MNHNCTEPCTBO CENbCKOIO XO3ANCTBA POCCUNCKOW ®EOEPALINA

NPUKAS

ot 10 mons 2007 ropa N 357

O6 yTtBepxaeHun [lopsigka rocygapCTBEHHOM perMcTpaumm  nectuumaoB w
arpoXnMmnKaToB

(c usmeHeHuamu Ha 3 uiona 2018 roga)

[OKYMEHT C U3MEHEHUAMN, BHECEHHbBIMMU:

npuvkasom MuHcenbxo3a Poccum o1 17 uioHa 2009 roga N 231 (BronneTeHb
HOPMaTMBHbBIX aKTOB (pefeparibHblX OpraHoB UcCrnorHuTensHon Bnactn, N 34,
24.08.2009);

npukasom MuHcenbxosa Poccum ot 24 aerycta 2009 roga N 386 (bronneteHb
HOPMaTMBHbIX aKTOB (pefeparibHbIX OpraHoB WCMorHuUTenbHoM Bnactn, N 42,
19.10.2009);

npukasoM MuHcenbxo3a Poccum ot 1 dpeBpanda 2011 roga N 26 (BronneteHb
HOPMaTMBHbBIX aKTOB (pefeparibHblX OpraHoB ucrnorHuTensHon Bnactn, N 19,
09.05.2011);

npukasoMm MuHcenbxo3a Poccum ot 25 mioHa 2015 roga N 268 (OdwmumnanbHbIn
WHTEpPHeT-NopTan npasBoBouM WHGoOpMmauum www.pravo.gov.ru, 13.11.2015, N
0001201511130020);

npukasoM MuHcenbxosa Poccum o1 3 masa 2017 roga N 211 (OdwmumnaneHbIn
WHTEpPHeT-nopTan npasoBouM uWHGopmauum www.pravo.gov.ru, 30.05.2017, N
0001201705300050);

npukasoM MuHcenbxosa Poccum o1 3 mong 2018 roga N 265 (OdwmumnansHbIn
WHTEepPHeT-nopTan npasoBoM uWHGopmauum www.pravo.gov.ru, 03.08.2018, N
0001201808030049).
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B cBA3M C coBepLeHCTBOBAHNEM CTPYKTYpbl dbedeparnbHbiX OpraHoB
NUCNOSIHUTENbHOW BNacTu U B COOTBETCTBMU C YKka3oM [lpe3naeHta Poccumnckoun
Pepepaumm o1 3 okT6psa 2005 roga N 1158 "O BHECEHUM U3MEHEHUSA B CTPYKTYPY
doegepanbHblX  OPraHoB — UCMOMHUTENbHOW — BMACTU,  YVTBEPXKOEHHYIO  YKa3om
[NpeanpoeHta Poccumnckon Pepepaumm ot 20 mag 2004 rogpa N 649 "Bonpochl
CTPYKTYpPbl doefepanbHblX — OpraHoB  ucnonHutensHon Bnactu" (CobpaHue
3akoHogatensctBa Poccunckon depepaumm, 2005, N 41, c1.4119) un
nocrtaHoBneHmem lNpaBurensctea Poccunckon Penepaumm ot 24 mapta 2006 roga
N 164 "O6 vyrBepxaeHun [lonoxenma o MUHUCTEPCTBE CEMbCKOro X03aMCTBAa
[paButenbctea  Poccuiickon  Penepauumn  (CobpaHne  3akoHogaTernbcTBa
Poccuinckon denepaummn, 2006, N 14, c1.1543; 2007, N 14, c1.1702)
npuKa3sbIBalto:

1. YTtBepautb [lopsgok rocygapCTBEHHOW perncTpauun  nectuuugoB U
arpoXMMMKaToOB COITIACHO NMPUIIOXKEHMIO.

2 . [Npukasbl MuHcenbxo3a Poccum ot 22 anpens 2002 roga N 421 "O6
yTBepxxaeHun  [opsiaka — rocyaapcTBEHHOW — perMcTpauny — NecTuumaoB U
arpoxmmukaToB" (3apernctpupoaH MuHtoctom Poccum 21 mas 2002 roga N 3465)
n ot 21 despans 2005 roga N 22 "O BHECEHUMN U3MEHEHUIN B Npuka3 MuHcenbxo3a
Poccun ot 22 anpens 2002 roga N 421" (3apeructpupoBaH MuHioctom Poccun 25
depansa 2005 rona N 6360) Nnpu3HaTb yTpaTUBLLMMU CUTY.

3. KOHTpOrb 3a BbINOMTHEHNEM HACTOSALLENO NpUKa3a BO3NOXUTb Ha 3amMecTUTens
Munnctpa C.I.MuTuHa.

MuHucTp
A.B.l'opoees

3aperncTpupoBaHo

B MMHucTepcTBe tocTnLMn
Poccuinckon ®egepaumnm
2 asrycta 2007 roga,
perncTpaumoHHbi N 9942

NMpunoxeHue. NMNopaaok rocyaapCTBEHHOMN
perucrtpauum nectmumaoB U arpoxXuMmUKaToB

[NpunoxxeHune
K npukady MuHcenbxo3a Poccun
ot 10 mons 2007 ropa N 357

(C usmeHeHuamu Ha 3 uiona 2018 roga)
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. O6wMe nonoxeHus

1. locygapcTBeHHas  perMcTpaumss  NecTUUMOOB M arpOXMMUKaTOoB
OCYLLUECTBIISIETCA B COOTBETCTBMM C HacToAwmm lNopsakom M AOMUHUCTPATUBHBLIM
pernameHToM MuHUCTEpPCTBaA CenbCKoro xo3amcTtea Poccumnckon Penepaumnuv no
NpeaoCTaBlEHNIO FOCYOAPCTBEHHOW YCIYrM MO rocyaapCTBEHHOW perucTpaumm
NecTMUMOOB M (UIK) arpoxXMMKKaToB (CnpaBoYHO: Npuka3d MuHcenbxo3a Poccum ot
9 wona 2015 roga N 294 "O6 yrBepxaeHnn AQMUHUCTPATMBHOIO perrnameHTa
MuHucTepcTBa CenbCcKoro X0341CTBa Poccuinckon Penepauunu no
NpeaoCTaBlEHNIO rOCYOAPCTBEHHOW YCIYrM MO rocyaapCTBEHHOW perucTpaumm
necTMuuooB wn  (unm) arpoxumukartoB”, 3apermctpupoBaH MuHocTOM Poccum
11.11.2015, pernctTpauymoHHbIN HoMep 39663).

(MyHKT B pegakuum, BBegeHHOW B genctene ¢ 24 Hosabps 2015 roga npykasom
MuHcenbxo3a Poccum o1 25 nonsa 2015 roga N 268.

2. [ocypapcTBeHHOM percTpauun nognexar nectuuuabl U arpoxXvMmukaTbl, Mo
KOTOpPbIM B Heob6xoaMMoM obObeme NpoBeAEHbl PErMCTPaALMOHHbIE UCMbITAHUA Y
NOSlydeHbl MOSIOXUTESNbHbIE 3aKIIIOYEeHUs 3KCNepTusbl doefeparibHbIX  OpraHoB
MCMNOSTHUTESNTbHOW BIIACTU MO pe3ysibTaTam perncTpauMOHHbIX UCMNbITaHWN.

3. lNpouenypa rocygapCTBEHHOW pernctpauum necTuumaoB U arpoOXMMMKaToB
BKItOYaEeT B cebs:

a) opraHmn3auuno permctTpaymnoHHbIX UCnbITaHUX NecTuumaga unm arpoxmMumKaTa,

6) opraHuzaumo W MpoBeLEHME JKCMNEPTU3bl pPErflaMeHToB NPUMEHEHUS
necTvumaa unm arpoxXMmMmKaTa;

B) OpraHuM3auuio 1M NpoBedeHNe SKCNepTu3bl PesynbTaTOB PerMcTpaLMOHHbIX
MCNbITAHWMI NecTUUnga UM arpoXMMmKaTa;

) rocy4apCTBEHHYO permcTpaumio nectTuymaa unm arpoxXuMmnkara;

O) Bblgayy CBMAOETENbCTBA O rOCY4apCTBEHHOM perMctpauuu nectvumga wunm
arpoxvmMmukaTa 3asiBUTENIO;

€) BHeceHue necTuumga unu arpoxmmukaTa B [OCydapCTBEHHbIA KaTasor
necTuunaoB M arpoxXMMmMKaToB, paspeLleHHbIX K MPUMEHEHUID Ha TeppuTopun
Poccuinckon denepaumn.

4. MyHkT yTpaTtun cuny ¢ 24 Hosabps 2015 roga - npukas MuHcenbxosa Poccum
oT 25 noHa 2015 roga N 268..

ll. OpraHmsauna n nposegeHne permcTpaLmMoHHbIX
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MCNbITaHMU NecTUUNLOA UNN drPOXUMUKATaA

5. OpraHmsauunio nNpoBedeHUst PEerncTpauMoOHHbIX WUCMbITAHUW OCYLIEeCTBNSeT
MunHcenbxo3 Poccuw.

PernctpaHt nogaer  3adBneHve Ha  opraHu3auuto npoBeaeHus
pPErMcTpaLMoOHHbIX WCMbITaHUA necTuumga wunn arpoxvmumkata B MuHcenbxo3
Poccum He no3gHee, YeM 3a Tpu Mecsua 00 Hayarna perMcTpaunoHHbIX UCTbITaHWUIA.
K 3agBneHunio OomkHbI NpunaratbCa cBegeHUs 0 necTuumae CornacHo NpUIioXeHuo
N 1 nnn 06 arpoxmumukaTe corracHo npunoxeHuto N 2 k HacToswemy Nopaaky.

6. BkrnioyeHne nectuumga M arpoxumMmkata B MfiaH  perncTpauMOHHbIX
NCNbITaHUA SBNSETCA obA3aTeflbHbIM YCrOBMEM MPOBELEHUS pPermcTpauMOHHbIX
ncnblTaHUN.

7. MuHcenbxo3 Poccuu BKmtovMaeT nectvumg v arpoxvMmukar B nnaH
pPermcTpaumoHHbIX UCMbITaHUA. PerncTtpaHT Ons npoBedeHus permcTpauUoHHbIX
NCNbITAaHUA NecTuunga unuv arpoxumMukaTa obpalgeTca B opraHusauum, Kotopble
nverT Heobxoaumoe AOnA 3TOr0  HaydyHoe WU MarepuanbHO-TEXHUYECKOoe
obecrneyeHne, cneymanMcToB COOTBETCTBYHOLEro npodmna v KBanMdmkauum
(Danee - opraHusauuu) (NyHKT B pedakumu npukasa MuHcenbxosa Poccum OT 1
deBpana 2011 roga N 26 - cM. NpeablayLUyo peaaKLnIo).

8. llepeyeHb opraHuszaunn, OOMYLLUEHHbIX K MNPOBELEHUI0 pernctpalMOHHbIX
NCMbITaHUN, C yKasaHnem cdepbl MX KOMMNEeTEeHUUUM B paMKax PerncTpauMOHHbIX
MCNbITaHUM  POPMUPYETCH HaA OCHOBaHUM TMPESIOKEHUA 3auUHTEepPeCcOBaHHbIX
doegepanbHbIX OpraHoB WCMOSMHUTESNTbHONM BMacTM WM HayyYHbIX OpraHuv3auum u
yTBepxaaetcsa MuHcernbxosom Poccum.

(MyHKT B pegakuum, BBegeHHOW B genctene ¢ 24 Hosbps 2015 roga npykasom
MuHcenbxo3a Poccuu ot 25 noHa 2015 roga N 268.

9. lnaH perMcTpauMOHHbBIX UCMbITAHUW NECTULMOO0B U arpOXMMUKATOB, a TaKxke
OOMOSHEHWS K HeMy yTBepxaatoTca MuHcenbxo3om Poccuu.

(AG3ay B pefakumu, BBeAeHHOM B aencteune ¢ 24 Hos6psa 2015 roga npykasom
MuHcenbxo3a Poccum ot 25 utoHa 2015 roga N 268.

MuHcenbxo3 Poccun HanpaenseT niiaH perMcTpaumoOHHbIX UCTbITaHUN, a Takxke
AOrMOSHEHUS K HEMY B OpraHusauun, OTBETCTBEHHbIE 3a MOArOTOBKY 3KCMEPTHbIX
3aKrYEeHUN MO pesyrnbTaTtaMm PermcTpauMoHHbIX UCMbITAHUA (Oanee - rofioBHbIE
opraHuM3auun) ans ceegeHust.
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10. PeructpaHT npeactaensger B MuHcenbxo3 Poccum  nporpammy
PErMCTPALMOHHBLIX MCMbITaHUM NecTuuMga Wnv arpoxmmukaTa, onpenenstoLlyto
00bEM pErMcTpauMoOHHbIX WUCMbITAHMKA MecTuuMaa WM arpoxXxmMmukarta, a Takxke
KONM4ecTBO MecTtuumaga wunm arpoxmMmukarta, Heobxoaumoe Ans npoBeaeHus
permcTpaumoHHbIX UCMNbITaHUA.

(AG3ay B pefakumu, BBeAeHHoM B aencteune ¢ 24 Hoss6psa 2015 roga npykasom
MuHcenbxoda Poccum o1 25 unoHa 2015 roga N 268.

[porpammy perMcTpaumMoHHbIX WUCMbITaHUA NecTuuMga WM arpoxmMmukaTa,
ABNAIOLLYIOCA OCHOBaHmem Ans BBo3a B Poccunckyto degepauunio  mnm
npousBoacTBa obOpasua necTvumga wWnNM  arpoxumMumkata B KONMYECTBE,
HeobxoaMMOM Ans NPOBEOEHUS PErmcCTPaLMOHHBIX UCMNbITaHUKW, YTBEPXOaeT
MuHcenbxo3 Poccun.

(AG3ay B pefakumu, BBeAeHHoM B aencteune ¢ 24 Hos6psa 2015 roga npykasom
MuHcenbxoda Poccum o1 25 unoHa 2015 roga N 268.

11. PerucTpaHT 3akmno4vaeTr [OOroBopbl Ha MpoOBedeHMEe pPerucTpauMOHHbIX
MCNbITAHUW C OpraHu3auusiMm B COOTBETCTBMM CO CGEPON MX KOMMETEHUMN B
pamMKax perMcTpaunoHHbIX UCMNbITaHUA U NpegocTaBnsaeT uMm becnnatHO ob6pasubl
necTvumga Unn arpoxmMukaTa, a Takxe onnavynBaeT permcTpauoHHbIE UCTbITaHUS
nectyumga unn arpoxmMmukarta (MyHKT LonorHeH npukasom MuHcenbxosa Poccum
ot 24 aBrycta 2009 rona N 386.
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12. ['lo OKOHYaHUM perncTpPaLMOHHbIX UCMbITAHUA NecTuunaga Unn arpoxumMmkaTa
opraHuMsaumMm B COOTBETCTBUM CO CAepont UX KOMMETEHUUW B paMKax
PErMCTPALMOHHBLIX WUCMbITaHWA BblgatloT PernctpaHTy OT4YeTbl O pesynbraTax
YKa3aHHbIX WCMbITAHWW B COOTBETCTBMM C [JOrOBOPOM Ha rpoBedeHue
perMcTpaumoHHbIX ucnblTaHuin. OT4YeTbl opraHusauui PermctpaHT nepepaeTr B
FOfIOBHbIE OpraHM3auunm B COOTBETCTBUM CO Cepon MX KOMMETEHUUM B pamMKax
pPErMCTPaLMOHHBLIX UCMbITAHUA ON9 MOATOTOBKW 3KCMEPTHOro 3akntodeHnsa (absay,
AornorHeH npukasom MuHcenbxo3a Poccum ot 24 aBrycta 2009 roga N 386.

[OSfIOBHbIE OpraHM3auun B COOTBETCTBMM CO Cpepon X KOMMETEHLUN B paMKax
pPErMcTpaumoHHbIX UCMbITaHUW Bbl4alT PernctpaHTy 3KCMNepTHOe 3aKkfiioyeHue C
pekoMeHJaLunen K rocygapCTBeHHOW percTpaumm nectuymaa um arpoxmMmmukara ¢
yKaszaHneMm perfiameHToB UX MPUMEHEHUS UM MOTUBMPOBAHHBIM OTKA30M B TaKoW
pekomeHgauun (ab3au gononHeH npukasoMm MuHcenbxo3a Poccun oT 24 aBrycrta
2009 roga N 386.

B KkayecTBe pe3ynbTaTtOB pPermcTpauuoHHbIX WUCMbITAHUA NecTUUMOoB U
arpoxXMMmnKaToB NPU3HaKTCS:

(AG3ay AgononHuTensHO BKModeH ¢ 14 asrycta 2018 roga npykasom
MuHcenbxo3a Poccum ot 3 utonsa 2018 roga N 265)

pe3ynbTaTbl PErMcTPaLMOHHbIX WCMbITAaHWAM MNECTULMOOB M arpOXMMMUKaTOB,
NOMy4YeHHbIE OT KPUANYECKUX UL, KOTOpble UMEKT Heobxoaumoe Ans 3TOoro
Hay4YHoe n MaTepuarbHO-TEXHUYECKOE obecneyeHue, cneynanmcToB
COOTBETCTBYHOLLEro npoduna u kKeBarmdwmkaumum wn gonyweHbl MuHcernbxos3om
Poccum K NnpoBeAEHUIO AaHHbIX UCTbITaHUR;

(AG3ay gononHutTensHO BKModeH ¢ 14 asrycta 2018 roga npvkasom
MuHcenbxo3a Poccum ot 3 utonsa 2018 roga N 265)

pe3ynbTaTbl HEKNMMHUYECKMX nabopaTopHbIX MCCregoBaHMM  necTuumnga,
NOfy4YEeHHbIE B POCCUNCKNX UCTIbITaTENbHbIX NabopaTtopunax (LeHTpax), NPpU3HaHHbIX
COOTBETCTBYHOLWMN NPUHLMNAM Hagexallen nabopaTopHOM NpakTuKn®,

(AG3ay pgononHuTensHO BKModeH ¢ 14 asrycta 2018 roga npvkasom
MuHcenbxo3a Poccum ot 3 utona 2018 roga N 265)

* Yactb 2 ctatbun 9 PenepanbHoro 3akoHa ot 19 wwona 1997 r. N 109-93 "O
BbesonacHom obpalleHnn ¢ nectvumgamu u arpoxumukaramu” (CobpaHue
3akoHopatenbcTBa Poccunckon ®epepaumun, 1997, N 29, ct1.3510; 2003, N 2,
cT.153, cT1.167; 2004, N 27, c1.2711; 2006, N 43, c1.4412; 2008, N 26, cT1.3022;
2009, N 1, c1.17, c1.21; 2010, N 41, ¢1.5189; 2011, N 30, c1.4590, c1.4596; 2015, N
29, ¢T1.4359; 2017, N 17, c1.2452).

(CHocka pononHuTenbHO BktodeHa ¢ 14 asrycta 2018 roga npukasowm
MuHcenbxosa Poccum ot 3 utond 2018 roga N 265)

13. TyHKT yTpaTtun cuny ¢ 24 Hos6pa 2015 roga - npukas MuHcenbxosa Poccuun
oT 25 noHda 2015 roga N 268..
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14. TyHKT yTpaTun cuny ¢ 24 Hoabpsa 2015 roga - npukas MuHcenbxosa Poccun
oT 25 noHda 2015 roga N 268..

15. PernctpaHT wu3 4ucra [OOKYMEHTOB, MPUIOXEHHbIX K 3asiBreHusM Ha
OpraHus3auuio W TMpoBedeHue JKCNepTu3bl pes3yribTaTtoB  pPermcTpauNoHHbIX
MCMbITAHUA W PerfiaMeHToB MPUMEHEeHus necTuymga  wm - arpoxmmukara,
onpenensaeT rnepeyeHb AOKYMEHTOB KOHMAEHLMANbHOro Xxapakrepa, cogepxaHve
KOTOpPbIX B COOTBETCTBMM C 3akoHopaTenoctBoM Poccunckon Penepauunm
COCTaBnsAeT KOMMEPYECKYK TanHy, nomMedas ux rpudoom “"KoHuoeHumansHo".
MuHcenbxo3 Poccum cospaeT  ycroBusi, obecneduBatowme cobnogeHue
KOHJMAEeHLMansHOCTU MHdopMaL M, COCTaBNAOLEN KOMMEPYECKYIO TarHy.

16. TyHKT uckntodeH npuvkasom MuHcenbxo3a Poccuu ot 17 mnona 2009 roga N
231..

17. Bca pokymeHTauuss no pesynbrataMm  pPermcTpauuoHHbIX  UCTbITaHWUN
nectmumga wn (Mnu) arpoxMMmukata, a Takxke martepuanbl No OOMOSHUTESNbHbIM
3anpocam akcneptoB MuHcenbxo3a Poccum xpaHatca B apxuBe MuHcernbxosa
Poccun.

B cnyqae otkasa PernctpaHta OT rocygapCTBEHHOW pernctpauun nectuymaa
UMM arpoxMMmnKaTa yKasaHHaa OOKYMeHTauus nognexut so3sparty MuHcernbxo3om
Poccuun PernctpaHTty no ero nucbMeHHOMY 3arpocy.

(MyHKT B pegakuum, BBegeHHOW B genctene ¢ 24 Hosabps 2015 roga npyvkasom
MuHcenbxo3a Poccuu ot 25 ntoHa 2015 roga N 268.

18. MyHKT yTpaTun cuny ¢ 24 Hoabpsa 2015 roga - npukas MuHcenbxosa Poccun
oT 25 noHda 2015 roga N 268..

19. MNyHKT yTpaTun cuny ¢ 24 Hoabpsa 2015 roga - npukas MuHcenbxosa Poccun
oT 25 noHda 2015 roga N 268..

20. MNMyHkT yTpatnn cuny ¢ 24 Hosidps 2015 roga - npukas MuHcenbxosa Poccum
oT 25 noHa 2015 roga N 268..

lll. locypapcTBeHHas permcrtpaumsa nectuumaoBs U
arpoxmmMmmkKaToB

21. MNMyHkT yTpatnn cuny ¢ 24 Hosidps 2015 roga - npukas MuHcenbxosa Poccum
oT 25 noHda 2015 roga N 268..

22. MNyHKT yTpatnn cuny ¢ 24 Hosdps 2015 roga - npukas MuHcenbxosa Poccumn
oT 25 noHda 2015 roga N 268..

23. MNyHKT yTpatnn cuny ¢ 24 Hosidps 2015 roga - npukas MuHcenbxosa Poccumn
oT 25 noHa 2015 roga N 268..
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24. MNyHKT yTpatnn cuny ¢ 24 Hosdps 2015 roga - npukas MuHcenbxosa Poccum
oT 25 noHda 2015 roga N 268..

25. MNyHKT yTpatnn cuny ¢ 24 Hosidps 2015 roga - npukas MuHcenbxosa Poccum
oT 25 noHda 2015 roga N 268..

26. MuHcernbxo3 Poccun B ceMUOHEBHbIN CPOK BHOCUT 3aperncTpupoBaHHbIN
nectuymg wnM  arpoxummkat B [ocymapcTBeHHbIM Katanor necTuymaoB WU
arpoXMMMKaToB, pPaspeLUeHHbIX K MPUMEHEHUIO Ha Tepputopun Poccumnckon
depgepaunn C yKkasaHMeM CpoOKa [LENCTBUA TOCYLAPCTBEHHOW perncTpaunn u
pernameHToB NPUMEHEHNS MecTuumaa UM arpoxXMMukaTa, COrfacHO 3aKrio4YeHuto
9KCMepTm3bl  pe3ynbTartoB  PerucTpauuoHHbIX  UCMbITaHUA  necTvuuga  wnm
arpoxmmukaTa, BblgaHHOrO MuHcenbxo3om Poccum (NyHKT LOMOSHEH NpyKasom
MuHcenbxo3a Poccuu ot 24 asrycta 2009 roga N 386.

27. MuHcenbxo3 Poccun Bepgetr [ocygapCTBEHHbIWM KaTarnor necTtuuugoB WU
arpoXMMmMKaToB, pPa3peLUeHHbIX K MPUMEHEHUID Ha TeppuTtopum Poccumrckon
depepaumn, Ha odmumnansHom caute MuHcenbxo3a Poccum B cetn UHTepHeT
(Www.mcx.ru).

(MyHKT B pegakuum, BBegeHHOW B gencteune ¢ 24 Hosabps 2015 roga npykasom
MuHcenbxo3a Poccum ot 25 nioHa 2015 roga N 268.

28. INyHKT yTpatnn cuny ¢ 24 Hosbps 2015 roga - npukas MuHcenbxosa Poccum
oT 25 noHda 2015 roga N 268..

29. [ocygapcTBeHHas pernctpaumnsa nectmumnga unm arpoxmmMmkaTa MoxeT ObiTb
NnpekpaweHa 40 UCTEeYEeHUs CpoKa rocydapCTBEHHOM perucTpauuu, ecriv npu ero
o0opoTe BbISIBMEHLI paHee Heu3BECTHble onacHble Ans 300pOBbs NOAEn Unu
OKpyXatoLLen cpefbl CBOUCTBA.

PelwweHne o npekpaweHnn rocygapcTBEHHOM pernctpauum nectuumga wunm
arpoxuMmmkaTa Ha OCHOBaHWW 3aKroYeHUsT COOTBETCTBYHOLLEro deneparnsHoro
opraHa UCnosIHUTENbHOW BrnacTn npuHmvaeT MuHcenexo3 Poccun.

MuHcenbxo3 Poccuu UCKIYaeT yKasaHHbIA NecTuumg UM arpoxumukaTr u3
[ocyoapCTBEHHOro kKarasiora necTUUMOOB W arpoXMMMUKATOB, paspelleHHbIX K
NpUMEHEHUI0 Ha TeppuTopun Poccuinckon denepaunn, 1 pasmeLliaetT nHdopmaumo
o0 3ToM Ha odwmuumanbHoMm canTe MwuHcenbxo3a Poccum B cetu WHTepHeT
(Www.mcx.ru).

(MyHKT B pegakuum, BBegeHHOW B genctene ¢ 24 Hosabps 2015 roga npykasom
MuHcenbxo3a Poccum o1 25 nonsa 2015 roga N 268.

IV. OdbopmneHne gononHeHN K CBUAETESILCTBY O
rocynapCcTBeHHON perucrtpaumm u cBmgeTesibCTBa o
rocyaapCcTBeHHOM perucrtpauvm nectuumga nunum
arpoxumMmkKarta npm MsaMeHeHuUn perncTpaHTa


http://docs.cntd.ru/document/420285907
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http://docs.cntd.ru/document/902175420
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30. MNyHKT yTpatun cuny ¢ 24 Hoa6psa 2015 roga - npukas MuHcenbxosa Poccuu

oT 25 noHsa 2015 rona N 268..

31. TyHKT yTpatun cuny ¢ 24 Hoa6psa 2015 roga - npukas MuHcenbxosa Poccuu
oT 25 noHda 2015 roga N 268..

NMpunoxeHne N 1. CBegeHna o nectuumpe

[Mpunoxerne N 1

K MNopsagky rocynapcTBeHHOM
perMcTpaumm necTuumnaoB

N arpOXMMMKaTOB, YTBEPXKOEHHOMY
npukasom MuHcernbxo3a Poccum
ot 10 mons 2007 ropa N 357

(B pegakuum

npukasa MuHcenbxo3a Poccuu
ot 24 aBrycta 2009 roga N 386;
B peaakuun,

BBEEHHOWN B AENCTBME

¢ 10 nroHa 2017 roga

npukasom MuHcenbxo3a Poccum
ot 3 mas 2017 roga N 211. -

CM. mpeabiayLiyo peaakLmio)

yKasblBaeTcsa Ana puandeckoro nvua - HaMMeHOBaHue
Pernctpanta, OI'PH,

agpec  MeCToHaxoxXaeHusa, TenedoH, dakc, agpec
9NEKTPOHHOM MOYThl; ANs dm3ndecKkoro nvua - damunus,
nms, oT4ecTBO (Npu Hannyum), Or'PHATIT,

agpec perctpauum no MecCTy XuTenbcTBa, npebbiBaHuS,
TernedooH, pakc, agpec 9NeKTPOHHOM NOYThI
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CsegeHus o nectuuuae

(HaumeHoBaHWe necTuumaa)

A. OcCHOBHbIe cBegeHuA

1. HaumeHoBaHue npenapara

2. NsrotoButenb (ykasblBaeTcs AOfs OpPUOMYECKOro fvua - HaMeHoBaHue
nsrotoeutens, OIPH, agpec wmecToHaxoxaeHusi, TenedgoH, dakc, aapec
9NIEKTPOHHOW MNOYTbI; ANA dm3ndeckoro nuua - damMunms, nms, otyecTsBo (Npwm
Hanmyum), OFPHWI, agpec pernctpauum no MecCTy XUTENbCTBa, NpebbiBaHuS,
TenedoH, drakc, agpec 3NeKTPOHHOW NOYThI)

3. HasHaueHne npenapara

4. [lencTaytollee BewecTBo (No ISO, IUPAC, N CAS)

5. XMUYECKMM KIlacc OEeNCTBYIOLLErNo BeLecTBa

6. KoHUeHTpaums gencTBytoLlero sewecTsa (B r/n unm r/kr)
7. lNpenapartnBHaga gpopma

8. MacnopTt 6e3onacHocTn (oNs NeCTULMOOB OTEYECTBEHHOIO NPOM3BOACTBA),
nmcT 6e3onacHOCTM (4Ns NecTMUnaoB 3apydexHOro NponsBoACTBa)

9. HopmaTtuBHaa w/unmM TexHM4eckas [OOKyMeHTauua Ans  npenapaTos,
Npoun3BoaNMbIX Ha TeppuTopumn Poccuinckon depepavmm

10. PaspelueHne nsrotoBuTend npenapara npegcraBfidaTb ero 419 perncTpaumnm
(B crnyyae, ecnm permcTpaHToM He ABNSETCS CaM U3roTOBUTENMDb)

11. PaspelwieHne  permcTpaHTy npeactaBnsaTb  musrotoButens  (ons
MUKpOBMOnorMyecknx npenapaTos)

12. Pernctpauus B gpyrmx ctpaHax (Homep permctpaumoOHHOro YaA0CTOBEPEHWS,
AaTta Bblgayun, cdepa v pernameHTbl NPUMEHEHNS)



B. CBeaeHunsi no oueHke buonornyeckoun achheKTMBHOCTH,
Ge3onacHocTM npenapara

1. CnekTp OencTBus

2. Cdpepa npyMeHeHns

2.1. KynbTypbl

2.2. BpegHble 06beKTbI (C NAaTUHCKUMWN HAa3BaHUSIMN) UMM HA3Ha4YeHWe
3. PekomeHayemble perfameHTbl NpUMeHeHns

3.1. Cpok npoBeageHust oopaboTok

3.1.2. ®asza pa3BuTuSa 3aLMLLIaEMON KYNbTYpbl

3.1.3. ®asbl pa3ButTna (CTaguda) BpeaHoro opraHmsma

3.2. KpaTtHocTb 06paboToK

3.3. HTepBan mexay obpaboTkamm

4. PekomeHgyemasa HopMa pacxoga v cnocod npuMeHeHus
5. PekomeHayembIn Cpok oxuaaHns (B AHAX 00 cbopa ypoxas)
6. Bua (MexaHn3m) 0encTBmsa Ha BpeaHble opraHu3Mbl

6.1. CUCTEMHbIN

6.2. KOHTaKTHbIN

6.3. MiHom

7. lNepuvon 3awmMTHOrO AENCTBUSA

8. CenekTMBHOCTb

9. CkopocTb BO3OENCTBUS

10. CoBMECTMMOCTb C ApYrMMn npenapaTamm

11. buonormnyeckasi apdeKTUBHOCTb

11.1. JlaBopaTopHble 1 BereTauMoHHbIE ONbITbI

11.2. NoneBblie onbITbI



12. PUTOTOKCUYHOCTb, TONEPAHTHOCTb 3aLUMLLaeMbIX KynbTyp
13. BO3MOXXHOCTb BO3HUKHOBEHNSA PE3UCTEHTHOCTHU
14. BO3MOXHOCTb BapbnpOBaHUs KyrbTyp B ceBoobopoTe

15. PesynbraTbl oueHkn Guorornyeckon adpdekTMBHOCTM M HGe3onacHoCTU B
APYrux cTpaHax

15.1. CTpaHa
15.2. 3aumaemas KynbTypa
15.3. BpegHbln opraHnsm

16. PesynbTaTbl onpegeneHna OCTaTOYHbIX KONMMYecTB B ApYyrMx cTpaHax (B
AVHaMuKe)

17. BnnsiHne npenapara Ha nonesHy 3HToModayHy 3allUmLLIAeMOro arpoL.eHo3a
C. Dusnko-xmmMmmyeckme cBoMCcTBa

C1. ®n3nko-xmumMmnyeckme CBOUCTBa AEeMNCTBYIOLLErO BellecTBa
1. DencTaytowee BewecTBo (Mo ISO, IUPAC, N CAS)

2. CTpykTypHas cdopmyra (ykasaTb onTU4eCKne n3omephbl)
3. AMnupuyeckas copmyra

4. MonekynapHasa macca

5. ArperaTHoe COCTOsiHME

6. LiBeT, 3anax

7. Oasnenne napos npu 20°C n 40°C

8. PacTBopumMoCTb B BOAE

9. PacTBOpUMOCTb B OpraHMYeCKnxX pacTBOPUTENSX

10. KoadhdmumeHT pacnpeaerneHnst n-okTaHosn/soga

11. Temnepartypa nnasreHus

12. Temnepatypa KuneHus u 3amepsaHus



13. Temneparypa BCIbILLKWN 1 BOCMNIIaMEHEeHN
14. CTabunbHOCTb B BogHbIX pactBopax (pH 5, 7, 9) npn 20°C

15. MnoTHocTb (B cnyyae ra3oobpasHOro COCTOAHMS BeLecTBa, MIIOTHOCTb
ykazatb npu 0°C n 760 mm pT.CT.)

C1-1. ®U3nKo-xuMnyecKkme CBOMCTBa TeXHUYECKOro npoayKra

1. Unctota TEXHNYECKOro NpoaAyKTa, Ka4eCTBEHHbIN U KONMMYECTBEHHbIN COCTaB
npumecen

2. ArperaTtHoe COCTOSAHMe

3. LiBeT, 3anax

4. Temneparypa nrasreHus

5. TemnepaTypa BCMbIWKN 1 BOCMIAMEHEHUS

6. lnoTHoCTb (B cny4ae rasoobpasHOro COCTOSAHWSA BellecTBa, MSOTHOCTb
ykasatb npu 0°C n 760 mm pT.CT.)

7. Tepmo- 1 doToCcTabmnbHOCTb

8. AHanuTn4yeckun meTon ans onpeaeneHnda YNCToTbl TEXHNYECKOIo NpoayKTa, a
TakK>xe No3BOSIAHOLLNNA onpeaenntb CoCcTtaB NpoaykTa, U3aoMepbl, nNpuMecun n T.1.

C2. ®n3amko-xumMmyeckme CBoOUCTBa npenapammBHON pOpMbl

—

. ArperaTHoe cocTosiHVe

2. LigeT, 3anax

3. CTabunbHOCTb BOAHOM 3MYIbCUN UK CYCMEH3UN
4. pH

5. Cogepxanne snaru (%)

6. BaskocTtb

7. ncnepcHOCTb

8. INnoTHoCTL

9. Pa3smep yacTuy, (NOpOLLOK, rpaHynbl 1 T.M1.)

10. CmMa4ynBaemMocTb



11. Temnepartypa BCNbILLKN

12. Temnepartypa KpucTtannmsaumm, MOpoO30CTOMKOCTb
13. JleTyyecTb

14. [1aHHbIE NO CNEXMBAEMOCTU

15. Koppo3noHHbIe CBOMCTBA

16. KayeCcTBEHHbIN U KONNMYECTBEHHbIW COCTaB Npumecen

17. CTabunbHOCTb NPU XpaHeHnn

C3. CocraB npenapara

1. XuMmnyeckoe Ha3BaHue Ons Kaxgow coctaBHoM YacTtu cornacHo ISO, I[UPAC,
N CAS.

2. OyHKUMOHaNbHOE 3Ha4YeHne COCTaBHbIX YacTen B npenapaTuBHOU Oopme 1 nx
coaepxaHue.

C4. Mukpobuonornyeckue npenapartsi. CBegeHMsA 0 coctaBe U CBOMCTBaXxX
aKTMBHOrO WHrpeAueHTa W npenapamBHON ¢ opMbl (OGakTepuanbHbIX,
rPUOHLIX, BUPYCHbLIX, MUKpoOcnopouaanbHbIX MpenapatoB, Ha OCHOBe
NPOAYKTOB XU3HeAeATeNbHOCTU MUKPOOPraHU3MoB)

C4-1. CBoucTtBa Wtamma-npoayLeHTa

1. BugoBoe HasBaHMe MUKpoopraHnama (faTuHCKoe Ha3BaHue)

2. Homep vnu Ha3BaHue Wwramma (u3onsaTa)

3. NcToYHUK BblgeneHus uramma

4. KynbtypanbHo-mopdoriorndieckne m BUoOXMMUYECKNE CBOWCTBA, TECTbl U
Kputepun  maeHTudmkaumm  (ykasaTb  Takxke  opraHu3auumto,  npoBeaLlyto
NOEHTUGMKALINIO)

5. [laTOreHHOCTb NN aHTaroHM3M Mo OTHOLLEHWUIO K BPEAHOMY OO BbEKTY

6. OTnnume OT yxe MMEKLMXCS LWTaMMOB AaHHOro Bmaa (B TOM 4ducre 3a
pybexom)

7. OTHoWweHMe K dbaram, NU3NPYIOLLMM KNEeTKU ApYrMX LUTaMMOB TOro e Buaa
MWKPOOPraHn3MoB



8. Cnocob, ycrnoBusa n coctas cpef 4515 XpaHeHUs wramma

9. Cnocob, ycrnoBus U cocTtaB cped AN PasMHOXEHUST MUKpoopraHn3moB. [ns
BMPYCOB 1N MUKPOCMOPUAMIN YKa3blBAaETCS XapakTepUcTmka cneumdmy4eckoro Cbipbs
AN BblpalMBaHWs

10. Cnocob ob6HapyxeHnss MUKpoopraHnaMa B MUKPOBHbLIX accoumaumnsax
OKpy>KatoLen cpeabl n Guomatepmane

11. lNpoayKT, CUHTE3UPYyEMbIA LWTaMMOM (XMMUYECKUMW COCTaB, CTPYKTYpHas
dopmyna, CTabunbHOCTb, METO, ONpeaernieHnst OCTaTKoB)

12. MexaHn3m gencTBuUs Ha LierneBon OO beKT
C4-2. XapakTe puctuka npenapamBHon o OpMbl

1. CocTaB npenapaTta: cofepXaHue OeNCTBYIOLEro Havyana (TUTP XMBbIX KIETOK
WM NpoaykKTa WX XU3HeOeATEeNbHOCTW, TUTP BUPYCHbLIX Tenew, BKIYEHUR),
BCNoOMoOraTernbHbIX BELLUECTB U UX Ha3Ha4YeHne

2. ArperaTtHoe COCTOsAHMe

3. CMa4ynBaemocTb

4. ConepxaHue Bnaru

5. CogepxaHne noCTOPOHHEN MUKPOQTopbI

6. MeTopg onpepeneHna OenCcTBYHOLLEro Havana
7. YCnoBusi N CPOKN XpaHEeHUs

8. Cnocob npurotoBreHus paboymx pacTBOpOB

9. CoBMECTMMOCTb C APYrMK NecTULMAAMN U arpoOXMMMKaTamMm

D. Tokcukonoro-rurmeHu4YecKasa xapakrepmcTtuka

D1. Tokcukonornyeckasi XapakTepuctMka MAOenCTBYKOLUEro BellecTBa
(TexHU4Ye CKMK NPOAYKT)



1. OcTpas nepoparnbHas TOKCMYHOCTb (KPbICbI; ECIN XPOHUYEeCKas TOKCUYHOCTb

Ha O4HOM BUE XMBOTHbIX - KpbICbl, MbIln).* J10 55 (Mr/Kr m.T.)

* yKa3blBAETCS TOM U CTPaHULIbl JOCbE, B KOTOPbIX NPEACTaBNEHbI NepPBUYHbIE
maTepuansi

2. OcTpasg KoxHast TokcuIHOCTb.* N1 sp (Mr/Kr m.T.)

* yKa3blBAETCS TOM U CTPaHULIbl JOCbE, B KOTOPbIX NPEACTaBNEHbI NepPBUYHbIE
maTepuansi

3. OCTpaFI MHMRANAUMOHHAaA TOKCUYHOCTb (B ycnoBuax AMHaMMUYEeCKOro

Bo3aencTams).” NIK50 (mr/m=)

* yKa3blBAETCS TOM U CTPaHULIbl JOCbE, B KOTOPbIX NPEACTaBNEHbI NepPBUYHbIE
maTepuansi

4. KrnuHu4eckue nposiBNIEHUS OCTPOM MHTOKCUKaUMWM Mpu  BCEX MyTSaX
NOCTyNneHns (nepopanbHbIv, AepMaribHbIA, UHFanALMOHHBIN)

5. Pasgpaxatoliee oencTBmne Ha KOXy U CIM3NCTble 0BOMoYKIN.*

* yKa3blBAeTCS TOM U CTPaHULIbl JOCbE, B KOTOPbIX NPEACTaBNEHbI NepPBUYHbIE
maTtepuansi

6. 3amearnieHHoe HeMpOTOKCMYecKoe AencTBue Ha Kypax (obsisatenbHo Ans
dhochopopraHMyecKknx necTuumaos, ons Apyrux - Nnpu HeobxoamMmocTn).*

* yKa3blBAETCS TOM U CTPaHULIbl JOCbE, B KOTOPbIX NPEACTaBNEHbl NepPBUYHbIE
maTepuansi

7. TNopoctpaa nepopanbHas TokcuyHocTb.* NOEL (Mr/kr maccbl Tena umm
KO3(OOMUMNEHT KYMYNSALUNY).

* yKa3blBAeTCS TOM U CTPaHULIbl JOCbE, B KOTOPbIX NPEACTaBNEHbI NepPBUYHbIE
maTtepuansi

8. MNMopocTpas HakoxHas TOKCUYHOCTL (Npw HeobxoaumocTn).* NOEL (Mr/kr m.T.)

* yKa3blBAETCS TOM U CTPaHULIbl JOCbE, B KOTOPbIX NPEACTaBMEHbI NepPBUYHbIE
maTepuansi



9. lNogocTpas WHranAuMoHHas TOKCUYHOCTb (npu HeobxoaummocTu).* NOEL
(Mr/m3)

* yKa3blBAETCS TOM U CTPaHULIbl JOCbE, B KOTOPbIX NPEACTaBNEHbl NepPBUYHbIE
maTtepuansi

10. CeHcubunuaupyoLLee AencTeme, UMMYHOTOKCUYHOCTb.*

* yKa3blBAETCS TOM U CTPaHULIbl JOCbE, B KOTOPbIX NPEACTaBMEHbI NepPBUYHbIE
maTepuansi

11. XpoHmyeckad TOKCUYHOCTb (HEOEWCTBYIOLWMW YpPOBEHb BO3LENCTBUA).*
NOEL (Mr/kr m.T.)

* yKa3blBAeTCS TOM U CTPaHULIbl JOCbE, B KOTOPbIX NPEACTaBNEHbI NepPBUYHbIE
maTtepuansi

12. OHKOreHHocCTb.*

* yKasblBaeTCs TOM M CTPaHULbl JOCbE, B KOTOPbLIX NpeacTaBrieHbl NepBUYHbIE
mMaTepvarnbl

OHKOreHHOCTb, onpeaensieMas BBeeHNeM UCMbITYyeMOro areHTa (yKkasblBaeTcs
NyTb BBeOEHUNA) ABYM BuAaM rpbi3yHOB (MbILLM, KPbICbl) B TevyeHue 24 MecsLueB
Kpbicam 1 18 wm 24 mecsueB MbilaMm, MpeacTaBreHMeEM MaTepuarnoB Mo
BblXMBaeMocTu (Tabrmmubl) n Tabmuy, (MO ONbITHBIM WU KOHTPOSbHLIM Fpynnam,
camuam 1 camkam OTAEerNbHO), coaepXaLumx:

9(ppeKTMBHOE 4YUCNO (KONMMYECTBO XMUBOTHbIX, AOXMBLUMX [O OOHapyXeHus
NepBON OMyxornM BO BCEM 3aKcrepumeHTe). B cnyyae Gonblmx pasnuumn (6 unm
bonee mecsueB) B cpokax OOHapyXeHUs1 NepBbIX OMyxosiern pasHoMW fioKanmaauum,
9()PEeKTUBHbIE YMCIa AAalTCA A8 paHHUX Y NO34HMX OMnyXoren OTAerNbHO;

KONMMYECTBO XMBOTHBIX C OMyXONsiMA BCEX TUMOB, KOSMIMYECTBO XMBOTHLIX CO
3r10Ka4eCTBEHHbBIMW OMyXOnsMU, KONMYECTBO XUBOTHLIX C 2 1 6oriee onyxonamu;

KONMMYECTBO XMBOTHbIX C METACTa3npYOLLWMN ONyXOSIAMY;

KONMMYECTBO XUBOTHbLIX C ONYXOSIAMW OTAESbHbIX OPraHoB C yKa3aHWeM Turna u
KorimdecTBa Onyxonewu;

AaHHbIE NO 3KCMEePUMEHTarIbHOMY U UICTOPUHECKOMY KOHTPOIHO;

NOEL no oHKOreHHOCTU - (MI/Kr M.T.).

13. TepaToreHHOCTb W 3MOPUOTOKCUYHOCTb (HedaeucTsyloLmE  YPOBHMU
BO34ENCTBUA ANs MaTtepu 1 nroga, B Mr/kr m.T.).*

* yKa3blBAETCS TOM U CTPaHULIbl JOCbE, B KOTOPbIX NPEACTaBNEHbl NepPBUYHbIE
maTepuansi



14. PenpogykTuBHas pyHKUMA 1Mo metogy "2-X nokoneHwn" (HegeucTBytolme
YPOBHU BO34ENCTBUS ANA poauTenen (matepen, OTLOoB) 1 NOTOMCTBA B MI/KF M.T.).*

* yKa3blBAETCS TOM U CTPaHULIbl JOCbE, B KOTOPbIX NPEACTaBNEHbI NepPBUYHbIE
maTepuansi

15. MyTareHHoCTb.*

* yKasblBaeTCs TOM U CTpaHULbl 4OCbE, B KOTOPbIX NpeacTaBfeHbl NepBUYHbIE
MaTepuarnbl

Tect 3nmca CarnbmoHenna MUKPOCOMbI (Y4ET FeHHbIX MyTauun); B NPOTOKOJT
BKIIOYAIOT criegyroupe CBeAeHUs: BUA U LWTaMMbl TECTEPHbIX MUKPOOPraHU3MOB,
CXeMa 9KCNepuMeHTa, KOHUueHTpauun (Oo3bl) uCcrnefyeMblX BewecTB W
NO3UTUBHBIX KOHTPOSEen, cuctemMa MeTabonMyeckon akTMBauun, MnOSyYeHHbIe
NepBUYHbIE pesyrbTaThbl U UX CTaTUCTMYEcKas obpaboTka.

LinToreHeTnyeckne wuccrnegoBaHusa in vivo (y4eT XpOMOCOMHbIX abeppauni
nvnu MUKposgep) B KreTKax KOCTHOMO Mo3ra MIeKonuTawwmx: B MNPOTOKON
BKIIOYAKOT  crnegyloume cBefeHus:: Bua, JIMHWUSA, TMOST  KMBOTHLIX, CXema
9KCnepuMeHTa, A03bl UCCreayeMoro BewecTBa N NO3UTUBHBIX KOHTPOMEn, NyTb,
ANUTENbHOCTD U KPaTHOCTb BBELEHWS, MOSfyYEeHHblE MEPBUYHbIE pe3ynbTaThl
MUKPOCKOMUYECKOro aHanmsa n nx crtatmctudeckass obpabortka.

OueHka noepexgeHun [OHK (nobbim  xopowo  BepndmunMpoBaHHbIM - U
OBLLENPUHATBEIM METOLOM): B NMPOTOKOS BKMOYAKOT Criedylowme CBeAeHUs: cxema
nccnegoBaHns, BuA, SIMHUS, MOM XXMBOTHLIX WM LUTAMMbl KYNbTyp KIEeTOK WIn
TKaHen, Cxema 3KCrnepuMeHTa, 003bl (KOHLEHTpaLMK) uccregyemoro BelecTsa U
NO3UTUBHBIX KOHTPOSIEN, MOSyYEHHbIE MNEPBUYHbIE pe3ynbTaTbl aHammsa Wu KX
cTaTucTuyeckasa obpaboTka.

LinToreHeTu4yeckmne wuccnegoBaHuM in vitro B KynbType  nMM@oumnToB
nepudepnyeckon KpoBu 4yeroBeka (ydeT XpOMOCOMHbIX abeppaumii): B NPOTOKON
BKIIOYAIOT Criedyroupme CBEAEHUNA: CXema MccrefoBaHusl, KOHUeHTpauum (003bl)
nccrnegyemMbix BeWEeCTB W MO3UTMBHBLIX KOHTPOSIEH, cucTemMa MeTabonunyeckom
akTMBaLWW, NOJSTydeHHble NepBUYHbIE pe3yrbTaTbl MUKPOCKOMUYECKOro aHanmMsa u
nx cTatucTndeckas obpaborka.

[lonyckaeTca BKMOYEHME B KOMMMEKCHYK OLIEHKY WHAOYKLUMM UccregyemMbim
npenapaTtoM TFeHHbIX, XPOMOCOMHbIX MyTauun wn nospexaeHnn, OHK gpyrmx
mMeTogoB  (TeCcToB),  COOTBETCTBYWOLMX  CTaHAAPTHbIM  MeXOyHapOAHbIM
NPOTOKONaMm.



16. MeTtabonnam B OpraHu3Me MIeKONUTalLWmMX, OCHOBHbIE MEeTabonuTbl, UX
TOKCUYHOCTb, TOKCUKOKMHETMKA U, NpU HEOBX0AMMOCTU, TOKCUKoAMHaMuKa.* [ns
npenapaTtoB, WUCMOMb3yeMbIX Ha KOPMOBbIX KyIfbTypax W B >XMBOTHOBOLCTBE,
AaHHble MO 3KCKPELUU Y NaKTUPYHOLMX XMBOTHbIX (yKasaTb NYyTb BbIBELEHWS,
HaKOMJIEHNS BO BHYTPEHHUX OpraHax M MblLlLax, BO3MOXHOCTb BbIOENATLCA C
MOJIOKOM, OCHOBHbIE METabOoMUTHI).

* yKa3blBAeTCS TOM U CTPaHULIbl JOCbE, B KOTOPbIX NPEACTaBNEHbI NepBUYHbIE
maTepuansi

17. CTOMKOCTb U MeTabonmam B 06 bEKTaX OKpyKatoLen cpeqbl, B TOM YUCre, B

CeNbCKOX03ANCTBEHHBIX pacTeHusx (Tsg v Top ).

18. JlumnTmpytowmin nokasartenb BpeaHoro AencTemns.”

* yKa3blBAETCS TOM U CTPaHULIbl JOCbE, B KOTOPbIX NPEACTaBNEHbI NepPBUYHbIE
maTtepuansi

19. Jonyctnmas cytodHas gosa (OCH).*

* yKa3blBAETCS TOM U CTPaHULIbl JOCbE, B KOTOPbIX NPEACTaBNEHbl NepBUYHbIE
maTtepuansi



20. ['nrneHn4eckne HopMaTMBbl B NPOAYKTAX MUTAHUSA N OObEKTAX OKpYKatoLLemn
cpeaobl wunnm  HayvyHoe 06OCHOBaHWE HeuenecoobpasHOCTM  HOPMUPOBaHUA
(NnpeacTaBneHne matepmanos No 060CHOBAHMIO):

MakcumarnbHo aonyctumbln ypoBeHb (MOY/BMOY) B npoaykTax MUTaHua u
CENbCKOXO3ANCTBEHHOM CbIPbE;

npeaenbHo gonyctumMas KoHueHTpauuna (MNOK) B Boge NCTOYHMKOB CaHUTapHO-
ObITOBOro BOAOMNOSIb30BaHUA.

[Mpn paspaboTke rmMrmeHn4eckoro Hopmatmea ON19 BOAblI BOOOEMOB MOIyT
NPUHUMATBLCS AaHHble MO OLEHKe BIIMAHWUS npenapata Ha XMMUYECKUA cocTaB U
NpouecCbl  CaMOOYMLLEHMST  BOOHOM  cpedbl, MNOSlydEHHble B Hay4HO-
NccrnegoBaTeNlbCKOM  yupexaeHun, npoBoasWEM PblIOOXO3ANCTBEHHYIO OLLEHKY
necTMuMaoB, nMpu  YCroBUA KX NPOBEOEHMSI C  UCMOMb30BaHWEM  €OMHbIX
MeToANYECKNX NOAXOOO0B.

MNOK B artmocdepHoM BoO3dyxe (4Nd npenapaToB, NPOU3BOOMMbBIX Ha
Tepputopun Poccun);

OpPUEHTUPOBOYHO 6e3onacHbIn ypoeHb BosgencTaua (OBYB) B atmocdepHoM
BO34yxe (Mpy HeobXoaMMOCTW);

MNOK B BO3gyxe paboyen 30HbI (ONA npenapaTtoB, MPOU3BOAUMBIX W
dhacyroumxcss Ha Tepputopum Poccun mn ons MMNopTupyembiX npenapaTtos,
obnagaroLmx BblpaXXeHHOM MHransauMoOHHOW ONacHOCTLIO);

OpUEeHTUpoOBOYHO 6e3onacHbi ypoBeHb Bo3gencTeua (OBYB) B Bosgyxe
paboyen 30HbI (A9 ocTanbHbIX NpenapaTos);

MOK ans nousbl (Ons CTOMKMX npenapatoB, obragalomx BblpaKeHHOW
CNOCOBHOCTLIO K MUrpaLmm B conpeernbHble cpeabl);

OPUEHTUPOBOYHO gonyctumas KoHueHTpauusa (OLK) B nodBe Ana ocTanbHbIX
npenapaTos.

[Mpn paspaboTke rMrmeHn4eckoro HopmMaTmea Ansi NoYBbl MOryT NPUHUMATbLCSH
AaHHble N0 MW3YYEeHUIO MOBedeHWss B MNo4YBe, [MOJflyYeHHble B HaAy4yHO-
NCCrnegoBaTeNlbCKOM  yuYpexgeHun,  NPoOBOOSALEM  SKOSIOMMYECKY)  OLLEHKY
necTMuMaoB, nMNpu  YCroBUA KX MNPOBEOEHMS C  UCMOMb30BaHWEM  e€OMHbIX
MeTOoANYECKNX NOAXOLO0B.



21. Metoguyeckmne ykasaHus NO OnNpefeneHnto OCTaTOYHbIX KOSNIMYEeCTB
nectnumaoB (Npn HeOBXoOMMOCTN MeTAbONMTOB) B NPOAYKTaX NUTaHUs, 06 beKkTax
OKpyXatoLLen cpeabl U Bronormdecknx cpenax.

MeToguyeckme yKkasaHusi MO  OnNpederneHuto  OCTaTOYHbIX  KONMYecTB
nectmumagoB (Npy  HeobxooMMOCTUM MeTabonuMToB) B CESTbCKOXO3SIMCTBEHHOM
NpoAyKUUK (MpoayKTax ee nepepaboTkn) n ApyrMx pacTUTENbHbIX OO beKTax.

MeTogunyeckme yKkasaHusi MO  OnNpederneHuo  OCTaTOYHbIX — KONMYecTB
necTnumaoB (Npu Heo6xoaUMOCTM METaAbONMNTOB) B MNOYBE.

MeTogunyeckme ykasaHusi MO  OnNpederneHut0  OCTaTOYHbIX — KONMYecTB
necTnumaoB (Npu Heob6xoanMocT MeTabonMToB) B BOSE.

MeToguyeckme yKasaHua Mo WM3MEPEHUIO KOHLEeHTpauui nectuumaos (npu
HeobxoaMMOoCTU MeTabonmnToB) B BO3AYXE.

MeToguyeckme yKkasaHusi MO  OnNpederneHuto  OCTaTOYHbIX — KONMYecTB
nectTuumaoB (Npu Heo6xoaUMOCTM MeETaboNMTOB) B BUOSOrMYecKnx cpenax.

22. OueHka onacHOCTW necTuumga - AaHHble PacCMOTPEHUA Ha 3acegaHuu
rpynnel akcneptoB PAO/BO3, EPA, EBponeinckoro cotosa.

D2. Tokcukonorn4yeckas xapakte puctmka npenapamaHOM ¢popMbl

1. OcTpada nepopanbHaa TOKCUYHOCTb (Kpbichbl) - J10 5

O snp kpbiCbl (MI/KF M.T.)

2. OcTpag KoxHast ToKCUYHOCTb. J1 s (MI/Kr M.T.)

3. OcTpas uHransiumnoHHasi TokeudHocTb. JIK sy kpbickl (Mr/M3 )

4. KruHu4eckue nposiBNIEHUS OCTPOM MHTOKCUKaUMWM Mpu  BCEX MyTSaX
NOCTynneHns (nepoparnbeHbIv, AepMarbHbIA, UHIFansLMOHHbIN).

5. Pasgpaxatoiee gencteme Ha KOXy U Cnnsnctble 060no4YKu.

6. [logocTpad nepopanbHad TOKCUMYHOCTb  (KYMYNSTMBHblE  CBOWCTBA,
KO3(MUMEHT KYMynauuK) AN9 npenapatoB, NPOU3BOASLLMXCA Ha TeppuTopum
Poccuu.

7. CeHcnbunusupytoLlee geNcTame.



8. ToKkcuKorormyeckaa xapaktepucTuka KOMIMOHEHTOB npenapaTuBHON POPMBbI
(HanonHUTENn, aMynbraTopbl, CTabunnaaTopbl, PacTBOPUTENN).

B cnyyae Hanmums B cocTaBe nectuumga TOKCUYECKM 3HAYMMbIX BELLECTB,
CNOCOBGHLIX 3HAYUTENBbHO YCUIMUTL TOKCUYECKOe [EWCTBME MO CPaBHEHUIO C
AENCTBYIOLWMM  BELEeCTBOM, [aHHble MO  TOKCUKOSIOTMYECKOW  OLeHKe
npenapaTMBHON G)OpPMbl NecTuumaa MoryT ObiTb pacLUMpeHbl C y4ETOM CBOWCTB
AENCTBYIOWEro BellecTBa WM KOMMOHEHTOB MpenapatuBHON OpMbl, a Takxe
mMeTabonmsma.

D3. N'MmrueHnyeckas oueHkKa NnponsBoacTBa U NPUMEHEHUA NecTMuuaoB

D3.1. N'MrmneHn4yeckas oueHKa pearibHOM ornacHOC™ (pucka) Bo3aeMncTBUs
necTMuMA OB Ha HacerneHue

1. OueHka onacHOCTM Ofs HacemneHust MULEBbLIX NPOAYKTOB, MOMyYEHHbIX Mpu
NPMMEHeHNn necTuuuaa.

1.1. Hannumne octaToOYHbIX KONMYECTB OEUCTBYIOLLErO BellecTBa nectvuuaa B
nccrnegyemMblx OBbekTax M3ydaeTcd Mnpu MakCMMarbHO PeKoMeHOYyeMbIX HOopMax
pacxoga W KpaTHOCTM 00paboTok npenapatomM 3a 2 ce30Ha B PasfmyHbIX
NOYBEHHO-KNMMMaTUYECKMNX 30HAX.

1.2. [Ins necTMumngoB, MCNosb3yeMblX Ans npeanoceBHon obpaboTkm ceMsaH, 4o
nocesa, cpasy nocne nocesa, OO0 LUBeTeHUA (Nfo4oBO-ArO4HOM KyrbTypbl), MO
BEreTMpyowmm pacTeHnsm (ecnm nocnegHsst obpaboTtka nposogutcsa bornee, Yem
3a 60 pgHen [0 YOOpKWM), OCTaTOYHble KOfMYecTBa [EVCTBYIOLLMX BELLECTB
npenapaToB oNpeaenstoT TOMbLKO B AfIeMEHTax ypoxas KyfbTypbl.

1.3. [lna necTuymMaooB, peKOMEHAYEMbIX K MPUMEHEHUIO HA KOPMOBbIX KYNbTypax
WNM  KynbTypax, 3efeHas Macca KOTopblX MOXeT ObiTb MCNonb30BaHa
HENnoOCpeaACcTBEHHO HA KOPM CKOTY, OBOLLHbIX M 3€MNEHHbIX KyNbTypax OTKPbITOrO M
3aKpbITOro rpyHTa (c60op KOTOPbIX NPON3BOAUTCA HEOAHOKPATHO 3a@ CE30H) C LiENbio
YCTaHOBIIEHUSA CPOKOB OXMAaHus, 06A3aTensHO M3y4eHne ANHAMUKK PasfioKeHMUs
AEeNCTBYHOLMX BELLECTB B 3aBUCUMOCTU OT CpoKa nocreaHen obpaboTkn.

1.4. [Ona nectmymaoB, MNPUMEHSIEMbIX Ha MaTOYHUKAX, CEMEHHMKax, B
MUTOMHUKAX, Ha NEKAPCTBEHHbIX, 3MPOMACIIMYHbIX KYrbTypax, Cblpbe KOTOPbIX
MOeT Ha nosflydeHne WHAMBMAOYalnbHbIX BEWeCTB, Ha JIeKapCTBEHHbIX U
9dMpoMacIMYHbIX KynbTypax, KOoTopble youpatoTcsa vepes rog nocre obpaboTkuy,
AEKopaTUBHbIX KymnbTypax, W3y4eHMEe OCTaTOYHbIX KOMMYECTB [AeNCTBYHOLUMX
BELLECTB npenapaTta He TpebyeTcs.



1.5. na nectnumaoB, NPUMEHAEMbIX Ha 3EMIISIX HECerlbCKOXO3AMCTBEHHOIO
NOMb30BaHUA (B JIECHOM XO35IMCTBE, MONocax OTYYXOEHMS XKeSe3HbIX U LLOCCENHbIX
A0por 1 T.n.) C Lenbo 060CHOBaHNA CPOKOB 6e30MacHOro Bbixo4a HacerneHust Ha
obpaboTaHHble nrowaan, HeobxoouMMO U3YyYeHMEe OCTaTOYHbIX KONMYeCcTB
AENCTBYHOLMX BELLECTB NpenapaToB B ypoxae OUKopacTyLlien npoaykumm (rpmbsl,
arogbl U T.4.).

1.6. lccneposaHusa no onpegeneHnio OpraHonenTUY4eCKuX CBOUCTB U MULLEBOM
LLEHHOCTN CEeSIbCKOXO3SAMCTBEHHOM MPOAYKUUN PaCTUTENBHOMO MNPOUCXOXOEHUS,
BblpalLEHHOMN MNpU NPUMEHEHUN NEeCTULMOOB, OCYLIECTBAKTCS MO OO4HOMY M3
npeacTasuTenen rpynn Npoaykuun (nrnogoBble, ArogHble, BUHOrpag, Gax4veBble,
OBOLLY, KapTodenb), MMELEMY HanbornblUyld MNEeCTULMOHYIO Harpysky (Hopma
pacxofa, KpaTHOCTb 06paboTKN) U HenocpeCTBEHHO ynoTpebnaemomy B nuily. B
npoaykTax nepepaboTkn (pacTutesribHOE Macro, COKW) yKa3aHHble UCCredoBaHus
NPOBOAATCA NPU HanMMYMM OCTATOMHbIX KOMMYECTB OAEWCTBYIOLMX BELLECTB
necTuunaoB B nepepabarbiBaeMoM Cbipbe (CeMeHa, Nnoabl, Aroabl).

2. OueHka onacHocTH (pycka) nectTuumaa Npy NOCTyNeHUN ¢ BOAOW.

N3yuyeHne ypoBHEW 3arpsi3HEHUA BOAbl MOBEPXHOCTHbIX W MOA3EMHbIX
BOAOWCTOYHUKOB B HATYPHbIX YCIOBUSX, B T.4. B ycrnoBuax JIMX npyu MakcumarnbHbIX
HOpMax pacxoda W KpaTHOCTM oB6paboTok (B COOTBETCTBUM C AENCTBYHOLLMMMU
MeTogMdYEeCKUMN  OOKYMeHTamn) urm  obocHoBaHMe  HelenecoobpasHoCTu
NpOBEAEHNa 3TUX NCCIea0BaHNN.

3. OueHka onacHOCTU AN HacerneHus 3arpsisHeHUst aTMocdepHoro Bosayxa
OCYLLECTBMSAETCS, KaK NpaBurio, 04HOBPEMEHHO C MPOBEAEHNEM MUCCIe40oBaHNi Nno
MMIMEHNYECKOW OLeHKe YCIOBUIM Tpyda Mpv MPUMEHEeHWU NecTULMOOB C Y4eToM
MakcuMarbHbIX HOpM pacxoda. [Mpy 3TOM ycTaHaBMMBAOTCH BErMYMHbI CHOCa
[IeNCTBYIOLLMX BELUECTB NpenapaToB 3a npeaerbl CaHUTapHO-3aLLMTHBIX 30H U 30H
CaHNTapHOro paspbiBa.

4. OueHKka peanbHOM oOnacHoCTU (puUcKa) - KOMIMMEKCHOrO0 BO34ENCTBUS
NecTULMOOB Ha HacerieHne nyTemM pacyeta CyMMapHOro NoCTynsieHns NecTmumngoB
C NpogyKkTamu, BO34yXOM U BOOOMN.

Ana  nectmumgoB 1, 2 KnaccoB  OMacHOCTUM  MOryT  MPOBOOUTHLCA
MOHUTOPWUHIOBLIE UCCIIE00BaHUA X coaepXaHnsl B 00 bekTax OKpyKatoLLEN cpeabl.



D3.2. T'vrneHmyeckas oOLeHKa YCNnoBMM TpyAa paGoTalowmx npu
npUMeHeHUM nNpenaparTos.

NccnepoBaHnss  NpoBOASATCA B COOTBETCTBMM  C  OEVCTBYHOLUMMM
METOOMYECKUMN  OOKYMEHTaMM C  Y4ETOM  TEXHOMOrMM  MPUMEHEHUA  MNpuU
MaKCUMarbHbIX HOpMax pacxoda npenapaToB M BKIKYAOT OLEHKY pucka Ans
onepaTtopoB, 060OCHOBaHME CpPOKOB 6e30macHoro Bbixoga Ha o0bOpaboTaHHble
necTviumaamun nNnowanmn Ansa npoBeaeHnst pydHbIX N MEXaHU3MPOBaHHbIX paboT:

NPV LUTAHFOBOM OMNPbICKMBAHUM MOSIEBbIX KYNbTYP;

NPV BEHTUMNATOPHOM OMPbICKMBAHUN Cad0BbIX KYNbTYP;

nNpy 06paboTKe KynbTyp aBnacrnocobowm;

Npn 06paboTKe KynbTyp B YCNOBUSAX 3ALLMLLIEHHOIO MPYHTA;

npu obpaboTke KynbTyp B ycnosusax J1MX;

Npy npegnoceBHon obpaboTke ceMsH Ha 3aBodax Mo NPOTPaBNMBAHUIO W
MNYyHKTax NpoTpaBMBaHWS;

Npy BbiCEBE CEMSAH, 00paboTaHHbIX necTuymgamMm (MO NoKasaHUAM C y4eTOM
Kflacca ornacHoOCTU npenapaTa, CTOMKOCTU B No4vBe, cdepbl NPUMEHEHUS);

npu pymuraumu;

NPy NPUMEHEHUN NECTULMAOB C UCMOfb30BAHMEM APYrMX TEXHOMOMMA.

B Heobxogumbix cnyyasx npuBogutcs ob6oCHOBaHME HeuernecoobpasHocTu
NpOBEeAEHUS yKa3aHHbIX UCCEea0BaHWUN.

[MrmeHnyeckasa oOueHKa YCrnoBuMM Tpydaa AO0SPkKHa NPOBOAUTLCS TOMbKO MpuU
NCMOMb30BaHUN TEXHMKM U 060pyaoBaHMs, NPOLUEALLMX TMIMEHNYECKYIO OLIEHKY B
YCTaHOBIEHHOM MOpPSIAKeE.

D3.3. NurueHnyeckaa oueHkKa npousBoacTBa (B ToM uucne dacoBKM)
necmumaoB Ha Tepputopuu Poccuinckon depepauum OCHOBbIBaeTCA Ha
aHanu3e TexHu4eckou aokymeHTauumn (TY, TexHUYeCKne pernameHTbI)

[lpy 3TOM OCYLLECTBIAETCA:
npoBegeHne rnabopaTtopHbIX UCCreLOoBaHUA MO OLEeHKe Mpou3BOACTBEHHOM
cpeabl ¢ atTecTaumen paboynx MeCT Ha BCEX TEXHONOMMYECKUX onepaumsix;
nOeHTUUKaLKna 3arpsasHUTENien, OLleHKa pMcKa KOMIMIIEKCHOIo BO34EeNCTBUS Ha
paboTatoLmx;
rMrmeHndeckas oueHka obopyanoBaHus, MaTtepuarnos, acnvpauOHHbIX CUCTEM;
pacyeT BarnoBbIX BbIGPOCOB M NPU3EMHbIX KOHLLEHTpaLui;

OLEHKa MPOMbILIEHHbIX CTOYHbIX BOfA; Cnocobbl obe3BpexuBaHus W

yTunm3aumm oTxogoB Npou3BoaCcTBa, Tapbl 1 np.

D4. Tokcukornormnyeckas ouLeHKa npenapammBHOMN ¢ opmMbI
MUKpOOMOnorMyeckoro npenapara

1. OcTpada nepopanbHaa TOKCUYHOCTb (MbILLn, KpbiChl) - LD 5,

2.0cTpas nHransiuMoHHasa TOKCMYHOCTb - LC sp



3. Pasgpaxatowee n pe3opdbTnuBHoe (Npn HEOBXOOMMOCTN) LENCTBME HA KOXY U
CIM3NCTYO0 OBONMOYKY

4. CeHcubunmampytoee gencTemne

5. KymynatmeBHble cBoWCTBa (ONs npenapaTtoB Ha OCHOBE MPOLYKTOB
XN3HenesaATENbHOCTU MUKPOOPraHN3MOB)

6. dnucbaktepnormyeckoe AencTaeme

7. CocTaB  KOHTaMMHAHTHOM  MUKpodpriopbl (AN BUPYCHbIX U
MUKpOcCMopoauarnbHblX MNpenapaTtoB) WM AaHHble MO  MNaTOreHHoCTM  AnS
TENNOKPOBHbIX

8. OTtpaneHHble nocnegencTeBmns (AN TOKCUMHCOAEPXaWmX npenapaTos):
MyTareHHOCTb (TecT Jnmca), TepaToreHHOCTb

D5. YcraHoBrneHue rurmeHmYeCcKux pernaMmeHToOB MUCNOJNIbL30OBaHUA WU
npoun3Boacrtea MVIKpO6VIO.I10FVI'~IeCKVIX npenaparoB

1. |/|3y‘-IeHl/Ie OCTaTO4HbIX KOfmyecTB nectmumnga B AOAMHAaMUKE B Cliydae
Heo6X0QMMOCTU MTMIMIMEHNYECKOTO HOPMMPOBaAHUA

2. [irmeHnyeckas oueHKa ycrioBun Tpyaa npuv npMMeHeHun npenaparta c y4eTom
MaKCUMarbHbIX HOPM pacxoda M pasfiMyHbIX TEXHOSOMIA.

B 3aKkpbITOM rpyHTE M3y4yeHue YCroBuM Tpyaa MPOBOAUTCHA HE3aBUCMMO OT
oTKpbITOro rpyHta 3.060CHOBaHMe HeobxoanMMocTu M pa3paboTka rMrMeHN4YeCKnx
HopMmaTuBoB, obecneymBaroumx 6e30MacHOCTb HaceneHus u paboTaroumx npu
NPOM3BOACTBE N MPUMEHEHMM NECTULMAO0B (MPpY HEOBXOOMMOCTN):

- MY B npoaykTax nuTaHus

- MOK B BOAE MCTOYHMKOB CaHUTapHO-ObITOBOrO BOAOMOMNb30BaHNS

- NOK B BO3gyxe paboyenn 30HbI (ONs npenapaToB, NPOU3BOOSLLMXCS Ha
TeppuTopun Poccun)

- ObYB u MNAK (ans npenapatoB, NPoU3BOAsLWLMXCS Ha Tepputopun Poccun) B
aTMocdepHOM BO3yxe

- OBYB B B0o3ayxe paboyen 30HbI (AN9 3apybexHbIX npenapaTos)

- MAOK ons no4ysbl (419 CTOMKUX NpenapaToB, CNOCOOHLIX K TpaHcrokauum B
pacTeEHUM U MUrpaLmn B Apyrme CUCTEMbI)

- O[K B noyBe onst ocTarnbHbIX NpenapaTos

D6. Tokcukonornyeckas oueHKa MUMKpoopraHmama (6akrtepumn, rpmbol)

1. [MaToreHHOCTb (BMPYNEHTHOCTD, TOKCMYHOCTbD, TOKCUIeHHOCTb,
auccemuHaums) 6aktepun, rpuboB M3y4aeTcsl Ha OBYX Buaax JlabopaTopHbIX
YXVBOTHbIX MPU OAHOKPATHOM BHYTPUOPIOLLMHHOM, BHYTPWXENYOOYHOM BBELEHWM,
NOCTYNNEHNN Yepe3 BEPXHNE AblXaTerbHblE NYTU U Ha CNN3NCTbIe 060MOYKK a3



2. [lenctBne MMKPOOPraHM3MoB Ha MMMYHHYIO cucTemMy (CeHcnbunusunpytoLlee,
annepreHHoe, MMMYHOTOKCUYECKOE, MMMYHOMOAYNUPYIOLLEE) NpU MNOCTYMNSEHUN
Yyepes BEPXHME AblxaTernbHble NyTU B TEYEHNE O4HOro Mecsua.

D7. Tokcukonornyeckas oueHKa npoaykToB MUKPOOHOro cuHTe3a

1. OcTpas nepoparnbHasg TOKCUYHOCTb (MbIwK, Kpbicbl) - LD s, nopor ocTporo
aencTena (Ana npenapaTos, NPON3BOASALLMXCS Ha Tepputopumn Poccun)

2. OcTpasg KoxHast TOKCUYHOCTb - LD sp

3. OcTpas nHrandaumMoHHasa TokecnyHocTb - LD s . Mopor octporo gencteus (ang
npenapaTos, NPON3BOASALLMXCS Ha Tepputopum Poccun)

4. KnmHnyeckune nposiBrieHns: OCTPON MHTOKCUKaLIUK
5. Pasgpaxatoliee gencTeme Ha KOXy U CrM3ncTble 060mo4Ku

6. [llogocTpas nepopanbHas TOKCUYHOCTb (KYMYNSTUBHblE CBOWCTBA),
KO3hdpMUMEHT KyMynauum (459 npenapaTtoB, NPOU3BOASLLMXCA Ha TeppuTopum
Poccun)

7. lNogocTpast HakoXXHast TOKCUYHOCTb
8. CeHcunbunmaupyowee gencTene, MMMYHOTOKCUYHOCTb
9. XpoHunyeckas TOKCUYHOCTb (MoporoBble U Hed(dEKTMBHLIE 403bI)

10. OHKOreHHoCTb (NepBMYHbIE 0bo6LaOLme MaTepmarbl - JaHHble O YacToTe
onyxoneun y nogonbITHbIX XMBOTHbLIX B aOCOMIOTHBIX 3HAYEHUAX N NO OTHOLLEHWUIO K
S(pPeKTUBHOMY HUCHY, KONMYECTBO OMyXOofie Ha OO4HO XMBOTHOE, KONMYECTBO U
YacToTa MCTOMOrMYECKUX TUMNOB OMNyXorien BCex flokanusauunu, MetactasnpoBaHue,
BbIXMBAEMOCTb XUBOTHbIX, KO3(OMULNEHT OHKOreHHOro pucka, Cpok ObHapyXeHus
NepBOM OMyxonu, [OaHHble 3KCMEepUMEHTarbHOrO W UCTOPUYECKOrO KOHTPONS
SKCNepUMEHTasbHbIX XUBOTHbIX U T.4.).

11. TepaToreHHOCTb U 3MBPUOTOKCUHYHOCTL - C UCMNOSNb30BaHMEM METOANYECKNX
nogxono., NO3BOSIAOLMX BbIABUTL aHOManMm y nriogoB Y TOKCUYHOCTbL 4118 nroga

12. PenpooykTMBHas TOKCUMYHOCTb MO MeTody ABYX MNOKOSMEHUA U
rOHagOTOKCUYHOCTb



13. MyTareHHOCTb:
- TeCcT OMMca Ha reHHble MyTauum C MUKPOCOMarbHOW akTuBauuen un 6es

akTMBaLum
- XPOMOCOMHbIE abeppaunm (in vivo y labopaTOpHbIX XUBOTHbIX)
- in vitro B KynbType nMmdounToB nepudpepmnyeckon KpoBu YerioBeka
AO0NyCKalTCs Apyrne TeCcTbl, HO HE MeHee TpeX, BKIYasa TecT Qnumca

14. MeTtabonnam B OpraHu3Me MIeKONUTalLWmMX, OCHOBHbIE MEeTabonuTbl, UX
TOKCUYHOCTb, TOKCUKOKMHETMKA 1 NP HEO6XOAMMOCTN TOKCUKOOMHAMUKA

15. JlumnTnpyowmmn nokasarernb TOKCUYHOCTU
16. Jonyctumas cytoyHas gosa (AC[) mr/kr/Bec Tena yenoseka

17. dononHuternbHaa nHdopmMaums
E. 3konorn4yeckasa xapakrepucTtuka necrtmumaa

E1. 3konornyeckasa xapakTte puctmka e UCTBylOLEro BewecTtsa



1.1.11

1.1.1.1.1

1.1.1.1.2

1.1.1.2

1.1.1.21

1.1.1.2.2

1.1.2

1.1.3

1.1.3.1

A XuMmunyeckue Bellecrtsa

1. MoBeaeHne B OKpyxaloLeun cpene

[loBegeHue B no4vse

[TyTn n CKOPOCTbL pasroxeHus

[lyTn pasnoxeHus

AspobHoe pasnoxeHue

[lononHuTenbHble nccneaoBaHus

CKOpOCTb pasfoxeHus

JTabopaTtopHble uccnegoBaHus: alspobHoe, aHaspobHoe
pasroxeHue

[NloneBble nccnegoBaHUA. ONHaMUKa nc4e3HoBEeHNA,
OCTaTO4Hbl€ KOJIM4eCcTBa, akKymMyraumna B noyvse

Ancopbuus n gecopbuunsd

[NoaBWXHOCTL B No4yBe

JTabopaTopHble KONMOHOYHbIE ONbIThI



1.1.3.2

1.1.3.3

1.2

1.2.1

1.2.11

1.2.1.2

1.2.1.3

1.2.2

1.3

1.4

2.1

2.1.1

212

JTabopaTopHble KONMOHOYHbLIE ONbITbl C  "cocTapeHHbIMKU"
ocTaTkamu

INnsumeTpuyeckmne uccrnegoBaHUs UM NoreBble OnbiTbl MO
MuUrpaLmm

[NloBeneHvne B Boge 1 BO3ayXe

[yT 1 CKOPOCTb pPa3noXeHus B Boae

[MaponMTnyeckoe pasnoxeHue

doTOXMMNYECKOE pasfioXeHne

Buonornyeckoe pasrnoxeHue

[yT 1 CKOPOCTb Pa3noXeHUs1 B BO3Ayxe

MeToauku onpeneneHns oCcTaTOYHbIX KONMMYEeCTB B MOYBE,
BOAE M BO3OyXe

[laHHble MOHUTOpPUHIa

2. AKOTOKCUKONorus

[Ty bl

OcTpas opanbHasi TOKCUYHOCTb

TOKCUMYHOCTb NMPU CKapMIIMBaHNM



213

2.2

2.2.1

2211

2.21.2

2213

2214

222

2221

2222

223

2.2.31

2.3

2.3.1

BrsHne Ha penpoayKkTMBHOCTb

BoaHble opraHnambl

PbIObl

OcTpast TOKCUYHOCTb

XpoHn4yeckast TOKCUMYHOCTb

BrinsiHne Ha penpoaykTMBHOCTb M CKOPOCTb Pa3BUTUS

Buoakkymynsauusa

3oonnaHkToH (Daphnia magna)

OcTpast TOKCUYHOCTb

BrinsiHne Ha penpoayKkTMBHOCTbL M CKOPOCTb Pa3BUTUS

Bopgopocrnu

BrnmsHune Ha pocT

MeOoHOCHbIe Nyernb! (gpyr1e nosies3Hble HacekoMble)

OcTpass M XpoHMYecKas KOHTaKTHAA TOKCWMYHOCTb (Mmpu
NHOMBWAYANbHOM UK rPYNNoOBOM BO34ENCTBUM)



2.3.2

24

2.4.1

242

2.5

2.5.1

2.5.2

2.6

2.7

1.1

1.1.1

OcTpas W XpoOHWYeckast oparnbHasi TOKCUYHOCTb (Mpw
MHOMBUAYaNbHOM UMK IPYNNOBOM BCKapMMBaHMK)

HdoxaeBble 4vepBu  (OpyrMe  HeueneBble  NOYBEHHbIE
MaKpoopraHu3Mmbil)

OcTpast TOKCUYHOCTb

CybneTtanbHble 3ddeKkTbl

[NouyBEHHbIE MUKPOOPraHU3MbI

BrmsiHne Ha npolecchkl MUHepanusaumm yrnepoana

BrnivsHve Ha npouecchl TpaHcdopmaLum a3oTa

[pyrve HeueneBble opraHn3mMbl qropbl U ayHbI

Brnmanune Ha buonormnyeckue MeToadbl OMUCTKU BO

B. MukpoopraHuambl U BUPYCbI

1. MoBeaeHMe B OKpyxaloLeun cpene

PacnpeneneHne, CTOMKOCTb, NOABWKHOCTb 1 pa3MHOXeEHME

[NouBa



1.1.2

1.1.3

1.2

2.1

2.1.1

2.2

2.2.1

2.3

2.3.1

2.3.2

24

2.4.1

Bopa

Boaayx

[aHHble 0 BO3MOXHOW cyabbe B NULLEBbLIX LiEnNsiX

2. AKOTOKCUKONorus

[Ty bl
OcTpa4d oparnbHas TOKCUYHOCTbD, NaTOreHHOCTb,
NH(PEKTUBHOCTb

BoaHble opraHnambl

OcTpast TOKCUYHOCTb, MATOrEHHOCTb, MHAPEKTUBHOCTb

MeOoHOCHbIe Nyernb! (gpyr1e nosiesHble HacekoMble)

OcTpad KOHTaKTHasd TOKCUYHOCTb, NaTOreHHOCTb,
NH(PEKTUBHOCTb
OcTpas oparnbHas TOKCUYHOCTb, NaTOreHHOCTb,
NH(PEKTUBHOCTb

HdoxaeBble 4vepBu  (gpyrMe  HeueneBble  NOYBEHHbIE
MaKpoopraHu3mbil)

OcTpast TOKCUYHOCTb, MATOrEHHOCTb, MHAPEKTUBHOCTb



2.5

2.6

1.1

1.1.1

1.1.2

1.1.3

1.2

1.2.1

1.2.2

1.3

[MNoyBEHHbIE MUKPOOPraHU3MbI

[lononHuTenbHble nccneoBaHus

E2. Jkonornyeckas XxapakTepuctMka npenapatMBHOM
¢ opmMbI

A XuMmunyeckue Belecrtsa

1. MoBeaeHMe B OKpyxaloLeun cpene

[loBegeHue B no4vse

OueHKa YpOBHS KOHLUEHTpauui OeNCTBYHOLLEro BellecTBa
(3.B.) U ero murpauum B novse

[MoneBble ONbITbI: AWHAMMKA WCYE3HOBEHUSI O.B., €ro
OCTaTO4Hbl€ KOJIM4eCcTBa, akKyMyraumna B noyvse

MoneBble OMbITbl MO MUrPaUUKU UMK  NM3UMETPUYECKME
nccnenoBaHud

[NloBegeHue B Boae

OueHKa ypOBHSI KOHLIEHTpauui 4.B. B TPYHTOBbLIX BOAaXx,
[OMOfHUTENbHbIE NOoNieBble UCMNbITaHUSA

OueHKa YpOBHSI KOHLEHTpauui A.B. B MOBEPXHOCTHbIX
BOAaX, AOMNOMHUTENbHbIE NONEBbIE UCMbITaHUS

[NloBeneHve B BO3ayxe



2.1

2.1.1

212

213

214

2.2

2.2.1

222

223

224

2.3

2.3.1

2. AKOTOKCUKONorus

[Ty bl

OcTpas opanbHasi TOKCUYHOCTb

OnbITbI B KNeTKax v none

OnacHOCTb Anga NTuL JOBYLLEK, rpaHyn n o6paboTaHHbIX
cemsiH

OdbeKThbl ONOCpeaoBaHHOIO OTpPaBNeHUs

BoaHble opraHnambl

OcTpasa TOKCUYHOCTb ANd pbl6

OcTpas TokcnyHoCTb A4 3oonnaHkToHa (Daphnia magna)

OueHka pucka npu HenpegHamepeHHon obpaboTke
NOBEPXHOCTHbIX BOAOEMOB (CHOCE)

CneumanbHble UCCNeaoBaHnst ¢ ApyrMMu Bugamm pblo

MeOoHOCHbIe Nyernb! (gpyr1e nosiesHble HacekoMble)

OcTpass N XpOHMYECKass KOHTAKTHasi TOKCMYHOCTb (npwu
WHOVBWAYANbHOM UK IPYNNOBOM BO34ENCTBUM)



2.3.2

2.3.3

234

2.3.5

2.3.6

24

2.4.1

242

243

2.5

2.5.1

2.5.2

253

OcTpas U XpoHM4eckast oparnbHas TOKCUYHOCTb (npu
MHOMBMAYaNbEHOM UMK IPYNNOBOM CKapMIMBaHUA)

q)yMI/IFaHTHaFI TOKCUYHOCTb

PenenneHTHas akTUBHOCTb

[MpoOomKNTENBHOCTb OCTATOYHOIO AENCTBUSA

TOKCUYHOCTb U OMNacHOCTb B MNOMEBbIX ycrnoBuax

[doxaeBble 4epBuM (OpyrMe MNOYBEHHblE HeueneBble
MaKpoopraHu3Mmbil)

OcTpast TOKCUYHOCTb

CybneTtanbHble 3ddeKkTbl

TOKCUYHOCTb B MOSeBbIX ycrnoBuax

[MouyBEHHbIE MUKPOOPraHU3MbI

BrmsiHne Ha npolecchkl MUHepanusawumm yrnepoana

BrnivsHve Ha npouecchl TpaHcdopmaLum a3oTa

,D,OI'IOJ'IHI/ITGJ'IbeIe TEeCThbl

B. MukpoopraHuambl U BUPYCbI



1. MoBeaeHMe B OKpyxalLeun cpene

2. AKOTOKCUKONorus

2.1 BoaHble opraHnambl
2.2 MeOoOHOCHbIe N4Yenbl (Apyr1e nornesHble HaceKoMbIe)
2.3 [doxaeBble 4epBu (OpyrMe HeuerneBble MNOYBEHHbIE

MaKpoopraHu3Mmbil)

24 [loYBEHHbIE MUKPOOPraHN3Mbl
2.5 J[lononHUTernbHbIe UccreaoBaHUS
[MeyaTb

®UNO pykoBoaUTENS OpraHn3almn-perMcTpaHTa
(MHaOMBMAOYanbLHOro NpeanpuHUMaTens - permcTpaHTa)

NMpunoxeHue N 2. CBepgeHnsa o6 arpoxmmmkare



[MpunoxeHune N 2
K MNopsaaky rocynapcTBeHHOM
perMcTpauum necTuumnaoB
N arpOXMMMKaTOB, YTBEPXKOEHHOMY
npukasom MuHcernbxosa Poccum
ot 10 mons 2007 ropa N 357
(B pegakuum
npukasa MuHcenbxo3a Poccuu
ot 24 aBrycta 2009 roga N 386;
B peaakuuu,
BBEEHHOW B AENCTBME
¢ 10 nroHa 2017 roga
npukasom MuHcenbxo3a Poccum
ot 3 mas 2017 roga N 211. -
CMm. npebiayLiyto peakLuio)

yKa3blBaeTCcAa And wopuan4eckoro Jsimda - HanmeHoBaHue

Pernctpanta, OI'PH,

agpec  MeCcTOoHaxoxXaeHusa, TenedoH,  duakc,

9NEeKTPOHHOM MOoYThbl; ANA ¢mandeckoro fmua - damunus,

nms, oT4ecTBO (Npu Hannyum), Or'PHATT,

agpec permctpaumm no MecTy XUTenbcTBa, NpebbiBaHuS,

TernedooH, pakc, agpec 9NeKTPOHHOM NOYThI


http://docs.cntd.ru/document/902175420
http://docs.cntd.ru/document/456065106
http://docs.cntd.ru/document/542600199

CBeneHust 06 arpoxumukare

(yKaSbIBaeTCﬂ oTnnynTeribHoe Ha3BaHne anOXI/IMI/IKaTa)

A. OcCHOBHbIe cBegeHuA

1. HaumeHoBaHWe arpoxmmukara

2. NsrotoButenb (ykasblBaeTcs AOfs OPUOMYECKOro fvua - HaMeHoBaHue
nsrotoeutens, OIPH, apgpec wmecToHaxoxaeHusi, TenedgoH, dakc, aapec
9NIEKTPOHHOM MNOYTbI; ANA dm3ndeckoro nuua - damunms, nums, otyecTso (Npwm
Hannyum), OFPHWI, agpec pernctpaumm No MeCTy XUTENbCTBa, NpebbiBaHuS,
TenedoH, drakc, agpec 3NeKTPOHHOW NOYThI)

3. Xvmnyeckas rpynna arpoxmmmkatra. O6nacTb NpUMEHEHUs, HasHa4vyeHue
arpoxumMmukaTa

4. PekomeHayeMble perfiaMmeHTbl NPUMEHEHNS arpoxuMukara:

- HAMMEHOBaHe KyIbTyp, Ha KOTOPbIX MIaHNPYETCS UCMOMb30BaHME;
- CPOKM BHECEHWS arpOXMMNKaTa;

- HOPMbI (003bl) U KPAaTHOCTb BHECEHNS;

- TEXHOMNOMUS NPUMEHEHUA N Mepbl 6e30MacHOCTU NPY NPUMEHEHUN

5. [acnopt  ©GesonacHocTM (4N  arpOXMMMUKATOB  OTEYECTBEHHOIO
npovsBoAacTBa) MM nMcT ©Be3onacHocTn (ONs  arpoXMMUKaToB  3apybexHoro
NPOM3BOACTBA), MPOTOKOSbI UCNbITAHUI NPOAYKLIUK

6. Peructpaums B apyrix cTpaHax (HOMep perMcTpaLMoHHOrO YAOCTOBEPEHUS,
[iaTta BblOayu U CPOK OeNCTBUSA, Ha3HaYeHNe U pernamMeHTbl NPUMEHEHS)

7. HopmaTtuBHag w/mnmnm TexHnyeckass [OOKYMeHTauus ONsS  arpoXMMuKaToB
OTEeYeCTBEHHOIo NPoM3BOACTBA

(dna arpoxvMMmmkaTtoB Ha OCHOBE OCafKOB CTOYHbIX BOA4 W OTXO40B
NPOV3BOACTBA NPeACTaBNsAEeTCA TEXHUYECKass AOKYMEHTAUMS Ha OCadKM CTOYHbIX
BOA M OTXOA4bl)



B. Obwue cBepgeHun

1. KayeCcTBEHHbI M KONMMYECTBEHHbIN COCTaB arpoxmmukara (OCHOBHble WU
BCMOMOraTerbHble KOMMOHEHTbI - 4151 KOMBMHMPOBAaHHbLIX arpOXMMNKATOB)

(JdonyckaeTca npvBeneHve nokasarternen kadectBa M3 Tabnuubl TEXHUYECKUX
yCIOBUI)

2. MNpenapatuBHas cdopma (BHELLHUIN BUA)

3. CoaepxaHne TOKCUYHbIX 1 ONacHbIX BELLECTB:
- TSXKeNbIX MeTansioB U MblwbAKa (Mr/Kr)*: CBUHeEL, PTYTb, KAAMUN N MbILLbAK

*ANsg  MuHeparnbHbIX  yOoOOpeHur, MernvopaHTOB, LLEOSIMTOB, OpraHU4ecKux
ynobpeHun Ha ocHoBe Topdha, M3BECTHAKOBLIX MaTtepuaroB, canponens, 0CagKkoB
CTOYHbIX BOL, OTXOA0B MPOMbILLITEHHOIO Npou3BoacTBa U np.

- OpraHNYecknx coeguHeHun (Mr/kr);

- 6eHa/a/nupeHa (Mr/kr)**;

**[Ns arpOXMMUKaATOB HA OCHOBE OTXOA0B MPOM3BOACTBA U CbIPbSA MPUPOLHOro
NPOVCXOXOEHNS, HaxXoOdALWeEerocss B 30HE BO3MOXHOMO BIUSHUS  BbIOPOCOB
MNPOMBILLIEHHbBIX NPEaNPUATUN, KOTESbHbIX U T.4.

- PaAVOHYKIMA0B €CTECTBEHHOMO N TEXHOrEHHOTO npoucxoxaeHus (bk/kr)

*k*

4. Hannyve natoreHHon MUKPOQriopbl, B TOM YuCTie canbMoHenn *** (MHaeKkc)

*** [Ona opraHndecknx yaobpeHMrM Ha OCHOBE HaBO3a, MNOMETa, OCafKoB
CTOYHBbIX BOJ,.

*k*

5. Hannuune »u13HecnocobHbIX IMYMHOK U ANLL reNbMUHTOB™** (9K3./Kr)

*** [Ona opraHudecknx yaobpeHMrM Ha OCHOBE HaBO3a, MNOMEeTa, OCafKoB
CTOYHbIX BOJ,.

6. Hannuume ymcT KuweYHbIX naToreHHbIX npocTenwmx *** (ak3./100 r)

*** [Ona opraHndecknx yoobpeHurn Ha OCHOBE HaBO3a, MNOMeTa, OCafKoB
CTOYHbIX BOJ,.



7. Hanuyune nuynHOK 1 KYKONOK CUHAHTPOMHBLIX MyX*** (3K3./Kr)

*** [Ona opraHudecknx yoobpeHMrn Ha OCHOBE HaBO3a, MNOMEeTa, OCafKoB
CTOYHBbIX BOJ,.

8. Cnocob obesBpexmBaHua (419 HaBo3a, MOMeTa, 0CafKOB CTOYHbIX BOA U Ap.)

9. CooepxXaHue HUTPATHOrO a3oTa W COOTHOLUEHME OCHOBHbBIX 3IIEMEHTOB
nUTaHns: a3oTa, gocdopa, Kanua (An9 asoTcogepxamx yoobpeHnin)

10. CopoepxaHue HUTpPaTHOrO a3oTa M COOTHOLLUEHME OCHOBHbLIX 3fIEMEHTOB
NUTaHns: a3oTa, dpocdopa, Kanmg

B. CBeaeHuns no oueHke 6uonornyeckoun achpeKkTMBHOCTH
arpoxmmMmmkara

1. Cdepa npuMeHeHus1 (CenbCKOXO3ANCTBEHHOE MPOU3BOLCTBO, JIMYHOE
noacobHOe X035MCTBO)

2. KynbTypbl

3. PekomeHgyeMble perfiameHTbl MpUMEHEHUS (CPOKM BHECEHMS arpoxXMMuKaTa,
HOpPMbI (003bl), CNOCO6 M 0COBEHHOCTU NPUMEHEHUA, KPAaTHOCTb BHECEHMS)

4. buornorndyeckasa apdpeKTUBHOCTb
4.1. JlabopaTopHble 1 BeretauoHHbIE ONbIThbI
4.2. loneBble OnbITbI

5. PesynbTatbl oOueHKM Buonornyeckon addpeKTMBHOCTM U 6e3onacHoOCTU B
ApPYrux cTpaHax

I'. Mukpo6uonorun4yeckue arpoxmmmkatbl. CBeaeHnst o coctaBe U
CBOMCTBaX aKTUBHOIO UHrpeaueHTa U npenapaTtuBHON (hopMbli
(6bakTepunanbHbIX, F(PUOHBLIX, HA OCHOBE NMPOAYKTOB
XXU3HeeATeNbHOCTU MUKPOOPraHN3MOB)

M. CeoncrtBa wWramma-npoayLeHTa



1. BuogoBoe HasBaHue WwraMmma (M30nTa)
2. Homep, HasBaHue wTramma
3. IcToYHUK BblgeneHus uramma

4. KynbtypanbHo-mopdoriorndieckne n BUOXMMUYECKNE CBOWCTBA, TECTbl U
Kputepum  MaeHTudgmkaumm  (ykasaTb Takxe oOpraHmsauuio, nNpoBOAMBLUYHO
NOEHTUGMKALINIO)

5. MaTOreHHOCTb 1 @aHTaroHN3M Mo OTHOLLEHWIO K BPE4HOMY OO BbEKTY
6. Cnocob, ycrnoBus 1 cocTaB NUTaTENbHbIX Cpeq A1 XpaHeHMs LTaMMa

7. Cnocob, ycrnoBuMs M COCTaB NuTaTelNbHbIX cped AONs  PasMHOXEHUS
MWKPOOPraHn3moB. [nsi BUPYCOB M MUKPOCMNOPUOMIN YKa3blBAaETCS XapakTepucTuka
cneundmryeckoro Cbipbsi 4N BblpalLMBaHUS

8. Cnocob obHapyxeHns MUKpoopraHnaMa B MUKPOBOHbLIX accoumaumnsax
OKpy>KaroLen cpeabl n Guomatepumane

9. lpoayKT, CUHTE3NPYEMbIN LUTAMMOM (XMMUYECKUA COCTaB, CTPYKTypHas
dopmyna, CTabunbHOCTb, METO, ONpeaerneHnst OCTaTKoB)

2. Xapaktepuctuka npenapatMBHoun ¢popMbl

1. CocTaB: cogepxaHve AeNCTBYIOLIEro Hadyana (TUTP XMBbIX KINETOK Win
npoaoykTa WX >KU3HEeOEeATENbHOCTM, TUTP BMPYCHbIX Tenewl, BKIMOYEHUN),
BCMoOMoOraTerbHbIX BELLUECTB U UX Ha3Ha4YeHue

2. ArperaTtHoe COCTOsAHMe

3. CMa4unBaemocTb

4. ConepxaHue Bnaru

5. CogepxaHne noCTOPOHHEN MUKPOQTopbI

6. MeTopg onpeaeneHns OencTBYOLLEro Havana
7. YCnoBusi N CPOKN XpaHEeHUs

8. Cnocob npurotoBreHus paboymx pacTBOPOB

9. CoBMeCcTUMOCTb C ApyrmMmn arpoxmMmnkatamm n nectuuyngamMmm



. Tokcukonorn4yeckas xapaktepmcTmka arpoxmmmikarta (Kpome
nuTaTesnibHbIX FPYHTOB, TOpa, HaBo3a, NomMeTa)

1. Kracc onacHocTu
2. XapakTep HeraTMBHOIro BO3eNUCTBMS Ha 340PpOBbE YerioBeka

3. MNMAK B Bo3gyxe paboyen 30HbI

E. TurmeHnyeckKkan xapakrepmMcTtuka arpoxmmmkarta

1. [laHHbIE O NoBeAEeHMM arpoXMMUKaTa B 06 bekTax OKpyKatoLLen cpebl (noyse,
BOAE, BO34yXe), BKMoYasi CNoCOBHOCTb K 0Opa3oBaHMO OrnacHbIX MeTabonmTos

2. BnvsHne Ha KayecTBO WM MULLEBYIO LEHHOCTb NMPOAYKTOB MUTaHWUS, BKIOYas
cogepXaHne OCHOBHbIX SJIEMEHTOB MUTAHUS arpoXMMMKaToB U KX MNpUMeEcen
(Tsbkenble MeTarnsbl, paguoHyKMabl 1 ap.)

3. [laHHble O coaepaHUN HUTPATOB B CENlbCKOXO3SIMCTBEHHOM NPOAYKLMM Npu
NPUMEHEHUN a30TCOAEPKALLMX MUHEpParbHbIX Y400 peHui

4. PekomeHgauumn no 6e3onacHoMy XpaHeHUo, NepeBO3KE N NMPUMeEHeEHUI0. [pun
BHEAPEHUN HOBbIX TEXHOSOMIN NPUMEHEHNS (BHECEHUS) arpoxXMMmKaTa, a Takxke B
Cllydae MCnosib30BaHUA arpoxumMukaTa HeM3y4eHHOro paHee cocTaBa MpoBOAUTCA
rMrmeHndeckasi oLeHka ycrioBui nx Npou3BoacTBa U NPUMEHEHUS (rMrmeHa Tpyaa,
rMrmeHa oKkpyxaroLien cpefbl)

5. Mepbl nepson NoOMoLLM Npu OTpaBrieHnmn

6. MeToabl onpeneneHns TOKCUYHBIX NMPUMECEN B arpoxmmukate u obbektax
OKpyXatoLLen cpegbl

XK. OKOTOKCMKONOrmyeckas XxapakrepmcTuka arpoxmmMmmkara

* [1na arpoxXMMMKaToB Ha OCHOBE OTXOA0B NPOM3BOACTBA M Cbipbs MPUPOAHOro
NMPOUCXOXOEHMS, HaxoAsILLerocss B 30He BO3MOXHOIO BNMSIHAS  BblOpPOCOB
MPOMbILLNEHHbIX NPEANPUSTUIA.

1. loxxaesble Yyepsu

1.1. OcTpast TOKCUYHOCTb



1.2. CybneTtanbHble a¢peKThl

2. [NoyBEHHbBIE MUKPOOPraHU3MbI

2.1. BnnsaHne Ha npouecchl MUHepanu3auum yrnepoaa
2.2. BnivsiHne Ha npouecchbl TpaHcopmMauum a3oTta

3. BO3MOXHOCTbL 3arpsi3HEHUsT OKpy»atoLlen cpebl
3.1. NoyBEHHBIN NOKPOB

3.2. [NloBEPXHOCTHbIE U IPYHTOBbLIE BOAbI

3.3. ATMOCepHbIN BO34YX

3.4. lNonesHaga doriopa n drayHa

[MeyaTb

®.1.0. pykoBoAUTENS opraHuM3aLum-perncTpaHTa (MHOVBMAYaANbHOIO
npeanpuHMMaTens-perncTpaHTa)

NMpunoxexnue N 3. CBuaeTenbLCTBO O rocyagapCTBEHHOMU
perncTpauum nectmumaa unu arpoxmmMmkara

[MpunoxerHne N 3

K lNopsiaKy rocygapCTBEHHOM
perMcTpaumm nectTmungos

N arpOXMMMKaTOB, YTBEPXKOEHHOMY
npukasom MuHcernbxosa Poccum
ot 10 mons 2007 ropa N 357

YT1patuno cuny ¢ 24 Hoabpsa 2015 roga -
npuka3 MuHcenbxo3a Poccum ot 25 noHsa 2015 rona N 268. -
CMm. npeabiayLlyo peaakLmo
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NMpunoxeHue N 4. lonorniHeHne 06 nameHeHnn ccepobl
npuMeHeHUs U (UNN) pernamMeHTOB NMPUMEHEeHNUA necTuumnaa
UNn arpoxmMmKaTa K CBuaeTeribCTBY O rocyaapCcTBeHHOM
perucTtpauumm nectuumaa Unm arpoxmmMmkKara

[MpunoxeHune N 4
K lNopsiaKy rocygapCTBEeHHOM
perMcTpaumm necTuumngos
N arpOXMMUKaTOB, YTBEPXKOEHHOMY
npukasom MuHcernbxo3a Poccum
ot 10 mons 2007 ropa N 357

YT1patuno cuny ¢ 24 Hoabpsa 2015 roga -
npukas MuHcenbxo3a Poccum ot 25 nona 2015 roga N 268. -
CMm. npeablayLiyo pegakLmnto

NMpunoxeHnue N 5. CBuaeTenbLCcTBO O rocyfgapCTBEHHOMN
perncTpauum nectuumaa unu arpoxmmMmmkara (npwm
U3MEHEeHUN perucTpaHTa)

[MpunoxeHne N 5
K lNopsiaKy rocygapCTBEHHOM
perMcTpaumm nectTmungos
N arpOXMMMKaTOB, YTBEPXKOEHHOMY
npukasom MuHcernbxo3a Poccum
ot 10 mons 2007 rona N 357

YT1patuno cuny ¢ 24 Hoab6psa 2015 roga -
npukas MuHcenbxo3a Poccum ot 25 nona 2015 roga N 268. -
CMm. npeablayLiyo pegakLmnto

Penakuna OKyMeHTa C y4eToMm
N3MEHEHUN N OONONMHEHUN MOAroTOBIIEHA
AO "Kopgekc"
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