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MNpeaucnoewne

Lleny, ocHOBHEIE NPHHLUWOE A SCHOBHOK NOPAGOK NOCBE0eHWA paboT No MEMrocyJapcTREHHOH CTaH-
OapTuaadiki yoeradosnedsl TOCT 1.0—2015 «MexrocynapcTeeHHaR CUCTeMa cTandapThaauu. OocHoaMble
nonckeHdss w [OCT 1.2—2015 «MewrocydapcTeEeHHaA cHCTEMa CTaAKdapTH3aUHK. CTandapTel Mewrocydap-

CTREHHER, NPaBANE, PEKDMEHOALWA N0 MERTOCYIAPCTREHHDA cTavaapTMIauqi. Mpapkwna paapaboTin, npe-
HATHA, OOHOBMEHWA W OTMEH Lin

CeeneHMA 0 cCTaHOapTe

1 NoOroToBNEH Accoumauden sHexkomMMEpYECHoE NAgTHERCTRED « KoOpOMHALKOHHS-HHDODMaLMOH-
Hild LEHTE rOCYyOapcTe — yHacTHUKCE CHI no cOnivme e perynATopHBX NEakTrk: (AccouWauuns «HM <KL
CHIMe) Ha ocHoBe COGCTEEHHOMD NEPEREOOA HA LYCCEMA A3blK BHIMOAIRYHONR BERCHK OOKYMEHTE, YESIAHHOID
B NYHKTE 5

2 BHECEH TexHWJeckrs KOMWUTETOM MO CTaAHO3RTHIALMH TK 339 «BeionacHocTe Chiphl, MaTEpHanoR
M BElWeCTEN

3 MPHHAT MexrocyapcTReHHbIM COBETOM MO STAHIAPTHISLWA, METDOMNGIMK KW CERTAMKALKMKA (NEo-
Tokan oT 30 HoRbpa 2017 r Ne 52)

3an PHHATAE NEROroNoCosaAnN.

H;Dﬂ TEDE AGMMIHOBIHHS CTRERE KI.'P,D, ETpiEH i EUHFHI.I.IEHHE‘E HAOMMaSHDBDHEE BRUPLHEINEROMT DRrHdd
no MK {KWCCO 3166} 004497 e K (AC0 F1EE) 004 —A7 NGO CTAHLA DTHIAL HA

Azapbarnxad v Ajcrakpgaprt
AOMBEHKA AR MMHIROHOMARA Pecny Bnmke ApkaHng
Benapyce By MoccradpapT PecnyBnunen benapyce
Kazaxcran o MaccraHgapT PecnyBnuis Kazascrad
Kuprazms K KeiprelactaHoapr
Monoosa hD Monpoea-CraMgapt
Pocous Ru PococtaHaapr
Tag#nEncTax TJ TagpwnucTaHgapT
TYDRMEHBCTEH T Maproccnysba « Ty pEmEHCTEHDARTNAD:S
YabamncTan Lz Yacranpgapt
VipauHa L, Mt HF3EOHOMDEIBNTHR YEpaWHb

4 Mpukazom CegEpanBEHOM argHTCTEA No TEXHWHECKOMY PEMYRNDOBAHMED W METpoNorK oT 12 gekabpa
2017 £ Ne 1937-CT MexrocygapcTBeHHsl cTangapT MOCT 34311 —2017 sseden 8 AEACTEME B KaYECTEE Ha-
L#OHANEROMD cTavgapTa Pocouickol Degepanmn ¢ 1 asryeta 2018 1

S HacToAwMi cTasgapT RENSeTCA MOOHEWUADOBIHHLIM N0 STHOLWEHWED K MEXIYHADOOHOMY A0KYMEHTY
wOECD PerkosmeHIaATENBHER SOKYMENT pabouel rpynne no Haanessweld natopatopHod npasTuke. Npune-
HEHHE NPHHUWNDE Hadnexawel natopatopHol npakTHEM {GLP) npy 3KCNEpTHOR OUSHEE NO THCTONATOROMH,
M2 16 13 ceprd QosyMenToR CpradMagauiy aK0HOMWHECKOND COTPYOHHYECTER W paiadTHa (OD3CP) o MNprHL K-
Max Hagnemawed nabopaTopHod NEAaKTHEK W MOHWTODWMHNE cooTeeTeTanA» [(«DECD Series on principles of
Good Laboratory Practice and compliance monitoring — MNe 16 — Advisory Dacument of the Working Group
on Good Laboratory Practice — Guidance on the GLP Requirements for Peer Review of Histopathology»,
MOD) NyTEm HIMEHEHWA CTEYETYPRl. CpasHente CTRYKTYPE HACTORLEND CTAHGAPTa OO CTPYKTYPDR MEXDY-
HARCOHITD GOKYMEHTA NPUBEOEHD B NRANOHEHAW A,

HanMeHoBaHWE HACTOALWETS CTAHOAPTE HIMEHEHD OTHOCHTENBHG HAMMEHOBAHWA ME#IYHAPOOHOTS 00-
KYMEHTA ans NpUeedeHina B cooTeeTcTeMe ¢ MOCT 1.5—2001 (nogpaanen 3.6)

& BBEOEH BMNEPBLIE

i
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MOCT 343112017

Huhopsauud of UIMEHEHUAY ¥ RSCTDSWEMY crmandapmy nyBnukyemca 6 exe20duos uxpopmadu-
OHMIM yrazamane «Hayuoransnbe CMaNdapmels. 8 MeKcH UIMONEHLD U NONDEEOK — & SWEMECTYHGM
UHGODMALUOMNHDN YRazamene «Haubokanesse cmakdapmeis, B ciyyae Nepeckiomps (JaMensl) Uiy orm-
IEHE HACMOALESD CMardanma coomeemomarowes vasdomrnerue Bydem onpimukoesHD 8 ERSMECTYHIIA
UHEhoDMaLUCHHONM Wiasamens cHayuonatatse cmaddapmes. Commaemocmeyiollas UHopmaLnus, yeedom-
AEMUE [ MEKCNEl DEAMELENTICH ITAKKS & UHPODMALUoNHON cucmede oflyeso NoNLI0eanus — Wa o=
UuaTEHoM caime PedepanbHos0 SaoMMoTea N0 MEeXHUNECKoMY DESYTUDCEaHLIn U Mempanesul & cemu
MHmamem (www. gost )

E CtadpapTuHdgapm, 2018

B PoccHicKkod Pedepaduii HacTOAWWA CTaHAAPT HE MOWET GhiTh NOMNHCCTRER MK Y3CTHYHD BOCHpOMa-

BEQEH, THDAXMPOBAH W PACTIPOCTPEHEH B KaUECTRE OHUMANLHOND H3gaHUa Ged paipeleHrA DenepankHorD
ArBHTCTEA M0 TEXHHYECKOMY PEMYIMDOBAHMIO U METOONOTMM
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CopepxaHue

1 OENacTe NPUMEHBHMA. . .- .. . ..o eeen s
2 A T OB . e B e T o e L e e e R T e e e e e
S Elpsameainist GLEP - o il S i e
4 CooTRETCTEME AKCNERTHON GUEHKK NpHHUMNam GLP
5 OTUeTHOCTE O PEIYNIETATAN WOCNEnoEAMXA

Mpsnoxerne & (cnpaecddoe) CpaBHeHRe CTRVETYRE MEXOYHaPOoOHOro JOKYMERTA CO CTRYVETYROR
HACTOALEND cTAHOapTa

Bubnuorpadina

3"
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BeegeHne

FPabodan rpynna OpradM3aumy IK0HOMHUSECKONS COTRYOHHYECTEa W pa3erTia (O3 CP) no Hagnexalleil
nafopatopHoit NDakTrEe Ha 24-m copewanny B 2010 rogy opranmaceana pedakyuoHHEyK0 Fpynny mog pysosog-
CTEOM NPEACTABUTENA BenukoSprTaddd g-pa Juapio Npeid (D Andrew Gray) AnA nodroToBKK pYKOROOAWED
OOKYMENTA MO NNAHWPORIHWED, NPOBEOEHMIO M NPEOOCTARNSHMID OTYETA NO IKCNEPTHON DUEHKE DeIyNsTAToR
rMCToONaToNOrMK 8 CooTEETCTRMM ¢ NprHuMnamik GLP B cocTap pegakyMoH 0N rpynnel BOWnY noeqcTanmTeni
BendkcbpdTankd, Kakaos, Dpandumd, AncHkia (MA0ends MeguuMHcEero Haasaderua), Weeuwn, Weefuaprd 1
CLA (FDA W EPA). Pabodas rpynna npiwna K cornawe i o ToM, 4To0e B X008 pazpaboTid HAaCTOAWErD Jo-
EYMEHTE TAKKE DbiNg NPOBEOEHE! KOHCYNLTALKMKA © CCHOBHBIMK 3aMHTEPRCOEAHHBIMKA CTOROHIAMK B NEOMbI L=
MNEHHOCTH. 3JAUHTEPECOBAHMEIE CTOPOHEl BbiNi CNPEOSnEHe YUNEHIMA DEOIKLWOGHHOMA TRYINE W BKNMHANN
NpeacTaEuTENeit accoUMayi TOProsk 1M NPOMBILLAEHHLX OPraHWIaLnE, IKCNERTHOMN COODWECTRA, KPYTHbIX
thapMaUesTUHECKAX KOMNAHWA ¥ HEIARMCHMBE NaTomMopdonoros.

MpoekTel QOKYMEHTA, paspaboTaAHHOM PEAAKLWOHHSH rpynnel, Deind pacnpocTpaHEHbl CPEaW SoHOR-
HEiX JAMHTEDECOBAHHBIX CTOPOH M Pabodel mynnkl On8 nonyHedHda KoMMeRTaphes. Ha 28- copelWaHii e
anpene 2014 r. Goin oaobper OROHYATENLHEIR BADKHaEHT HACTOAWETD QORYMEHTA.

NamHeld AokyMeHT NyANUKYETCA NOO OTEETCTEERHHOCTE COBMBCTHOMD JacenannA KomuTera no XmuM 1
Paboqei rpynnes No XMMAYeckdM BELWUESCTRAM, NECTHUHMOAM 1 GHoTexHonoras O3CR
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rocr 34311—2017

M E X ' O C ¥ O APTGCTUBEMHH B H T A HOAPT

NPUMEHEHME NPUHLUKWNOE HAONEXALLEW NABOPATOPHOM NPAKTHUKM (GLP)
NPH 3KCNEPTHOW OUEHKE MACTONATONOMAM

Guidance on the GLP requirements for paer review of histopathalogy

Harta egegeHns — 2018—08—01

1 OBbnacTe NpUMeEHEHUA

HacTofuwmWit cTasnapT YyeTAHABNHMBAST NONCHEHWA, OTHOCALMECH K MPAMEHEHKI0 NPHMHEWN0E HAaNEa-
Wer nabopatopHo NpakTHEW {GLPY Npr 2KcnepTHOW OUEHKE No TMCTONATONOMK.

2 OBwKe nonoXeHWa

2.1 MNecTonaTonorMYeckan oyesza obpaiuocs THAHK ABNAGTCA COHOR W3 OCHOBHBIX KOHEYHLIX TOMER HC-
CNEgooaqH A B oBNacTH TOKCHKONONMK, W NONYYEHHEIE DeayNETaTk BO MHOMOM ONPEGenaAmT HTOMOBLIE paayb-
TaATkl K BEBOGE NGO HCCNEQOEAHMD B LENoM.

2.2 MNockonexy oueHka 0B0aIY0s TEAHER OCHOBaHE HA CYOBEKTHEHOM NPodrECCnOHANBHOM MHEHKA Na-
ToMophonora, NEOBOOAWETD MCCNEADEAHWE MEKPOCKONWYECKMX NpenapatoR, 1o obsidHOW npakTukol ana
HCTILTATENLHbIX LEHTPOE ABNASTCA NPOBEEEHWE NPOLYEIYDEl IKCNEPTHOW CUEHEN, KOGDA ONpegeneHHos KoM=
HECTEO MUHKPOCKSTHYECEWY NpenapaTos WCCnegyeTca BTopeiM natomapdonorom. Mpogenypa obecnedveasT
EEHECTE0 W TOHHOCTE WHTEPNPETALME peayneTaTos, a Takke cobniodeske NpHMHLUNOE Hagnexawed nabopa-
TOPHOA NDAKTHEK. HECMOTPA Ha TO 4T0 OTCYTCTEYIOT obAlatensHbie Toabosanya ONA NpoBedsHna IKCnegT-
HOW CLUEHEW COMMacks npdaHyvnas GLP, B GONbsWHHCTES CNYYaes peryNATODHBIE OpPradHs BNpase OMWOaTw,
4T3 ByneT checnedMBaTecA HaONeHallnin YpoaeHs IKCTIEPTHON oUeHkKM. HacToAwMiR cTAHgapT OTHOCHTCA B
NpoUuegypam, MCNoNsIyesbing N8 OPrasa3aniy, NPoOBENEHNA M NPEA0CTABNEHKE CTHETHOCTH 0 PESYNETATAM
TAKDH IKCNEPTHON CLeHKI.

2.3 MNpW NpoEaOEHWA JECTIEPTHOW CUEHEN MOMYT BOIHAKHYTE DPACKOWISHHA B WHTEDNPETALMA PeXylb-
TATOE WCCMNEdoBEaHWA MHEPOCHKONHYSCKWY NPenapatos W NpeicTagneHHbE peaynbTaTos, W NoTeHUWansHD
HTOMDBLIX DEIYNETATOR W BHBOEOE WCCNEdoBAHWA B Uugnon. Lanes HacToAWEro cTaHdiapTa AenAeTcA obe-
Ce4eH e DYKOBOACTES ANA NAaToMop@anoros, aaMHHHCTRaUWH HOTLITAaTENLHOMD UEHTPE, 3 TAHE DYKOBOOM-
TENA WCCNEA0RARKA W NEPCoHana no obecnadeqHH o KAYeCcTEA B OTHOWEHHK TOr, Kak cnedyeT nNasuponaTs,
NPpoBECOWMTE, AOKYMEHTUPCEATE W NPEQOCTARNATE OTYET N0 ILCNEPTHOR GUEHKE DeIyNeTATOR FMMCTONATONGTMM
B UEnss CoOOTBETCTRMA TpeboBasdam 1 npuHyknan GLP. HacToswwi cTandapT ABNAETCA ACHONHEHHEM ¥
DYKOBOOALMM YEAIAHWAM, NDWBE0eHHEM B pasnensa 3.6 3.7 [1]. koTopeid ycTaHaenyeaeT Tpedopadua K npo-
BEOEHAH IRCNERTHOW OLIEHKM MO MMCTONATONGr K.

2.4 MoryT MMeTeE MECTO ONpeaeneHHbe HCCNeJoBaHnA, KoT0a CNoOHCop WCCNedoBaH A TpebyeT, YTodks
HERKOTOPEE WNW B8 MMEROCKOMWYECKHE NPEnapaTtel NPOBERANWCE KOHEPETHEIM NATOMopDOnoroM, nposo-
OAWMM IKCNEpTHYIO cUesHry. Takan cHTYAUWA MOWET BOSHWEHYTE, SChiM NaToMopdionar, Npoasaawnie Ikc-
NEpTHYH: GUEHEY, ABAABTSA NPHIHAHHEIM JECNEDTOM B ONpEgEenaHHon OBNacTi NarofrInonorik KnK WMesT
DONEWoR ONBT B QUeHke SHInonorMYecsdy adderTos TecThpyeMoro obbekTa, KOTOPLIM ABENASTCA Nped-
METOM A2HHOID MCCRedoRaHAA. Takol nogxod NoleonAeT obecneynTe COOTRETCTEME TERMUHOMOMK W KH=
TEPNETAUMK BO BpEMA NPCEEIEHNA PAINKYHBIX MCCNEAoRAHWE, LENsM EOTOpBX ABNSETCA MCCNenoaaH e
BOXIEWCTEHA OOHOMD W TOMD e TECTHMPpyeMoro ofbekta. ChedyeT NpMiHaTe, YT0 KOMNETEHTHLIE IKCTERTR
HE BCEM0E BCTh B WTATE WCNBITATENEHLIX LEHTDOB, COOTBETCTREYIOWHX NprHUMnan GLP, ¥, chnegosarensHo,

HE BCEMOa BOIMOMWHO NPOBECTH JKCNERTHYID OUSHKY B MCTIHTETENLHOM UEHTRE, COOTBETCTEYIOLWEM MPKHLUM-
nam SLP.

Wznauue odiunan sHoE
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3 NpuHumnsl GLP

3.1 Boe tpeboBaddA ANA IKCASDTHOR CUEHKK, NPOB0OMMOHE B MCNLITATENEHOM LUEHTRE MNH BHELLIH KM
KOHCYNETRHTAMK, O0MEHL GhiTe HETKD NPONUCaHsl B NNAaKe WCCNEA0BaHAA KNW NOCNegyiowmy: Nonpagkax K
MiaHy WCCneaoeanka. Takoe oNKMCaHWe O0MHHO BENNYaTE HHopMauUmrio O ToM, k3K Sy0eT nnaHkvpoBaTeCH,
MNEOBSOMTECA, GOKYMEHTHPOBATECA HCCNEIoEIHXE W NPEqOCTABNATECA OTYET NO IKCNEPTHOW CUEHKE Deayi-
TaTod MTUCTONATONOTHKA. KpoMe Torg, cnegyer oTMeTHTE, Sy0eT NKE NPoBCoUTECH JECNepTHAA OLUEHKS OOHOBpE-
MEHHD C NDOBEOEHMEM MCCNEN0BaHWA MK PETPOCNSKTHEHD. ECni BRILEYXAIaAHHEA MHOIOPMALWMS YacTHYHD
WMt NONHOCTRH ONWCaHa B CTAaH4APTHOR onepadkoHHsi npodegype (COM), To AoNYCKAEToA CoNKA Ha Oen-
CTEYKWYH pegasuun SO,

3.2 MNaH WocnedosadMa Knd Nocnedy ioWwWe Nonpaskk K Nnady GonkHe 00ecneyuTs CooTEETCTEY LM
YPOBEHE NPEACCTARNEHKA WHQOPMALMK JNA BOIMOEHOCTH BOCNPOMIBESEHMA Npoueaypel oThopa Trawed
ANA IKCNEPTHOR OLUEHEM C YHSETOM 4oCTaTo4HON MEKOCTH GNA pearnpoBanks Ha oOHapy HEHWNE HECHNAZHHEIX
MATONOrMSE KRN WIMEHEHWA.

3.3 Ecni naromMopdonor, KoTopRM HasHaded OnNs NEOoBeLeH A IKCNEpTHON OUSHKK, HBXoOWTCA B MeCTe,
recrparueckl YOAanedHoM oT MecTa, rQe BLNoAHANOCE WCCNedoBawKde, To He TpebyeTcA, yTobsl oH Bin
OPHUMANEHD HAIHAYEH B KAHECTEE OTBETCTBEMHOMN WMCNONHATENA. MoCKonsky NaroMopdanor, NEoBogALIHGA
JKCMEDTHYH CUBHEY, NPEACTARNSET NHLE0, MHTEDNPETHPYVIOWES JAHHBIE, 3 HE NDHHMMAKIUEE YYaACTHE B NO-
NYHEHAM 3THX gaHdsix, TO Beino Bel UenecoolpaIio PacCMaTPUBaTE BM0 B KAYECTEE HAYHHOMS COTPYOHWEA.
PyRkoB0dMTENE WCCNEOI8aHKA HECET MONHYK OTBETCTESHHOCTE 38 obecnedenne NPoOREOEHWA IKCMEpTHON
OUEHEW B COOTBETCTEMH C© NpdHuvnamid GLP (oM. NyHETel 4.1—4 3.

3.4 MogpobHan MHdopMauKs O NPOUedyDe NPoEeaeHHA IKCNEDTHOW OUEHEH JONHHA GhiTh 3300KYMEH-
THPOEAHAE W COXPAHEHA B AapXHMBHEIX MATEDHANAX M0 MCCNEfoBaHMin. TAKME DaHHBIE SOMKHE BEMKYATE K-
doprmagre ob HAEHTHPHUKEALMOHHBIX JaHHBIX MCCIEQYEMbLIX TEAHERN, KOrLa ¥ ke Buina npopefeHa IKCnepT-
HaA OUEHES TEaHW, 3andck, coenaiisie NaTtomMopdonorom, NpoB0dALLMM IKCNEDTHYM CLUEHKY, WCNONbIyemuie
ANA pericTpaudsy HabnindeHyia B 008 MMCTONaTonorMYeckol IKCIepTHSE OTJaNbHBIX MUKDCCKONWHECKHMK
Menapartos, HE XPAHAT B ApXHEHLX MaTEPHANax No WCCNedoBa HWMK.

3.5 BoAa nepenvcka, KacaiolWancs MAcToONaToNSrMYeckol OUSHKN MHUKDOCKONWYECKHE NPEN3gaTos, Me-
Oy CNOHCOPOM, NP2OCTARRTENAMK WCMETATENEHDID LEHTPE W NATOMOPROoNorom, NEpoBOOALIME JKCNEPTH Y
OUEHEY, DOMHHE XPaHMTECA 8 apxHBHLIX MaTepuanay no WCCNeqoBaHKdio, BENIOYaR NpOToRons Tenasoidee-
PEHLAA MEKTY CNOHCODOM W MCNBTATENEHBM LEHTDOM.

3.6 B ugnax B03s0sHOCTA BOCMPOMIBEOEHHA NEPEHYHEE JaHHBE ONPEOenAKTCA Kak JoKYMEHTaLMA,
OfdMcaHHans B NyHKTax 3.4 1 3.5, McRoOHbiEe MUEROCKCNWYECcHKHe NPEN3paTel, KOTODLIE CUSHWBAKTCA Narto-
MODDONoroM, NPOB0OALLKMM IKCNEPTHYIO OUEHKY, NOMNYYaNT M3 TECT-CHCTEME M NONAOIKT Nod ONpadeneHHe
ofpa3uce. OoHako MARpOCKONMYEckKE NPenapaTel ¥ COOTEETCTEYIOWWE MK BNokM HeoSxoanme! ONA BoCcTas
HOBMNEHWMA NaToMODONorv4eckon YacTd WCCNegoBarka M, CNeqoBaTenbHo, GONMHE XPaHWTECA B TEHSHHE
TAKOTD ¥E NEPHOOa BREMEHA, HYTO W NEPEMHHEE JaHHEIE.

3.7 Ecnu natomapdronor, NPosodalLMi IRCNERTHYI0 SUSHRY, HE COMAaceH GO BCeK MW HEKOTOPBLIMI 338-
KMTOYEHMAMM, COENaHHEMKA NAaToMopchonoroM, KOTODLE NPOB0OWN NepEoHAYANLH0S WCCNBO0BAHKE, TO Che-
OyeT NPeANPHHATE YETERE, NPOIRAYHBIE W HENDEOEIATEE JSACTEMA GNA YPerynypoEaHMA 3THE DaIHOMMAaci.
ITH SERCTEWA QOMEHE BEITe 3agokyMeHTHpoRaHE 8 COMN Mg 3akpennedsl MHCTRYKLWAK.

3.8 B Tex cny4anx, KOrga BeB0bL NaToMopdionara, NPosOOALLETD JKCHEPTHYID OUEHKY, CYLUECTREHHD
OTAWHAICTSA OT 3aknHeddia natoMopdonora, NpoESdAWEnD NepROMAYENEHOE MCCNEqOBaHWE, B ISEMIIH K-
TENbHOM OTHETE HeoBXGOMMO ONKCATE, KAk Seink NpopaboTadbl PACKOMOEHKA B MHTEONPETALKK peEaynLTaTon
WMCCMEA0BAHKA W HIMEHEHWA, BHECEHHBIE B JaKMOYEHWE NaToMopdonara, NpoBsdAwens NepeoHAYansHOE
WCCMeqoBaHMe.

3.8 Ecnu, HECMOTPR HAa NOCNEOyKLWE NDCUBAYDPE, HANPARNEHHLIE HA YCTPAHEHKE DACXOHIEHWA BO
MHEHAAN, COrNAale e He Boing QOCTHIHYTO, TO MOTYT BbiTk NPUaNEYEHEl HEIABWCHMbIR JKCNEDT WK rpynna
IKCTIEPTOR ONA pa3peWeHWA 3ToMS CNOpHONS BoNpoca. BeiBoabl roynnkl JRcnepTos AoMEkHbl GbiTh HYETHD 3300~
KYMEHTHPOBAHL B I3KMKOYWTENEHOM OTYETE.

3.10 B GonplUMHCTES CRyYaes, Kofga STCYTCTEYIOT CYLUBCTEEHHLIE DAcKoNIeHKA B0 MHEHMAX, JETanbHO
ONACHBATE HTOMSBLIE PE3YNETATE IKCTIEETHOR CUSHKK B JAKMIOYEHHK N0 TMCTONATONSTMA MK 33KN0SATENEHOM
oT4eTe HeobsaateneHo. Kak npaenno, gocTaToHqHo NPeacTaBuTe NPOCToR NEOToKSN, B KOTODOM OTPaMEeHD, 4To
oueHka Ouina NpoBegeHa W 4T0 & JaKM0YeHHI MO MMCTONATSNOMAW NpedcTasne bl COrMacosaHHbIe BbIB0akbI.

3.11 Hanw4me B 3akmioHUTENBHOM OTHETE MK 33RTI0HE UM N0 TMETONaTONSriM Mognycl natomopdono-
ra, NPORCOALEND IKCMHEPTHOM SUBHEY, HE ABNAETCA obRsaTenbHEM,. DOHAKO NEW OTCYTCTEWWM TAKGH NagnMcy

2
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NaroMopdonol, NPOBCISWKA IKCNEDTHYRS OLEHKY, DOMEEH MOQNWCaTe NPOTOKON, YEA3aHHLIE B myHkTe 3.10.
Takod NpoToKON OOMKEH XPaHUTECE B ApKHMBHLEY MATEDHANAX MO HCCNEnoBaHIAK.

3.12 B 2asniounTensHOM CTYETE YEAILIBAKT DamMmunueg, WeMa, oTHECTED 4 agpec natomopdionora, npo-
BOOALWLETD IKCNEDRTHYRS DLUEHEY.

4 CoOTBETCTEME 3KCMNEPTHOM OUEHKK npuHuunam GLP

4.1 B xoge NpoBE0eHWA JKCNEPTHON CUEHEN MOMYT BOIHMKHYTE DACKOMIEHKMS B MHTEPNPETaLME Nony-
YEHHEL OAHKEX N0 TMCTONATONOMME, HTO, B CEOI0 O4EDEGE, MOMET NOBMNHATE HE WTOMOBEE PEIyNETATH M BbiB0-
Abl HECNEQOBAHKWA B UeNoM. CnedoBarTenkHo, TpebyeTcA NpoBegeHnE IKCIEPTHOR GUEHKKW B COOTEETCTEMA C
nprHuKnani GLE Tewm He MeHee cNedyeT NPWIHAaTE, 4To N8 Tord, 4T06k JECHSpTHAA OUEHKa NpeacTannana
HBY-HHYI0 WEHHOCTE, OHa JOMEHa NpoBodqTecA NWLoM, 08naganlivs COoTEeTCTEYIOWMM NpodeccuoHan-
HEIM ONETOM W KOMDETEHUWER, CNeqoEaTenLHo, MOMET NoOTPeSoRaTECH YHACTHE NDHIHAHHLIX IKCNEPTOR B
CnpeaeneHHsx OBNacTAX, KOTOPsIE, OOHAKS, HE ABNAICTCA COTPYLHKEAMK MCNEITATENLHOD LEHTpa, CooTBET=
cTEyIOWerD nprEuyMnan GLE Korga npueaTo pEWeRnE NPoBCaMTE IKCNENTHYIO CUBHEY N TMCTONaTONOMMK B
HCNBITATENBEHOM UEHTRE, HE COOTRETCTEYIOWEM NPpUHuMnan GLE To 270 aonsmo GelTe 0G0CHOBARD W OTDEME-
HO B NNaHE KCCNEOoEAHKA W 3AKNOHMTENLHOM STYeTE. B KadecTee ansTepHaTHBR DECCMaToHBARTSA BONDOC
O TO, ABNASTCA NH Bones NogrodAL WM ONa NaTemMopdionora, KOTOPEIA NPOBOGHT IKCNepTHYIO CUSHEY, Npo-
BE0EHKE CEOEH OUEHKW B WCNLITATENLHONM USHTPE, B KOTOROM NpOBEOOANGcs HoonegoeaHye, B IaToM cryyas
CTNagaeT HeohxogMMoCcTs B NEpelaqe MAKDOCKONMYEckky NPeNapaTor M3 COHOM MECTA B OpyTroe, YTo TaksKe
MO3IECNAET NATOMOPEONCTY, NPOESESLEMY IKCNEDTHYIO OUEHKY, BEMONHATE CECI0 padoTy 8 paMEaX CHCTEMB
KaYecTea, paipaboTadHol B COOTRETCTEMA C NpMHUKnamy GLP. B Takkx yonoouax TpedyeTcq, wTobel nato-
Mopdonor, NPOBOOALWLMWE IKCNEPTHYID OUGHEY, WMEN HeoDXOgMMbiA YDOBEHE NOOTOTOBRKM N0 COCTRETCTEYID-
WM MPOUESYDEM B HCNBITATENLHOM UEHTRE.

4.2 PyHOBOOWTENE MCCNEA0BAHWA OOMN#EH CAENATE J3AANSHHE O CTENEHW COOTBETCTEWA NPOBOGMMOrD
HCCNEenoBaHWA NpdiuEWna GLP. Ecnii ans as8cnepTHod ougHEd Beifpada opralkaaywa, He cooTBETCTEYLan
npwHuknan GLE, 10 pykoBogMTeNs MCCNEGoaanya JoMmEeH oboCHO8aTE, YT NPOBESEHAE IKCNERTHON CUEHKM
ARN\ETCH OOCTATOMHO XOPOLWO yIDaBRNSEMEM 1M YTO JaHHLIE IKCNEPTHON OUEHEA MMEKOT HAONEHALUEE Kaqde-
cTao. COCHOBHEE NONOEEHHR, KOTOPBIE CNegyeT YYUTHIBATE, BEMKDYAKT B TOM HACna:

4.2.1 Ceegerda of onbITe/HOMNeTEHTHOCTH NaToMopdonora, NPOBRIALLETND IKCNEDTHYK OLEBHRY.

4.2.2 Oanarkomnesde © COMN WCNWTaTeNsHoM UaHTpa MMk QoKyMEeHTHROBaHHDE COrmacke naTomMopdo-
nora, NPoBoJAWETd ILCISpTHYID OUEHKY, HCNONE30eaTe GO M NpoLedyDsl MCNbITATENLHOMD UEHTDA.

4.2.3 CHcTeMy EOHTRPOMNWDOEaHWA 0SPasUos W NPUNOEEHHLIX B HAM CONPoOBoOWTENLHEIX J0RYMERTODR,

4 2 4 CoxpaHHocTe 0Bpasyos M JOKYMEHTOR B MCNBITATENEHOM LWeHTDE, 10 natomopdronor npoeagmT
IXCHEPTHYIO DUBHKY.

4 2.5 Bannoauws BCEX KOMNLKTERHER MPOrPasM [ECnd 3TO NEMMEHUMO).

4 2.6 CooTRETCTEYHLWLME MERONPUATHA NO cbecneYeHMID KAYECTRA, KOTODLIE MOrYT BENKH4ATE SYanT no-
MELLEHMA W COODYI0RaHAR, KCNONBLIYEMEY NATOCMOERONGIoM, NPCESOALLARM IKCMEDTHYID CLEHEY.

4.3, Ecnii JKCnepTHaA cUeHEa NPOBOaMNAck B MCNLITATENEHOM WEHTRE, HE COOTRETCTEYIOWEM NDHHELK-
nar GLE, To 310 QonmHo GeiTh 3300KyMEHTMPORANC B 32ABNEHKK DYKCEOOQUTENA HCCNEOoBaHWA.

5 OT4eTHOCTL O pe3ynebratTax HCcnenosaHMA

5.1 2ecnepTHAaA OUWEHKES MO TMCToNAaToNOMK ARNAETCA BAMHON YacTeld NPOUEnYPEl, ODECnedMaasiILeRn
E&YECTBEO MHTEQNPETALMM DeyNeTartos WCCNegosaHHa, M MOMET OKAZATE CYWECTESHHOE BHAHKE Ha WTO-
roBble PEAYNETATE MCCNegonaHuA. C yyaTomM 3Tore BasHo, YTobel Npoueaypel Mo JECHepTHON CUeHEe nna-
HHUPOBANKCE, MPOBOAMMUCE, AOKYMEHTUDOBANUCE W NOONEKANH OTYETHOCTH TakKMM 0SpaszomM, YTobsl He Ha-
PYLWANac COXPAMHOCTE WCCNBfoRaqKa, NOANeMaWEers Nogadye B perynupyiolive Oprads, ¥ MOMHD Bklino
MNOMNHOCTEID BOCAPOWARRCTIA M NPOBEDKMTE O2ACTRMA.

5.1.1 DercTEWA MO IECHBRTHOA OUEHKE PEIYNETATOR MACTONATONOMMM O0MHHE OsTh CNMCaHEl B NNaHE
HCCNEOOBAHKWA WKW B NCCNegyiowWx NoNDEaskay € NhaHy WeonegosaHna.

5.1.2 B goryMeHTauUM# NS aKCnepTHOR CUEHKE NPHBSOAT SNMCAHKE TEAHEM ¥ 0KYMEHTOB, HCCNEenoaaH-
HEE MATOMOPdROnNorom, NPCESOALLME JKCNEDTHYID SUeHEY. OTUST O NPOBEISHAN IKCNSPTHON OLSHEM SOnHeH
Dkl Te QOCTATOMHO NOQPOGHEIM ONA ODeCEYe M BOCCTAHORNEHKA BCEMD X003 MCCNEN0BAHMA M BRICKIIAHHBIX
FAHEH A,
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5.1.3 B otyeTte DONMHE DeiTe 300Ky MERTHROBAHE NDOUEaVPE, KOTOPBE ONHMCHEOT, Kakkn oSpazom
ByoyT paspewensl NOOKE PACKOKOEHNA BO MHEHWAX.

214 Mobue packosgeHdA B MHTEDNPETALWH, KOTOPRIE NDMBOOAT & CYLWECTEGHHOMY MIMEHEHWD HH-
TEQNpeTalud naToMopdonora, NECRCONALLErD NepEoHaAYaNLH0E WCChefoaanwe, HeobxoquMe 0BCyOuTE & 23
KU KT ENEHOM OTYeTE.

5.1.5 damynua, vMe, OTYECTES W agpec NaTemopdbonara, NECROORLWEID IKCNENTHYID OUEHKY, ASMKHBI
DbiTh YETED YEE3AMbI B 33KMOHUTENLHOM CTHETE,
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BubEnuorpadiina

[1] CECD {20049}, DOrafl Guidance Document on the Design and Conduct of Chronic Toeacity and Carcinogenicity
Studies, Series on Testing and Assassment Mg 116, available on the OECD public websile for Test Guidelinas
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Krsdessie Crnopa; NpMEuMne Hagnesawed nabopatopHod npakTkkk, GLP, a3kcnepTHas ouesEa, rMcTanaTs-
NarkvA, NaToMopEonor, MUKPOCKONWHECKHe NpenapaTey
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