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TOCYJAPCTBEHHBINA CTAHJAPT Y3BEKHCTAHA

SIXIIU JIABOPATOPUSI AMAJIMETH

HAJUIEKAIASA JABOPATOPHASMA HPAKTHEKA

Hara senenus «/5 » /23 2013 r.
Cpox aefictsist 10 (57 » O3 20/47.

1 O6aacTe npuMeHeHHA

Hacrosmuil cTaHaapT YCTAHABIMBAET [IPMHIMIBI HajnexameHd n1aboparoprod npaKTHKH,
peRHA3HAYEHHBIC A8 TIPUMEHEHHS NIPU NPOBEICHHY HEKIWHHYECKUX HCILITAHHHA OOBEKTOB,
COAEKALIMXCS B JIGKAPCTBEHHLIX cpencTsax. Mcenbiryemsle 00bextbl MOryTr ObITh  Kax
CHHTETHYECKOM NpUpOIBI, TaKk W OHOTEHHOrO [POUCXOMKACHMA, a4 TAKKEe NOPEJACTaBidaTe CcoGoH
JKHBBIE OpraHusMmbl 1[emb HCOBITaHWA COCTOMT B TOM, YTOOBI MOJIYMHTL JAHHBIE O CBOHCTBAX
HCHBITYeMBIX 0OBexToB /UMM 00 ux 6e301macHOCTH Ais 30pOBBA JHONCH W/HIHM OKpPYKalolleH
cpensl. Hexnuuuveckne HCHBITAHUS B OONACTH MEIMUMHCKOH H 9KONOrHYecKol 0e3018cHOCTH,
OXBATLIBACMbIC [PHHLOMITAMM Hajulexamel 71abopaTOpHOH NPaKTHKH, BKIIOYAOT B  cels
HCCNETOBAHNS, POROAUMLIC B JA0OPaTOPHBIX, TENNHYHBIX W TOJEBBIX YCAOBHAX. lIpHHIMIEL
HapIekammel nabopatopHol MPaKTUKH IPUMEHHMBI Ui BCEX HCILITAHUN B 00NacTH MEeIHIIHHCKOH
M OKOJOTHUECKOH 0e30MacHoCTH, TPOBOJHMBIX B UEIAX PErduCTpaLMM ¥ JIMIEH3HPOBAHKA
NEKApCTBEHHBIX CPEACTB, 33 HMCKIIOYEHHEM CIydaeB, 0Co00 OrOBOPEHHBIX B COOTBETCTBHH ¢
HAITHOHATLHBIM 3aKOHOIAaTENIHCTBOM.

2 TepMHEHBI H oIpeaeeHns

B wmacrosieM CTAHAAPTE INPHMEHEHE! CIEAYIOLIHE TEPMKEHBI ¢ COOTBETCTBYIOLIHMMH
OIIpeIeICHHSEM K.

2.1 HpuHunnsl HageRameHd 1adopaTopaoil IPaKTHEY

2.1.1 mpuauunnl Hapekanieil naGoparopuoii npaktuku (Good Laboratory Practice
(GLP): Cucrema ofecnedeHus KauecTBa, MMEIOUIAd OTHOUIEHHE K MIPOLECCAM OpPraHU3allHH,
MAIAHUPOBAHKS, TOPSJIKY IPOBEICHHS W KOHTPOJ HCHBITAaHHH B 00JaCTH OXpaHbl 3/10pOBbA
yejlopeka M OC30MACHOCTH OKPYXAimel cpenpl, a TaKe OQOPMIEHHS, apXHBHPOBAHUS M
OPEJCTABNCHMS PE3YNIBTATOB 3THX UCIILITAaHKA.

2.2 Oprasu3auis HCObITATEALHLIX LEHTPOB

2.2.1 wenwitaTtennuulii  penrp  (test  facility):  PaxTudeckoe MeECTO  IIPOBEINEHHS
HEKJIHHUYECKHUX MCIBITAHWH, TJe A0DKHBL OBITh pPACONOKEHBl KONJIEKTHB CIELHATHCTOB,
noMelienus u obopyposanye, HeoOXOMMMBie T MX BLITONHEHRHMA. Ecax HenbTanye BBIONHAIOT
H& HECKOJABKUX HCHOBITATENIGHBIX IUIOMIAAKAX, @ HEe B OAHOM MeCTe, TO NOA TEePMHHOM
«HCTIBITATENBHBIA [EHTP» IIOHHMAIOT [IEHTP, IIE HOMKHBI OBITH DacHOIONKEHBl PYKOBOAHTENb
HCIBITAHUHE M BCE WCIILITATEIBHLIE TUTOMIANKH, 110 OTASJILHOCTH H BCE BMECTE paccMaTpHBacMELIC B
KAUeCTBE UCIIBITATENbHBIX LEHTPOB.

222 uensrrarensHas maomaaka (test site): MecTo nposeacHHd xaxoro-audo arana
MCCTIERORAHNA.

PESTARDART AGENTLIGH
Yk aon Slian |
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2.2.3 agMHHHCTPAHS HCIBITATELHOr0 eHTpa (test faciity management): JIMno wirs
MHUE, OGWLKHATLHO BOIMIABIIONIHE HCNBITATENbHEIH ICHTP M OTBETCTBCHHEIC 32 OPFaHM3AINIO H
coBIMIoAeH e B HEM IPHHIMIIOR HaanexwaleH nabopatopHoH MpakTHK.

2.2.4 aAMHHHCTPAIHA HCObITaTeabHOM TIomaaKn (lest site management): Jlnno unu
nuLa, OQULHAIBHO BO3IIABIAIOLIME UCTIBITATE/BHYIO FIOMANKY U OTBETCTBCHHBIC 32 IIPOBCACHNC
ga Hell COOTBETCTBYIOUIMX OTAllOB HCCIEAOBAHMH  COTACHO  NPHHIMIAM HamaexKameH
N1abopaTOpHON MPaKTHKHA.

2.2.5 croncop (sponsor): Puspyeckoe WK IOPHAHYECKOE JIMIO, KOTOPOC HHHUMHPYET
pccaenoBanns, oOpMISET 3aKas, NOLISPKUBACT WK YTBEPHUIACT HPOBEJCHAS HEKIMHHICCKUX
MCCIIEAOBAHMI M HECET OTBETCTBEHHOCTE 3@ €0 OPralH3alyio H GUHAHCHPOBAHHKE.

2.2.6 pyxosoauTenn weeaenosanus (study director): JINIO, OTBETCTEEHHOE 34 [POBEICHHE
HEKTUHHUECKOTO HCCISAOBAHMA B O0JACTH MENHIMHCKON M 3KOJOTHYECKOH Oe30macHOCTH OT
Havya1a 10 KOHMA.

2 7.7 oTBeTCTBEHHLIN nccaenoaTenn (principal investigator): Jlumo, Koropoe, B ciydae
NpoBeNeH s HCCeIOBAHNN HA HECKOJBKAX IUIOHIAAKAX, neficTBYeT OT VMEHH pPYKOBOAWTE.A
HCCHCIOBAHMS M HECET OTBETCTREHHOCTH 34 TICPCAAHHBIE B €r0 BEACHUE (ha3bl HCCIISIOBAHK.

[IpuMeuanue- OrBETCTBEHHOMY HCCAE0BATENMIO(SIM) He MOXKET OBITh MOJIHOCTHIO
epelaHa OTBETCTBEHHOCTH PYKOBORMTENs HCCNENOBAHUA 3& IIPOBCACHHC  MCCACIOBARMA,
HOCKOIBKY OHa BKIOuaeT B ce0sl YTBEpIICHHUE TIIAHA HCCACNROBAHNA ¥ IIONPABKH K 3TOMY TIaHy,
YTBEPHACHHE 3AKMOUHTENBHOIO OTUETA M TAPAHTHH, HTO BCE HCCICA0BAHMA COOTBETCTBYIOT
IpHHUMNAM HazTexaiel 1abopatopHol NPAKTHKH.

2.2.8 nporpamma obecrnieveHusi Kayecrsa (quality assurance programme): [Iporpamma
paGoT, BBIIOJIHAEMBIX HE3ABUCHMBIM OT MPOBEACHA UCCAeIOBAHNH [EPCOHATOM U HATIPABICHHEIX
Ha oGecleueRHe AMUHACTPalMell HCIBITaTebHOTO LIeHTPa COOMIOIEH | IPHHIHIIOB HA/UIeKAILEH
naboparopHOH NPaKTHKH.

2.2.9 cranaapTHble onepaunonnbie npouexypel; COIT (standard operating procedures;
SOPs): [Moapobuple THCHMEHHEBIE HHCTPYKIUH, COJCPHAUIME ONMMCAHIC HPONECCOB HPOBCACHAA
MCIBITAHUE WM JIPYTOH JEATENLHOCTH, KaK [PABHIO, HE MPEICTABICHABIX ACTANRHO B [JlaHax
ACCEAOBAHMS  ¥IH DPYKOBOJCTBAX [0 NPOBEACHHIO HCHBITAHWH, ¥ [PCAHATHAUCHHEIE A
JOCTHIKEHUs eHHo00pasus Mpu

OCYLIECTBICHHH ONPE/IENEHHOMN ACATENIBPHOCTH.

2.2.10 ocuopHoit naan-rpaduk (master schedule): I'padux pabor obobmarouero yposHs,
BKMIOYAIOUME B ce0f YKDPYHHEHHBIE JTalbl M KIOUeBble COOBITHA, T.€. CBOIKY wHGOpMALTHH,
[O3BOIIONYIO OLUEHHTs pabouyio Harpy3Ky M HCIOAB3YEMYIO Il KOHTPOJIA MPOBEACHHA
HCCACHOBAHNH B HCIIBITATENBHOM LIEHTPE.

2.3 HekJIHHHYMECKOE HCCAER0BAHNE MEAMHHHCKON H YKoJ0rHYecKoil 6e30nacHOCTH

73,1 HeKTHHHYECKOe MCCASN0BAHNE MEAHIMHCKONR H JK0/10rn4eckoil fe3onacHocTH;
ncenenopanue (non-clinical health and environmental safety study): OkcnepaMeHT WM DAl
JKCHEPHMEHTOB. COfNAaCHO KOTOPBIM  OOGBEKT HCIBITAHHH TOABEPraioT HCCACNOBANMIO B
NAGOPATOPHBIX, TETUTHYHBIX HIH [ONEBRIX YCHOBHAX, 4TOOBI AOJNYYHTH AAHHBIC O CBOJCTRAX
o6bekTa W/HIM ero Oe30NacHOCTH W OpeACTABMTh WX HA DPACCMOTPEHHE KOHTPO/IMPYIOLIHM
OpraHam.

2.3.2 KpatTkocpounoe ucciegopanme (short-term study): Mecaeposanue, nposoinMoe
IFHPOKO  PACTIPOCTPAHEHHBIMH  CTAH/@PTHHIME  METOJAMH B TCUCHHE HETPOJODKUTEARBOTO
BPEMEHH,

2.3.3 naan uccaexopanun (study plan): JlokyMeHT, ONMCHIBRIOUIMH HEIH # METOROMTOTHIO
JKCTIEPUMEHTA [N TIPOBE/ICHHA HCCIENOBANHA ¥ BKIOYAIONINA B cebs BCe BHECEHHEIE B HETQ
TOIPABKH.

2.3.4 nonpaBka K maaHy Hecaegosanus (study plan amendment): llenenanpasieHnoe
H3MEHEHHE B [faHe HCCIIeLoBaH s, BHECEHHOE 110¢Ie Hadala ero NpoBeIcHHU.

2.3.5 oTKJACHeHHEe OT IaHa ucciefoBanua (study piaél.%@{\;\&%ﬁ&ﬁ@g%iﬁ%gﬁ%{;ﬂﬂwepeﬂﬂoe
OTKJIOHEHHE OT [IAHA HCCHEOBAHNS TIOCIE HAYANA €T0 NPOBCAEHUM b vy v o payya

MAZORATINI MUVOFIGLASHTIRIGH VA
AXBOHOT TEXHOLOGIYALA 1ili
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2.3.6 Tecr-cucrema (test system): buonorydeckas, XuMHUYeCKas WM QPUIHUECKas CHCTEMA B
OTAENBHOCTH WM B KOMOMHALMH, HCITOIB3YeMas B UCCEIOBAHMIIX,

2.3.7 nepBuuHbIe NaHHbIe Hechegopanus (raw data): Opurunans! 3anucell 4 T0KyMeHT108
HCIBITATENILHOTO LEHTPA MM UX 32BEPSHHBIC KOMMH, OTPAMKAIOLIME PE3yNbTaTte! HabIIONCHHEH U
APOLeAYPhl, TPOBEICHHBIE BO BPEMS MCCIEIOBAHH.

MpuMeyanue - [lepBHunbIME JaHHEBIMH HCCIEROBaHHA MOryT ObiTh: doTorpaduy,
MHKPOGQHABMB], MUKPOIUIEHKH, UX KOMHM, AUCKETH H KOMIAKT-IUCKH, paOotuHe 3aIHCH, BKIIOYAs
3aNMCH IIOKA3aHUN ABTOMATH3MPOBAHHBIX HPUOOPOB, W JAPYTEE HOCHTENH NAaHHBIX, KOTOpPbIC
obecrieynBaioT Ge30MaACHOe XPAHEHUE HHPOPMALHH B TEYCHHUE OIIPEIEIEHHOrO 11epHoIa BPEMEHH
{cm. 2.3.10).

2.3.8 obpaszen (specimen): JlroGo#f marepuan, B3ATBI W3 TECT-CHCTEMBI AN W3YUCHMS,
aHAITH3A WM XPAHEHHS.

2.3.8 mara nauana >xenepnmenta (experimental starting date): Jlara moaydeHus fepBbIX
IKCIIEPUMEHTAIBHBIX JTAHHBIX.

2.3.9 pata oxkonuanwns yxcenepumenta (experimental completion date): [ata nonyuenns
MOCICIHUX IKCIEPUMEHTAIBHBIX JAaHHBIX.

2.3.10 mara mnHauaga uccaenopanus (study initiation date); /Jlara mnoanucaHus
PYKOBOIMTEIIEM HCCTeOBAHUS IIaHa HCCIIENOBAHHUS.

2.3.11 nara oxoHyanmn wuccinenpopanmusn (study completion date): Hata noxanucanmus
PYKOBOIHUTENEM HCCREACBAHHS 3AKIIKOUHTENBHOTO OTUETA.

2.4 O6beKT HenbITaHNuS (HCOLITYEeMBIH HAN TecTHPYeMbiil 06LeKT)

24.1 Tecrupyemsblit o0bewt (test item): OOnexT, NpencTapsuiomuii codoil rpeamer
HCCJIe AOBAHM S

2.4.2 crannapTHbiii 00BeKT (00pasen), «KOHTPOABLHBIH» 00bekT (00pasen) (reference
item, «control item»): OOwexT (0Opasen), HCMOIB3YEMBIA U8 CPABHEHHS C HCIBITYEMbBIM
obrexTom, UMeIownH opunranbLio (IOPRANYECKH) YIOCTOBEPEHHBIH COCTAB.

243 mnaprus, cepus (batch. lot): OnpeneneHnoe KONHMYSCTBO HCIBITYEMOrO HiAH
CTEHEAPTHOrO 00BEKTA, MONYYCHHOE B TEYECHUE OIPEAEEHHONO MPOH3BOLCTBEHHOIO MK TAKHM
crioco0oM, UTO 3TOT 0OBEKT UMEET OJHOPOLHBIH xapaKrep.

2.4.4. nocnreas (vehicle): Bemectro, ucnons3yemoe g CMEINMBAaHHS, JAHCIIEPIHPOBAHUSE
HH PACTBOPEHHS TECTHPYEMOIO WIH CTaHjapTHOro odbexra H nosponswomee o0neryuth ero
BBEJICHHE B TECT-CHCTEMY.

3 Hasnauenue U npuMeHeHHe

3.1 Hpunnune xHaanexaiell 1abopaTopHOH MpPakTHKH, NpeacTaBisiomue cobolt cucremy
HOPM, NPaBHJl B YKasaHHH, NpeaHa3Ha4deHsl A1 00ecliedeH s COrIacOBAHHOCTH U JIOCTOBEPHOCTH
Pe3yARTaTOB  HEKJMHHYECKMX  (AOKAMHMYECKMX,  JIaDOPAaTOpPHBIX,  3KCIECPUMEHTATLHBIX)
KCCIEeA0BaHHH,

3.2 Tlpuuopner  papiexamned  nabopartopHol NpPakTHKH  ONPE/ICHEHBl KK CHCTEMa
ofecnieuyeHHsT Ka4ecTBa, KACAKOUIAACS OpPrakH3alyy MpOouecca HCNHBITAHWH U YCIIOBHH, B KOTOPLIX
HEKJIMHHYECKHE MCCENOBaHMs OE30MacHOCTH B OOJIACTH OXPaHbl 3L0POBBA M DKONOTHYECKOt
Oe3onacHOCTH  AOMKHBI  OBLITL  CIUIAHHPOBAHLI,  BBINOMHEHB!,  HPOKOHTPOJUPOBAHBI M
3aperHCTPHPOBAHEL

3.3 Tlpusuunsl Hapexamell nabopaTopHoll HpakTHKY pPacupOCTpaHMAOTeS Ha paboTy
hapMaKoNOrH4eCKUX, TOKCHKOIOTHYECKHX U APYTUX nadopatopuit O1oIorAUecKoro npoduis.

3.4 lpunusnel paiexaned J1adopaTtopHoH MpakTHKM HalpapleHsr Ha obecneucHue
NPUEMJIEMOCTH PE3YJIBTATOB HAYYHBIX HCCIEA0BaHHH Ha aTane 3KCICPUMEHTATLHOTO HU3yYeHus
HOBLIX JIEKADCTBEHHBIX IpenapaToB. [IpuemsneMocTs B HaHHOM Clydae O3HA4YAET, ¢ ONHOM
CTOPOHBIL, JOKA3aTeNBHOCTh ¥ HAJASKHOCTE JAHHBIX, ¢ APYTro# -coOMoAeHHe TPUHLKIIOB TYMAHHOT0
oOpanieHus ¢ 1adopaTOPHBIME JKHBOTHBIMH.

3.5 Opranuzaudsd, 3aAAMAiOmIascs H3YYEHWEM  XHMWYeCKOH W Ouomoruueckod

6e30TacCHOCTH KaK KJIACCHUSCKHX XHMWUYECKHX BeliecTB, Tak 0l SEREelHeibiddcxux, renno-
STANDARTLASHTIRISH, DAVLAT
NATORATIND MUVOFIGLASHTIRISH ¥4
AXBOROT TEXNOLOGIYALARINY
SORLY ETIS# LOSHURRRASL
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MOMULHPOBAHHBIX ¥ HAHOTEXHOJIOTHYECKUX POAYKTOB, A0KHA UMeTh cinyxly obecrneveHus
KAyecTsa ¢ HEeMb IIPSIOCTABHTL FAPAHTHH, YTO NTOMEeilieHrs, 000pyA0BaHHe, [TEPCOHAT, METOIEL H
JOKYMEHTALIMA COOTBETCTBYIOT HOPMATUBHEIM TpeGoBaHMsM,

3.6 Cayxba obecrieueHns KauecTBa jA0DKHA OBITH HE3ABUCHMMOH 0T mepcoHana, 3aHiToro B
NPOBEACHWM HCCIIEN0BAHUH, ONHAKO COTPYAHHKM 3TOH cayxOBl HOMKHBEI OBITH 3HAKOMBI C
IpOLEAYPaMH  TIPOBENEHMS HCCACHOBAHMM M FONOTYETHHl HEIOCPEICTBEHHO PYKOBOJCTBY
HCOBITATENBHOIO LEHTPA.

4 HpuHuHnbl HaUTexRALCH 1a00pAaTOPHOH NIPAKTHKH

4,1 Opranu3anus 4 NEPCOHA/ HCRBITATEILHOIO HEHTPA

4.1.1 O0s3aHH0CTH AAMHHHCTPALH HCITBITATEILHOTO LIEHTPA

4.1.1.1 AZMHHHCTpALHs MCTIBITATENPHOIO LHEHTPa JODKHA rapaHTHPOBATh, YTO [IPHHIMITE
HamIexkame# mabopatopHo# IpakTHKH OYAYT COBNIOASHEI B TOTHOM 00BeME.

4.1.1.2 B 4acTHOCTH, 8AIMHUHACTPALHS JOJDKHA!

4} YTBEP/WThL HOJIOXEHHUs, COIACHO KOTOPBIM ONpeAeddioT JHI0(a), Hecylee IOIHYIO
OTBETCTBEHHOCTE 38 YNPABJICHHE HMCCISAOBAHUSME  COTJACHO APHHUOMOAM  HajyUIekaiieH
nadopaTopHOH NPaKTHKY;

b) rapanTHpOBaTh, YTO A1 CBOEBPEMEHHOTO ¥ HAI/ICKALICTO NPOBEACHHS KCCIEI0BAHHS
AMEIOTCH B JOCTATOYHOM KOIMUYSCTBE KOMITETEHTHBIH TIePCOHAl, COOTBETCTRYIOUINE HOMEICHHS,
0BopyI0BaHHE H MATEPHAIIBE;

¢) ofecreunBare HanWIHe JOKYMEHTAaUUK 00 ypoBHe KBannduKauuy, obpa3oBanuy, ONbITe
paboTh! B NOKHOCTHBIX 00A3aHHOCTAX CIEUHANNCTOB H TEXHHUCCKOTO NepcoHana;

d) rapaHTHpOBaThb, YTO BCE COTPYJHHKH 4E€TKO IOHHMAIOT CBOM OOS3aHHOCTH, H, IIPH
HeoOX0IMMOCTH, 00SCHEUHBATE M COOTBETCTBYIOUICE OOYUCHHE U [I0IOTOBKY,

€) OBITH OTBETCTBEHHOMN 32 BHINOHEHHE WCCIEAORATENBCKUX paloT B COOTBETCTBHH ©
ileI‘:‘ICTB}/[{)LHHMH CTaHIAAPTHBIMH  ONCPALHOHHBIMH  TIPOUHEAYPAMH.  YTBCKIAThH CTanlapTHRIC
OTIePALMOHHEIE NTPOLE/YPEI B HOTIPABKH K HHM,

{} ObITE OTBETCTBEHHOH 38 OPraHH3alHIO H PEATURAIIHKY TTPOTPAMME! 00CCHIeYeH s KayeCTha
B COOTBETCTBHMU ¢ [IPHHIMNIAMH Haanexkaltel naboparopnoit npakTaxy,

g) HasHayaTh JI0 HAYAIAa MCCHENOBAHHS B KAYECTBE PYKOBOJUTENS HCCHCHOBAMMA
COTPYAHMKA, ¥MEIOIIEro COOTBETCTRYIOMEe 00pazopaHte, KBATHPUKALKIO H ONEIT paboThl. 3amMena
PYKOBOAMTENS! HCCAENOBaHMS J0oKHa OLiTh MNPOBENEHA B COOTBETCTBUH ¢ YCTAHOBIEHHBIM
MOPAAKOM | JOJIKHE OBITE AOKYMEHTHPOBAHA,

h) na3znayath, B ciydae HeoOXOAUMOCTH, NPHU IPOBEIEHUH HCCIS0BAHMS HA HECKONBKUX
TUIOMIAAKaX  OTBETCTBEHHOIO  HCCIEA0BATENsd,  KOTOpPhIH  OOJajzaeT  COOTBETCTBYROIHHM
obpazoBaHueM, KBalupuKanuel H ONKTOM, 4TOOBI KOHTPOJHPOBATE MPOBESACHHE AAHHOLO ITANA
{(3TaroB) HCCNE0BaHHS. 3aMeBd OTBETCTBEHHOIO HCCIENOBATENs IOKHA ObITh NPOBEACHA B
COOTBETCTBHH ¢ YCTAHOBIEHHBIM [TOPAIKOM U JO/DKHE OBITE AOKYMEHTHPOBAHA,

1} rapanTupoBaTh, YTO IUIAH HCCJIEAOBaHUS OyIeT AOKYMEHTATIBHO YTBEPIKIEH
PYKOBOJIHTEIEM HCCIEA0BAHNS,

j) rapaHTHpOBaTh, YTO PYKOBOAMTENb HCCICIOBAHKS IIPEIOCTABHT NEPCOHATY  [10
00eCIIeueHRIO Ka4eCTBA AOCTYII K YTBEPRIACHHOMY TIRAHY HCCICHOBAHNS,

K) obecreunBaTh INORAEPIKKY HCTOPHuYECKHX (alNoB BCEX CTAHAAPTHBIX OINEPaliHOHHbIX
NpoOLeyp;

1) HasHauYaTH OTBETCTBEHHOIO 3d YIIPABICHHUE APXHBOM (apXHBAMH ),

M) rapaiTHpOBaTh BLINONHEHHE OCHOBHOIO NnaHa-rpaduka;

n) rapaHTHPOBAaTh, YTO PECYPCHl HCIBITATEIBHOTO LEHTPA COOTBETCTBYIOT Tpefoparnmsm,
Hpe/IbIBIAEMBIM K HX UCIIONB30BAHUIO B HCCSI0BAHUSX,

0) 1pH IIPOBSIACKUM HCCNENOBaRMH HA HECKONBKHUX TIOMANKAX ODCCNeunBarh [OCTOSHHbe
KOHTAKTBl  MEXAY  PYKOBOJMTENEM  HCCHEZOBAHHA, OTBETCTBEHHLIMH  HCCIIEI0BATENIMHE,
nepcoHanoM 110 oDeCIeYeHHK) KayecTBa H  CICUHATMCTAMH, §  BHAOAETNUGBIMEE | JaHRoe
HCCIeIOBaHHE, STARDARTLASHTIRISH, DAVLAT
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p) rapaHTHPOBATE, YTO HCHHITYEMBIE H CTaHAAPTHBIE 0OBEKTH! OIHCAHA! COOTBETCTBYIOMIM
ofpazom;

q) YCTAHABIMBATh TMPOLEAYPB! LISl TOATBEPIKACHHS TOTO, STO KOMIBIOTEPU3UPOBAHHEIC
CHCTEMBI COOTBETCTRYIOT PELICHHIO 33/1a4 HCCNETOBAHMS, & TAKKE BATHAHPYIOTCA, YIPABIAOTCA 1
NOIAEPKUBAIOTES COMVIACHO [PUHLMIIAM Hayiekalel 1abopatopHOH MPaKTHUKH.

4.1.1.3 Tlpu BEITONHEHMM KAKoro-IuGO JTana MCCIEAOBAHUA HA NAHHOH HCIBITATETLHOH
[WIOMAIKE B KOMIETCHIHIO A MMHHCTPALIMY MCTIHITATCIEHON IUIOMAIKA (€CIH 3T0 OIpPEAENCHO
3apaHee) BXOJIAT BCE BHIICTICPEHHCIEHHBIC 00M3aHHOCTH, KPOMe 4.1.1.2, nepeuncnenus g), 1}, ]) 1
o).

4.1.2 O653aHHOCTH PYKOBOZHTEIA HCCAE10BAHUS

4.1.2.1 PyKOBOJMTENL HCCISHOBAHHMS OCYLUIECTBIACT 00uIee PYKOBOJACTBO IIPOBE/CHHEM
HCC/IEOBAHHA, OTBEYAET 3a I0ArOTORKY 3aKIOUKTENLHOIO OTUETA O NOIYHCHHLIX pe3yIbTatax.

4,122 B 00s3aHHOCTH PYKOBOAMTENS HCCHENOBAHMS BXOJAT, HO HE OrPaHHIHBAIOTCS
YKA3aHHBIMHA, CAeNYOIHe QYHKUHH.

PyxoBOauTE/b HCCIENOBAHMS HOIKEH!

a) yTBEPAAATH TUTAH KCCIEAOBAHIS | TIONIPABKH K HEMY, 3aBepss AaTHPOBAHHOR MOJHCRO;

b) rapaHTHpOBaTH, YTO MHEPCOHAT [0 ODECHEHCHHIO KadecTBA HMECT KONWK IUTAHA
MCCIICIOBAHUSA W CBOEBPEMEHHO [IOTYUEHHBIX NOMPABOK K HEMY M HaXOIHTCA ¢ COTPYIHHKAMH B
AOCTOSHAOM KOHTAKTE Ha IIPOTSHKEHUNE BCEr0 HCCNCAOBARES,

C) rapaHTHPOBATH, YTO ILTAH HCCAEJOBAHHS M IONPABKU K HEMY JIOCTYIHDI CHCIHATHCTAM,
BLITOIHSIOUIHM JaHHOE MCCIeHOBAHME;

d) rapaHTHpOBATh, YTO MiAH HCCIEJOBAHWS W 3AK/MOYHTCABHBIM OTHET O pE3yibTarax
UCCIIE/IOBAHWS, BBHITOIHEHHOTO Ha HECKONLKHX MCHBITATEIBHBIX IUIOLIAAKAX, OMNPEACNHET pPOb
KayKIOF0 OTBETCTBEHHOIO McrmogmHuTens(eil) #  KOKAOro M3  HCIBITATENbHBIX UCHTPOB K
UCHBITATENLHBIX TIIOMANOK, BOBIICUCHHDIX B IPOBEACHHE

HCCIe/IOBAMHI;

e) rapaHTHpOBaTh, YT0 IPH BBIIOIHEHHE paloT, B COOTBETCTBUN C INAHOM WCCICNOBAHMS,
HPOBOAATCSH OLEHKA M JOKYMEHTHPOBAHKE BIMSHHS THOOBIX OTKIOHEHHH OT I71aHa HCCICAOBAHAT
HA KageCcTBO M [EAOCTHOCTb NPOBEAEHHS HCCIENOBAHHSA W NPH HEOOXOAMMOCTH NPUHMMAIOTCH
KOpPEKTHpYIOIIHe AeHCTBHA, @ TakKe [pPU3HABATE (WM HE NpH3HABATE) JONYCTUMOCTH
OTKJAOHEHHH OT CTaHIaPTHHIX ONEPAIMOHHBIX TPOLELYP;

f) rapaHTHpOBaTbh, YTO PErHCTPAlMA BCEX MEPBUUHBIX MAHHBIX MPOBOAMTCA B [10THOM
obpeme;

g) rapaHTHPOBATB, YTO  KOMIBIOTEPH3WPOBAHHBIE — CHCTEMEBI,  UCTIOIB3yeMBIC B
HCCIEA0BAHWH, BAJIMAHPOBAHBL;

h) mojnmceiBaTL ¥ JATHPOBATL 3AKMIOUMTEIBHBIA OTYT, TEM CaMbIM IpHHHMAK Ha cebs
OTBETCTBEHHOCTh 34 JOCTOBEPHOCTH HHGOpMauMyW ¥ 3@ BBIIOIHCHHE HCCICAOBAHHI B
COOTRETCTBHU ¢ MPHHIMITAME Hamnexaulel nabopaTopHOH NPaKTHKHU;

i) rapaHTMpOBaTh, YTO IOCHE 3dBEPIHICHKS HCCALIOBAHAA NEPEAAIOTCA B apXUB [UTAH
HCCIENOBAHHMS, 3AUTIOYHTEALHBIA OTUYET, IEPBHHHBIE AAHHLIC H COMYTCTBYIOWIHE MATCPHANBL

4.1.3 O6a3aHH0CTH OTBETCTBEHHOTO HCCAEA0OBATE/IN

OTBETCTBSHEBIH MCC/IE/10BATe b HECeT OTBETCTBEHHOCTDL 38 MPOBCACHHUE MOPYYEHHEIX CMY
STATIOB HCCIEZOBAHKS B COOTBETCTBHH C IPHHLMIAMY HaJexatled 1abopaTopHOH MPAKTHKH.

4.1.4 O093aHH0CTH NEPCOHANA, BLINOTHAICIIETr0 HCCAEA0BARHSI

4.1.4.1 Becn mepcoHat, BOBACYEHHBI B MPOBCNCHHE HCCISIOBAHHA, [MNOJDKCH 3HATE
NPUHOATIEL  Hajulekaniel naboparoproli NpaKTMKK B UaCTH, KOTCPAs HMMECT OTHOUICHHE X
BBLIIOJHSIEMOMY MM HCCIIE/I0BAHMIO.

4.1.4.2 Tlepcouas, BBINONHAIOMMI HMCCHCAOBAHMS, JOMKEH HMETH JOCTYN K IaHy
MCC/ICIOBANMA W COOTBETCTBYIOUIMM  CTAHJAPTHHIM  ONEPAlMOHHBIM  fIpolenypa.  Ero
OBA3aRAOCTHIO SBIACTCH BHINONHEHHE HHCTPYKUMH, COAEpkKALIXCA B ITHX JoKymenTax. Jhoboe
OTKﬂOHeHIIe OT ITHX WHCTPYKIKH JOMKHO ObITh 3aPErHCTPAPOBAHO; O TAKOM QTRIGHEHIH JOMKHO
Btk COOOLIEHO HENOCPEACTBEHHO STANDARTLASHT (G 5H, DAVLAT
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PYKOBOAUTEMIO UCCIICIOBARMS H/HAK OTBETCTBEHHOMY HCC/IEA0BATEMIO(SIM).

4143 Tlepconan, BHIIONHMONMH HMCCICIOBAHMA B COOTBCTCTBHM ¢ HACTOALIMMH
IpHHIMIIAME Hauiexalnel nabopatopHoli IPaKTHKH, 0653aH CBOEBPEMEHHO H TOUHO BECTH 3aMHCH
[ePBYYHBIX [AHHBIX ¥ HECTH OTBETCTBEHHOCTH 38 JIOCTOBEPHOCTEH IpeJCTaRICHHOR 1M
uHpopmaiii.

4.1.4.4. [Ilepconan, BHIDOTHAOWMA  HCCASI0BAHMSA, JOMKCH  HPHHAMATL  MCPbI
TIpeA0CTOPOKHOCTH, YT00B! CHH3WTE PHCK Ui COBCTREHHOTO 3/IOPOBBL H OOECHEYHTh HOAHOTY
nposenenns uccienosanmus. OO0 Beex  cydasx 3afoneBanus WM HEAOMOIaHHS CIEdyeT
He3aMeUTHTCTBHO COOBHIATE PYKOBOACTRY, 4TOOH OTCYTCTBHE 3a007€BUIEIO HE MOTTIO NOBIHATL
HA [1POBEIEHHE HCCNECIOBAHNS.

4.2 llporpamMma obecrieveHHs Ka4eCTBA

4.2.1 O6mue noa0KeHHs

4211 WenprarenbHpiit  UEHTp ACIDKEH WMETH  AOKYMEHTHPOBARHHYIO  TIpOrpammy
ofecTIeUeHHs KA4ecTBa, YToOb! [IPOBOMMBIE B HEM MCCIIEAOBAHHA COOTBETCTBOBA/IM HPHHIIHIAM
namnexatieii nabopaToOpHOA IPAKTHKA.

4.2.1.2 3a BHINOMHEHHE NporpaMmbl 00eCrEYEeHHs KaUeCTBa OTBEHAIOT YIOTHOMOYCHHBIC
W11A, HA3HAYACMBIE PYKOBOLCTBOM UCTILITATENBIOTO HEHTPA, HENOCPEICTBEHHO NIOAOTHCTHRIC €MY,
I 3HAKOMBLIE ¢ METOIaMH HCCISIOBARHA.

4.2.1.3 Juua, oTeevaiole 3a o0eCHEUEeHHE KadecTsa, HE JIOJIKHLI OLITE BOBJICYEHEBI B
npoBeieHHe HCCIE0BAHNA.

4.2.2 O653aHHOCTH EPCOHATA MO 00eCTIeIeHHI) KAYeCTBA

42.2.1 Tepconan 1o obeCHEUEHHIO KaueCTBa 065324 BBITONHATL, HE OI'PAHUYUBAACE HMHU,
HiKenepednciernbie Gynximn. Hepconart no oOecreyeH IO KauecTBa JOJDKCH:

a) HUMEThb B HATHYAH OK3EMIUIAPHL BCEX YTBEPKACHHBIX ILIAHOB MCCIENOBAHME H
CTAHIAPTHHIX ONEPALMOHHBIX NPOIEAYP, MCIONBIYEMBIX B HCIBITATCABHOM LEHTPE, H AOCTYT K
TeKyUIEMY BAPHAHTY OCHOBHOTO MaHa-rpaduKa;

b) nposepsTh, YTOOB! IUIAH HCCAENOBAHMS COACPIKATL HHGOPMAIIHIO, HEOOXOAUMYIO s
coB: ORI TPUHLHIOE HadNexaneh 1abopaTopHOR NPAaKTHKA. Jlannas npoBepka JOMKHEA OBITh
JOKYMEHTHPOBAHA,

¢) OCYHIECTBASTL CHCTEMAaTHUECKHH KOHTPOJNL 3d MPOBEASHUEM BCCX HCCAC/IOBAHHE B
COOTBETCTBHM ¢ HACTOSIUAMM OPHHUMIAMH  Hajexamedl  1abopaTOpHON  OpakTHKH W
JOCTYIHOCTREO ILIAHOB HCCAEAOBAHMA W CTAHJAPTHBRIX ONEPALHOHHBIX IPOUSAYP NEpConany,
RORJIEUEHHOMY B TIPOBEHECHHE HCCIICIOBAHNA.

TIpeiyCMOTpeHbl TPH THIIA MHCIEKLHOHHBIX NPOBEPOK B COOTBETCTBAM CO CTAHNAPTHBIMI
ONIEPALHOHHBIME [TPOLEAYPAMH, OIIPEIEICHHBIMY B IPOrpaMMe obecneueHHs KadecTna:

- IPOBEPKH OT/ENBHBIX HCC/IEIOBAHNH,

- [IPOBEPKH HCTIBITATENBHBIX I1I0IHANO0K,

- IPOBEPKH OT/IE/IBHBIX IIPOLECCOB.

[TpoToxoms! (0T4ETH) MOAOGHEIX MHCIEKIHOHEBIX NPOBEPOK YIIITOKCHHIO HE NOUIEHAT,

4) [pOBEDATE 3AK/IFOUMTEINbHBIE OTHETHI, MOATBEPNKNATH, HTO METOIbI, HPOUCAYDH.
HAGMIONEHHS ¥ PEe3yJibTaThl M3JIOKEHBI TOUHO H IOJHOCTBIO H B IONHOM Mepe OTpaKaroT
TEepBHYHBIE JIARHbIE HOCICIOBARKM;

b) CBOEBPEMEHHO IPEACTABAATE PE3YIHTATE! 00 HHCICKIMOHHbBIX POBEPKAX B MHCHMCHHOM
BUje DYKOBOACTBY MCIIBITATEILHOTO LIEHTPA, PYKOBOAMTENO HCCACAOBAHMA, OTBETCTBECHHEIM
HCCIIENOBATENISIM ], [IPH HEOOXOAUMMOCTH, APYTHM PYKOBO/ALIUM pabOTHUKAM;

¢) BHOCHTH B 3AKAIOMHTE/BHBIN OTUET NOJATOTOBICHHOE M MOAMUCAHHOC 3AIKOUCHHE O
THUITaX WHCHEKIHOHHBIX NPOBEPOK W JaTax HX NPOBCACHHS C undopmaimeit o6 aTane (aranax)
IPOBEPIEMOTO HCCNEAOBAHAA M Jiafe TEPeiady Pe3y/bTaToB MHCHCKTUPOBAHMA PYKOBOLCTEY
HOTBITATENBHOIO [EHTPA, PYKOBOIUTEIH HUCCIEN0BAHUS 1 OTBCTCTBEHHOMY HCCICAOBATENIO. 310
3AKOUSHHEE TaKKe JO/DKHO

conepKaTh MHGOPMALHMIO O TOM, YTO NHEPBUYHBIC JAHHbIC HCCACNOBAHMA OTPAKCHB B
3AKTIOHHTENLHOM OTUETE [HOCTOBEPHO. 0 ZSTANBART AQENTLIG!

STANDARTLASHTIRISH, DAVLAT
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4.3 TlomemeHus

4.3.1 O0mue noacKeHHA

43.1.1 PasMmepsi, YCTpOHCTBO W  pPACIIOJOMKCHHE noMelIeHruH 18 IPOBEIEHUA
HCCHeOBAHMH JIOJDKHBL OTBEYATh 3ajadaM ucciegosanuil. [loMemeHus JIOIKHbI OBITH YCTPOEHB!
TaK, ¥TOGEI OKA3BIBATE MHHHMAIBHOE BIHSHHE Ha X0 HCCIIEI0BAHIH,

43.1.2 TloMemienus JOMKH ObITh CIUIAHAPOBaHbl TakuM oOpasoM, uto0et OBLTO
oBecedeHo MAKCHMANLHO H30THPOBAHHOE [IPOBEICHHME HCCIIEAOBAHHI PA3/INHBIX BUIOB (rumoB).

4.3.2 [ToMenienust AJis POBeJCHAS HCC/IE0BARNT

432.1 B UCTILITATENLHOM LEHTPE JODKHO OBITH JOCTATOYHOE YHCIO IOMELIeHHH | 30H,
4T06Bl 0GECIeYUTh KAOMANUIO HCNLITYEMBIX CHCTEM M OTACIHHBIX HCCIENOBATSIECKUX HPOCKTOR,
ec/i  M3BECTHO, UYTO OHM NPeyCMAaTpHBAlOT HCHONB30BAHUE BEIICCTB MM OPTaHH3IMOB,
OTHOCHIIHXCH K pa3psaay OHONOrMYeCKH OHACHBIX.

43.2.2 Jind OHarHOCTHPOBAHMSA, ICYEHHS W KOHTPOIS 3a00neBamuil  1O0JKHES OBIT
BLLIC/ICHB] TOIXO/SLIHE TOMCIICHHS ¥ 30HBL, 4To0bl 00ecneduTs CTAGHIBHOCTE M COXPAHHOCTE
TECT-CHCTEM.

4.3.2.3 B ycnnITaTe/IbHOM LEHTPE MOMDKHB! ObITh HOMEIICHHSA, B TOM YHCIC XPaHIHIA T4
pecypcos # 06opynoBanns. DTH MOMELIEHHA RODKHEL OBITH W30MPOBAHB! OT OMEIIEHHH HITH 30H,
COLEPKAUMX TECT-CHCTEMEI, € LEMbI0 OGCCTICTHTh WM A[CKBATHYIO 3alMTY OT HMHBA3HH,
3ArpsI3HCHAA W/HIIH 3apaKeHHS.

4.3.3 TlomemeHust Aast 00padoTKH HMCALITYEMBIX H CTAHAADTHBIX (KOHTPOJILHBIX)
00HLEeKTOB

43.3.1 Jlna npenoTspalleHHs 3arpA3HCHHM B MCHBITATEIRHOM HERTPE JIOJUKHEL ORITE
OTACNbHBIE TTOMEMEHHS MM 30HBL JUlf MONY4eHNs ¥ XPAHEHHS HMCHBITYCMBIX H CTAHApTHBIX
(KOHTPONBHLIX)  OOBEKTOB M CMEUIMBAHHA  WCTIBITYEMbIX 00BEKTOR €  HOCHUTEISAMHE
(pacTBOPUTEIIAMH).

4332 Xpanuidma UL HCOLITYeMBIX OOBEKTOB JIOJIKHBI OBRITH  M30JIMPOBAHEL  OT
[TOMEIIEHHH WJIH 30H, COAEPKAIIX TeCT-CUCTEMBI, H JIOJUKHBI COOTBETCTBORATE TpeGoBaHUAM 110
oBeCICUeHHIO HICHTHIHOCTH, KOHLCHTPAIMH, YUCTOTHl K CTa0MABLHOCTH, a Taxke Oe30nacHomy
XPaHEHHIO OTIACHBIX BEIECTB.

4.3.4 TlomenteHus A3 apXHBOB

Creayer ApeaycMOTPEeTh MOMELICHHS A apXHBOB, B KOTOPhIX neobxonumMo 00eCeYnTh
6e30MACHOC XpAHEHHMe W TOMCK TUIAHOB HCCIIEAOBAHHA, NEPBUUHBIX AAHHBIX, SAKMIOMHTCHLHBIX
oTueToB ¥ 06pa3nos. B 3THX NOMEMICHHAX ITOJIKHBI OBITH CO3NAHBL YCIOBHA, obecneunsarouie
JIONTOBPEMEHHOE XPaHCHUE apXHBHEIX MaTEPHATIOB.

4.3.5 Yaajreaue 0TX040B

OGpa6oTKka ¥ YRAICHHE OTXONOB AOJDKHLI OBITH BBIMOTHEHL! TAKHM 00pazoM, uTeOB! HE
HOZBEPrHYTH OMACHOCTH MPOBCICHHE WCCNCIOBAHNN H HE HCKA3UTh WX PE3yJLTATHI Jst atoro
TpebyeTcst 0OSCIEUHTh COOTBETCTBYIOWIME yCIOBHA Ui cOopa, XpaHeHHs H BBIBO3d OTXOAOR, &
TaKKe APOLEYp HX Ie3aKTHBAIMK H TIOCASYIOMEH TPaHCIOPTHPOBKH.

4,4 QGopynoBanye, MaTepHaIbl # PEareHThI

4.4.1 OBopygosanue, BKIOYAS BATHAKPOBAHHBIC KOMIBIOTCPHBIC CHCTEMB], HCIIORR3YEMBIC
A CO3IAHMSA, XPAHEHHsS M TOMCKA JAHHBIX, @ TAKKe /Uil KOHTPOIA MapameTpon OKpYXareH
Cpesibl, MO XapakTepUCTHKAM M PACTONOKEHHIO JIOMKHO COOTBETCTBOBATL LEIAM M 33724aM
HCCHEeOBAHMA,

4472 Jomxno ObITh MPEAYCMOTPEHO [EPHOAKWYECKOC TEXHHHUCCKOC obcayKHUBanne
000pYIOBAHHSA, HCHONB3YEeMOF0 B HCCJICA0BAHAN, BKIIOYAA PETYSAPHEIR  [IPOQUIAKTHYECKHH
OCMOTP, YXOJ, KanubpoBKy B COOTBETCTBHM CO CTAHIAPTHBIMH ONCPALHOHHBIMM TIPOLCLYPaMH.
1 paboThl JOKHBI COIPOBOKAATBCH COOTBETCTBYROIUMMH 3allMCAMH. KanuBpopky cnenyet
IPOBOIUTE B COOTBETCTBIH C HALMOHATLHEIMH HIH MEX/1yHRDOXHBIMI CTAHAAPTAMH HIMCPCHIA.

4.4.3 OBGopyIOBAHHE ¥ MATEPHANEI, HCTIOB3YEMbIe B HCCIEIOBAHIH, HE JOKHBI BIMATE Ha
COCTOSHME TECT-CHCTEM. 0 ZSTANDART ASENTLIG

STANDARTLASHTIRISH, DAVLAT
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4.4.4 XIMHUKATh!, PEarcHTbl 1 PacTBOPL! JOJHKHB! UMETh STHKCTKY C yKa3aHHEM CBEIEHHUH O
HANMEHOBAHAM BELIECTBA, KOHICHTPAIMK, AAThl OKOHYAHHS CPOKA XPAHEHMs W MHCTpYKUueHd mo
xpaneriio, JlomkHa OBITh JoCTynHA HHQOpPMAlHs OTHOCHTEABHO MECTa H3TOTORJCHUA, HaThl
Npou3BOICTBA M CTadMIBHOCTH, CPOK XPaHCHHS MOXKET ObITh NPOJIEH HA OCHOBAHHH PE3yNbTATOB
JOKYMEHTHPOBAHHOH 1TPOBEPKH HIIM aHAK3A.

4.5 Tecr-cueTeMbl (HCHBITATEILHBIE CHCTEMbI)

4.5.1 duznvecKue H XMMHYECKHE TCCT-CHCTEMbI

4.5.1.1 TexuwdecKne XapaKTEpPHCTHKH M DACTONOXKEHWE 0COPYIOBaHHS, HCIHOJIB3YEMOT0
IS 10Ty YeHMS (PH3MKO-X MMIYECKHX NaHHbIX, JIODKHBI Y/IOBIETBOPATE HEJAM HCCICIOBAHMA.

4.5.1.2 COXPaHHOCTE HUIHKO-XAMHUECKHX TeCT-CHCTeM [I0IDKHA ObITh rapaHTHPOBAHA.

4.5.2 buoJjoru4ecKue TeCT-CHCTEMbI

4.5.2.1 Jlns xpaneuus, pasMelneHus, oOpaboTKu ¥ 3aUIMTEL OMOJIOTHUECKUX TECT-CHCTEM
JOIDKHBI OBITH CO3AHBI HALIEKAIHE YCIOBUA, 00ECIeHHBAIONINE JOCTOBEPHOCTE MONYHaeMbIX
pe3yapTaToOBR.

4.5.2.2 BHOBDL HOIYYEHHBIC TECT-CHCTEMB] HKHUBOTHOTO M PacTHTEIBHOTO NPOMCXOMACHRA
AOTKHBI GBITL  W30ONHPOBAHBI [U1% OLEHKH COCTOAHMA ¥X 3L0poBbA. lIpH BOHHKHOBEHIH
1aB0eRAHMS MY CMEPTHOCTH JAHHYIO IAPTHIO KHUBOTHLIX HE HCTIOIB3YIOT B HCCIICIOBAHMN 1, TIPH
HeoGXoaUMOCTH, 6e3601e3HEHRO NoABEpraloT dBTakasuy. Ha MOMENT Havdana HCC/Ie/I0BARNI BCe
TeCT-CHCTEMBI  JIOJDKHBL OBITH IIOJIHOCTBIO 3MOPOBEL.  T€CT-CHCTEMBI, Y KOTODRIX B KOS
HCCACROBANNS BBIBASHE! 3a00/EBAHMS WKW TPABMBI, CJIC/AYET H30AMPOBATL M JICUATD, ECIH 3TO
HeOBXoMMMO sl ofecrieueHHs NOJAHOTBL  McCAeaoBaHus. [MarHosel M JiedeHue NEOOBIX
3aB0/1eBaHIH KaK B XO/Ie MCC/Ie0BaHHs, TAK ¥ 0 er0 Havana 10/0KHE! OBITh JOKYMEHTHPOBAHEL.

4.5.2.3 Jomkia GbITh MPELyCMOTPEHA PETUCTPAlMs JAHHBIX 00 HCTOUHHKAX TECT-CHCTEM,
aTax WX HOCTYILIEHHS ¥ COCTOSHUM Ha MOMEHT NOCTYILIEHHA.

4.5.2.4 Tlepen nepsOHAYANBHBIM BBEACHHEM HCIBITYEMOTO WIH CTAHAAPTHOTO o0BeKTa
HCC/IEHOBAHMs  GHOIOIHYECKHE TECT-CHCTEMBl JIOJDKHBI TPOHTH TCPHOA  aKKIMMATH3ALHH,
AOCTATOYHBI AN aNAnTally K YCIOBHAM UCCISNOBAHUA.

4.5.2.5 Bes nndopmMamis, HeoGXoauMas JUIE Baalexaliell HIeHTHUKALHY TECT-CHCTEMBI,
nomkHa GBITH ykazaHa Ha JBEpsX TIOMCUICHHE WIH KOHTERHepax. OTnenbHBIE TECT-CUCTEMBI,
KOTOPBIC JOJKHBI ObiTh MNepeBeleHBl W3 X HOMELIEHWH WM KOHTEHHEepOB B [polecce
HCCIIe TOBAHMSL, JIOJDKHB] HMETh COOTBETCTBYIOIUIYIO MAPKHPOBKY.

4.5.2.6 TIoMeleHusl ¥ KOHTelHepH! jUls CONEPXAHAS TECT-CHCTEM TIOMICIKAT PEry.IipHOi
yGopke u caHutapHoil obpabotke. Matepuaisl, KOHTAKTHPYIOUME C TECT-CHCTEMOMN, HE JIOJKHBE
COLEPXKATH 3ArPA3HMOLINX BEIIECTB B KOJIMYECTBAX, ClIOCODHBIX NOBINATE Ha XOA HCCTICAOBAHUA.
TMogcTunKy JUIS OKMBOTHBIX CJIENYRT CBOSBPEMEHHO MEHITE. Bece cnyuam HCHomIb3OBaHHSA
MEeCTHUHAOB JIOJIKHE! OBITh AOKYMEHTHPOBAHEL

4577 B HONEBLIX HCCAEIOBAHHAX TECT-CHCTEMB! JOMKHBI ObITh PACHOAOKCHB! TAKEM
obpasoM, 4ToOsl W30eKaTh BIHAHUS HA XON HCCICAOBAHHA JKHUAKOCTEH JUls pacnblienud (s
YHHYTOKEHUS HACCKOMBIX) ¥ NTECTHIH/IOB.

4.6 MenpiTyemMbie H CTAHAADTHDIE 00BEKTHI

4.6.1 Moayucuue, o6padorka, oréop npoed n xpanenue

4.6.1.1 JloyokHO GBITH MPElyCMOTPEHO BEICHHE PETHCTPALMOHHBIX 3alMCEH, B KOTOPBIX
OMAHBL OBITH YKA3HBl XAPAKTEPHCTUKM HMCIBITYEMBIX W CTAHAAPTHBIX OOLEKTOB HCCIEOBAHES,
JATHI HX TIOTYUYEHHS!, CPOKH TOAHOCTH, HEPBOHAYANIBHOE KOJIMYCCTBO 1 CBCACHNA o6 yuere pacxona.

4.6.1.2. O6paborka, otGop npod U TpoUeAYPb! XPAHEHHH HCHBITYEMbIX M CTAHIAPTHBIX
0BBeKTOB AOMKHBI ObITB NpEeAriucanbl TakuM o0pa3oM. 4TOObl COXPAHHMTL OLHOPOJHOCTb H
CTABHITBHOCTE, & TAKKe [IPSAOTBPATHTL 3ArPA3HEHHE HIH CMEUIMBAHHE 3THX 00BEKTOB.

4.6.1.3 Ha xonTefnepax, MpeiHa3HAYCHHBIX JI/Isl XPAHEHHS HCHBITYEMbIX WK CTaHAAPTHBIX
OGBEKTOB, JIOMKHBEL OHITH NPUBENCHB HACHTHOUKALMOHHAY HHPOPMALHA, CPOK TOJAHOCTH #

HHCTPYKLESA 110 UX XPAHEHHIO. N
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4.6.2 XapaxTepucTHKa 00bEKTOB HCCACR0BAHNN

4.6.2.1 Kaipiil HCOBITYEMBIH 1 CTAHAAPTHBIA OOBEKT JIOJKCH OBITh HACHTUDHIMPOBAH
COOTBETCTBYIOLIUM  crloco0OM W AMETH OBLIENPHUHATEIE  MEKAYHAPOIHBIC —HAHMCHOBAHNA
[mampumep, HMETh KOL, peryiCTPalHOHHbIT  HOMED CrpaBodHO#  Cityx0bl 110 XAMHUUECKOH
AuTepatype  AMEPHKaHCKOrO  XHMHHUECKOrO obmectea - CAS-HOMEp, HauMEHOBaHHE,
GuOsOrHYecKHe IlapaMerphl, HaUMEHOBaHME TI0 HOMEHKIATYDE MesxIyHapOgHOI'O  €01032
TEOPETHUECKOH M NPUKNAIHOE XHMIH (TUPAC)].

4,622 Jns npopeieHHs KRKAOTO HCC/ACHOBAHHA  JAOJIKHEL OLITH M3BECTHBI TAKHE
XAPAKTEPHCTHKH HCIBITYEMBIX M CTAHNAPTHBIX 0FBEKTOB, KAK HOMEp MapTuH (Cepyin), CTercHb
YHCTOTHI, COCTAB, KOHIEHTPAIN, MM JPYTHE BAXKHBIE XapaKTepHCTHIH.

4.6.2.3 Ecsmv uenpityeMble 00Bex T MOCTYIaT HENOCPEACTBEHHO OT CIIOHCOPA, CIIOHCOp U
ACTIbITATENBHBIR NEHTP A0JDKHE! paspaboTats MEXaHn3M, [103BOJISIOHIMH UX HICHTHOUIUPOBATD.

4624 B TeyeHue KaKJIOro HCCICAOBAHHA HEOOXOJMMO  TIPOBEPITE  CTAOMIBHOCTS
HCTTBITYEMBIX M CTAHAAPTHBIX OOBEKTOB B NPOLECCE HX XPAHTHIA B YCIOBHAX IKCIEPUMCHTA.

4.6.2.5 Fcvi HCNBITyeMbIH 00BeKT npejinasHauen AL NPUMCHEHNA B OTIpeCIIEHHOH Ccperie,
clieyeT YCTAHOBHTE €r0 OJIHOPOIHOCTD, KOHICHTPARUIO 1 CTaBHIIBHOCTS B YCIOBHAX 3TOH CPENbL.
TIpy rONeBBIX HCCIGHOBAHMAX STH CBOHCTBA MCTBLITYEMBIX OBBEKTOR ONPEJENSOT B NPOLEcce
OTHEABHBIX 1a60PaTOPHBIX IKCIIEPUMCHTOB.

4.6.2.6 s KaA0T0O MCCNEJ0BaNs, KPOME KPATKOCPOIHOIO, HEQOXOMHMO COXPanATh JUis
anaau3a npoObl U3 KAKAOH NapTHH (cepHn) HCTILITYEMOFO 00BEKTA.

4.7 CrangapTHbIe ONEPANHOHHEBIE NPONEAYPBI

471 WensiTaTe bHbI UEHTP JA0BKEH UMETh B HATHIHH OQOPMIICHHBIE B IIHCEMEHHOM BANC
{ YTBEPIKIACHHBIC DYKOBOACTBOM CTaHAAPTHBIC oneparmonusle nponeaypet (COLD), xotopnie
npeiHA3HAYSHbl AN TOrO, YTOObI FAPAaHTHPOBATE KAUCCTRO H HOJIHOTY JIAHHBIX, [TONYYEHHBIX B
nponiecce  Mccneosanus.  IlepecMOTpeHHEIC COIl rtaxxke HOMKHBI OBITH  YTBEPHIEHLI
PYKOBOACTBOM HCIIBITATCIBHOTO LICHTPA.

4.7.2 Kaxnoe moapas/eieHne n/iiy KaKkaas nIOMaika HCTbITAaTCIBHOTO LEHTpa TOIKHBI
amets COIL, orrocsuMecss K WX AeATeNbHOCTH. B JIOMONHEHHE K COIT nomyckaercd TaKxe
HCTIONE30BATH MHbIE METONMYECKHE PYKOBOJICTRA, CIIPABOUHHKH H CISLHANBHLIC CTATHH.

4.7.3 Ortxnouenus or COIl B xone wuccaeoBanus JOJTHKHEL OBLITH 3APErUCTPHUPOBARBL U
NpU3HaHbl  (3aBM3UPOBAHBL)  PYKOBOIWTENEM uccnenoBaHus M (pH HeoOXOAWMOCTH)
OTBETCTBEHHBIM UCC/IEL0BATENEM{SIMH ).

474 CTaHpapTHbE ONEPALMOHHBIC NPONCAYPhl JOJAHEL OBITE WCIOAB30BAHBL  jjid
JEATENLHOCTH CHEAYIOMHX BUIOB {HO HE OTPAHITIHBATLCA HUMH).

4.7.4.1 VicnBITYeMBIE W CTAaHAapTHDIE 0OBEKTH

[Toctynnenne, UaeHTHQHKALH, MAPKUPOBKA, obpaboTka, 0100p

1pol, XxpaHeHue.

4,7.4.2 Obopyi0BaHHE, MATEPHAIL] B PCATCHTBL

a) OBopyaoBanue:

- MCTIONBb30BAHKE, OGCIYAUBAHNE, YXOI, KAIHOpoBKa.

b) KOMIBHTEPU3UPOBAHHBIE CHCTEMBL

- BAJIMAALNS, TIOPANOK padoThl 0 0BCyKUBAHHUS, fe30MacHOCTD,

KOHTpPO/Ib M3MEHEHHUH, CO3IaHHE PECPBHBIX KOIHE.

¢) BeiecTra, peareHTsl ¥ pacTBOPhL:

- IPHTOTOBNIEHHE U MApKHPOBKA.

4.7.4.3 Xpanenue 3annceil, OTYCTHOCTE, XPAHCHHE H HIBJICUCHUEC uHPOPMALHH

Koauposanye HecileaoBanni, cOOp JaHHRX, NOATOTOBKA OTHETOR, CHCTEMP] HHAGKCALMH,
06paboTKa AAHHBIX, B TOM YHCIE C HCNORB30BAHHEM KOMITBIOTEPHIUPOBARHBIX CHCTEM.,

4.7.4.4 Tect-CUCTEMBL

a) NOArOTOBKA MIOMEIICHUH M CO3AaHHUC yCOBHH I8 PA3SMEICHKE TECT-CHCTEM;
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b) mnpouedyphl, YCTAHOBNCHHbIE /i TOJYYCHHA, TPAHCHOPTHPOBKH, DasMCUICHUA,
OnpesieNeHus XapaKTePUCTHK  WICHTHOUKAIMHA TECT-CHCTEM, A TAKKE yXOAa 38 HUMH,

C) MOATOTOBKA TECT-CHCTEM, HAOMIONEHU # OCMOTPLI 10, BO BPEMs i TOCHC 3aBCPUICHAN
HCCTe/I0BaHNA,

d) oBpamiesue ¢ TECT-CHCTEMAMH, YMHPAIOIMMH HJIH YMEPLIHMH BO BPEMA HCCTICIOBAHH,

e) cBop, uneHTHdUKaysa B TOPAIoK paboThl ¢ oBpa3iamy, BKIIOYAs BCKPHITHE TPyHa H
FHCTOTIATOION HIO;

f) pasMellieHye TeCT-CHCTEM Ha HCTIBITATEIBHEIX III01HaKaX.

4.7.4.5 Tpouenypst 1o oDecreUeH 0 KatecTsa

PafoTa nepconaa no obecneueH o KauecTBa 3aKIoyaeTes B INIAHNPOBAHIE, COCTABIICHIH
rpaguKa HPOBEPOK, IPOBEIEHHH MPOBEPOK, AOKYMEHTHPOBAHWH # COCTABJICHHH OTHCTOB 0
TIPOBEPKAX. :

4.8 Tlporenenne HeCAe10BAHMIA

4.8.1 TLaan nccaenoBanus

4.8.1.1 [lnas MCCHeNOBAHMA B [IMCHMEHHOM BuIe momieH ObITh paspaboras 10 Hadana
veorenopanus. [LiaH  MCCTIeioBanua IOGKeH ObITh  YTBEPXJIEH JATHPOBAHHOH MOMITHCEHIO
PYKOBOJHTENS HCCIEIOBaHUA M BepHQULMPOBAH B COOTBETCTBHH ¢ NPHHIAMAMH HajutexKael
1aGopaTopHOH NPAKTHKH [EPCOHANOM M0 O00ECHEHCHHMIO K4YCCTBA, KaK OMMCAHO B 42721,
nepeuncienne b). [lnam wmccnenopasus JOIKEH TaKKe ObiTh VTBEPKJIEH PYKOBOXCTBOM
MCITBITATENBHOTO LIEHTPA U CTIOHCOPOM.

48.1.2

a) [lompasky & 1afHy MCCACIOBAHUA  JEO/DKHbI ObITL  0OOCHOBEHBL, YTBEPIKIEHBI
JATHPOBAHHOM FOTUCHIO PYKOBOJMTENS UCCICAOBAHUA. TfonpaBky JOKHBI XPAaHHUTLCHE BMECTE C
FIAHOM HCCIIEAOBAHHS.

b) OrxnoHeHHs OT IUIAHA HCCICJOBAHNA HOTNKHBI ObLITH OMUCAHL], OOBACHEHbE, NPH3IHAHLI 1
CBOSBPEMEHHO  MOANMCAHLl  PYKOBOAHTENEM  MCCEIOBAHHA /UM OTBETCTBEHHBHIM
gecnenosareeM(aMu) ¢ ykaszadueM Jatel. OTKIOHEHMA OT IJiaHa HCCACAOBAHMA  LOJDKHBI
XPAHWTHCH BMECTE C MEPBHYHBIMH JAHHBIMH HCCICAOBAHMA.

4813 OcHOBHOH IUaH WCCIENOBAHHA MOXKeT OBITh JIOTIONHEH  CHEHHATLHLIMH
TPH/IOKEHHSIMHE 715 APOBE/IEHIA KPATKOCPOIHBIX HCCTIETORAHKH,

4.8.2 Conepxanpe IjaHa HCCJIeI0BAHHS

TliaH HCCNEAOBaHHMS JOMKEH COUCPXKATh CIEMYIOMine CBENCHHA, HO HE OTPAHMUHMBATHCA

4.8.2.1 Uudopmarws 06 HCCNEOBAHIH, HCRBITYCMOM ¥ CTAHAapTHOM 00BEKTAX:

a) MOJIHOE HAMMEHOBAHHE UCCIICIOBAHNS;

b) CyTH B HEeAb HCCACIOBAHN;

¢) oOfiKcaHMe HWCHBITYeMOro OOBEKTa ¢ YyKa3aHueM KOJd WM HAHMCHOBAHUA [no
HOMEHK/IATYpe MEXIyHapoIHOro cor3a TEOPeTUYECKOH M apukiagHo  xumpn  (IUPAC),
perucTpanuoHHEi HoMep CrpasouHOR ciyxOer 1O XUMHYECKOH Jnureparype AMEpHKaHCKOTOo
xumuueckoro obimectsa {(CAS), GHOTOrHYECKHe XapaKTEPUCTHRN | T.1L.;

d) HeTIONB3yeMBIH CTAHIaPTHBLA (KOHTPOIBbHBII) OOBEKT.

4.8.2.2 Mndopmaiys 0 CIIOHCOPE K HCIBITATENBHOM LEHTPE:

a) uadopMalfHs O CIIOHCOPE C YKa3aHHeM aapecd;

b) HAMMEHOBAHKR ¥ aJpeca BCEX HCIBITATENLHBIX {EHTPOB W MCTILITATCILHBIX HI0MA0K,
Il NpeAyCMOTPEHO NPOBE/ICHHE HCCAE0BAHN;

¢) GaMHIiHs, UM, OTHECTBO | 8peC PYKOBOIUTENA HCCTICAOBAHNA,

d) damunus, wMs, OTYECTBO M AIPEC OTBETCTBEHHOIO uccaeposarend(eit) m o yranst
WCCIIEIOBAHNSA, nepefanHbie eMy(UM) DPYKOBOIHTENEM HCCIIEOBAHHSL ANt OTBCTCTBEHHOTO
BBITIQTHEHHS.
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a) JaTa yYTBEp)KIEHWs [UIaHA MCCNENOBAHMS C NOANHCHIO PYKOBOLMTEINA HCCHCHOBAHMA.
Jlata yTBEPKACHHA IIAHA MCCIEOBAHUA C IOANMUCHIO PYKOBOACTEA HUCILITATCALHOTO HEHTpa H
CIIOHCOPA;

b) npeaAnoaraeMeie IaThl HAYANE ¥ OKOHYAHKSA HKCIEPHMCHTA.

4.8.2.4 MeToap! HCHBITAHHH

CebLIKM Ha COOTBETCTBYIOLIHE pa3fesibl METONHYECKOTO  PYKOBOACTEA OpraHx3annn
SKOHOMMHECKOTO coTpyanuuecTsa u passuTus (OECD), Apyrue pyKOBOACTBEA 11 METONAKH.

4.8.2.5 Jipyrue npobneMsi:

a) oBoCHOBaHKE BBIOOPE TECT-CUCTEMBI,

b) XApaKTEPHCTHKH TECT-CHCTEMBI BHi, pPOJ, WITAMM, HCTOHHIK IpHOOPETERHS,
KOJIMUECTBO, THANa30Hbl MACcCh! T84, N0JI, BO3PACT K Apyras CYLIcCTBCHHAA wadopManud ¥ T.0L.;

¢) criocof Beesienns 1 O0OCHOBAHUE €TO BBIOOPA;

d) YPOBHHM 103 W/AIH KOHUSHTPAIMH, 4aCTOTa U IPONOIKUTEABHOCTS BECACHHA,

e) seranpHas AHQOPMANMA O HPOEKTe JKCICPAMEHTA, BKIOHAT ONHMCAHHE MPOLCHAYP
MCCTEIOBAHMAS B XPOHOAOMHYECKOM HOPAJKE, BCE HCIIOIB3YEMBIC METO/BI, BEMIECTBA M yCIOBHIA
NpOBeeH s HCCIESIOBAHHS, BHIBI H 4aCTOTy aHAIH3OB, usMepeHud, HabII0/eHHH ¥ TIPOBEPOK,
CTATHCTUYECKHE MeTONb! 00paboTKY TaHHBIX.

4.8.2.6 3anucu

Tlepeuens BeeX 3anUceH U JOKYMCHTOB, IOTEXAMIMX XPAHCHHIO.

4.8.3 llpoBenenne UcC/ieIOBRHAA

4.8.3.1 KaxaoMy  HCCIELOBAHHIO  JOJDKCH OBITH  NPHUCBOEH  YHHKAJNLHBIA
ureHtudEKaloniit  Homep (ko). Boem OOBEeKTAM, HMEIONIMM OTHOIIEHHE K JIAHHOMY
MCCTeN0BAHMIO, TAKKE NODKEH ObITH MPHCBOEH HASHTHGUKALMONNDIH HOMED (rkom). OOpasiei,
HCHONE3YEMBIE B WCCHENOBAHMH, AOKHbE OBITH HACHTHUIMPOBAHS JAA NOATBEPMACHHS HX
npoucxokaeHns. Taxas WASHTHGHKAIHS JOJIKHA HO3BONMTE OCYHICCTBIATH IPOCTIEKUBAEMOCTD
COOTBETCTBYIONIETO 0Dpa3La u HCCneJ0BaHNA,

4.8.3.2 ViccneoBague NOMKHO OBITh MPOBEICHO B COOTBETCTBHH C IIAHOM HCCIICLOBAHMA.

4.8.3.3 Bce aaHible, MOMYyUeHHbIE B XONE WCCIENOBAHHSA, JODKHBL OBITE CBOSBPEMERHO,
6ICTPO, TOUHO ¥ pasbopPUMBO 3aMUCAHEL, @ 3ATEM [O/ITHCARE! H AaTHPOBAHL! JTHLOM, BE/YLIAM 3TH
3afTHCH.

4.8.3.4 JTro6ble H3MEHCHHA TIEPBAUHBIX JIAHHEIX JO/DKHE! OBITE TIPOBEACHbI TAKUM ofpazom,
4roBbl He GBUTH MOTEPAHLI Npe/lbiAyLHe JanHbe; JOMKHA ObITh yKasaHa NPHIHHA BHCCCHUA
H3MeHEHHH. 3amich 06 H3MEHEHHAX A0JKHa ObITh 3aBepena NaTHPOBAHHOH MOJTHCHIO BHECLICTO
HX JIHIIA,

4.8.3.5. JlanHsle, 3aperiCTPHPOBAHHEBIE IYTEM [IPAMOTO BBO/A B KOMOBKYTED, JOJLKHEL OBITE
WeHTHULUMPOBAHbBI BO BPEMs X BBOJIA OTBETCTBEHHBIM 33 3Ty NPOUCIYPY JHUOM. YerpoHcTBO
KOMNBIOTEPU3HPOBARHON CHCTEMB  JOJDKHO ofecnieunBaTh COXDAHEHMC BCEX  ayHTOPCKIX
OTYeTOB, YTOGBI TOKA3aTh BCE W3MECHEHMS, HE CKPRIBAA MEPBHYHBIX AAHHBIX. JlomxHa OBITH
HpeAyCMOTPEHa

BO3MOIKHOCTD HPOCAE/MTh, KTO HMEHHO BHEC OTH H3MEHCHHH, C MCIOJIB3OBAHMCM,
HANPHMED, CHHXPOHW3HPOBAHHBIX # NATHPOBAHHBIX (3mexTponnsix) moanuced. Homkust OpITE
MIPHBE/IEHD] IPHUHHBI BHECEHHA H3MEHCHHUA.

4.9 O1ueT 0 Pe3YILTATAX HCCICAOBAHHI

4.9.1 O0mue mooxeHUs

4911 Tlo OKOHYAHHM KAKIAOrO HCCHENOBAHMS  f0JUKeH OHTh  TOATOTOBICH
JAKTIOYMTENBHBH  OT4ET, B Clyuae KpaTKOCPOUHBIX HCCICIOBAHHMH B CTaHIapTH30BAHH b
SAKITIOMMTENLHEBIN OTYET MOKET OBITE BRITIOYEHO COOTBETCTBYHOLHCES NIPUJIOKEHHE.

4.91.2 OTpeTcTBEHHBIE HCCIEA0BATENY, 8 TAKXKe HAYYHBIC COTPYINHMKH, yIacTBYIOIMC B
HCCNEAOBAHMH, 3aBEPSIOT CBOW OTUETh! JIATUPOBAHHOH MIOAIHCEIO.

4.9.1.3 3akTOUNTEbHBIH OTYeT Ao/pkeH ObITh MOJAMHCAEH U JAaTHPOBAH PYKOBOIHTEIEM

dccsel0BalMg, KOTOPBHIA [pHHHMAET Ha cefg  OQTRETCTBEHHOCTHL 334 JOCTOBEPHOCTL  OaHHBIX,
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npuBejeHHbX B oTueTe. JoKkHO ObiTh TAKKE YKa3aHO, COOTBETCTBYST JIM OTHST [IPHUHIHUIIAM
HaIexKaeh 1aboparopHo# NpaKkTHKY.

4914 Hcnpasnenuss ¥ JOMOMHEHHS K 3aKIIONMHTENLHOMY OTHYETY JOKHBEL  OBITH
npencraBieHbl B Qopme monpasok. Mo/mxuel ObiTs  4ETKO YKAa3aHbI NPHYHHBl BHECCHHS
ucrpaineHuit win jononsexuit. Kaxaagd u3 nonpapox aojpkHa ObiTh MOJIHCAHE U JATHpOBaHa
PYKOBOJHMTEIEM HCCAEHOBAHH.

4.9.1.5 IlepedopMatHpOBaHHe 3aKIIOYUTEABHOTO OTYETA B COOTBETCTBHH ¢ TpeDOBAHHAMH
TOCYAAPCTBEHHOIO Oprana PeryIHpOBAHUA™ He CYHTaeTCsd JeHCTBHEM 110 BHCCCHHIO HCIPABIICHHH,
JOTOTHEHUH WITH MONPABOK B 3aKIOUHMTELHBIH OTUET.

4.9.2 Copepikanue 3aKIIOMUTEIbHOT0 0TYETa

3aKTIOUUTENbHEIH  OTYET JODKEH CONCPIKATh  CHACHYIOWYI HMH(DOPMALKI, HO He
OrpaHWYMBATHCH €10:

4.9.2.1 WnentudukalHoHHBIe RAHHBIE OTHOCKHTEILHO WCCHCAOBAHHA, HCIBITYEMOro H
CTAaHAAPTHOTO 0DBEKTOB:

a) pa3BepHYyTOE HAHMEHOBAHHE;

b) maeHTHQUKANHOHHBIE NAHHBIE OTHOCHTENBLHO HCHOBITYeMOro O0BEKTa - KON HIIH
HAUMCHOBaHHe [0 HOMEHKIATYpe MexIyHapoaHoro cor3a TCOPETHYECKOH H NPHKIAAHOH XHMHH
(IUPAC), perucrpanmonnsti noMmep CmopaBounoli cayx0bl N0 XHMHUCCKOH ITeparype
Asmepuxanckoro xumudeckoro obuiecrsa (CAS), Bnonornueckue XapaktepreTHRKH U T 1. |,

¢) HaMMEHOBaHHE CTAHIAPTHOTO 0D LEKTE;

d)  XapaKTepHCTHKH HCIBITYEMOTO 00BEKTa, BKMIOYAd UHCTOTY, CTaDHIBHOCTE W
OAHOPOAHROCTE.

4.9.2.2 MudopManus OTHOCHTS/IBHO CIIOHCOPA H HCHBITATEILHOTO CHTPA:

a) HAUMEHOBAHHE K aPEC CIIOHCODA,

b) HaWMEHOBAHUSA H ajpeca HCOBITATENBHBIX LIEHTPOB M MCIBITATENBHBIN HIIOIAJIOK,
YYaCTBYIOUIHX B MCCIIEIOBAHUN,

¢) bamMuTHsL, HMSl, OTHECTBO M aJipeC PYKOBOIMTEs HCCIIEIOBAHH,

d) damMunus, uMA, OTYECTBO W AJPEeC OTBETCTBEHHOIO HCcaenosaress(ed) u aTansl
HCCIeROBAHM S, TIepeIaHHBIC EMY ATIst BBIITOHEHHS,

) damMuams, UM, OTHECTBO H aIpeca Hay4YHBIX COTPYIHHUKOB, OTUCTHI KOTOPBIX BOLLIM B
3AKIIOYUTEILHBIH OTYeT.

4.9.2.3 Jlaths

JlaTte! Hauana v OKOHYAHHUA 3KCIEPHMEHTA.

4.9.2.4 OryeT HHCTIEKTOPOS 110 00ECHEUEHHIO KAUeCTBa

OTueT O BBLITOJHEHHH HPOrPaMMBI 00eCIICUeHHS KayeCTRa JIODKER COACPIKATE CBEICHUA O
THNAax ¥ JaTaX TpOBEJCHHBIX IIPOBEPOK, OTaNh! MCCACAOBaHMs, [OJBEPTHYTHIC [IPOBEPKE,
NATHPOBAHHBIE pE3YILTATEl WHCIEKTHPOBAHWSA, KOTOpPBIE OBUIM MPEICTaBICHBI DYKOBOZHTEIO
HCCNEIOBAHMS M OTBETCTBEHHOMY HCCIEIOBATOMIO(SM). DTH TIONOKEHHA HeoOXOAWMBI Ind
HOATBEPKACHES TOTO, YTO B 3AKIIOUHTENBHOM O0TUETE AOCTOBEPHO OTPAKEHBI [IEPBUUYHBIE [TAHHBIE.

4,9.2.5 Martepualibl H METOAb! MCCIEI0BAHNA:

4) ONMMCAHKHE MATEPHATIOB K METOJOB, HCTIOB3YEMbIX B HCCIICTIOBATHIX;

b) cnpasounas WHGOPMAIHS, TONYUIEHHAT U3 METOAMUYECKOr0 pykoBoscTsa OpraHu3any
IKOHOMMYECKOTO CcoTpyaHuuecTBa ¥ passutust (OECD) umn nHpIX OQUIMANIBHBEIX PYKOBOJACTE U
METOAHK, KOTOPbIE OBLIH HCIOJIBE30BAHBI B HCCNEIOBARKH,

4.9.2.6 PesyapTaTel

a) KpaTKas CBOIKA Pe3yiIbTaToB;

b) Best unpopManyd ¥ ZaHHBIE, HOJYYEHHBIE NIPH BLINOITHCHUY NTAHA HCCREIOBAHN;

C) TpeACTaBNEHHE PE3yNLTATOB, BKIIOYAs BBIMHCIEHHA M CTaTHCTHYCCKyio 06paborky
[OTYYEHHBIX TAHHBIX

d) onieHxa ¥ o0CYXIEHHE PE3YIBTATOB, BbIBO/Ib, 3AKAIOUEHHS.

4.9.2.7 Xpanenie 0 ‘ZSTANDART AGEKTLIGI

STANDARTLASHTIRISH, DAVLAT
NAZORATING MUVOFIQLASHTIREISH VA
AYBOROT TEARDLOGIVALARIAY

SOEIY ITIED nifAlaas
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JIOKHO OBITH ONPEAENEHO MECTO, FAe Oy1yT XpaHUTECH B HAANCHKALIMX VCIOBHAX ILIaH
pecnenoBaug, o0pasibl HCOBITYEMBIX W CTaHJapTHBIX 00BEKTOB, MEPBHYHEIE [AHHBIE H
3AKTIOYHTEILHBLA OTYET.

4.10 Xpanernue 3anaceii 1 MATEPHATOB

410.1 B TeueHHe YCTAHOBJEHHOTO [MEPHOJIA BPEMEHH B ApXHBC NOJOKHDLL XPAHHTLCA
CTIelYIOUIUE TOKYMEHTh! ¥ MaTEPHAITBL

a) TIaH HKCC/ENOBAHHA, NEPBHYHBIC JAHHBIC, o0pa3lipl UCABITYEMbIX MM CTaHIAPTHBIX
ofBEKTOB 3aKTIOUHTEIIBHBIE OTUETHI O KaXKA0M HCCIE/I0BARNY,

b) MaTepuasl IPOBEPOK, BBITOIHEHHEIX B 06acTy nporpaMMel obecTIgUeH s KaiecTna, a
TaKKe OCHOBHOM TIaH-TpaduK;

¢) ceenenus o 00pazoBasuy, OANOTOBKE, KBATH(GUKAIMA 1 OTBITE PAGOTEL COTPYHEKOB;

d) 3anmcy 1 oT4eTsl 00 00CIYKUBAHMH H kanubpoeke 000pYAOBAHUS]

€) IOKYMEHTHI 110 BAIHIALK KOMIBIOTCPH3NPOBAHHbIX CHCTEM,

f) neropuucckre (ALl BCEX CTAHAAPTHBIX OMCPALHOHHLIX TPOUCLYD;

g) 3aIMCH MOHHTODHHIA TIapamMeTpoB okpyxaroulell Cpeisl, B TOM UHCIE B MeCTax
TIpoBe/IeHHs HeeenoBaiit. B cnydae ecii CpOK XpaHCHHs MATepPHANOB HE YCTAHOBIIEH, A0TIKHO
GLITh  ONpEJEneHo M 3aPEerHCTPUPOBAHO  OKOHHMATENBHOC  MECTO XpaHEHUs MaTepHasioB
pcenenoBanid. IpMuHHBl YHAUTOKEHAA 00paslioB HCHOLITYCMBIX W CTAHAAPTHBIX 0OBEKTOB 10
HCTEYeHHs YCTAHOBICHHOIO HEpHOAa XPaHCHHA TODKHLI 6p11p  0ObscHeHsl. Mernbrryemele H
CTaHAApTHBlE OOBEKTHl JODKHBI XPAHHTBCA [0 TeX MHOp, MHOKd MX Ka4yecTBO TO3BOJIACT HX
YCTIONR30BATh (¢ YUCTOM MHCTPYKIMH TIO XPAHCHUIO 00BEKTOB).

4.10.2 Marepuaibl, XpaHsl{ecs B apXupax, TOJDKHBL 6BITh BHECEHbL! B KaTalor Juld
oQerueHnsa X HOHCKa,

4.10.3 JlocTyn K apxuBam JOJKeH OBITh BOIMOMHBIM TOJBKO € PA3PEIICHHA PYKOBOJCTBA
dCTibITaTe bHoro UeHTpa. Jlomksa ObITH TPETyCMOTPEHA PETHCTpALMs NpHemMa M BhUAWI
APXVMBHBIX MATEPUATIOB.

4104 Foiu MCOBITATENLHBIT UGHTP MM OPraHM3alksd, B KOTOPOH DAcTIONOWEH apxXus,
[IPEKPAIIAET CBOE CYHICCTBOBAHAE HITH OOBABISET ceOs BanKkpOTOM ¥ HEe BMEET [PAaBONPEEMHHKOB,
APXHBHBIC MATEPHATB! JIOKHB] OBiTh TIEPEAAHBI B APXHUB crioncopa(os) neeaeaopanus(i).

0 "ZSTANDART AGENTLIGH
STAMSRRTLASHHR%SH, NAVLAT
HAZORATIN! MU'\E(}FEQLASHTiRlGH VA
AXROROT TEXNOLDGE‘;”&LM“.! M1

A, ITHEL SuEATARE

4y
[RVR S AP



0zDSt 2762:2013

5 BUGJIHOIPAG® U

{1] Hanaexamas abopaTopHasd TpaKkTHKa (Good Laboratory Practice (GLP), PyxoBozcTeo 10
obecnedcHRI0  KauyecTsa  JOKIHHHYCCKMX (HCKTHHMYCCKUX)  HCCAENLOBaAHURA UNDP/World
Bank/WHO, OECD Principles on Good Laboratory Practice)
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0 7STANDART ABENTLIG!
STARDARTLASHTIRISH, DAVLAY
NAZORATIRD MUVOFIOLASRTIRISH VA
AXBEROT TEXNOLOGIYALARIHS
ALY STHED wiBLCATAARE
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6 BUBJIMOTPAOHYECKUE JIAHHBIE
YIK 615/615.9/.07/.072/.076:006:354 OKC 19.020

Karouenbie ¢J10Ba;
IPUHLMIE  HamjexalieH aaboparopHOH  NPAaKTHKH, GLP, HekIMHHYECKHE MCILITAHHH,
JOKTHHUYECKHE HCIIBITAHHS, TOKCHKOIOTHYSCKHE UCIIBITaHuA, obecrievye e KauecTBa HCTIRITAaHM,

TECT-CUCTCMB], MEAHIMHCKAN 0e30MacHOCTh, JKOJOTHYSCKAA De30HACHOCTE

8 ZSTANDART AGENTLIG!
STANDARTLASHTIRISH, DAVLAT
NAZORATING MUVOF[OLASHTIRISH VA
AXBOROT TEXNOLOGIYALARINI
JOREY ETISH BOSHOARMASE
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7 HHOOPMALIMOHHBIE JAHHBIE

Hawanenux [ aBHoro ¥Ynpapienns
10 KOHTPOJIK) KauyeCTBa JEeKapCTBCHHBIX CPEJCTB H

MeaIruHHCKOH Texuuku M3 PY3 X Dxanunos

3aM. npencenatens GapMakoneHHOro KOMUTET %ﬁf{ — I".2. boarabaesa

3ag. JlabopaToprell KORTPONISA KayecTBa

1 CTAHJAPTH3ALNH NEKaPCTBEHHBIX CPEJICTR A.®. lycmatos
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