEKTOB HCIIBITAHUS U
CTaHJIaPTHBIX OOBEKTOB JJO UCTEUEHUS! YCTAHOBIEHHOTO MEPUO/ia XPaHEHHS JAOKHBI ObITh OOBSICHEHBI U
AOKYMCHTHPOBAHBI. O6pa3um, O00OBEKTHI UCIILITAHNUA U CTaHJApPTHBIC 00BEKTEI JOJIKHBI XPpaHUTBCA 10 TCX
op, TOKa UX Ka4€CTBO MO3BOJISET UX UCIOIb30BaTh.

3.10.2. Matepuanbl, XpaHsIIAeCs B apXUBaX, JODKHBI ObITh BHECEHBI B KaTaJIOT JIJIsi OOSCTICUeHUs
WX YIOPSAJOYEHHOTO XpaHEHUS U MOUCKA.

3.10.3. Hdoctyn K apXxuBaM JOJDKEH OBITh BO3MOXKHBIM TOJIBKO C pa3pelleHusl aJMUHUCTPALUU
UCTIBITATENILHOTO IIeHTpa. JlobkHA OBITH MpenycMOTpeHa PErucTpanus NpHeMa U BhIJaud apXHBHBIX
MaTepUaoB.

3.10.4. Ecnu ucnbITaTeNbHbIN LEHTP WM OpraHu3anys, B KOTOPOH pacloioKeH apXuB, IPeKpaliaer
CBOE CYIIECTBOBaHWE WM OOBsBISET ceOs OaHKPOTOM M HE HMMEET IMPABOIPEEMHUKOB, apXUBHBIC
MaTepHalibl JOJDKHBI ObITh NTEpPeJaHbl B apXUB CIIOHCOPA(0B) Uccae10BaHUA(H).

[Tpunoxenne A
(cipaBoYHOE)

HA3BHAYEHUE 1 ITPUMEHEHME ITPUHIIUIIOB
HAJUIEXXAIIEN JIABOPATOPHOU ITPAKTUKA

A.l. TlpuHumnel Hajanexamed 1a0bopaTOPHON MpakTHKH MpeJHa3HayeHbl JUIs oOecreyeHus
COTJIACOBAaHHOCTH U JIOCTOBEPHOCTH PE3YyJbTAaTOB HEKJIMHUYECKUX HCCIECJOBAHUN MEIUIIMHCKOW U
HKOJIOTUYECKOM 0€30MacHOCTH.

A.2. TlpuHIMTIBI HaAIeXKAIIEeH JTabOpaTOPHOW TMPAKTUKH OIPECICHBl KaK CcUcTeMa o0ecreueHus
KauecTBa, Kacarollascs OpraHu3ally Mpolecca UCCIENOBAHUM U YCIOBUN, B KOTOPBIX HEKJIMHUYECKUE
WCCTEAOBAHUS MEAUIIMHCKOW ¥ DKOJIOTHYECKOW O€30MacHOCTH JODKHBI OBITh  CINTAHUPOBAHBI,
BBHITIOJTHEHBI, IPOKOHTPOJIIMPOBAHKI, 0O(hOPMIICHBI U 3aapXHUBUPOBAHBI.

A.3. llpunuunsl Haanexamedl gadOpaTOpHONM NPAaKTUKK HANpaBlIeHbl Ha oOecredeHue
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IIPUEMIIEMOCTH PE3YJIbTATOB HAYYHBIX HCCiefoBaHui. IIpueMieMocTs B JaHHOM Cilydae O3HA4aeT, C
OJTHOW CTOPOHBI, JOKa3aTeIbHOCTh M HAASKHOCTh MAHHBIX, C APYrod - COOJIOAEHWE NPUHIUIIOB
IYMaHHOI'0 0OpalleHus ¢ 1a00paTOPHBIMU KUBOTHBIMH.

Crpanuua 21 m3 21



