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Mpeaucnoeue

1 NOOArOTOBNEH TexHA4eck M KOMUTETOM No cTaHgapTHiaund TH 458 «PaapaboTea, npodapog-
CTRO W HOHTPONbL KAYSCTEA NeKapCTESHHLIX CRESCTEY HA OCHOBE COOCTREMHOTS NEpeBE0da Ha DYCCEWA A3kIk
AHMMOAILHHOE BEPCHK JOKYMEHTa, YEAIGHHOTD B NYHKTE 4

2 BHECEH TexHM4eckdM KOMWTETOM NO CTaHL1apTHiaund TE 458 «Paapabortea, NpoMaBoicTES M
HOHTRONE KAYSCTES NeKapCTREHHELE CPESCTas

3 YTBEP#IOEH W BBEOEH B OEWMCTBWE Mpurkaiom degepansHoro argHTCTEA NO TEXHAYECKOMY
CETYTTHPOBAHHAID W MeTponord o7 11 Hoabpa 2015 r. Me 1758-cT

4 HacToRWMA cTaHdapT HOEHTHYSH MEXNyHapoaHoMy JokykMenTy D3CP Tect Me 4091998 oilayde-
HAE TORCHYHOCTH Y HErPRIYHOE NP NepopansHos MHOMOKDaTHOM BEEOEHMW B TeYeHde 90 guers {(OECD
Test Mz 409:1998 «Repeated Dose 80-day Oral Toxicity Study in Mon-Rodentss, IDT).

HawMmeHopaude HACTORIWErs CTAaH0apTa WIMEHEH0 OTHOCMTENbHO HAMMEMOBAHMA YKAIAHHOIO MEMN-
OyHAPDAHOTD OOKYMEHTE OMA YEAIKK C HAKMEHOBEMWAMK, NPMHATEHMK B CYLWECTEYIOWENM KOMMINEKCE CTaM-
papron cheTogel HCNBITAHKMA MO BOASEACT B XUMHAYECKOHR NPOLYELMA HA OPraqHMIM YenoReKas

5 BEBEOEH BNEPBLIE

Mpacuna NpUMENeHUT Hacmoquaso cmarndapma yomakoaneds: @ FOCT P 1.0—-2012 {paaden 8).
Huchopmayua 0of USMENERURX K HACMOAWEMY cmandapmy mynukyemcs 8 exe2odHomM (110 COCMoRHLIKD Ha
1 AkvEaps meryweso 2oda) UHhoDMaEULGHNOM FKasament sHauoHanbHbE crmandanmbis, & ogiuLLanstbil
MEKCTT UAMEHENUD L MoNpasns — 8 SMEMECAYHOM UHDODMALUORNIM YHE2aMene sHauuoHans L Can-
dapmeis. B ciydas NepecMompDa [(2aMenb] UL GMMakbl HACMoAWLEess cmandapma CoomEsmciTE oL s
veedosmnedus Bydem omplnukoeado 8 Srusaiiuen EalyoKE SXEMECAYHO2D UHBODMALUONHO2D YRATAME=
8 wHauuosansHeEe cmakdapmsie:, Coomaamomayaiyad uhibopwayud, yescdoMnieHuys U IMeKcMs Dasma-
LUBKHNCA Maike @ UHPoDMaluoRHod cucmemMe obless NOMLICEAHUR — HE oduuiansHoM calme Dade-
PANBHOSD  ASEMMCTEA N0 MEXHUYECKOMY Desynupodasiia U Memponcsud a8 cemu  Mymepsem
(W gostru)

2 CravpapriHcgopm, 2016

HacToAWKA CTAHOADT HE MOMET GbiTe MNONHOCTEK WAW YACTHYHO BOCTIDOM3BEOEH, THDAMWPOBAH K
pACNPOCTRAHEH B KaYecTBe ofuuMankHoro MagasKa Gea pajpeweHrA DeaepansHoro aredTcTea No TexHK-
YECKOMY DEMYIHPOBAHKMD 1 METROMGMIAN
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MoCT P 566972015
BeegeHue

PywopoacTea OprasddiauMy 380H0MAYECKOND COTPYAHMHECTEa W paseuTia (O3CP) no MonBTaH«EAmM
RAMWHECKHMY BRWECTE NepHModrYecEr NEpecMaTpUBaKTOA b CBETE HayYHons nporpecca. MNepooHaqancHo
pyrogaogoTes 409 Beino yTeepwoens B8 1981 r. B nepecMOTDeHHON BEPCHE WIMEHEHWMA COENaHL C UE Nk
MOMNYYEHUA JONONHUTENEROA MHROPMaLMKM O HHECTHBIX MODEMAX, HCNONEIYEMEIX B HCCNEL0BaHMM.

MepecmoTperHan sepcdA Pykoaogctea 4029 8 aHa49WTENEHOR CTEMEHW OCHOBEEBAETCR Ha vTorax Howu-
CYMNeTATHEHOMD COBEWAHHA akcnepTos OECD No WCNBETaHWAM NOQOCTESA W OCTPOH TORCHYHOCTH, NpOXo-
avewero 8 Prse B nepuon co 2 no 3 HoAbpa 1995 r [1].

MoconenoBsankne NogocTpol OpansHon TORCHYHOCTH C© WCHONbIoEAHKMEM NOBTOPAKLWMACA 403 MOMET
MNPoBOOWTRCA NOCME Toro, kak GygeT nonydeésa neperdHan iHbopmMauks No TOKCHYHOCTH B pesyneTarte
MPoBEOeHWA 28-aHERHOM0 MCCNEn0BaAHKA CCTPOM TOKCHYHOCTI WY TOXCHMSHOCTH NPWM MHOTOKpaTHOM BEEOE-
HiaW. S0-aHeBHLE MCCNERUBAHWA OSECTEYHBAINT NoNyHeHne WHPODMaLKK O BOIMOMHER PUCKax OnA 300«
POBLR, TAKME HEK BLITEK3IOWWE W3 NOBTOPRIOWENSCA BOIOEACTEHR B Nepwod BeICTPOrD pocTa W NoNoeons
coaperaHrA. Moonegoeade Gynet obecneddeaTte Nony<dedde WHDoPMaUME Mo OCHOBHLIM TOECHYSCEHIA
adperTar, ob03HAYHE Opranbi-MULLEHK W BOIMOMHOCTE HAKDNNEHAA, ¥ MOKET NOKAaTE YPOREHE IKCMNOIM-
UMe, NpK KoTopoM Me Habmoaaetch nobodHex adePerTos 1 EOTOPRMA MOMET GhiTe HCNONBI0BAH B BRbopE
A03 ANA XPOHAYECKHE MCCNEqOEaHuA H ANA YCTAHOBNEHWA EPUTEpHER De3onacHoCTH BOSASRCTEMA Ha opra-
HIA3M YENOBEKS.
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HAUMWOHANBHBLIA CTAHOAPT POCCHMHUCKOW EOEPALWM

METOObLI MCNBITAHKMA NO BO3NEWCTBMIO XWMUYECKOW NPOOYKLMK
HA OPFAHW3IM YENOBEKA

HayyeHue TOKCHYHOCTH ¥ HErPRIAYHOR NP NepopanksHomM
MHOTOKPaATHOM BEEOOHMA B TeyaHue 90 gHen

hbathods af testing the chamicals of hurman hazard.
Repeated dose 90-day oral toxicity study in non-rodents

Oata esenedns — 20716—07—01

1 O6nacTe NpMMeHEHUA

HacToAWXE cTAHAAPT YoTAHABNWEAST METOD AHANAIE W OUGHEHY RAPaKTEpHCTHE TORCHYHOCTIA MIAsK-
YECKOND BELLECTaE,

HacToAwxi cTaHgapT NPUMEHAKRT AN8 MaeHTAdmkayus nobodrex 3 hesTos XMMUSEcKoro BO3Nen=
CTEWA Y HETPRI3YHOE.

HacToAWME CTAKTAPRT NPUAMEHMI TOMBKS B CREOYIOWME cnyYans.

Habmogaemee adhekTsl B ADYIAX MCCNEI0RAHKAX YHAZHBAIOT HA HEoBX0OWMOCTE X YTOHHEHWS HA

APy BROAax HerpavHoR,

* TOHCHESKAHETMSSCKHE HWOCNedoBaHHA YEA3EBIKT, YT0 HCNOoNEITEIHKE CNeURdHYHEIX BHG0R HErDbl-
IYVHOB — HAWGOoNee RogxXodsWwKA Beibop NabopaTopHsX BHAO0THRIX,

- ApYTHE cneyudy-eckie NpHuib., 056CCHOBLIBAIOWKNE HCMONME30BAHWE HEMPhIIYHOR.

2 TepMMHLI W ONpegeneHnA

B HacTofWwemM CTaHJapTe NpMMEHEHE CNEOYIoWWe TEQMKUHEl C COOTBRTCTRYIILLMMK ONpEneneHnamm;

2.1 goaa {doze): KonWMYecTED BEEOEHHOND MCCnedyenmoro aewectea. Joia sspakasTos Kag Macca (I,
ME) MNK K3K M3CCa WCCNeQyeMoro BelWecTBa Ha eauHuUYy ONETHOMD MUBOTHOTS [HANDHMED, BMOIKC), WM £3K
NOCTOAHMAR QMETADHAR KOHLUEHTPAUMA (ppm).

2.2 noavpoeka (dosage): OOWHMA TEpMKHH, BENIOYAKWKA B ceBa 003y, 88 YacToTy W NQoOorHTE k-
HOCTE QOAXMPORAHNA.

2.3 NOAEL (no-observed-adverse-effect level): AGGpearatypa AnA ypoBHA, Ha KOTOpPOM HE Habnk-
OAeTCA BpeQHOoro BoadgehcTerA (no-observed-adverse-effect level) 1 camblil BeICOKME YDOBEHE 003k, HA KO=
TOPOM HE HABMoOABTCA HKKAKKE NOD0YHEIX ABNEHKH, CBAIAHHLIX C NPOBOOWMOR TEpanHen.

3 CywHocTL MeToaa

Mecocneoyemoe BelUgcTE0 BEOOAT EXedHERHT NEPOPanuH0 OTOEMNEHBIMA A03AMKA HECKONLENAM MPYINamM
IECNEPHUMEHTANBHER HHUBOTHLIX — N0 OOHON OOMHAKOBCH D03e Ha Kasayw rpynny B TedeHue 90 gHed. Ha
NPOTAHEHWM BCEA NPOOoN4MTENSHOCTH NPREMa 38 HHBOTHLIMA BHUMATENEHD HabmonawT ana ofHapyse-
HHA NPHUIHAKCE TOKCHYHOCTH. [TPOROOAT BCKPETHE YHMEPLWKEL HAK YMERLWBNEHHEX BO BREMA WCCnenoRaAHA
WHBOTHEX. B KOHUE HCCNegonaHA BCeX BREMBLUMX MHBOTHRX YMEDLLBNAKT M NPOROLAT BCHDLITHE.

4 OnucaHue MeToaa/NoAroTOBMTENBHBIX PaBOT K NPOBEfEeHHMID MCCNenoBaHMA
4.1 BeiGop Buaa nabopaTopHbIX HWBOTHLIX

LMpoKD MCNONBIYEMEIE BHOE HEMDEIIYHOBE — 3TO COGAKW, KOTOPLIE OOMKHE! GWTE ONDESENeHHON No-
POLl; HEWGONEe: YacTo WCNONkLIYIOT Nopoay Burne. Mosso MCNONEIORATE TAKE ADYTUE BWOE WUBOTHEIX,
HANPUMED CAMHEN, KAPNUKOBEIX CBHHEH. MPHMaTE HE DEKOMEHGYIOTCA, BCMM WX WMCNONLIoBaHWe He oBoc-
HoBaHo. CrnegyeT MCNoNL30BaTe MONOOLIX, 300P0BEK MHBOTHEE, W NPW MCNONEICBaHKWY coBaK OoaMpoBKY

Hznanue oMuHaneHoe
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CenyeT HAYKHATE NPEANOYTHTENEHD B BoapacTe 4—6 mec, Mo ue noaaqes 9 sec. MpW NDOBEASHMA Npea-
BADKTENEHOTO MCCMNEO0BaHMA KPOHMYECKDR TOKCHHHOCTH Nepen JoNMIocpoHHBIM WCCREO0BaHWEM CReqyeT
MCNONLI0OEATE OOHK 1 TE ME BUOELNODO0E HHBOTHEX B 050 HCCNeJoRaHMAK,

4.2 ¥enosvA COOepPHARMA W HOPMMIEHKA

ANA NUTAHMA MOKHD NPUMEHATE oOkiulbe NatopaTopHeS OWUeTEl © HEOTDAHWSEHHEIR YNOTPEBMEH M-
€84 MUTLeR0A ookl BuBop gueTe MomeT BeiTe CEAIEH & HE0GKOAMMOCTERD NOOMELIMEAHWA WCNBITYEMATD
BEECTES. YONOBWA COOSDMAHKE B KNETHE SOMKHEl BblTh NOOX0OSWMMK ANA HCNoNe3yeMulx BHaoe. Npeg-
NOYTHTENEHD WCKYCCTOEHHOE OCERWEaHNHE C NOCNeoBaTeneHocTe:n: 12 4 ceeTa, 12 4 TeMHOTE. YonoBWA
CONERMAHMA 14 MATAHWA A0MTHEl OTEEYATE YCTAHOBNEHHLM TREGORAHWAM NNS BEBpaHHEY BUO0E, KaK 9TO
NEEgyCMOTPEHS OHHLWANLHLIM JBK0HCIATENLCTEOM M PYROBOOCTEAMIM [2]—[4].

4.3 NogroToBska NabopaTopHbIX ¥MHBOTHLIX

MenoneaynT a0oposkiy MONOOEK MHBSTHEX, KOTODRIE SKKNMMATHIKWPOBANKCE K NabopaTopHBIM Yono-
BAAK 1M HE NOOEEQIENMCE HCCNEGODAHMIO O NDEAROYVLLME JKCNEpUBMEHTAX. [po0oNsMTENEHOCTE SKETHMaTI-
JALMA JABMCHT OT BeDpaHHBX BHODE M MCTOYHEEA WX NDOWMCKOMOEHMA. PEROMEHIWOTCA HE MEHes 5 gHed
OnA cofak M CBMHEN W He MEHEE OBYE HEOENs — ONA ODYTHE BUOOBE, NoNyHeHHEX M3 BHELIHWE MCTOYHWEDD,
SECNEPAMEHTANEHEE BUBOTHEE JoMiHsl BulTe OXapasTepuioBaHsl N BEOY, NOPOLE (MMHEK), MCTOUHKIY
NOOHCKOMOEHMA, MOy, BECY WHNKW BOIpacTy. MUBOTHEE J0MHE BLiTe CMYYaAHD DE308NEHE MO KOHTDOMNL-
HilM W JKCNEDWMEHTaNBHEIM fpyrnass. KneTdd gonmHel GeiTe pAcnonoEeHds Takks obpasom, YToSk BOoS-
BACOKHOE BIMAHME DaaMEueHiid KNeTor Geino MEHMMaNeHBR. Kamgomy sSHB0THOMY J0mseH GelTe NpMCBOEK
HOEHTHEHEAUNOHH R HOMED.

4.4 MNogroToBka Oo3

Mccnegyemoe BRWESTAOD MOMHO BEOOWNTE B NUWEB0H PALKOH MNH B NMTEEEYIO BOOY YEPEd WEnynod-
Hulil 30H0 4NKW B Kancynax. MeTod NepopansHoro BEEOEHMA I3BWCHT 0T LEMK KCCNEenoBaHWA, a TalHe oT
D TR XMBAMSECKMY CEOACTE MCCNEAYEMOro BRWecTEa.

MpK HECBXOAMMOCTH MOCNENYEMOe BELLECTED PACTBODAKT MM CYCNEHIMPYIOT B NOOXoAALEH cpaae.
Mo BOIMOHWHOCT PEEOMEROYETCR B NEpBY O4Yepall PACCMATPMBATE ANR WCNONLICBAHWMA BOOHEIA pac-
TEOR/CYCMEHIMIO, IATEM DACCMATPHEATE PACTEOR/IMYNECHID B MACNE (HANPWMED, B KyEYPYIHOM Macne), a
JaTeM B J3BMCHMOCTHM OT BOIMOMHOCTER — pacTROpH B Opyrx cpegax. Jomssa GwTe onpegensHa cra-
GUNEHOCTE MOCMEOYeMoro BEWECTEA B YCNOBKAX BEEOEHMA.

5 MNpouepnypa
5.1 KonvuyecTEo M NON HHBOTHBLIX

CnegyeT MCNoNs308aTe HE MEHEE B MHBOTHLIX (4 camMix 1 4 camua) gna Kasgoi Goasl HConegyemaro
BolecTEa. ECNd NRadydpyeTca NpOMERYTOHHOS YMEDILBNEHWE, KONWHYECTED SMBEOTHEY JOM¥HD OeTe YBE-
NEYEHD HA TO KONMYECTAC, KOTODOE NNAHADYEDT YMEDTEHTE 10 OROHYEHKMA MCCNEOoBaHMA. HHCNO #HBOTHEXR
Ha MOMENT IABSPLUEHKHA MCCNEOoRaHMA JoMHD BbiTe 30exBaTHRIM ANA NOMNHOLEHHOR OLEHKM TOKCHYECKONo
OeHCTERR. Ha OCHOBAHMH MMEOWWLECA CEeOenki 00 HCCnenyemon BeLEecTBe WNKW ero Bhruakoms asanore
MOMET BblTe NPHHATO PEWEHWE O BEMIOYEHKA SONONHWTENSHOR TEYNNL M3 8 MUBOTHLIX (N0 4 Kasgoro nona)
B BAOE KOHTRONA MMKW B BHOE DOMNONHWTENEHOR MEynns, NonyYH0Wwel HavBRICW Yo 003y ANA HadnogeHMa
Nocne J03WpoBaHMA C UenNe BRABNedda oDpaTtHMOCTH N NEQCHUCTUPORaHMA TORCHYeCKHX adperToR.
Mpogon$UTENEHOCTE YEA3IAHHOIS Nepuoga Habnodesns Nocne A0AHEoOBaHHMA 10M¥Ha CRTe YCTAHDBNEHS B
COOTBETCTEWW C HaGniogaemsiMi adxperTami.

5.2 JoaupoBaHne

He medes 426 TR YOOBHA 036 ¥ OOHOBDEMEHHBIR KOMTPOMNE CREOYET WCNONEI0BATE, KROME TeX
CRYy4aes, KOrga NPoBOOAT NpedensHbA TecT (cs. 531 YpoBHKM 003 MOMYT OCHOBRIBATECA HA peayNbLTaTax
Gonee PAaHHErs MHOTOKPATHOND BRESOCHKMA MNK Ha WCCNeQ0BAHWAY NO NpeJBapHTeNsHOmMY nootopy avana-
20Ha 40 ONA MHOTOKPATHORD BEE0EHMHA. TTpK 3ToM O0MEHE OkTe MPUHATEL B BHAMAHMWE MODLIE Cylle-
CTEVHMILUMWE JAHHEIE N0 TOKCHEOKMHETHES ANA MCCNEQVEMOTD BELYECTEA WK CXOOHBIX COBQMHeHKA. Ecnn HeT
paHPYeHHi Mo DUIKKO-SHMAYECKMM CEORCTESM MNKW BronorwdeckiiM addherTam MoChedyesors Belle-
CTES, CAMBIE BRICOKME YPOBHM 003 O0MMHE DRTe BRODaHE ¢ LWENk0 BRaBBaTy TOKCHYECKHE 300ekTe, HO
2
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HE CME[QTE MNW TAKENse cTpatadkg. JomsHa OelTe esifpada yOsBaoWan NocneqcRaTeNsHoCTs YPOBHER
003 © Uenuio JesMoHCTRadkkn nobblx Jo30iasnckiesy 20QerTos W YPOBHA, NEW KOTODOM HE HatnogaeTcA
ppeasHoro aduperta {no-observed-adverse-affect level, NOAEL) B Ka4ecTBe CAMOro HWIKOMD YOOBRHA O03M-
POBKK. 2—4-KpaTHbie WHTEPEAENE I34ACTYIO ABNAKTCA ONTHMANEHEIME 0NA YoTaHoDNEHHA yOeBamWwen no-
CNEA0RATENSHOCTH YPORHER 003, W J0DasneHie YeTEepToH IKCNepAMEHTAMNLMOR TPYINL Y3CTO NpeanoYT-
TENLHD GNA WCNONEIDEIHWA 048HE WWPOKHX MHTEDBAN0E (HanpuMep, Gonswe Jem 6—10-kpaTHbix]) mMemny
O0AHPOBKAMH.

HouTponkesaa rpynna OonxHa GelTe FRYNNCKH, HE NOOSBEPriuedcs BO3IOeHCTEHES, WK KOHTPONEHORA
FEYTINGH, MOMYYaKWed HOCHTeNL PacTECPMTENE, BCNKM HOCHTENL PACTEOPUTENE HCNOME3YHOT NP BESOEHKMA
MCCNEOYEMOro BEWEBCcTEE. 33 WCKMIOYEHWEM BOAJSRCTEMR WCCNEOyemMors BEWScTRa, © MUBOTHEIMK B KOH-
TPONBHOR TRyTINe HeoDXogMMo OBpaALATECA Tak e, KAK W C MHBOTHEIMK B 3KCNEDHMEHTANSHBIX TEYNIOAX.
Ecni Mcnone3yioT HOCHTENE BEWECTES, KOHTPONBHAEA MYNNa O0MKHa NoNyYaTe HOCHTENE B MaKSHMaNLHD
BLICOKDM ODBEME, WCNONEIYEMoM B HCCNEgoBaHMK. Ecni WoeonedyemMos BeWecTRO BECOGWTCA B pauWMoH A
BLIZHBAST CHWEEHWE NOTPeONeHMa © NUWLER, T NONyHaWEan ooWHaK0BEsIR DALMoH KOHTPONBEHAR [pYynna
MoHET GeiTe NONEIHE ONA BRABNEHHA S0@ELTOR, CEBAZIHHBIY GO CHHAMEHWEM NoTPeBneHHA ndwW, oby-
CIOENEHHLIM BEYCOBLIMEA WK TORCHKONCTHYSCERME HIME HEHUABMA.

Oonuke BuiTe COOCHOBAHEI CNEOYIOWWE BOAMOEHBE 3PEeKTH DACTROPKTENA/CPENRL BIKMAHAE Ha
BCACKHIBAHWE, DACNPEOEneHUE, MeTadonuin uNKM yOepHanue WCCNeayesMoros BewecTea, BOINSACTEME HA
¥AMWHECKWE CEGRCTEA MOCNEgyeMors BEWECTES, KOTODOE MOHET WAMEHHTE 8r0 TOKCHKOMNOrWHecKWE Xapak-
TEPWUCTHEN, BO3JEACTEME Ha NOTPEDNEHME NALLK MK BOObl MNW CTATYC NMTAKHWA.

5.3 MNpepensHbiA TECT

ECnd UCNETAHHE MR OQHOM YDORHE D03k, JKEHMBANEHTHOM HE meHes 1000 Mrkr Macce: Tena g neHk,
MCNCNB3YA NPOLEOYPR, CNMCAHKBEE GNA DAHHOM0 HCCNEOoBAHAA, HE NEPHBSOWT K BOIHHEHOBEHMHE NOS0YHBIX
achipEKTOR, W @CNW OCHOBRIBAACE HA O3HHLIX O CTRYETYRHD DOOCTEEHHEX COROWHEHMAX HE CNEeyeT OxMEaTh
TOKCHHHOC T, TO NONHOE WCCNEO0BSHWE C MCNOMNLINDaHMEM TREX YOORHER 003 MOKHO He NpoBoarTe. Mpe-
OENEHBIR TECT HE NEoBOOAT, SN 4NA NIOOER NAaHKWDYETCA NRAMEHEHHE BONEE BRICOKKE 003,

5.4 Beegenwne noa

HHOOTHEM 03107 oNpadenesHd:e G036 WCChedyamors BelecTed exenHesH0 CeMs JHed B HEOen:o e
Tedenne 90 aded. Mioboi gpyroR peNMM SOAVMDOBAHKMA, HANPWMED D OHER B Hedenk, HYHIaeTeA B obocHo-
BanlK. Korga vonblTyemos BRWECTED BEOOAT YEQES MENYEOHHEN 30M0, 3TO JonHHD BbiTe COENEHO 338 O0HD
BEEOEHHE © MOMOLWEK MENYOOSHOTD J0HD3 WNH NOORoOALER HHTYDAUMOHHOR KaHKNW (KaTeTep, TpyDea).
MakcHManbHeA ofbamM MAOKICTH, KOTODLIE MOHET GbiTh BEEOEH EOWHOBDEMEHHD, IABWCHT OT paiMepa
NCMEPVMEHTANEHOM MUESTHOM. OObMHO 0BbeM AoNMeH DuiTh Kak MoKED Dones HUImM. 3a BCEnioHeHE-
EM pasdoaHaLME MW PATLEdaW M (HOpPPoIHOHHLIX) BEWECTE, KOTOPEIE 0GbYHD MEHBOOAT K YCHNEHKKD
acpdeekTa © DOCTOM EDHUSHTREUWH, PaankyWs 8 oDbeme QoNHHE GbiTe MHHUMAIMDOEaHE, YToGe obecne-
YKTE NOCTOAHHER 0028 Ha BCEX YDOBHAX 003,

0nA BelecTE, BEEOEHHEX YEDE3 MAWY WM NHTEEBYI0 BOgy, BaMHO, YToDE KONWHECTES WoCMeyemo-
Mo BEUECTEE HE BAHAND HA HOPMANLHOE NETAHWE WNK B00HER Ganakc, Korga HonsiTyemMoe BELEecTED BBO-
QAT YEpEa MUY, WCNoNs3yioT NA00 NOCTOAHHYI0 QUETAPHYHD KOHUEHTRAUMD {ppm), NMOS NOCTOAHMEIR ypo-
BEHE 003k B PACHETE Ha MAcCy TeNa HUBOTHOrD, MoBoR Gpyrol aneTepHaTHEHBI DaPHWaHT WCNoNLI0BaHHA
gormeey BeiTe obockopad. na BeWacTEd, BECOHMONS YEped HeMyQosHBA J0H0 WKW B BWIE Kancyn, ooy
CNEAYeT DaBaTh 8 O0MO KU TO M BPEMA KAWL DeHE W KOPDEKTHPOBATE C WIMEHEHHEM MACCH TENa MUBOT-
Horo, npl HecbxonumocTi. Korga S0-gHeasos WCCNedoBadWve WCNonbIyioT Kas NEpedsapuTentHos neped
AONrocRoYHEM WCCNedoBa HMEM XKPOHHHECKOR TOKCHYHOCTH, B 0D0WK KCCNegoBaHydAx WCNoNb3yioT GQUHaks-
BYH) GUETY.

& HaGnwoeHuA

Mepkon HabnKOeHWA Jonsed GuiTe He Mede D0 gHel. HMUeoTHeIe B CATENNWTHOW {CNYTHHUKOBOK)
rpynne, KoTopan NPegHaIHadena Ana RoCNEqyKLKME HA0M:0geEHME, J0EHEl COOBRMATLCE B TEYEHWME CoOT=
BETCTEYHOWEND Nepioda 063 NpMMEHEHWA WCCIGOYelMoro NpenapaTta, NepoucTHpOBanna TOKCHHaCKkY ad-
(PEKTOR WM BOCCTAHOBNMEHHA NOCNE HKX.

OOWMe KNvHAYecKHe HAGMNKGeHAA NPOBOOAT OOWH Pa3 B OeHb, MENATeNeHD B OOHO W TO He BPEMA,
MPHMHAMAEA BO BHEUMaHKWE NEpACT NKka oxJaekbix 300EKTOn NoCne BRELEHWA J03bl. KNMHWYecKoe COCTOR-
HIAE #ABOTHEIX JOMTEHS BhiTh 3AMKCHPOEAHD B JOKYMEHTALME. He MeHse YeM 083 pala B JgHk, OBLIYHO B
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HAYANE | B KOHUE OHA, BOE MMAOTHER OOMHHE BETE NPOCOEQEHE HE HANWYKWE NPWIHAKOE 3aG0nepaHna
CHERTH.

OouH pasz nepaed Nepbbiy JOAMSOBEAHUEM [(ONA Toro, YTobDsl DeiNK BOIMOMHL BHYTPUIDYNNOBRE COAB-
HEHMA) ¥ Janase ofWH pail B HEQenio Y Boes MMBOTHEX O0MMHE GeTE NDoBEOeHE OETANEHLIE KNHMHMYaCKEE
HabnogeHkA. 3T HaOMoOeHWA J0MmEHsl DelTe NQOBEOEHEl BHE BNETHK Ha CTAHZADTHON NNOWAOKS M Npeg-
NOUTHTENEHD B 0OHS W TO e BpemA. Boe Mepbl SonxHe! GelTe OPESRPHHATEL 4NA MAHAMAIALKA BapWa-
GHMNEHOCTA B NPORSIEHAE HIMEDEHAE Y HE0THER. MDAIHAKA TOKCHYHOCTH DoMsHE BbiTe TIaTENEHD 38-
DMECHPOBAHE, BEMKYAA BPEME HACTYINEHMA NPHMAMEKD, CTEMEHE M NPOOOMUTENEHOCTE. Habniooe[aa
OCMHEE BEMKYaTe B CeBR, HO HE OfPEHVYWBATLCA TONLED CREOYIOWHM: AIMEHEHWERM KOHHBIX NOEROEOR,
WEepCTA, N33, CNWIMCTEL oBONoYeK,. DeOenaHHen CeKDeELMiA 1 JKCEPEUMA 1 ABTOHOMHOR DeaTENbHOCTRED,
CNEIOOTAGNEHMEM, NUNoIPEKWEl, DaIMepon Apadxa, HeobbidudblM XapaKTepos ORLanina. Mamadedde o
NoXOAKES, NOMHEHWA TENA M PEasUHK HA 0SpaleHKE, 8 TAKKE HANWMYHe KNOHEHECRME MM TOHWHECKEE OB K-
HEHWA, CTELEOTHNHBEIS QEMMEHNE [HANPHUMER, NCBELWEHHEIA ¥X0 33 WePCTRID, NCETCRAKWEBECA KPYHESHHE]
Mn mofios CTOAHKOE NOBEAEHWE TAKKe N0MHHEl BETe aadiKcHpoRaE.

O TanemMonorH-eckdld ocMoTD C HCNONEICEaHWEM 0D TaNBEMOCKONa HNKM KON NoOxeaawens abopy-
OoBaHMA gomsed OeiTe NPOBCOEH NEpEd BESOEHMEM MCCNEYEMOro BELWESTES M NS OKOHYAHMY MCCNedoBs-
HWA, MEMNATENLHO Y BOEXK MMBOTHE, MMM MAHMMYM Y 3HUE0THED, NONYUMELLME HSWDEICWYD 003y, M B KOH-
TpoNeHeX roynnax. Ecnu ycradoeneHs ofTansMonordHeckne WaMeHEHWA, CBAIANHEIE C NPOBOOWMOR Te-
panuen, BCe HWBOTHEE O0NHHL BbiTe NEOBEPEHEL.

6.1 Macca Tena XMBEOTHLIX M NOTPEGNEHHE HMH NHLWK A BOak!

Brex MUOOTHEN He0GXoqMMo BISEWHEATE OGUH Pad B Hegeno. Mamepenna noTpefnedta N cne-
OyeT NPOBOOMTE EMeHeneneHo. ECcnK WMcchenyesmoe BEWECTEO BEOOAT © NUTREECHE BOOOA, noTpefnenve
BOObl TAKKE OOMKHO BbiTe HIMEDEHD exeHegensHo. MoTpelnedne BoOkl TRKHE WIMERAIOT NPH BRESSHHM
WCCME0yeMong BeWecTEE ¢ NAWEH UNKW Yepes I0HD, B0 BPEMA KOTOPELX NMUTEEEAA SKTHEHOCTE MONET WIME-
HATRCA.

6.2 MeMaTonorda M ENMHHYECcKan BHoXMMMA

Ofpaaubl KposKd BEpyT WA CNpedenaHHoro MECTa M XPDAHAT B COOTEETCTEYIOW MY YCNORKAK, SCni Xpa-
HeHWe Heolxonwmao. B KoHUE Neprods Wocnedocealna o0pails coSHpaT HeNocpedcTEeHHD Nepead WK 8o
BpEmMA NpCUE0yDEl YMEDLWBNEHWNA HHBOTHELX.

[eMaToncris, BKNoYas MeMaToRpHT, KOHUEHTRALWA resornobnHa, YHoeno IpUTRoUNTOR, ODLWes Kom-
HECTED NeFKoUWTOR, NeRKouMTapHas QopMyna, KoNdYecTeo TROMSOUWMTOR W MEpa NOTEHUHanNna ceepTwliEa-
EMO0CTH [HANPWMED, BOEMA CREPTRIEAHWA, NPOTROMEHHOBOE BRPEMA WM TPoMBONNACTHHOBOE BREMA) O0NH=
Hil OblTe WCCNEeJ0eaHbl B HaYane WCCNedoBaHKA, 3aTes Nbo eMemMecAdHD, NHE0 B CepadMHE W B KOHLUE
HCCMNEAoEaHnA.

MocnegoBaHys KNHHAYECHCH DHOXHMHK, NPEOHAIHAYEHHEIE OMA WCCNedoRaHWA OCHOBHEEY TORCKHYE-
ckux HpberTon B TEaHAX, 0cOBEHHD B NOYKEX W NEYeHy, GOoMmEHsl DblTh BeNOnHeHs #a obpalyax £pos,
NanyYeHHbx 0T BoER HWHUBOTHLIX B HaYane WCCNegoBaHds, 3ateM NGO ewemMecAYHO, NUB0 B CepedHHeE W B
EoHUe wocneaosaddA. Jonwed GuiTe HCChedoBaHd BOOHO-CONEBR0W Ganadc, yrneeoaslid obmed, dyHKUHMK
nodes 1 nedend. Ha awfop cneyraneisly MCcnNegoRaldni SyayT BN@ATE CEEASHWMA O MEXaHNIME NeRCTEMR
Woonedyesors eewectea. MNMepeg 3ab0pom KPOEN MUBOTHLIE HE JOMKHE NEHHAMAaTL NHWY B TEYEHWE COOT-
BETCTEYIOWEMD ANA K3wOoro B4gda neproda. MNpeinarasmMse TecTs BENMOYaKT B celn nisMepesHds KansuHa,
chocdopa, xNopa, HATPKE, KanWA, MKED3sl HATOWEK, anaskH-amuHoTpascchepaisl, acnapTaTl amMuHoT paHc-
fepaskl, OpHUTHHIEEADCOKCHNAIR], TAMMA MYyTAMANTRAHCRENTHOAIE, A%0Ta MOHERMHE, ankDyMrHa, Kpea-
THHHHA Bpoad, obwers BHNUpyouHa W oBlWero Gengka CLBOPOTEA.

OEWHA SHANKE MOYH JoMEeH SelTeE NPOBEOEH B HAYANE WCCNEN0BaHHR, JATEM B CRDEOMHE U B KOHLE
HMCCMEACBAHKWA, © WCNONBIOBAHWEM CHCTEME COOPA MOYK B TEYEHWE ONPEASNEHHOMD BpEMeHl. O0umE
aHanua mMoud BKnicyasT B cebA ofwes, OCMONAPHOCTE WNW YA8NBHEA bec, pH, Genok. rmoEoDay W
EpOBEKNETOUHEE IMNEMeHTEl KpoaH. JononHWTeNEHEIE NapaMeTpil MOMYT SkiTe NEAMEHEHE NPW Hesbxogn-
BAOCTH NS MCCNE0BAHKA PACIUWDERHA Habnooaekex adoherTom.

HononHATENEHD A0MEHB BblTh PECCMOTREHL HCCMELOBAHWA MO H3YHEHHID MapEepos obWEers NoBRe-
WAEHHA TEaHEeR. OpyTve WCCNegooaqHks, KoTopee MOryT OeTe HEoGXogHME ANA a0eKBaTHOR TOKCHESTONk-
YECKDA OUEHEW, BEMIOYaEKT B CeBA aHan[3sl NMNWLOE, FOpMOHoSR, EMCNOTHO- WENoYHoro Banadca, MeTramo-
rMobHHE W MHTMBHDOBAHWE XOMWHACTEPab . JononHMTENLHARA KNHHMYECKaA SHOXUMHE MO#EeT BeiTe NpAMe-
HEHA NP HESOXKSOQWMOCT PaclUMpHTE WoCNedoealnA Habnodaemesy aguberTon. JononHETENBHEE WCCHe-
OCBaHWA CNedyeT NPoBognTE ANA SMMAHECKWS BEHUECTE ONPpEJENEHHEX KNACCoOE OTAENBHD B KEMOZOM KO-
KPETHOM Chy$as.
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Taxwnm obpasom, Heobxogus Bkl NoOXe0 B AF8UCHMOCTH OT BAG0E MUBOTHBIX WANKM OMUIAEMbIX
achdpEHTOR ¥ KamOo0ro CoeOMHEHHA.

6.3 Naromopdronord4eckie WCCNegoBaHKA

6.3.1 AyToncKA

Boe WMBOTHBIE B HCCMEOOBAHMW J0MEHsl GhiTE NOOBEDHMEHSL] NOMHOH, JETANHIMPOBAHHOK AYTOMCHK,
KOTOPaA BEMKYAET BHUMATERLH YD NPOBEDKY BHEWHAX NOKPOBOR TENA, BCEX OTEERCTHN, & TAKKE YepEnHOR,
rEYOHOH W BOICWHON NONCCTER # MY CoODepMUMoro. MeYeHe © #MENYHEM NYIRPESM, NOYKH, HAONOYEYHHKM,
RAUKK, NEWMOATEE AKYES, AMYHAE, MaTEa, WWTORHAHAA Heneia (C NapaWnToRHaHEIMK EENEIasMK), THMYC,
CENEIAHKA, MO3T W CEPOUE BOBX #HBOTHBIX [KDOME YMHWDROWWE HHUBEOTHBIX WIANKM XHBOTHEIK, EOTODbIE BCKO-
pe GyoyT YMEDWENeHE) A0mkHE BblTe OYKWEHR OT MoBLlX NDWMOWNWHEY TRAHER DONHHEM 0BDa30M W KaK
MOHHD CKOpEE NOCNE BCEDBITHA. B0 HIDEMaAHWE BEICHIXAHWR, JOMKHE BhiTh BIBSIUESHL.

CreayiowHe oprads 0onsHe GelTe Coxpadetsl B Hawbones NogxodAweln cpele £ak Ona WMx Jonro-
EpEMEHHOND XpaHeHnA, TaK W WX NoOCNegyiowers rMCToNrHYecykong WCCneqdBanka. Spradkl © CEpbeaHbibA
NOQAMEHAAMK, MO0 [NDEGCTABWTENLHLIE YYACTEM, DEMIOY3A FONOEHCSKH MOIM, MegdynnapHoe  Belwge-
CTECVEARONAEER MO3r), CNMHHOA B0ar {C TPEX YPOBHEN, WeRHOTD, CReaHe-TPYIHOID M NOACHUYHON OT0enos),
ranodKs, rmaaa, WHTOBKAHaA ¥eneia, NapauTosdgHan Bensada, THMyc, NWWEEoS, CNoHHLIE HEnadbl, He-
NYOoE, TOHESA KWWK3 § TONCTAA KWWES (Benodan Gnawed NMedepa), néydeHb, senYdbd nyabliph, NOOHENY-
A04HAA MEMe3a, MoYKH, HAGNoYEYHKWEW, CEMNEIeHKa, Cepgue, TPaxen W Nerkse, 30pTsl, NoNOBLIE HEefedbl,
MaTEa, O00ABOYHEE NONOBLIE MENEeIbl, MEHCKME MONOYHLIE MENESdL, NPEACTATENEHAR HENeaa, Modessl
Mydsipl, NHMPETHHECKWE Yank (MPeqnoHTITENEHD OO0WH NMMEaTHHECKUE Y3EN, OXBaTHIBAKIWHA NyTE BEE-
OBHEA, 8 OpYIol — yaaneHHsd OT NYTH BEe0EHUA), NeprdepHYecke HEPBLl [CeanvHeER “nK BonsWwe-
DEQUOBRA) NOEONOHYTATENEHD B HENOCPEACTEEHHOH GNMIOCTH OT MBIWL. YACTh KOCTHOMO M0ara (WknKn coe-
WA SCTHMpaT K0CTHOMD MO3ra) M Kowa. KNuHWYeckke | apyrie pesyNbTaTk MOTYT 0aHa4aTh, 4TO CYLWBCTEYET
HEOBXOOQWUMOCTE MaYHEHA GONSNHWTENEHEE TEaHeHR. JonsHs OuiTe CoXpaHeds MoGse Spyrie Opradsl, Ko-
TOPEIE MOrYT ObiTh COTAHAMK- MUELIEHAMK MCXOLR M3 MIBECTHLIX CRCHCTE MCCNEQYeMOoro BELLBCTEa.

6.4 NHcTonaTonorA4ecHie HConeaoBaHHa

Monkoe MCTONaToNOMYECk0e MCCNefoBAHNE COXPAHEHHENY OPraHoD 1 TKaMeR onxne GwiTe NpoBe-
ABHO Y BCEX MHBOTHEIX B KOMTDOMBHOR IPYNNe M rpynne NpMeHedUa HaMBLICWER o3k, MayseHue OOMKHO
Ak Tl PACIUMOEHD HA HABOTHED BCEX A0YTMY IDYIN, 8CNA B MOYNNE NPMMEHEHWA BEICOKDR 003k HafmonanT-
CA MIMEHEHWA, CER3IAHHEIE C BREELEMWEM WCCMeayeMoro Bewectea. Boe cepeeaHble MIMEHEHWA DOMHKHE
BliTh BCECTOROHHE HIYUEHS.

Korpa wenonsaykT CAaTENNUTHYK TPYNNY, TMCTONATONOMMYECKHME WCCNedoBaHKA ACMEHEl BeiTe npoae-
OEHEI HA TKAHAX K ODTaHAKX, WOSHTHEHLWPOBAMHHEIX KAK CRraHEFMKLLEHA B 3KCNEDUMEHTANBHEIX TDYNNAK.

7 JaHHbIE2 KU OTYETHOCTL
7.1 DanHeie

B ot4eTax gomEHLl BeiTe NPUBELEHE HHOWBXOYANEHLIE JaHHEE. JoNonHHTENEHDS BCB JaHHBIE OOH-
Hil BblTe CYMMAapHO nNpegcTasnedsl B Tabnuudol QopMe © yvEaladves 4NA KDoA HCNeITYEMoR rpynns
YHCNE HHB0THLIX B HAYaNe WCCNEOoBaH A, YUCNa MHBOTHEN, NOrMBLWMY B0 BEpeMA MCCNeqOoBaMHA, W YKMCna
FHBOTHLIX, VMODWBNEHHBIX K3 TYMaHHBR COODpaseHHin, 8 TAIKE BPEMA CMEPTH WNH YMEPLWBNEHWA KaMma0-
Mo RMBOTHOMD, YWCNS HAGMNIOOIBWHACA CHMNTOMOB TOKCHYECKWX 2PdekToR, OnWcadve HafniogapwMxch
CHMATOMOB TORCHHYeCKHX 2hdiekTor, BKNKYaA BpemMA oBHapyHEHA, NPOOoMHTENBHOCTE W TAMECTE MoDkK
ToKCHHECKK: 2hderTon, YMcn0 KHBSTHEE, ¥ KOTOPRY APCABMNWCE NODANE HAA, TWN NOPaKEHHA W NPoOUSHT-
HOE COOTHOWEHKE MHBOTHBIX, ¥ KOTOPLE NPOABAINCA KAMOEA TAN NOpaeHAA.

Korga a1o uenecoofpasHo, SUCAEHHLIE DE3YNETATE CNEOYeT CUBHWEATE C NOMOWEK COOTEETCTEY K-
WwEro, 0BWenprHATOrD CTaTUCTWHECKOND MeToda, CTaTHCTHHECKHE METOOE W JaHHLIE, KOTOPLIE HyHMHO Mpo-
EHANKWIMPOBEATE, CNEOYET PACCMaTEWBaTE Kak Ya3CcTh NNaHa WocnegosaHHa,

7.2 Oryer o HeCNeJoBaHKK

Wecneoyemos BRwecTan:

- DNAMYECKAE CEOACTRA, YMCTOTA W (DHINKO-XHMWYECKWE CROMCTRA,
MO HTUEA K LMOHHEIS O3 HHEIS.

PactaocpuTenk (NDH NPHRMEHEHAK)
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- oh0CHOBaHME BeIDOpa PACTEOPWTENS, BCMW HE WMCMONLAYIOT BOgY.

NaGopaTopHble HHBOTHEIE

- HCNONBI0EAHHBIE B HCCNEO0BaHWH BHOLITIMHAK,

« KOMHWYECTRD, BO3DECT M NON MHEOTHBIX,

¢ WOTOMHHE NPOMCKOMOSHKWA, YCNOBMA COQEpKaH«A, Kopm | ap.,

- HHOWBHZYANsHER MACCH TENG KUBOTHBIX B HAYANEe KCCNedoBaHuA.

YCNOBWA WCCNedoRaHnaA:

- ohockoBaHWe Belbopa ypoBRHe i 003,

- OMACAHWE NOGrOTORKM WCCNedyeMoro BEWEecTEA GNA BEEJSHHAMPUIOTORNEHHA KOPME, NoMyHaemible
KOHUBHTPALWA, cTAGKNBEHOCTE M OQHOPOGHOCTE BECOWMON CMECH

- BETANW NPOLE0YPE BEE0EHWA HOCNEdYEMOTD BEWECTEA,

- ACCTWraeMes 003kl (M KT MECcCkl TEMNa B GoHb), a Taske Ko3@duUkeHT Nepesnda KOHUEHTDAaLMA
HoCMedyesond BElWecTea (ppm) B KOPMENWTREE0A Bode K SOCTWrassiol QO38, SCNK NPHMEHHMD,

- OCOBEHHOCTH KAYSCTES KOPME W BOgk.

PeaynutaTwl

- MAccd TeNa/M3MeHEHA Maccel TENa,

- NCTpEeBNEHHE KOPMa W BOOLI, BCIH NDHMEHHMOD,

+ QAHHLIE O BLEABMNEHHOM TOKCHYECKOM 2DDHerTe B IaBMCHMOCT OT NONAa W YPOBHA 003k, BKMHHERA
CHMNTOMEl MHTORCHESLIAH,

- MPHPOLA, TAMECTE ¥ GNHTENBHOCTE KNAHKYECKAXY CHMITOMOR {RENATCA SOpaTHMBIMKA MK HeT);

- ofpTanesonormdeckse obonegoBaHmne,

- FEMATONOTHHECEWE HCCNEZ0BAHWA © COOTEETCTEYHGLWMM M IHAYEHH AMK B HaYanse WCCnedoBaHkA,

© BNMHWYBCERE HCCNEgoEaHMs DHOXKMMKKA C COOTEETCTEVIOWMAK IHAYEHUAMKY B HaYanNe WccnedoBa-
HWA

- KOHEYHAR MAcca TENS, Macca Opraloe i BECOBLIE COOTHOWEHWA Gpran/Macca Tena,

- GAHHBIE BOKPRITHA,

- NogpobHOE oNHCAHKE BCaX THCTONaTONOTHYScKy MCCNedoRanni;

- GAHHBIE MOTNOWEHWA N Han w41,

- CTaTMCTMHeckan obpafoTha peaynsTaTon, B cny4as HechxoaumocTi.

OGcysaerne pe3yNETaToa.

JakmoHeHHA.
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