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MpeaucnoBue

Llenn, OCHOBHbIE MPUHLUMMNBI U OCHOBHOW NOPSAAOK NPOBEAEHUS PaboT MO MEXroCyaapCTBEHHON CTaH-
paprtusauum ycraHoenenbl FTOCT 1.0—2015 «MexrocyaapcTBeHHas cuctema crangaptusaumu. OCHOBHbIE
nonoxenusiy u FOCT 1.2—2015 «MexrocyaapcrBeHHasa cucTeMa craHgaprusauun, CtaHaapTbl Mexrocyaap-
CTBEHHbIE, NpaBuna, peKOMeHaLumn No MEXrocyaapCTBEHHOW cTaHaapTusaumu. Mpasuna pa3pabotku, npu-
HATKSA, OBHOBNEHNUSA N OTMEHLIY

CeegeHus o cTaHgapTe

1 NOAIOTOBNEH Accounauuein «Hekommepyeckoe naptHepcTBo «KoopanHaunoHHO-MHGOPMALMOH-
HbI LIEeHTpP rocyaapcts — y4acTHukoB CHIM no COnMXeHMIo perynaTopHbix npakTuk» (Accoumauus «HIM «KALL
CHI») Ha ocHOBe COBCTBEHHOrO NepeBoda Ha PYCCKUIA A3bIK aHrNOA3bIMHON BEPCUM AOKYMEHTA, YKa3aHHOIO
B NyHKTE 5

2 BHECEH TexHuyeckum KOMUTETOM NO cTaHgaptu3aummn TK 339 «Be3onacHOCTb Cbipbsi, MaTepuarnos
U BELLECTBY»

3 MPUHAT MexrocynapcTBeHHbIM COBETOM NO CTaHAapTu3auuu, METPOrorum u ceprudunkauum (npo-
Tokon oT 30 Hosi6ps 2017 1. Ne 52)

3a npuHaTue nporonocosanu:

KpaTkoe HaumeHoBaHWe cTpaHbl Koa cTpaHbl CokpalljeHHoe HauMeHOBaHWe HaLMOHanNbHOro opraHa
no MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 Mo cTaHaapTVsauum

AsepbaiigxaH AZ AscTtaHgapT
ApMeHus AM MuHakoHoMuUKM Pecnybnuku ApmeHus
Benapycb BY locctangapt Pecnybnuku Benapycb
KasaxcTtaH KZ FoccTtangapt Pecny6nuku KasaxcraH
Kupruama KG Kelprelsctanpapt
MongoBa MD Monaosa-CtaHaapT
Poccus RU PoccraHpapt
TagxukuctaH TJ TagxukcTangapt
TypkmeHUcTaH ™ Masroccnyxba « TypkMeHcTaHAapTnapbi»
Y3bekucraH uz Yactangapt
YkpauHa UA MuH3KOHOMpa3BUTUS YKpauHbl

4 Mpukaszom deaepanLHOro areHTCTBa No TEXHUYECKOMY PErynMpoBaHUIO U MeTponorun oT 12 aekabps
2017 r. Ne 1937-ct mexxrocyaapcteeHHbini ctangapt MOCT 34311—2017 BBeaeH B AeiCTBUE B Ka4ecTBe Ha-
UuoHanbHoro cranaapra Poccuickon ®eagepauun ¢ 1 asrycra 2018 r.

5 Hacrosiwuit craHgapTt SBAseTca MoagunuLMpOBaHHBIM MO OTHOLLIEHUIO K MEXAYHAPOAHOMY AOKYMEHTY
«OECD PekoMeHaaTenbHbIi I0KYMEHT paboyein rpynnbl No Haanexawen naboparopHoin npaktuke. MNpume-
HeHUe NPUHUMNOB Haanexallen naboparopHou npaktukm (GLP) npu aKCnepTHON OLEHKE NO rMCTONATONOMMH,
Ne 16 u3 cepumn A0KyMeHTOB OpraHu3aumn 3KOHOMUYECKOTO COoTpyaHu4ecTBa u passutua (O3CP) o MNpuHuu-
nax Haanexawlei nabopaTopHOW NPakTUKU U MOHUTOPUHIe cooTBETCTBUSA» («OECD Series on principles of
Good Laboratory Practice and compliance monitoring — Ne 16 — Advisory Document of the Working Group
on Good Laboratory Practice — Guidance on the GLP Requirements for Peer Review of Histopathology»,
MOD) nytemM uaMeHeHus1 CTPYKTYpbl. CpaBHEHME CTPYKTYpPbl HACTOSILLEro CraHaapra co CTPYKTYPOW Mexay-
HapOAHOro AOKYMEHTA NPUBEAEHO B NPUIIOXEHUU A.

HaumeHoBaHWe HacCTOSALLErO CTaHAAPTA UBMEHEHO OTHOCUTENbHO HAMMEHOBAHUA MEXAYHAPOAHOIo 0-
KyMeHTa ansa npusegenus B coorsetcrane ¢ FOCT 1.5—2001 (noapasaen 3.6)

6 BBEJEH BINEPBbIE
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UHbopmayus 06 usMeHeHUsX K Hacmosuiemy cmaH0apmy nybrnukyemcs e exea00HOM UHOopmMayu-
OHHOM yKasamerne «HauuoHarnbHbie cmaHlapmel», @ MEeKCm U3MEHeHUl U rnonpasok — 8 eXemMeCaYHOM
UHGhOpMaUUOHHOM yKaszamene «HauyuoHanbHbie cmaHdapmbi». B criydae nepecmompa (3ameHbi) unu om-
MeHb! Hacmosuweeo cmaHdapma coomeemcemeyrouwjee yeedomneHue 6ydem ornybrnukosaHo 8 exxemeCcs4HOM
UHhOpMayUOHHOM yKkazamersie «HayuoHanbHble crmaH0apmbl». Coomeemcemsyrowas uHgopmayus, yeedom-
JIeHUe U MeKCMbl pasmeLyaromes makke 8 UHpopmMayuoHHol cucmeme obwea0 nonb308aHus — Ha ou-
yuanbHom calime ®eldepasibHO20 a2eHmemea o MexHU4YEeCKOMy peaynuposaHuro U Memponoauu e cemu
UHmepHem (www.gost.ru)

© CraHgaptuHdopm, 2018

B Poccuiickon ®egepauun HaCTOALMIA CTaHAAPT HE MOXET ObITb MOMHOCTLIO UMM YaCTUYHO BOCNPOU3-
BEAEH, TUPAXKMPOBAH U PACMPOCTPAHEH B KAQYECTBE 0huumManbHOro usgauus 6e3 paspeweHus degepansHoOro
areHTCTBa Mo TEXHUYECKOMY PEryNMPOBaHUIO U METPONOrK
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BBeaeHune

PaGouyas rpynna OpraHusaumm 3KOHOMUYECKOro COTpyaHMYecTBa u passutusa (O3CP) no Haanexaluen
naGopaTopHoii npakTuke Ha 24-m coseLyaHuy B 2010 rogy opraHu3oBana peaakLMoHHYIO rpynny noj pykoBoa-
CTBOM npeacrasuTens BenukoGputanum a-pa Suapio Mpeit (Dr. Andrew Gray) Ansi NOAroTOBKW PYKOBOAALLEO
AOKYMEHTa MO NNaHUpOBAaHUIO, MPOBEAEHUIO U NPEAOCTABMEHUIO OTYETA NO 9KCNEPTHON OLIEHKE Pe3ynLTaToB
rucTonaTronorum B COOTBETCTBUM C NpuHUMnamu GLP. B coctae peaakuuoHHON rpynnbl BOLLSK NPeACTaBUTENu
BenukoGputanuu, KaHagbl, ®paHummn, AnoHum (M3genus MeauuMHCKOro HasHadveHus), Lseuuu, LLseiiuapun u
CLLA (FDA u EPA). Paboyas rpynna npuLurna K cornalleHuto 0 ToM, 4tobbl B Xxoae pa3paboTku HacTosLero Jo-
KyMeHTa Takke Oblnn npoBeAeHbl KOHCYNbTaLUun ¢ OCHOBHBIMU 3aUMHTEPECOBAHHBIMU CTOPOHAMU B MPOMBILL-
NEeHHOCTU. 3anHTepecoBaHHble CTOPOHbI ObiNn OnpeAeneHbl YNeHaMu pPeaakuMOHHON FPYNMbl U BKIIKOYarnm
npeacTaBuTeneil accoLaLmii TOProBbIX U MPOMBILLNEHHbIX OPraHu3aLmii, SKCnepTHOro coobLecTBa, KPYMnHbIX
drapMaLeBTUYECKUX KOMMAaHUIA U HE3aBUCUMbIX MATOMOPAIONOroB.

MpoekTbl AOKyMeHTA, pa3paboTaHHOTO peAakLMOHHON rPynnon, Obinu pacnpoCcTpaHeHbl Cpen OCHOB-
HbIX 3aUHTEPECOBaHHbIX CTOPOH M PaGouei rpynnbl Ana nonyvYeHus kommeHTapueB. Ha 28-m coselanum B
anpene 2014 r. 6bin 0400peH OKOHYaTENbHbIM BApUAHT HACTOALLErO JOKYMEHTA.

[aHHbIN 4OKYMEHT NyOnUKYETCst N0 OTBETCTBEHHOCTb COBMECTHOIO 3aceaaHus Komutera no xummm u
PaGoueli rpynnbl N0 XMMUYeCKMM BellecTBam, nectuumaam u Guorextonorusim O3CP.
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M E XTI OCUYAAPT CTHBETHHDbB H C TAHIODAPT

NMPUMEHEHWE NMPUHLIMNOB HA,D,J_'IE)KAIJ.I,EVI NABOPATOPHOW MPAKTUKU (GLP)
MPU 3KCMNEPTHOU OLEEHKE MNCTOMNATOJIOIMA

Guidance on the GLP requirements for peer review of histopathology

Dara BBegeHus — 2018—08—01

1 O6nacTb NpUMeHeHus

Hacrosawumin ctaHaapT ycTaHaBNMBAET NONOXKEHUSA, OTHOCALLMECH K MPUMEHEHMWIO NPUHLMIOB Haanexa-
Len nabopartopHon npaktuku (GLP) npu aKkcnepTHO OLEHKe No rMCTONaToNornu.

2 OOwme NonoxeHus

2.1 TucTonartonoruyeckas oueHka o6pasLoB TKaHM ABNSAETCA OAHOW U3 OCHOBHbLIX KOHEYHbIX TOYEK UC-
cneaoBaHus B obnactu TOKCUKOMOTUK, U Nony4vyeHHble pe3ynbraTtbl BO MHOTOM ONpeaenatoT UTOTOBbIE PE3yrnb-
TaTbl U BbIBOAbI MO UCCNEAOBAHUIO B LIENOM.

2.2 MNockonbKy OLeHka 06pasLoB TKAHEW OCHOBAHA Ha CyGbEKTUBHOM NPO(eCCOHanbHOM MHEHMN Na-
TOMOpdhonora, NPOBOASLLEr0 UCCReAOBaHME MUKPOCKOMUYECKUX NMpenapaTtoB, TO OObIMHOW NPaKTUKOW Ans
UCMbITaTENbHbIX LEHTPOB SBMSIETCS NPOBEAEHNE NPOoLeaypbl S3KCMEPTHOW OLEHKM, KOraa onpeaeneHHoe Konu-
4YeCTBO MUKPOCKOMWUYECKUX NpenapaToB MCCNeayeTcs BTOpbIM natoMmopdonoroM. Mpoueaypa obecnevnsaer
KayeCTBO M TOUYHOCTb MHTEPNpeTaLun pe3ynsTaToB, a Takke cobniogeHne NpUHLMNOB Haanexalen naéopa-
TOPHOW MpPaKTUKM. HecMoTps Ha TO YTO OTCYTCTBYIOT obs3aTenbHble TpeboBaHnsA ANs NPOBeAEHUs 3KcnepT-
HOI OLEHKM COrnacHo npuHuunam GLP, B 6onbluMHCTBE Cry4aeB perynsaTopHblie OpraHbl BNpaBe OXuAaarhb,
yTo Oyaer obecneynBaTbCA HaANEXaLMin YPOBEHb SKCMEPTHOW OLeHKU. HacTosWwmin ctanaapt OTHOCUTCA K
npoueaypam, ucnonb3yembsim ANs OpraHu3auum, npoBeaeHUs U NPeaoCTaBIIeHNA OTYETHOCTU MO pesynsraTtaM
TakoWn KCNEPTHOW OLIEHKMU.

2.3 MNpu nposegeHUN IKCNEPTHON OLEHKN MOTYT BO3HUKHYTb PACXOXOEHWUA B UHTEepnpeTauumn pesyrb-
TaToB MCCNEAOBaHUA MUKPOCKONUYECKMX NpenapartoB M NpeACTaBMEHHbIX pe3ynsratoB, U MOTEHLUansLHo
UTOroBbIX Pe3ynsTaTtoB U BbIBOAOB UCCneaoBaHus B Uenom. Llenbio HacToswero craHgapra ssnsietca obe-
crneveHme pykoBOACTBA ANA NaToMopdonoros, aAMMHUCTPALIMKM UCTILITATENBLHOTO LEHTPA, a Taloke pyKOBOAU-
Tena UccneaoBaHns n nepcoHana no 06ecneveHmnio Ka4ecTea B OTHOLLEHUM TOTO, Kak cCneayeT nnaHMpoBaTb,
NPOBOAUTL, A OKYMEHTUPOBATL U NPEAOCTaBAATL OTYET NO 9KCMNEPTHOM OLIEHKE PEe3ynbraTtoB rMcTonaronorum
B LENsAX COOTBETCTBUA TpeboBaHuAm u npuHumnam GLP. Hactoswumii ctaHgapt AaBnaeTca AONONMHEHUMEM K
PyKOBOASILLUM yKa3aHusM, NpUBeaeHHbIM B pasgene 3.6.3.7 [1], koTopblit ycTaHaBnuBaeT TpeboBaHus K Npo-
BEEHUIO IKCNEPTHOM OLIEHKW NO FMCTONATONONMK.

2.4 MoryT uMeTb MeCTO onpeaerneHHble UCCnea0BaHusl, Korga CoHCOp uccneaoBaHus Tpebyert, utobbl
HEeKOTOpbIe UM BCE MUKPOCKONUYECKNWEe npenapartbl NPOBEPANUCE KOHKPETHLIM NAaTOMOPdonorom, NnpoBo-
AAWWUM 3KCMEPTHYIO OLIEHKY. Takas cUTyauusi MOXET BO3HUKHYTb, €CNu NatomMopdonor, NpoBOASALLUA 3KC-
NEePTHYIO OLIEHKY, ABNAETCA NPU3HAHHBLIM 3KCMEPTOM B ONpeaeneHHon obnactu natomM3nonorum unm uMeeT
6onbLUOii ONbIT B OLieHKe huanonorndyecknx apeKToB TECTUPYEMOro 0GbEKTa, KOTOPLIA ABNSETCA npea-
METOM AaHHOro uccneaoBaHusl. Takoi noaxoh no3sosiseT obecneynTb COOTBETCTBUE TEPMUHONOMUU U UH-
TepnpeTtaummM BO BPeMsi NPOBEAEHUA Pa3NNYHbIX UCCNEA0BAHUN, LIENbIO KOTOPLIX SIBNSETCA UCCNe0BaHUE
BO3AEICTBUS OAHOIO U TOTO Xe TecTupyemoro obbekta. Cneayer Npu3HaTthb, YTO KOMMNETEHTHbIE SKCMEPTbI
He BCeraa eCcrb B LUTaTe UCMbITATENbHLIX LIEHTPOB, COOTBETCTBYIOLMX NpuHLunam GLP, u, cnegoBatensHo,
He BCerga BO3MOXHO NPOBECTU IKCMEPTHYIO OLIEHKY B UCNLITATENLHOM LIEHTPE, COOTBETCTBYIOLLEM MPUHLU-
nam GLP.

U3paHune odpmuymanbHoe
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3 NpuHuuns! GLP

3.1 Bce TpeboBaHuA Ana 9KCNEepTHOW OLEHKM, NPOBOAUMON B UCTILITATENBLHOM LIEHTPE WNWU BHELUHUMM
KOHCYNbTaHTaMu, AOMMKHbI ObITb YETKO NPONMUCAHbLI B NNAaHE UCCNEA0BAHMSA UMM NOCNeAyoLWmMX NonpaBKkax K
nnaxy uccneaoBaHus. Takoe onucaHue AOMKHO BKNIOYaTb MHAOPMALMIO O TOM, kak Byaer nnaHnMpoBaTbCes,
NpoBOAUTLCA, JOKYMEHTUPOBATLCS UCCREA0BAHUE U NPEAOCTABASITLCA OTYET MO IKCNEPTHOW OLEHKE pe3yrb-
Tartos rucronartonoruun. Kpome Toro, cneayer otMeTuTb, 6yAeT N NPOBOAUTLCSI IKCNEPTHANA OLIEHKA OAHOBPE-
MEHHO C NPOBEAEHUEM MCCIEA0BAHUA UNU PETPOCNEKTUBHO. Ecnu BoileykasaHHaa uHoOpMaUmsa YacTM4HO
MW NOSNHOCTBIO ONKUCaHa B CTaHAapTHOM onepaunoHHon npoueaype (COIM), To AonycKkaeTcs CCbinka Ha Aen-
creyiowyio pegakuuio COrN.

3.2 NnaH nccnepoBaHua UNn NnocneayloLlwme NONPasku K NNaHy A0MkHbI 00ecneYnTb COOTBETCTBYIOLLIMIA
ypoBeHb npeaocraesneHns uHdopmauum ansa BO3SMOXKXHOCTM BOCMPOM3BEAEHUMS npoueaypbl 0TOOpa TKaHen
ANS 9KCNEPTHOM OLIEHKU C YY4ETOM A0CTATOMHON ruOKOCTU AN pearupoBaHusi Ha oBHapyXXeHUe HeOXXUAAHHbIX
naTonorMyecknx U3MEeHEHMN.

3.3 Ecnu natomopdornor, KOTOPbIN Ha3Ha4YeH AN NPOBEAEHUS 9KCMEPTHOM OLIEHKKN, HAXOAUTCA B MeCTe,
reorpaddu4eCckn yaaneHHoOM OT MecTa, rae BbINONHANOCL UccneaoBaHue, To He Tpebyetcs, YToObl OH Obin
opmunansbHO Ha3HaYeH B Ka4ecTBe OTBETCTBEHHOrO UCNONHUTENS. MNockonbky natoMopchonor, NPOBOASLLMIA
3KCNEepTHYIO OLIeHKY, NPeAcTaBnseT nuuo, MHTEPNPETUPYIOLLEE AaHHbIE, @ HE NPUHUMAaIOLee y4YacTue B no-
NyYEeHUM 3TUX AaHHbIX, TO ObINo Gbl LenecoobpasHO paccMaTpuBaTh €0 B KAYECTBE Hay4HOrO COTPYAHMKA.
Pykosoautens uccnenosaHusi HECET NOMHYIO OTBETCTBEHHOCTb 3a obecneyeHue NpoBeAEeHUS IKCNEPTHOW
OLeHKM B COOTBETCTBUM C npuHuMnamu GLP (cM. nyHKTbl 4.1—4.3).

3.4 MoppoBHasa nHdopmaLma o npoueaype NPOBEAEHUS IKCNEPTHON OLIEHKM A0IKHA ObiTb 3a10KYMEH-
TUpPOBAHa U COXpPaHeHa B apXMBHbLIX Marepuanax no MccrneaoBaHuio. Takme AaHHbIe AOMKHbI BKNOYATb WUH-
dopmaumio 06 naeHTUAUKALUOHHBIX AAHHBIX UCCIedyeMbIX TKaHeN, koraa u kem 6bina npoeeaeHa akcnepT-
Has oLeHKa TKaHWu. 3anucu, caenaHHble NaToMopdOnoroM, MPOBOASALLUM SKCMEPTHYIO OLIEHKY, UCMOMNb3yeMble
Ana perucTpaumm HabniaeHuin B X0A€ TMCTONATONONNYECKON 9KCMEPTU3bl OTAENbHLIX MUKPOCKONUYECKUX
npenaparoBs, HE XPaHAT B apXMBHbLIX MaTepuanax no UCCrneaoBaHuio.

3.5 Bea nepenucka, KacaloLwascs rucTonaTtonorn4eckon OLEHKM MUKPOCKONMUYECKMX NPENapaToB, Mex-
Ay CMOHCOPOM, NpeacTaBUTENAMU UCNLITATENLHOIO LEHTPa U NatroMopdonoroM, NpoBOAALLMUM IKCMNEPTHYIO
OLIEHKY, AOMMKHa XPaHUTLCA B apXMBHbLIX MaTepuanax no MCCrneaoBaHuMio, BKOYAA NPOTOKONbI TenekoHde-
PEHLMIA Mexay CrIOHCOPOM U UCTLITATENbHLIM LIEHTPOM.

3.6 B uensax BO3MOXHOCTWU BOCMPOU3BEAEHUSI NMEPBUYHLIE AAHHLIE ONPEAENAOTCA KakK JOKYMEHTaLms,
onucaHHasa B nyHkTax 3.4 n 3.5. NcxogHble MUKPOCKOMMYECKUE Mpenaparbl, KOTOpble OLEHMBAIOTCA NaTto-
MOpPEONorom, NPOBOAALLMM SKCNEPTHYIO OLIEHKY, MOSyYaloT U3 TECT-CUCTEMBI U NONAAAIOT NMOZ ONpeAeneHne
obpasLoB. OgHako MUKPOCKONUYECKWE NpenapaTkl U COOTBETCTBYOLLUME UM BNOKM HEOGXOAUMBI AN BOCCTa-
HOBNEHUs1 NAaTOMOPONOrMYECKO YacTn UCCNEeA0oBaHUS U, CNeaoBaTeribHO, AOMMKHbI XPAHUTLCA B TEYEHUe
TaKoro e nepuoaa BPEMeEHU, YTO U NEPBUYHLIE JAHHbIE.,

3.7 Ecnu natoMopdponor, NpoBoaALLuiA 9KCNEPTHYIO OLIEHKY, HE COrnaceH CO BCEMU MU HEKOTOPbLIMU 3a-
KINOYEeHUsIMK, cAenaHHbIMU NaToMopdonoromM, KOTOphLI NPOBOAMUI NEPBOHAYaNbHOE UCCNEenoBaHUe, TO Crie-
AyeT NpeanpuHATL YETKUE, NPO3PayHbIe U HENPEAB3ATbIE AENCTBUA ANS yPEryrMpOBaHUS STUX pa3HOTNAacuid.
OTn AeNCTBUS JOIMKHBI BbITb 3aA0KyMeHTUpoBaHbl B COMM unu 3akpenneHbl MHCTPYKUMAX.

3.8 B Tex cnyyasx, Kkorga BeIBOAbI NAaTOMOPAONora, NPOBOAALLET0 9KCMNEPTHYIO OLIEHKY, CYLLIECTBEHHO
OTNNYAIOTCA OT 3aKoYeHn naToMmopdonora, NPOBOAALLEr0 NepBoOHaYanbLHOe UCCNEeaoBaHue, B 3aKMIOMU-
TenbHOM OT4YeTe HeoBXoaMMO ONUcaThb, kak Obinu NpopaboTaHbl PACXOXKAEHUS B MHTEpNpeTaLuu pe3yrnsTaTtoB
nccneaoBaHWn U USMEHEHUs,, BHECEHHbIE B 3aKMmioMeHUe natomopdonora, NpoOBOASALLETO NEPBOHAYANLHOE
nuccneaoBaHue.

3.9 Ecnun, HecmoTpsa Ha nocneayowme nNpoueaypsl, HaNPaBneHHbIe HAa YCTPAHEHUE PacxXOXaeHuit BO
MHEHUAX, cornalleHne He Obino JOCTUTHYTO, TO MOTYT ObiTb NPUBMEYEHbI HE3aBUCUMbIN SKCMEPT MKW rpynna
9KCMepTOB ASIsA Pa3speLUeHns 3TOro CnopHOro Bonpoca. BuiBoabl rpynnbl 9KCNEPTOB A0MKHLI ObITb YETKO 38730~
KYMEHTUPOBAaHbI B 3aK/MIOYUTENbHOM OTYETE.

3.10 B 6onbLLMHCTBE CNyYaeB, KOraa OTCYTCTBYIOT CYLLECTBEHHbIE PACXOX/AEHUA BO MHEHUSIX, AETaNbHO
ONUCLIBaTbL UTOTOBbLIE PE3YNLTaThl IKCMEPTHOW OLIEHKU B 3aKMIOYEHUM M0 TUCTONATONOMMMN UIKN 3aKIIOUUTESIbHOM
oT4eTe HeobsA3aTenbHO. Kak npaBuno, 40CTaToMHO NPeACTaBUTL NPOCTON NMPOTOKON, B KOTOPOM OTPaXKEHO, YTO
OLeHKa Obina NPoBEAEHA M YTO B 3aKITIOYEHUM MO TMCTONATONOIMU NPEACTABIEHbI COrMACOBAHHLIE BbIBO/bI.

3.11 Hanuuue B 3aKnO4YUTENBHOM OTYETE UMK 3AKMIOYEHUM NO FTMCTONATONOrMKU NOANUCK NatoMopdorno-
ra, NPOBOASALLEro 3KCMEepPTHOro OLEHKY, HE ABNsieTca o6a3aTenbHbiM. OgHAKO Npu OTCYTCTBUM TAKOW NOANUCU
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naTomMopdonor, NPOBOASILLMIA IKCNEPTHYIO OLIEHKY, AOMKEH NOANMCATL NPOTOKON, YKa3aHHbIN B nyHkTe 3.10.
Takoi NpOTOKON AOMKEH XPaHUTLCA B apXMBHbLIX MaTepuanax no CcneaoBaHuIo.

3.12 B 3aKknio4nTenbHOM OTHeTE yKasbiBaloT hamunuio, UMA, OTYECTBO U aapec natoMopdonora, npo-
BOASLLETO 3KCMEPTHYIO OLIEHKY.

4 CooTBeTCTBUE IKCMEPTHOM OLEHKU NpuHUunam GLP

4.1 B xone npoBefeHUs 9KCNEPTHOW OLEHKN MOTYT BO3HUKHYTb PacXOXAEHUsi B MHTEpNpeTauuu nony-
YEHHbIX JaHHBIX MO MMCTONAaTONOorMN, YTO, B CBOIO OMEepeab, MOXET NOBMUATL HA UTOTOBbLIE PE3YNLTATLI U BbIBO-
Abl uccneposaHus B Luenom. CnegosarennHo, TpebyeTcs NpoBeaeHne 3KCNEPTHON OLIEHKU B COOTBETCTBUM C
npuHumnamm GLP. Tem He MeHee cneayeT Npu3HaTh, YTO ANA TOro, YToOb! 3KCNEPTHAs OLEeHKa NpeacTasnana
Hay4HyIO LIEHHOCTb, OHA AOIMKHA NPOBOAUTLCA NULOM, 06NaaaloWwmMM COOTBETCTBYIOLMM NpodeccUoHanb-
HbIM OMbITOM W KOMMETEHLUMEN; CnefoBaTenbHO, MOXET NoTpeboBaTbCA y4acTue NPU3HAHHLIX IKCNEPTOB B
onpeaeneHHbix 06nacTsx, KOTopble, OA4HAKO, He ABMATCA COTPYAHUKAMU UCNLITATENbLHOTO LIEHTPa, COOTBET-
cTeyioulero npuHuunamM GLP. Koraga npuHATO peleHne npoBoAUTL 3KCNEPTHYIO OLEHKY MO rMcTonaTonoruu B
ucnbITaTeNbHOM LIEHTPE, HE COOTBETCTBYIOLLEM NpuHUMnam GLP, To 3T0 40MKHO ObiTb 060CHOBAHO U OTpaXe-
HO B NNnaHe uccrneaoBaHus U 3aKNYUTENLHOM OTYETE. B kavecTBe ansTepHaTUBLI paCCMaTpUBaETCH BONPOC
0 TOM, SIBNIAAETCA nu Bonee NoaxoasaLLMM Ans natomopdosnora, KOTOpbI NPOBOAUT 3KCMEPTHYIO OLIEHKY, Npo-
BeJleHWe CBOEN OLIEHKN B UCTbITATENbHOM LIEHTPE, B KOTOPOM NPOBOAMNOCL UccneaoBaHue. B atom cnyyae
oTtnagaer HeobxoAMMOCTb B nNepeaade MMKPOCKONMYECKUX NpenapaTos U3 OAHOrO MeCTa B IpYroe, Yto Takke
no3BonsET NaromMopdonory, NPoBOASALLEMY 9KCNEPTHYIO OLIEHKY, BBINMOSHATL CBOI paboTy B paMkax CUCTEMBbI
KayecTBa, pa3paboTaHHOW B COOTBETCTBMU C npuHumnamu GLP. B Takux ycnosuax Tpebyetcs, utobbl naro-
MOpPPOnor, NPOBOASALLMI IKCNEPTHYIO OLIEHKY, UMeN HeoBX0AUMbIA YPOBEHb NOAFOTOBKU MO COOTBETCTBYIO-
UMM npoueaypam B UCMbITATENBHOM LIEHTPE.

4.2 PykoBoauTenb UCCNEA0BaHMA JOMKEH CAenarb 3asBNeHne 0 CTENEHU COOTBETCTBMSA NPOBOAUMOIO
nuccnegosaHus npuHuunam GLP. Ecnu ans skcnepTHOW OuUeHKM BbiOpaHa opraHusaums, He COOTBETCTBYIOLLAA
npuHuunam GLP, To pykoBOAMTENb UCCNEA0BAHUSA AOIMKEH 060CHOBATL, YTO NPOBEAEHWE IKCMEPTHOW OLIEHKU
ABMSAETCA AOCTAaTOYHO XOPOLLO YNPAaBAEMbIM U YTO AaHHbIE SKCNEPTHON OLIEHKM UMEIOT Haanexawee kadye-
cTBO. OCHOBHbIE NOMOXEHUSA, KOTOPLIE CrEeAYET YYMTLIBATL, BKIIOYAIOT B TOM YUCHE:

4.2.1 CeefeHuA 06 onbITe/KOMNETEHTHOCTU NaToMopdonora, NPOBOASLLETO SKCMEPTHYIO OLIEHKY.

4.2.2 OsHakomneHue ¢ COlN ucnbiTatensHOro LieHTpa unuM 4OKYMEHTUPOBAHHOE cornacue natoMopdo-
nora, NpoBOASILLEro 9KCMEepPTHYIO OLEHKY, ncnons3osare COlM u npoueaypbl UCNLITATENLHOTO LIEHTPA.

4.2.3 CucTemy KOHTPONMpoBaHusa 06pasyoB M NPUNOXKEHHBIX K HUM CONPOBOAUTENbLHbLIX JOKYMEHTOB.

4.2.4 CoxpaHHOCTb 006pas3LoB M JOKYMEHTOB B UCTLITATENBHOM LEHTpPe, rae natomMopdonor NpoBoAUT
3KCNEPTHYIO OLIEHKY.

4.2.5 Banugauuio BCeX KOMMNbIOTEPHbLIX MPOrpamm (ECnu 310 NPUMEHUMO).

4.2.6 COOTBETCTBYIOLLME MEPONPUATMA NO 06ECNEYEHUNIO KaYeCcTBa, KOTOPLIE MOTYT BKIOYaTb ayauT no-
MeLLEeHNn 1 060pya0BaHNUs, NCNONb3yeMbIX MaTOMOPKONOrom, NPOBOASALLMM 3KCMEPTHYHO OLIEHKY.

4.3. Ecnu aKcnepTHas OLEHKa NpoBoAUNachk B UCNLITATENLHOM LIEHTPE, HE COOTBETCTBYIOLLEM MPUHLN-
nam GLP, T0 310 4OMKHO ObITb 3a40KYMEHTUPOBAHO B 3asIBNIEHUN PYKOBOAMTENSA UCCNEeAO0BaHMS.

5 OTueTHOCTL O pe3yrnbTatax uccriegoBaHus

5.1 DkcnepTHas OUEHKa MO FMCTONATONOrMKN ABMSIETCA BaXKHOW YacTbio npoueaypbl, obecneunBatoLlen
Ka4yecTBO WHTEpnpeTauun pesynsTatoB UCCMNEAOBaHUA, U MOXET OKasaTb CYLLECTBEHHOE BIUSHME HA UTO-
roBble pesynsrartsl UccnefoBaHusA. C y4eTom 3TOro BaXKHO, YTOObI Npoueypbl MO 9KCNEPTHON OLEHKe nna-
HWPOBanNuCb, NPOBOAUNNCL, AOKYMEHTUPOBANMUCE U NOANEXANN OTYETHOCTU Takum 06pa3oMm, 4Tobbl HE Ha-
pylianacb COXpPaHHOCTb UCCIEeAOBaHus, NoAnexallero nogaye B perynupyrowinue opraHbl, U MOXHO Obino
MOSIHOCTbLIO BOCMPOM3BECTU U MPOBEPUTL AENCTBUSA.

5.1.1 OeincTBuA No 9KCNEepTHON OLEHKE Pe3yrbTaToB rMCTONaTONOrMM AOMKHbI ObiTb ONMCAaHbI B NiaHe
“ccreaoBaHWA UNKU B NOCNEAYOLMX NONpaBKax K NraHy uccrnefoBaHus.

5.1.2 B gOKyMeHTaUuMmM No 3KCNEePTHON OLIEHKE NPUBOAAT ONUCAHME TKaHel U JOKYMEHTOB, UCCNEAOBaH-
HbIX NATOMOPONOroM, NPOBOAALLMM IKCMIEPTHYIO OLEHKY. OTYET O MPOBEAEHUM SKCMEPTHOW OLIEHKU AOIMKEH
ObITb 1OCTAaTOYHO NOAPOBHLIM ANs 06ecneveHns BOCCTaHOBIIEHMSI BCErO X0Aa UCCIef0oBaHUsA U BbiCKa3aHHbIX
MHEHW.
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5.1.3 B oTyeTe AOMKHbI ObITb 3a40KYMEHTUPOBAHbI NPOLEAYPbl, KOTOPbIE ONMUCLIBAIOT, KAKUM 00pa3oM
OyayT paspeLueHbl NoOble pacxoXxaeHns BO MHEHUSIX.

5.1.4 NMoOble pacxoXaeHus B UHTEPNpPETALMKU, KOTOPbIE NPUBOAAT K CYLLECTBEHHOMY U3MEHEHWUIO WH-
TepnpeTtauun natomopdonora, NPoOBOAALLEro NepBoHavasnbHOE UccrneagoBaHue, Heobxoanmo obcyanTsb B 3a-
KNMIO4YUTENBHOM OTYETE.

5.1.5 ®amunus, nMma, oTHECTBO U agpec natoMmopdonora, NPOBOASALLErO 3KCNEPTHYIO OLEHKY, AOMKHbI
ObITb YETKO YKa3aHbl B 3aKNIOYUTENLHOM OTHETE.
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MpunoxeHue A
(cnpaBoyHoe)

CpaBHeHMe CTPYKTYPbl MEXAYHAPOAHOro AOKYMEHTa
CO CTPYKTYPOW# HaCTOsIEro cTaHgapra

Tabnuya A1

CTpyKTypa HacTosLero cTaHaapTa CTpyKTypa MeXAyHapoAHOTo AOKYMeHTa
Pasgensl noi@:ﬁ?b" MepeuncneHua nonpazz?éiij:brll’kaTbl MNepeuncnenuns

Beegexue Beegenue —

1 — - — —

2 — — 1 —

21 — 1.1 —

2.2 — 1.2 —

2.3 — 1.3 —

2.4 — 1.4 —

3 — — 2 —

3.1 — 21 —

3.2 — 22 —

3.3 — 2.3 —

3.4 — 24 —

3.5 — 25 —

3.6 — 26 —

3.7 — 2.7 —

3.8 — 2.8 —

3.9 — 29 —

3.10 — 2.10 —

3.1 — 2.1 —

3.12 — 212 —

4 — — 3 —

41 — 3.1 —

4.2 — 3.2 —

421 — 3.21 —

422 — 322 —

423 — 3.2.3 —
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OkoH4aHue mabnuupe! A.1

CTpyKTypa HacTosLero cTaHaapTa

CTpyKTypa MexayHapogHoro JoKyMeHTa

Paspaenel noi@iﬁﬂ?b" MNepeuncnexHus nOApaZ:Z?‘IiJ:bIlI’yHKTbI MNepeyuncneHna

424 — 324 —
425 — 325 —
426 — 326 —
4.3 — 3.3 —
5 — — 4 —
51 — 4.1 —
511 — 411 —
512 — 412 —
513 — 413 —
514 — 4.1.4 —

— 515 — 415

Bubnuorpadus
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Buonuorpadusn

[1] OECD (2009), Draft Guidance Document on the Design and Conduct of Chronic Toxicity and Carcinogenicity
Studies, Series on Testing and Assessment Ne 116, available on the OECD public website for Test Guidelines
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