006 yTBepxaeHuu Mopaaka rocyaapCcTBeHHON perucTpauum
necTMUUAOB U arPOXUMUKATOB

Mpuka3 MnHUCTEPCTBA CENbCKOro Xo3ancTea Poccuinckon ®enepauum - Ne 442 - o1 31.07.2020 - JencTByeT C
N3MEHEHUSAMN

MWHWUCTEPCTBO CEJIbCKOIr0 XO34CTBA POCCUACKOWN ®EAQEPALIN
MPNKA3
MOCKBA

31 ntons 2020 r. Ne 442
06 yTBepxaeHun NMopsaka rocyaapCTBEHHON perncTpauumn NnecTULMA0B U arpoOXMMNKaTOB

3apeructpupoBaH MuHiocTom Poccum 29 okTabpsa 2020 r.
PernctpauunoHHbin Ne 60650

B Luensax peannsaumm 4actn 2 ctatbm 12 ®epepasibHOro 3akoHa ot 19 nona 1997 r. Ne 109-03 "0
6e3onacHoM obpalleHun c necTuugmaammn u arpoxmmmkatamun" (CobpaHune 3akoHogaTenbCTBa Poccuitckom
®epepaummn, 1997, Ne 29, cT. 3510) 1 Ha OCHOBaHUKM NoAnyHKTa 5.2.25(65) nyHkTa 5 MonoxxeHns o
MuHMCTEepCTBE CENbCKOro Xo3ancTea Poccniickon degepaunn, yTBep)KAEHHOr0 MOCTaHOBEHNEM
MpaBuTenbcTBa Poccuiickon Pepnepaunm oT 12 mioHs 2008 r. Ne 450 (CobpaHue 3akoHOAATENbCTBA
Poccuiickon ®epepaumm, 2008, Ne 25, c1. 2983; 2013, Ne 10, ¢T. 1038), npukasbiato:

1. YTBepanTb Npunaraemsiin Mopsnok rocyaapCcTBEHHOM perncTpaumm necTULNL0B U arpoOXMMMUKaTOB.

2. HacToawmn nprkas BCcTynaeT B cuny ¢ 1 aHBaps 2021 r.

MuHucTp O.H.MaTpywes

YTBEPXXJEH
npukasom MuHcenbxo3a Poccum
oT 31 ntons 2020 r. Ne 442

MOPALOK
rocynapCTBEHHOW PerncTpaumm necTULULOB 1 arPOXVMUKATOB

naBa |. ObLwme nosoXKeHns

1. FTocypapcTBeHHas perncTpauns necTuLMaoB 1 arPOXMMNKATOB OCYLLECTBJIAETCSA B COOTBETCTBUM C
HacToAwwmM MNopaakom 1 ALMUHUCTPATUBHBLIM perfaMeHToM MUHUCTepPCTBa CeNbCKOro X034MCTBa
Poccuinckon degepaunm No NpefoCTaB/IEHNIO rOCYAapPCTBEHHOW YCYr MO roCyAapCTBEHHON perncTpaunm
necTUUMAOB 1 (MAKN) arpOXUMUKATOB, YTBEPXKAEHHBIM Npuka3oM MuHcenbxo3a Poccun oT 9 mnions 2015 r. Ne
294 (3apeructpupoBaH MuHtiocTom Poccum 11 Hosbpsa 2015 r., peructpaumnoHHbIn Ne 39663), €
N3MEHEHUSMW, BHECEHHbIMW NpUKasamm MuHcenbxosa Poccum o1 17 mas 2016 r. Ne 187 (3aperncTpupoBaH
MwuHtocToM Poccun 14 uioHs 2016 r., pernctpaumoHHbin Ne 42516), oT 6 gekabpsa 2017 r. Ne 611
(3aperuncTtpupoBaH MuHtoctom Poccnn 27 gekabps 2017 r., peructpaumoHHbin Ne 49487) n oT 6 ceHTAbps
2019 r. Ne 532 (3aperucTpuposaH MuHiocToM Poccun 18 Hoabps 2019 r., pernctpauMoHHbIn Ne 56524).

2. FocypapCTBeHHasa perncrpaumsa oCyLwecTBaAseTCa B OTHOWEHUM NeCTULNA0B U arpoXMMUKaTOoB, Mo
KOTOPbIM NPOBeeHbl PerncTpaunoHHbIe UCMbITaHUA U NOJTyYeHbl 3KCNepTU3bl (hefepalibHblX OpraHoB
NCNOJIHATEIbHON BIACTM MO pe3y/ibTaTaM PerucTpaunoHHbIX NCMbITaHWIAL,

3. Mpouenypa rocyfapCTBEHHON perncTpaumnm necTULMAOB U arpOXMMNKaTOB BKOYAET B ceba?:

a) opraHM3aLuio perncTpaLMoHHbIX UCMbITAaHUA NeCTULUAA AN arpoXMMUKaTa;
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6) opraHu3aLuto 1 NPOBeAEHNE SKCNEPTU3bl PErIAMEHTOB MPYMEHEHNS NECTULMAA UIN arPOXMMIKaTa;
B) OpraHM3auuio U NpoBefeHNe IKCNepTN3bl Pe3yibTaToB PErMcTPaLMOHHbLIX NCMbITAHNA NeCTULMAA UK
arpoxvMUKaTa;

) rocyapCTBEHHYIO pernucTpauuto necTuynia iy arpoxXnuMmnkaTa;

[) BblAavyy CBMAETENbCTBA O FOCYAAapPCTBEHHON perncTpaummy necTULMAa UK arpoxmMmkaTa 3asBuTento;
€) BHEeCEHMe NecTuUMAa UM arpoxmMmkaTa B FoCyAapCTBEHHbI KaTanor NeCTULMAOB U arpOXMMIKATOB,
pa3peLleHHbIX K NMPUMeHeHWo Ha TeppuTopumn Poccuinickoin depepauunims.

Y CtaTtbu 9 1 12 ®epepanbHoOro 3akoHa ot 19 utona 1997 r. Ne 109-®3 "O 6e30nacHoM obpalleHum ¢
necTuumoamun n arpoxummnkatammn®,

2 MNpwukas PocnotpebHansopa ot 1 aBrycta 2006 r. Ne 225 "O caHWTapHO-3NUAEMMNONIOT MYECKON IKCNEPTH3E
necTULMAOB N arpoxmMmmkaTos" (3aperncrpmupoaH MuHioctom Poccum 15 ceHTabpsa 2006 r.,
perncTpaumnoHHbin Ne 8316) ¢ M3MEHEHMAMW, BHECEHHBIMU NMpUKa3oM PocnoTpebHansopa ot 22 uons 2016
r. Ne 813 (3apeructpupoBaH MuHtocTom Poccum 26 ceHTabps 2016 r., peructpaumoHHbin Ne 43802);
npvkas MuHcenbxo3a Poccum o1 12 mapTa 2020 r. Ne 124 "O6 yTBEp)XKAeHMM NOpsSAKa NPOBEAEH NS
3KCMNepTU3bl Pe3y/ibTaToB PerncTpaLMOHHbIX UCMbITaHUA NeCTULNL0B U arpoXMMUKaTOB"
(3aperuncTtpupoBaH MuHtoctom Poccun 28 anpens 2020 r., perncTpaunoHHbin Ne 58235);

npukas MuHcenbxo3a Poccum o1 25 aHBaps 2012 r. Ne 79 "O6 yTBEpPXKAEHUN METOANKN ONPELENeHns
nnaThbl 3@ OKa3aHWe yCJ1yrn no perucTpaLmMoHHbIM UCNbITAHMAM NecTUuUnaa uin arpoxXnuMmnkaTa,
npenocTaensemMon pegepanbHbIMU FOCY AAPCTBEHHLIMU BIOAXKETHBIMU YYPEXAEHNAMN, HAXOAALLNMNCS B
BefeHUn MnHcenbxo3a Poccuu, 1 NnpefesibHOro pasMepa niaTthl 3a OKasaHme yCayru no perncTpaumoHHbIM
MCAbITaHMAM NecTULMAa UK arpoXMMmMKaTa B YacTu onpegenieHns bnonornyeckon ahpeKTUBHOCTU
necTuumia uam arpoxnuMmKaTa u pa3paboTky pernaMmeHToB X MPUMEHEHNS, NPea0CTaBIAeMON
thefepanbHbIMU FOCYLAaPCTBEHHLIMU BIOLXKETHLIMU YYPEXAEHUAMU, HAXOAALLNMUCS B BEAEHUN
MwuHcenbxo3a Poccumn" (3apernctpmpoBaH MuHiocTtom Poccum 27 mapta 2012 r., perucTpaumnoHHbiin Ne
23608);

npvkas MuHcenbxo3a Poccum o7 11 mad 2018 r. Ne 203 "O6 yTBepxaeHumn MNopsgka gonycka
MWHNCTEPCTBOM CEJIbCKOr0 X03aMncTBa Poccmnckon ®efepauv K NpoBeLeHWI0 perncTpaLMoHHbIX
MCAbITAHNA NeCTULMAOB N arpoOXMMMKaTOB IOPUANYECKMX UL, KOTOpbIEe NMeT Heobxoaumoe ANa 3Toro
Hay4YHOe 1 MaTepuasibHO-TEXHMYECKOe obecrneyeHne, CNeLnaancToB COOTBETCTBYIOLLErO Npodunsa n
KBanugmkaummn" (3apernctpupoaH MuHicTom Poccmm 7 aBrycta 2018 r., peructpaumorHbin Ne 51802) ¢
N3MEHEHNAMWN, BHECEHHBIMU NPUKa3oM MuHcenbxo3a Poccum oT 12 mapTa 2020 r. Ne 126
(3apeructpuposaH MuHioctomM Poccum oT 30 mioHa 2020 r., perncTpaumnoHHbin Ne 58806);

npuka3 PocnotpebHansopa ot 23 uona 2012 r. Ne 781 "06 yTBEpXAeHUN ALMUHUCTPATUBHOIO
pernameHTa ®efepancHon CnyX6bl MO HaA30py B cdhepe 3alwmnThl NpaB noTpebutenen n Gnarononyyns
4yesioBeKa Mo NpPeLoCTaB/IEHNIO FOCYAAPCTBEHHOW YCYr NO rOCyAapCTBEHHOW perncTpaLnm Bnepsble
BHEAPSAEMbIX B MPON3BOACTBO M PaHEE HE NCMOJIb30BABLLMXCA XUMUYECKNX, BUOSTIOrMYECKNX BELLECTB 1
N3roTOBJIAEMbIX HA X OCHOBE NpenapaTos, NOTEHLMAIbHO ONAaCHbIX AJ18 YesloBeKa (KpoMe JiekapCTBeHHbIX
CpencTB); OTAEbHbIX BUAOB NPOAYKLNN, MPeLaCTaBAAOWNX NOTEHLNAIbHYIO OMAacHOCTb A5 YeN0BeKa
(KpoMe neKkapCTBEHHbIX CPeACTB); OTAe/IbHbIX BUAOB NPOAYKLMM, B TOM YUACSIE NULLEBLIX NPOAYKTOB,
BNepBble BBO3UMbIX Ha TaMOXEHHYI0 TEpPUTOPUI0 TaMOXXEHHOro coto3a" (3apernctpmpoaH MnHIOCTOM
Poccum 12 ceHTsbps 2012 r., pernctpaumoHHbiin Ne 25444) ¢ 3MEHEHNAMW, BHECEHHBIMW NMpPUKa3amu
PocnoTtpebHap3opa oT 18 nekabpsa 2012 r. Ne 1173 (3apernctpupoBaH MuHioctom Poccun 27 depansa 2013
r., perncTpaumoHHbii Ne 27371), o1 30 aBrycta 2013 r. Ne 630 (3apernctpupoBaH MuHtiocTom Poccum 3
oKkTA6ps 2013 r., pernctpaunoHHbin Ne 30089), oT 16 nions 2014 r. Ne 779 (3apeructpnpoaH MUHIOCTOM
Poccum 4 asrycta 2014 r., peructpaumonHbin Ne 33410), ot 13 aBrycta 2015 r. Ne 658 (3apernctpuposaH
MwuHtocToM Poccun 10 ceHTs6ps 2015 r., pernctpaunoHHbii Ne 38868), oT 7 anpens 2016 r. Ne 250
(3apernctpupoBaH MuHiocTom Poccum 25 anpensa 2016 r., pernctpaumoHHbin Ne 41912);
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npukas Fockomakonorum Poccum ot 16 mas 2000 r. Ne 372 "O6 yTBepxaeHun MonoxxeHns ob oLieHke
BO34eCTBNA HaMe4YaeMomn X03ANCTBEHHOWN 1 MHON AeATEeNIbHOCTU Ha OKPYXXaloLLyto cpefy B Poccuinckon
®epepaummn” (3apernctpuposaH MuHioctom Poccun 4 niona 2000 r., pernctpaunoHHbid Ne 2302).
3Yactb 5 cTaTby 12 PepepanbHOro 3akoHa ot 19 nonsa 1997 r. Ne 109-03 "O 6e3onacHoM obpaleHnm ¢
necTuumiamu 1 arpoxuMmkaTamm”.

Inaga ll. OpraHu3aumns 1 NpoBeaeHNe PerncTpaLUnoHHbIX UCMbITAHWA NecTULMA UK arpoxXUMmUKaTa

4. OpraHu3aumio NPoBeAeHNS PErncTPaLMOHHbLIX NCMbITaHWUIA ocywecTBNseT MuHcenbxos Poccun.
HOpnandeckoe nan gpusnyeckoe anuo, B TOM YUCIe NMHANBUAYAJbHBIN NpeanpuHUMaTenb, Nogasllee
3as1BJIEHNE Ha OpraHn3aumio NpoBeAeHNs PErnCcTPaLNOHHbBIX UCMbITAHUI NecTULMAa WK arpoxmMmnKaTa
(manee - perncTpaHT) INYHO WK MO NOYTE NOJAET 3as8BE€HME Ha OPraHM3aLnilo NPOBEAEHUS
perncTpaumoHHbIX UCMbITaHUA NecTUUnAa WK arpoxnMmkaTa B MnHcenbxo3 Poccun B Npon3BOJbHON
thopmMe 40 Havasla PermcTpaLmMoHHbIX NCMbITaHWNA.

K 3asBneHnI0 NpunaraTCca CBeeHUs 0 necTuumnae (pekomeHayembli obpasel, CBeAeHU 0 necTuunge
npveeneH B npunoxxeHum Ne 1 K HacToswemy Mopsaaky) nnm ob arpoxmmmkaTte (pekoMeHayeMbli obpasey,
cBefeHmin ob arpoxnMmKaTe npuBeleH B NpuoxeHun Ne 2 K HacTosAwemy MNopaaky).

5. BKaoyeHne nectuymaa navm arpoxmMmkaTa B njaaH perncTpaumoHHbIX NCMbITaHWA NeCTULMA0B 1
arpoxXMMMKaToB fBAsSeTCA 0683aTeNbHbIM YCI0BUEM NPOBEAEHNS PEFUCTPALMOHHbBIX NCALITAHWUNA.

6. MnHcenbxo3 Poccun BKAKOYaET NeCTULMA UK arpOXUMUKAT B MAaH PErmcTpaunoHHbIX NCMbITaHWN
necTULMAOB 1 arpoOXMMMNKaTOB. PerncTpaHT And NpoBeAeHUs perncTpaunoHHbIX UCNbITaHMIA NecTMumaa
WY arpoxXnuMmKaTa JMYHO UK Mo No4yTe obpallaeTcs B OPUANYECKUE NNLA, KOTOPbIE UMEOT Heobxoammoe
AN191 3TOr0 Hay4YHOe N MaTepuasbHO-TeXHNYeCcKoe obecneyeHne, CneumaancToB COOTBETCTBYHOLLIENO
npoguns 1 KBaanprkKaunm.

7. CpoK BKJIOYEHMA NecTULMAa UM arpoxuMmnkaTa B NiaaH perncTpaunoHHbIX UCMbITaHWA NecTULMAOB U
arpoXMMMKaTOB, @ TakXXe AO0MOoNHeHU K HeMy - 30 paboynx gHEN Co OHSA perncTpaunn 3aaBaeHnsa Ha
OpraHu3auuio NPoBeAeHNs PernCcTPaUNOHHbIX UCAbITAHUA NecTULMAA UK arpoXuMmnkaTa.

MuHcenbxo3 Poccnn yBeLOMASET PerncTpaHTa 0 BKIOYEHNM (HEBKIOYEHWI) B NJ1aH PErMCTPALMOHHbIX
NCMNbITaHN NECTULMAOB U arpPOXMMUKATOB, @ TakXe 0 AOMOJHEHMAX K HEMY, MO NoYTe U (1K) Ha agpec
3NEKTPOHHOW MOYTbI, YKa3aHHbIN B 3a8BAEHNN, B TeYeHne 7 paboyumx OHeN CO AHA NPUHATUSA pPeLleHns o
BKJItOYEHUW (HEBKJIIOYEHWM) B HEFO NECTULMAOB U ar POXNMUKATOB.

8. MpaBwnna gonycka MnHcenbxo3oM Poccum K NpoBeAeHMI0 permcTpauUmoOHHbIX NCNbITaHUA NeCTULNAO0B U
arpoXMMMKaTOB IOPMANYECKMX NIUL, KOTOPblE MMET Heobxoaumoe 41 3TOr0 Hay4yHoe 1 MaTepuabHo-
TexHu4eckoe obecneyeHne, cCNeumnasmcToB COOTBETCTBYOLWEr0 Nponaa 1 KBanudukaumm, onpeaensoTcs
B COOTBETCTBMM C Mopagkom fonycka MUHUCTEPCTBOM Ce/IbCKOro X035aMCTBa Poccuinckon ®egepauinm K
NPOBELEHMNIO PErMCTPALMOHHbBIX NCAbITAHUA NEeCTULUAOB N arpOXMMMNKATOB IOPUANYECKMX JINL, KOTOpble
NMeloT HeobXxoaMMoe A5 3TOr0 Hay4YHOe 1 MaTepuasibHO-TEXHUYeCKoe obecneyeHne, CneLmanncToB
COOTBETCTBYIOLLEro npouas 1 KeanngukaLmm, yTeepxaeHHolM npnkasom MmHcensxosa Poccum ot 11 mas
2018 r. Ne 203.

MepeyeHb PUANYECKNX NUL, YKa3aHHbIX B ab3aLe NepBOM HaCTOALLEro NyHKTa, a TakXXe nepeyeHb
IOpPUANYECKUX NNLL, OTBETCTBEHHbIX 3@ MOAMOTOBKY 3KCMEPTHOro 3aKJI4YeHNs rno onpeaeneHunio
3(pHEKTMBHOCTN NPUMEHEHNS NECTULMIAOB U (UAKN) arpOXMMUKATOB U pa3paboTKn pernaMeHToB MX
NPYMeEHEHNs, pa3MeLllaeTca Ha opuLmanbHOM canTe MuHcenbxosa Poccun B MHGOPMaLMOHHO-
TeNeKOMMYHUKaLMOHHOM ceTn "NHTepHeT" (www.mcx.ru).

9. MunHcenbxo3 Poccun HanpaBaseT Mo NoYTe B TedeHun 5 paboyunx OHen Co AHA BKAKYEHMA NecTuunaa v
arpoxvMmKaTa B MJaH PerncTpaLmoOHHbIX NCAbITAHNA NeCTULNAOB N arpOXMMMKaTOB, @ TakXe B
LOMOJIHEHMSA K HEMY, B IOpUANYECKME NNLA, OTBETCTBEHHbIE 3@ NOAMOTOBKY 3KCNEPTHOr0 3aKI04EeHMS NO
onpeneneHnto 3pdeKTNBHOCTU NPUMEHEHNSA NECTULUAOB U (MAKN) arPOXUMNKATOB 1 pa3paboTku
persaMeHTOoB UX NPUMEHEHNS, A1 CBeAeHUS.
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10. PeructpaHT npeactasnseT B MuHCenbxo3 Poccum nporpamMmy perucTpaumoHHbIX UCNbITaHWUA
necTuumia unm arpoxnuMmKaTa, onpefenstowyo 06bemM perncTpaLMoHHbIX UCNbITaHNA NecTULUAa nau
arpoxMMMKaTa, a TakXXe KOJIM4eCTBO necTuumnia Ui arpoxuMmmnkaTta Aas npoBefeHns perncTpaLmMoHHbIX
NCMbITaHUA.

MporpamMMa perncTpaLmoHHbIX UCMbITAHUA NeCTULNAA AN arpoXUMMKaTa ABASETCA OCHOBaHUEM Ans
BBO3a B Poccuiickyto ®enepauuio nam npom3BoacTea obpasua necTuumaa uan arpoxMMmmnkaTa.

11. PerncTpaHT npepoctaBnseT 6ecnnatHo obpaslbl NeCTULNAOB W (MIM) ar pPOXMMUKATOB AN9 NpoBeAeHMNS
PerncTpaLoHHbIX UCMbITAHUA NeCTULUAO0B 1 arpOXMMUKATOB 1 OMJlavyMBaeT perncTpaunoHHble NCNbITaHNS
3a5BJIEHHbIX NeCTULUAO0B 1 (M) arpoOXMMMKaTOB,

12. Mo OKOHYaHUW PerncTpaLmoHHbIX UCMbITAHUA NeCTULMAA UK arpOXMMUKaTa OpULnYeckre auua,
YyKa3aHHble B NyHKTe 7 HacToswero Mopsaaka, BblAAOT JIMYHO PErMCTPAHTY OTYETHI O pe3ysbTaTax
YKa3aHHbIX UCMbITAHWIA. [0NyYeHHbIE 0TYEThl PErUCTPAHT INYHO NepefaeT PUANYECKUM nLamM,
yKa3aHHbIM B ab3aue BTopoM nyHKTa 10 HacToswero Mopaaka, 458 NoAroTOBKM 3KCMNEPTHOr0 3aK04eHuns.
Opuamnyeckme nnua, ykasaHHele B ab3aue BTopoM nyHkTa 10 HacToswero MNMopsaaka, BeIAAOT JNYHO
PEerncTpaHTy 3KCNepTHOE 3aK/lo4eHre No onpeaenieHno 3MMEKTUBHOCTM NPUMEHEeHUs NeCTULNLOB U
(MnK) arpoxnMMMKaToB M pa3paboTKuM pernamMeHToB UX NPUMEHEHUS C peKOMeHaluMel K roCcy4apCTBEHHOW
permcTpaumm nectTuumia Uan arpoxmmmKaTta C YKasaHWeM pernaMeHToB UX NpUMeHeHNs nnm
MOTMBMPOBAHHLIM OTKa30M B TaKON peKoMeHZaLuu.

Pe3ynbTaTaMm perncTpaLMoHHbIX UCMbITAHUA NeCTMLMAO0B U ar POXMMUKATOB MPU3HAOTCS:

pe3ynbTaTbl PErucTPaLMOHHbIX UCMbITAHWA NECTULMAOB WU arpOXMMUKATOB, NOJYYEHHbIE OT IOPUANYECKUX
JNL, KOTOpble NMEeT HeobxoaumMoe A5 3TOro Hay4yHoe N MaTepunanbHO-TEXHNYeCKoe obecneyeHne,
CneumnasncToB COOTBETCTBYIOLLEro NPOUIA U KBaJuduKkauuy n gonyuieHsl MuHcenbxo3om Poccum kK
NPOBEAEHWIO AaHHbIX NCNbITaHW;

pe3ynbTaTbl HEKANHUYECKUX NabopaTopHbIX MCCef0BaHMI NecTuLmMaa, NoayYeHHbIE B POCCUNCKNX
ncnbiTaTenbHbIX NabopaTopmax (LeHTpax), MPU3HaHHbIX COOTBETCTBYIOWMUMM NPUHLMMNAM HaexXallen
nabopaTopHOW MPaKTUKIK®.

4 YacTtb 4 cTaTbn 9 GefepanbHOro 3akoHa oT 19 miona 1997 r. Ne 109-93 "0 6e3onacHom obpalleHun ¢
necTuumiamu 1 arpoxuMmkatTamm”.
5YacTb 2 cTaTbh 9 ®enepanbHOro 3akoHa oT 19 nona 1997 r. Ne 109-®3 "O 6e3onacHoM obpalleHun ¢
necTuuniamu 1 arpoxuMmkatTamm”.

13. PerncTpaHT 13 4yncsia LOKYMEHTOB, MPUJIOXKEHHbIX K 3a8BJIEHNSAM Ha OpraHu3aumnio n nposefeHune
3KCMNepTU3bl Pe3y/ibTaTOB PermcTPaLMOHHbIX UCMbITAHUA U perfaMeHToB NPUMEHEeHUs necTuumnaa nam
arpoxmMMuKaTa, onpefenseT nepevyeHb JOKYMEHTOB KOH(PUAEHLMAIbHOMO XapakTepa, CoaepXaHune
KOTOPbIX B COOTBETCTBUM C 3aKOHOA4ATENbCTBOM Poccuinckon depepaunm CoCTaBnseT KOMMeEPYECKYHo
TalHy, NnoMeYas ux rpudom "KoHhunaeHUnanbHo". MnHcenbxo3 Poccum co3paeT ycnosus, obecneymBatoLine
cobnogeHne KOHGUAEHUNANTBHOCTY NHGOPMaLIMK, COCTaBAAIOWEN KOMMEPYECKYIO TalHy.

14. lokymeHTaUMs No pe3ysibTaTaM perncTpaLmoHHbIX UCNbITaHWUI NnecTuumaa u (1am) arpoxmmukaTa, a
TaKxe mMaTepuasbl Mo LONOJHUTESNIbHBIM 3aMpocaM 3KcnepToB MunHcenbxo3a Poccum, XpaHATCS B apxuse
MwuHcenbxo3a Poccum.

B ciyyae oTKasa perucTpaHTa OT roCy4apCTBEHHOW perncTpaumm nectuumnaa uam arpoxmmMmnkaTta
yKa3aHHas SOKYMeHTauus noafeXXuT Bo3BpaTy MuUHcensxo3oM Poccmm perucTpaHTy no ero nucbMeHHoOMy
3anpocy.

naBa Ill. TocypapcTBeHHas perncTpaums NnecTMUnLoB U arpoXMMnMKaTos
15. MmnHcenbxo3 POCCMM BHOCUT 3aperncTpupoBaHHbIN NECTULMA AN arpOXUMUKaT B [0CyAapCTBEHHbIN

KaTanor nectnynaoB n arpoOXMMmMKaToB, pPa3pelleHHbIX K MPUMEHEHWNIO Ha TEPPUTOPUN Poccuinckon
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depepaumm, C ykasaHMeM CpoKa LelCTBUSA roCyAapCTBEHHOM perncTpaunm n pernameHToB NpYMeHeHns
necTuymaa uin arpoxuMmkaTa CorslacHO CBUAETENbCTBY O rOCYAApCTBEHHOW perncrpauumn nectuunaa v
(Mnu) arpoxuMmKaTa uau LONOAHEHWIO K HEMY, BbiAaHHOMY MUHCeNbxo30M Poccunmd.

16. MuHcenbxo3 Poccum BefeT MocynapCTBEHHbIN KaTasor NeCTULUAO0B U arpOXMMUKATOB, pa3peLleHHbIX K
NPYMEHEHUIO Ha TeppuTopun Poccminckon depepauun, Ha opuLmansHoOM canTe MuHcenbxosa Poccun B
NHMOPMaLIMOHHO-TEIEKOMMYHMKALMOHHON ceTn "NHTepHeT" (www.mcx.ru)’.

6 Ab3aLl 4 cTaTbh 12 denepanbHOro 3akoHa oT 19 mnionsg 1997 r. Ne 109-®3 "O 6e3onacHOM obpalleHun ¢
necTuungamm n arpoxmMmmkaTammn".

7YacTb 5 cTaTbym 12 PepfepanbHOro 3akoHa ot 19 mions 1997 r. Ne 109-03 "O 6e3onacHoM obpalleHun ¢
necTuungamm n arpoxmMmkaTamm”, noanyHKT 5.2.25(65) nyHkTa 5 MonoxeHnsa o MUHUCTEPCTBE CENbCKOro
x0351cTBa Poccuckon ®enepaLmm, yTBepXAEHHOro NocTaHoBeHMeM MNpaBnuTensCcTBa PoCCUinCKon
®epepaumn o1 12 noHsA 2008 r. Ne 450.

17. NecTuuma n(nnmn) arpoxXMMmMKaT UCKIIIOYAIOTCA 13 FoCyLapCTBEHHOr0 KaTasora necTuunaos un
arpoXMMMKaTOB, Pa3peLleHHbIX K MPUMEHEHNUIO Ha TeppuTopumn Poccuinckon ®epepaum nam Cpok
rocyapCTBEHHON perncTpauumn 1 pernaMmeHTbl X NPYMeHeHNs COKPALLATCA 40 UCTEeYEHUs CPOKa
roCyZLapCTBEHHON perncrTpauum, ecav npu nx o0b6opoTe BbiBAEHbLI paHee HEN3BECTHbIE ONacHbIe ANs
3[10pOBbS NIIOAEN UK OKPYXKalOLLLEN Cpefbl CBONCTBA.

VicknoveHne nectnumpa v (unm) arpoxmMmnkaTa n3 FocyLapcTBEHHOr0 KaTaJsiora necTuunios v
arpoXMMMKaTOB, Pa3peLleHHbIX K MPUMEHEHWIO Ha TeppuTopumn Poccuinckon ®epepaLnn, unm CokpalleHume
persamMeHToB UX NPUMeEHeHWs 1 (MIM) CPOKa rocyAapCTBEHHOW perncTpauny nyTem Bblaym HOBOro
CBMAETENbCTBA 0 rOCYAapCTBEHHON perncTpaumm nectmumia v (M) arpoxmMmkaTa oCyLLeCcTBAsSeTCS
MuHCenbxo30M POCCMM Ha OCHOBaHWUW 3aK/0YEHUS CAHUTaPHO-3MMAEMUOI0r MYECKON IKCNepTUu3bl
necTuumaa UM arpoxumMmkaTa n (Mamn) 3akyyeHnsa rocyapCTBEHHOM 3KOJIOMrMYeCKON 3KCNepTu3bl
NpoeKTa TEXHNYECKON AOKYMEHTaLMN Ha NeCTULNA UIIN arpOXMMUKAT, B KOTOPbIX BbiSB/EHbI paHee
Hen3BeCTHble, ONacHble Aas 340P0BbA J0AEN UK OKPYXXaloLen cpefbl, CBONCTBA.

18. MecTMumMAbl N arpoXMMUKaTbl BKAOYAOTCA B [0CYAapCTBEHHbIN KaTasor NecTULnaoB v
arpoXMMMKaTOB, Pa3peLleHHbIX K MPUMEHEHMIO Ha TeppuTopumn Poccuiickon ®efepaLmm, Ha OCHOBaHUM
CBMAETENbCTBA 0 FOCYAAapCTBEHHON perncTpaumm nectmumia v (M) arpoxmMmkaTa, U3MEHEHNS BHOCATCS
B [oCyapCTBEHHbI KaTanor NecTUUMAOB U arpOXMMKaTOB Ha OCHOBaHWUW LOMNOJIHEHUS K CBUAETENbCTBY
0 roCy[apCTBEHHOW perncTpauny necTuumnaa nan arpoxmmmnkaTa 06 n3mMmeHeHum cepbl NPUMEHEHUS U
(MnKn) pernaMeHTOB NPUMEHEHWA NecTULMaa UK arpoxrMmkaTa B TedeHne 14 paboynx OHen co fHA
NnoAnMcaHnsa COOTBETCTBYIOLLEro CBUAETENbCTBA UM LOMOJHEHNSA K CBUAETENLCTBY.

VicknoveHne necTuUmMaoB U arpoxmmMmkaTos U3 [oCyjapCTBEHHOM0 KaTaJsiora NecTuuLmMaos u
arpoXMMMKaTOB, Pa3peLleHHbIX K MPUMEHEHWIO Ha TeppuTopumn Poccuinckon ®efepaumm, ocyLecTBnseTcs
B TeveHune 14 paboynx gHen co AHA Noay4yeHns MnHCeNbX030M POCCUM 3aKIOYEHNS CAHUTaPHO-
3MMAEMNOSIOTNYECKON IKCMEPTM3bl NeCTULNAA NN arpoxXnMmukaTa u (Uan) 3aKa4eHns rocyiapCcTBeHHON
3KOI0rMYECKOM 3KCMEPTU3bI MPOEKTA TEXHNYECKOW AOKYMEHTaUUN Ha NeCTULME AN arpoxmMukaT anbo ¢
MOMEHTa OKOHYaHUS CPOKa roCyAapCTBEHHON perncTpaumm nectmumaa v (i) arpoxmMmmkaTa.

MpunoxxeHue Ne 1

K MopagKy rocynapCTBEHHON
perncTpaumm necTuumMnoBs

N arpoxMMmnKaToB

PekomeHayeMmebln 0bpaseL

ana ropnonyeckoro aQnda - HanMeHoBaHKe,
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OCHOBHOW rocylapCTBEHHbIV pPerncTpaunoHHbIn Homep (fanee - OFPH), agpec B npefenax HaxoxXaeHus
IOpMANYECKOro inua, TenedoH, hakc (Mpu Haan4Yun), agpec 3NeKTPOHHON NOYTbI (MPU HaM4UN),

ANa QU3MYecKoro anua - GaMmans, nMs, 0TH4eCTBO (MpY HaANYMK), OCHOBHOW rOCYAapCTBEHHbIN
PerncTpaLnoHHbIN HOMep ON8 MHAMBUAYaANALHOro NpeanpuHuMaTens (ganee - OrPHNM),

afpec peructpaunm no MecTy XuTesbCTBa, NpebbiBaHus, TenedoH, hakc (Npu Hann4mun), agpec
3/IEKTPOHHOW NOYTHI (MPU HaNNYMK)

CeepfeHusa o nectmumnge

(HaMMeHoOBaHMe necTnuMaa)
1. OcHOBHble cBeaeHUS.

1.1. HaumeHoBaHMe NpenaparTa.

1.2. N3roToBuTenb (yKasbiBaeTca 419 IOPUAMYECKOr0 AnLa - HauMeHoBaHme nsrotosutend, OIPH, agpec B
npegesax HaxoXAeHUS PUANYECKOro anua, TenedoH, Gakc (Npyn Hann4mm), agapec 3N1eKTPOHHOW NOYThI
(Mpw HanM4mm); Ans granyeckoro anua - pammansa, ums, oT4ecTBo (Npu Hanmnyvmm), OFPHUM, agpec
perncTpaumm no MecTy XMTenbCTBa, NpebbiBaHMA, TenedoH, hakc (Npyn Hannu4mum), aapec 31eKTPOHHOW
noYThl (NPU HanN4MK).

1.3. Ha3HayveHwue npenapaTa.

1.4. JencTeytoLlee BeLEeCTBO (COrlacHO HoMeHKNaType Me)xayHapoaHOW opraHM3aunm no
cTaHgapTmsaumm (MCO) nnm xmMmyeckoe HasBaHme no Knaccudukaunum MexayHapoaHoro cotsa
TeopeTunyeckon n npuknagHon xummn (MKOMAK), Homep naeHTUdUKaTopa XMMNYECKOro COeaNHEHNS
(manee - ISO, IUPAC, Ne CAS cOOTBETCTBEHHO) B COOTBETCTBMM C pa3aeniom 15 PeweHunsa Komuccun
TamoxxeHHoro coto3a oT 28 Maa 2010 r. Ne 299 "O npuMeHeHUn caHMTapHbIX Mep B TaMOXXeHHOM coto3e”
(OdbuumanbHbin canT Komuccnn TamoxXeHHOro cotosa http://www.tsouz.ru/, 28 uoHs 2010 r.)8.

8 C M3MeHeHMAMN, BHECEHHbIMY peLleHnsaMn Kommccmum TaMoxXeHHOro coto3a ot 17 asrycta 2010 r. Ne 341
(otbuumanbHbln canT Komuccum TaMmoxxeHHOro cotosa http://www.tsouz.ru/, 23 asrycta 2010 r.), oT 20
ceHTA6psa 2010 r. Ne 383 (ohmumanbHbIn canT Komnccnn TamoxkeHHoro coto3sa http://www.tsouz.ru/, 21
CceHTa6psa 2010 r.), oT 14 okTa6ps 2010 r. Ne 432 (ohmumanbHbIn canT KoMmuccun TaMoXKeHHOro coto3a
http://www.tsouz.ru/, 22 okTa6ps 2010 r.), oT 18 Hos6pa 2010 r. Ne 456 (opuumansHbIn canT KoMmuccum
TamoxxeHHoro coto3a http://www.tsouz.ru/, 22 Hoabpsa 2010 r.), oT 2 mapTa 2011 r. Ne 566 (odmLManbHbIN
canT Komuccum TamoxxeHHoro cotosa http://www.tsouz.ru/, 9 mapta 2011 r.), oT 2 mapta 2011 r. Ne 567
(ocbuumanbHbIn canT Komuccum TaMoxXeHHOro cotosa http://www.tsouz.ru/, 9 mapta 2011 r.), oT 2 mapTa
2011 r. Ne 571 (ochuumansHbin cant Komuccnn TaMoxxeHHOro cotosa http://www.tsouz.ru/, 9 mapta 2011 r.),
oT 7 anpens 2011 r. Ne 622 (OdmumanbHbin cant Kommnccum TamoxxeHHoro cotosa http://www.tsouz.ru/, 26
anpens 2011 r.), ot 18 okTa6ps 2011 r. Ne 828 (OduumansHbin canT Komuccnn TaMoXXEHHOT0 Coto3a
http://www.tsouz.ru/, 21 okTa6ps 2011 r.), oT 18 okTa6psa 2011 r. Ne 829 (odhmumansHeIn canT KomMmmnccum
Tamo)xeHHOro coto3a http://www.tsouz.ru/, 21 okTabpsa 2011 r.), ot 9 gekabpsa 2011 r. Ne 859
(ohmumanbHbIn canT Komnccmm TaMo)KeHHOro cotosa http://www.tsouz.ru/, 12 nekabpsa 2011 r.), ot 9
nekabps 2011 r. Ne 888 (opmumanbHbIn canT Komnccmm TaMoxeHHOro coto3a http://www.tsouz.ru/, 15
nekabpsi 2011 r.), ot 9 nekabps 2011 r. Ne 889 (ohmumanbHbIn canT KoMmnccumn TaMoXKeHHOro Coto3a
http://www.tsouz.ru/, 15 gekabps 2011 r.), peweHnaMn Konnernn EBpasmnckon 3KOHOMUYECKON KOMUCCHM
oT 19 anpens 2012 r. Ne 34 odpmumanbHbin canT Komuccum Tamo)keHHOro cotosa http://www.tsouz.ru/, 29
anpens 2012 r.), ot 16 aBrycta 2012 r. Ne 125 (odpmumansHbin cant KoMmnccmm TaMoXXeHHOro Coto3a
http://www.tsouz.ru/, 16 asrycta 2012 r.), oT 23 aBrycta 2012 r. Ne 141 (opmumanbHbii cant KomMmccum
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TamoxxeHHoro coto3a http://www.tsouz.ru/, 23 aBrycta 2012 r.), oT 6 Hos6ps 2012 r. Ne 208 (ohuLManbHbINA
canT Komuccum TamoxxeHHOro cotosa http://www.tsouz.ru/, 7 Hosbpa 2012 r.), oT 15 aHBaps 2013 r. Ne 6
(ocbuumanbHbIn canT Komuccum TaMmoxxeHHOro cotosa http://www.tsouz.ru/, 18 sHeaps 2013 r.), oT 13 mas
2014 r. Ne 71 (opuumanbHbIi CanT EBPa3nnCKON 3KOHOMUYECKON KOMUCCUN
http://www.eurasiancommission.org/, 14 mas 2014 r.), ot 7 nionsa 2014 r. Ne 101 (opmumansHbI CanT
EBpa3uninckom sKoHOMmYeckomn kommuccum http://www.eurasiancommission.org/, 7 ntons 2014 r.), ot 18
Hosbpsa 2014 r. Ne 209 (odmumanbHbIN cCalT EBPa3ninckon SKOHOMUYECKON KOMMUCCUM
http://www.eurasiancommission.org/, 18 Hosibps 2014 r.), oT 10 Hosi6pst 2015 r. Ne 149 (odbmumanbHbIA CanT
EBpa3ninckoro aKoHoMn4Yeckoro coto3sa http://www.eaeunion.org, 16 Hosbpsa 2015 r.), oT 8 aekabpsa 2015 r.
Ne 162 (ohmumanbHbIi CanT EBPa3nncKoOro SKOHOMMYeCKoro cotosa http://www.eaeunion.org/, 9 nekabps
2015 r.), oT 25 okTa6ps 2016 r. Ne 118 (odhuumanbHbin canT EBPa3nincKoro 3KOHOMUYECKOro COt03a
http://www.eaeunion.org/, 27 okTa6ps 2016 r.), oT 30 nioHs 2017 r. Ne 80 (opmumManbHbIA CanT
EBpa3ninCcKoro sKOHOMUYeCKoro cotosa http://www.eaeunion.org/, 4 ntons 2017 r.), ot 29 aBrycta 2017 r. Ne
107 (ohuumanbHbln CanT EBpa3snnckoro sKoOHOMMYeckoro cotosa http://www.eaeunion.org/, 31 asrycta 2017
r.), o7 23 aHBaps 2018 r. Ne 12 (opmumanbHbIi CanT EBPa3nnCKOro 3SKOHOMUYECKOro COoto3a
http://www.eaeunion.org/, 26 sHBaps 2018 r.), ot 10 mas 2018 r. Ne 76 (opmumansHbIi CanT EBpa3nnckoro
3KOHOMUYECKoro coto3a http://www.eaeunion.org/, 14 mas 2018 r.), oT 21 mas 2019 r. Ne 78 (ochuumansHbIn
canT EBpa3niicKkoro sKoHOMUYeckoro cotosa http://www.eaeunion.org/, 24 mas 2019 r.), oT 8 ceHTa6psa 2020
r. Ne 106 (ohmumanbHbIi CanT EBPa3ninCcKoro 3KOHOMMYECKOro coto3a http://www.eaeunion.org/), oT 8
ceHTsa6psa 2020 r. Ne 107 (opmumanbHbin canT EBpa3nMinCcKoOro 3KOHOMMYECKOro CO3a
http://www.eaeunion.org/, 14 centabps 2020 r.), peweHunsmmn CoeTa EBpa3ninCcKon 3KOHOMUYECKOW
koMuccum ot 15 mioHsa 2012 r. Ne 36 (odhuLimanbHbIn canT Komuccnm TaMoXXeHHOro coto3a
http://www.tsouz.ru/, 18 uioHs 2012 r.), oT 15 mioHs 2012 r. Ne 37 (opuumanbHbI Cant Komumccmm
TamoxxeHHoro cot3a http://www.tsouz.ru/, 18 uioHa 2012 r.), oT 24 aBrycta 2012 r. Ne 73 (opuuymansHbIn
canT Komuccum TaMmoxxeHHoro cotosa http://www.tsouz.ru/, 24 asrycta 2012 r.), ot 17 gekabps 2012 r. Ne
114 (ouumanbHbIi canT Komuccmm TaMoxxeHHoro cotosa http://www.tsouz.ru/, 18 gekabpsa 2012 r.), ot 17
nekabps 2012 r. Ne 115 (opuumansHbii cant Kommccmm TamoxXeHHoro coto3a http://www.tsouz.ru/, 18
nekabps 2012 r.), ot 18 ceHTabps 2014 r. Ne 78 (ochmumanbHbIn CanT EBPa3MNCKOA 3KOHOMUYECKON
Komuccmm http://www.eurasiancommission.org/, 6 okTa6ps 2014 r.), oT 2 gekabpsa 2015 r. Ne 82
(ocbuumanbHbIA canT EBpasniicKkoro 3KoOHOMUYeCKoro coto3a http://www.eaeunion.org/, 23 gekabps 2015 r.),
0T 16 cheBpana 2018 r. Ne 5 (ohmumanbHbIi CanT EBpa3ninCcKoro 3IKOHOMUYECKOro Cot3a
http://www.eaeunion.org/, 16 cespans 2018 r.), oT 14 nioHs 2018 r. Ne 64 (oduumanbHbIA CanT
EBpa3nnCcKoro sKOHOMU4YeCKoro cotosa http://www.eaeunion.org/, 31 ntona 2018 r.), ot 22 despana 2019 r.
Ne 8 (odmumanbHbIN caiT EBpa3minckoro aKOHoMMYeckoro cotosa http://www.eaeunion.org/, 12 mapta 2019
r.), ot 9 ceHTs6ps 2019 r. Ne 97 (opmumanbHbI CalT EBPa3ninckoro 3SKOHOMUYECKOro Coto3a
http://www.eaeunion.org/, 7 okTabps 2019 r.), oT 4 ceHTabpsa 2020 r. Ne 65 (ohuLManbHbIN CanT
EBpa3ninickoro aKoHoMNYeckoro cot3a http://www.eaeunion.org/, 11 ceHTs6psi 2020 r.). ABnseTtcs
obsa3aTenbHbIM Ana Poccminckon depepaunn B COOTBETCTBMM C loroBopoM 06 yypexaeHun EBpasminckoro
3KoHOMUYeckoro coobwecTtBa oT 10 okTA6psa 2000 r. (CobpaHue 3akoHOAaTENbCTBA Poccuinckom
®epepaumm, 2002, Ne 7, cT. 632); [loroBopom 0 EBpasninckoM 3KOHOMUYECKOM coto3e oT 29 mad 2014 r.,
paTnduLnpoBaHHbiM ®efepasibHbiM 3aKOHOM OT 3 oKTA6pa 2014 r. Ne 279-03 "0 paTudukauun Jorosopa
o EBpa3uiickom skoHomu4eckom cotoze" (CobpaHue 3akoHomaTenbcTBa Poccuiickon ®Pepepaunn, 2014, Ne
40, cT. 5310).

1.5. XvMmnyeckunin Knacc gencTByioLero BewecTsa.

1.6. KOHUEeHTpaunus OencTeytowWwero sewecTsa (B r/n nam r/kr).

1.7. NMpenapaTuBHag opma.

1.8. MacnopT 6e30MacHOCTM (A19 NeCTULMA0B OTEYECTBEHHOrO MPON3BOACTBA), IMCT Be3onacHoCTK (ana
necTuunaoB 3apybe>xxHoro Nnpom3soacTBa).
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1.9. HopMaTuBHas 1 (MKN) TeXHUYECKasa AOKYMeHTaLmMa 414 npenapaTos, NPOM3BOAUMBIX HA TEPPUTOPUM
Poccuickon ®epepaumu.

1.10. Pa3pelueHre U3roToBnTENA NpenapaTta NpeacTaBAAaTb ero Aasa perncrpaunmn (B ciydae ecau
perncTpaHToM He ABNAeTCA CaM I/I3FOTOBI/ITeJ'Ib).

1.11. Pa3peLleHune perucTpaHTy NpeacTaBsTb U3roToBUTENS (415 MUKPOBMONOrM4eckux npenapaTos).
1.12. Peructpauus B gpyrux ctpaHax (Homep permcTpauMoHHOro yaoCcToOBEPEHNS, AaTa BblAayn, chepa u
pernaMeHTbl NpUMeHeHs).

2. CBefeHmnsa no oueHke bronormnyeckon agpdekTnsHocTn, besonacHocTn npenapaTa.

2.1. CneKkTp OoencrTeus.

2.2. Cpepa npuMeHeHNs (KynbTypbl, BpeaHble 06beKTbl (C NaTUHCKUMU Ha3BaHUSAMU) MU Ha3HaYeHMe.
2.3. PekoMeHAyeMble pernaMeHTbl MPUMEHeHNA: CPOK npoeedeHns 0bpaboTok, hasa pa3suTus
3aMwaemMon KyabTypbl, ha3a pa3BuTus (CTaams) BpeAHOro opraHnama, KpaTHOCTb 06paboTok, HTepBan
Mexay obpaboTkamu.

2.4, PekoMeHayemMas HopMa pacxofia U cnocob NpuMeHeHus.

2.5. PekoMeHAyeMbIn CPOK 0XXuAaHus (B oHAX Ao cbopa ypoxas).

2.6. Bug (MexaHu3m) 0encTems Ha BpeAHble OpraHn3Mbl (CUCTEMHbIV, KOHTAKTHbIN).

2.7. Nepuopg 3alLNTHOrO OENCTBUSA.

2.8. CeNneKTMBHOCTD.

2.9. CKopoCTb BO3LENCTBUS.

2.10. CoBMeCTUMOCTb C ApYruMun npenapaTamu.

2.11. buonornyeckas 3spdeKTUBHOCTb (1abopaTopHbIE 1 BEFETALMOHHbIE OMbIThl, MOJIEBbLIE OMbITHI).
2.12. ®UTOTOKCUYHOCTb, TOJIEPAHTHOCTb 3aLlMLLAEMbIX KYJIbTYP.

2.13. BO3MOXXHOCTb BO3HUKHOBEHUS PE3UCTEHTHOCTN.

2.14. Bo3MOXXHOCTb BapbMpOBaHUs KyJibTyp B ceBoobopoTe.

2.15. Pe3ynbTaTbl OLEeHKM Bronornyeckon shhekTUBHOCTM 1 6e30NacHOCTU B APYrnx CTpaHax (CTpaHa,
3allMLLaemMast KyabTypa, BPeAHbIA OpraHn3Mm).

2.16. Pe3ynbTaTbl onpegesieHns 0CTaTOYHbIX KOJIMYECTB B ApYrux cTpaHax (B AMHaMuke).

2.17. BnusaHne npenapaTa Ha NoJIe3HY0 S3HTOMOMayHy 3allMLLIaeMoro arpoLeHosa.

3. OU3NKO-XMMMYEeCKne CBOMNCTBA.
3.1. ®U3NKO-XMUYECKNE CBONCTBA LENCTBYIOLLErO BELLECTBA.

3.1.1. Jencteytowee BewecTro (no ISO, IUPAC, Ne CAS).

3.1.2. CTpykTypHas opmyna (yKazaTb ONTUYECKNE N30OMEPBI).

3.1.3. SMnupuryeckas opmysa.

3.1.4. MonekynapHasa macca.

3.1.5. ArperaTHoe CoCTOosIHue.

3.1.6. LiBeT, 3anax.

3.1.7. DasneHune napos npu Temnepatype 20 rpagycos Llenbcusa n 40 rpagycos Llenscus.

3.1.8. PacTBOpPMMOCTL B BOZE.

3.1.9. PacTBOPMMOCTb B OPraHMYeCcKMUX pacTBOPUTENSAX.

3.1.10. KoathpmumneHT pacnpeneneHuns n-okTaHo/BoLa.

3.1.11. TemnepaTypa naaBneHuUs.

3.1.12. TemnepaTypa KUNeHns 1n 3aMmep3aHus.

3.1.13. TemnepaTypa BCMbILWKN U BOCMIAMEHEHNS.

3.1.14. CtabunbHOCTb B BOAHbIX pacTBopax (pH 5, 7, 9) npu TemnepaTtype 20 rpaaycos Lenbcus.
3.1.15. MnoTHOCTbL (B Cyvae ra3oobpa3HOro COCTOAHMSA BELLECTBA MIOTHOCTb yKa3aTh nNpu TemnepaType 0
rpagycos Uenbcnsi n 760 MunanMeTpoB pTyTHOro ctosiba (aanee - MMm. pT. CT.).
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3.2. ®U3NKO-XNMUYECKNE CBONCTBA TEXHNYECKOr0 NPOAYKTa.

3.2.1. YncTOoTa TEXHUYECKOro NPOAYKTa, Ka4eCTBEHHbIN U KOMYEeCTBEHHbIA COCTaB NpuMecei.
3.2.2. ArperaTHoe COCTOsIHUe.

3.2.3. LUBeT, 3anax

3.2.4. TemnepaTypa niasJieHus.

3.2.5. TemnepaTypa BCMbIWKN 1 BOCMJIAMEHEHUS.

3.2.6. MnoTHOCTbL (B C/yvae ra3oobpa3HOro COCTOAHUS BelecTBa NAOTHOCTb YKa3aTb Npu TemnepaType 0
rpagycos Uenbcus n 760 Mmm pT. CT.).

3.2.7. Tepmo- 1 hoTOCTabUNLHOCTb.

3.2.8. AHaAUTUYECKMIN MEeTOA A5 ONpeaeNieHNs YNCTOThl TEXHUYECKOro NPOAYKTa, a TakxXe
aHaIMTNYECKMIN MeTof, NO3BONSAOWNA onpeaennTb COCTaB NPOAYKTa, U30Mepbl, MPUMECK N UHbIE
cocTasnsoLue.

3.3. ®V3UKO-XMMMYECKME CBONCTBA NpenapaTUBHOMA hOpMbI.

3.3.1. ArperaTHoe CoCTosHMe.

3.3.2. LiBeT, 3anax.

3.3.3. CTabunbHOCTbL BOAHON 3MYAbCUN WU CYCNIEH3UN.
3.3.4. pH.

3.3.5. ConepxxaHue Bnaru (%).

3.3.6. BA3KoCTb.

3.3.7. AncnepcHOCTb.

3.3.8. MInoTHOCT®.

3.3.9. Pa3mep vacTuu.

3.3.10. CMa4nBaeMoCTb.

3.3.12. TemnepaTypa KpuCTan3auum, MOpPo30CTONKOCTb.
3.3.13. JleTy4ecTb.

3.3.14. [laHHbIE N0 CNEXMBAEMOCTH.

3.3.15. Koppo31OHHbIe CBONCTBA.

3.3.16. Ka4eCTBEHHbIN 1 KOIMYECTBEHHbIA COCTaB NpuMeceil.
3.3.17. CTabunbHOCTb NpY XpaHEHUN.

4. CocTaB npenaparTa.
4.1. Xnmn4yeckue npenapaTsbl.

4.1.1. XuMunyeckoe Ha3BaHMe A5 Kaxkgon cocTaBHOM YacTu cornacHo SO, IUPAC, Ne CAS.
4.1.2. ®YyHKLNOHaIbHOE 3HaYeHNe COCTaBHbIX YacTen B NpenapaTUBHON PopMe 1 UX Coaep)XaHue.

4.2. Mukpobuonorunyeckme npenapatbl. CBAEHUS O COCTABE M CBONCTBAX aKTUBHOMO MHrpeaneHTa u
npenapaTuBHO hopMbl (6akTepranbHbIX, TPUBHBIX, BUPYCHBIX, MUKPOCMOPOUAabHbIX MpenapaTax Ha
OCHOBE MPOAYKTOB XWU3HEeNesTebHOCTH.

4.2.1. CeoncTea WTaMMa-NpoayLeHTa.

4.2.1.1. BngoBoe Ha3BaHWe MUKPOOPraHu3mMa (JaTUHCKOE Ha3BaHue).

4.2.1.2. Homep nnun Ha3BaHWe WTaMMa (13015Ta).

4.2.1.3. ICTOYHMK BbIgENEeHUs WTaMMa.

4.1.1.4. KynbTypanbHo-Mopgoaormyeckne n GBUoXuMmnyeckmne CBONCTBa, TECTbI U KpUTEPUN
naeHTUdUKaLumm (yKasaTb TakXKe OpraHn3aumnio, NpoBeaLwylo naeHTuhnKauuio).

4.2.1.5. NMaToOreHHOCTb WM @HTAaroHM3M Mo OTHOLLEHUIO K BPeaHOMY 00beKTY.

4.2.1.6. OTAnYMe OT yXKE UMEIOLLNXCA WTaMMOB AAaHHOro BMAa (B TOM Ymcne 3a pybexxom).
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4.2.1.7. OTHOWeEHME K (haram, JIN3NPYIOLLNM KNETKK OPYrUX WTAaMMOB TOr0 e B1aa MUKPOOPraHU3MOB.
4.2.1.8. Cnocob, ycnoBusi n cocTaB cpen s XpaHEeHUs WTaMMa.

4.2.1.9. Cnocob, ycnoeus n cocTaB cpeq AJ18 pa3MHOXEHNS MUKPOOPraHn3MoB. 1719 BUPYCOB 1
MUKPOCMOPUANNA YKa3bIBaeTCs XapaKTepUCTMKa cneundmrnyeckoro cbipbs A5 BblpallnBaHus.

4.2.1.10. Cnocob obHapyeHns MAUKPOoOpraHmM3mMa B MUKPOBHbIX accoLmMaLmax OKpyKatoLlen cpesibl 1
buomaTepunane.

4.2.1.11. NpoAyKT, CUHTE3UPYEMBIN LUTAMMOM (XMMUYECKUI COCTaB, CTPYKTYpHasa opMya, CTabuabHOCTb,
MeTo[ onpenesieHnsa 0CTaTKOB).

4.2.1.12. MexaHu3M OeNCTBUSA Ha LiesieBON 00beKT.

4.2.2. XapakTepucTuka npenapaTuBHON hOPMbI.

4.2.2.1. CocTaB npenapaTa: CoOAep)xaHne AEeNCTBYIOWEro Havana (TUTP XUBbIX KJIETOK WK NPOAYKTa UX
XU3HEeLeATeNIbHOCTU, TUTP BUPYCHbIX Tesel, BKAOYEHU), BCMOMOraTe bHbIX BELWECTB U UX Ha3HayeHue.
4.2.2.2. ArperaTHoe COCTOsiHMe.

4.2.2.3. CMa4nBaeMoCTb.

4.2.2.4. Cofep>xaHue Bnaru.

4.2.2.5. Copep>xaHue NoCTOPOHHEN MUKPOJIOPSI.

4.2.2.6. MeTop onpefeneHns LeNCTBYIOLEro Havyana.

4.2.2.7. YCNOBUS N CPOKMN XPaHEHNS.

4.2.2.8. Cnocob npuroTtoBneHns pabo4mx pacTBOPOB.

4.2.2.9. CoBMeCTMMOCTb C APYruMy NecTUUNLamMmn U arpoxmMmKaTamu,

5. TOKCMKONOro-rurneHnyeckas XxapakTepucTumka.
5.1. TOKCMKOIOrnYeckas XxapakTepPUCTKa AENCTBYIOLLEro BEWECTBa (TEXHNYECKNA NPOOYKT).

5.1.1. OcTpas nepopaJsibHas TOKCMYHOCTb. JleTasnbHaa fosa J1450 B Munanrpammax BellecTsa Ha
KMnorpamm mMaccel Tena (fanee - Mr/kr M.T.).

5.1.2. OcTpas KoxHas TOKCUYHOCTb. J1O50 (Mr/Kr mM.T.).

5.1.3. OcTpas nHranaumnoHHas TOKCUYHOCTb (B YCIOBUSAX AMHAMUYECKOro BO3AencTBus). JleTanbHas
KoHueHTpaumsa (JIK50 mr/m3).

5.1.4. KnnHn4yeckme nNpossiaeHns oCTPOM MHTOKCUKALMM NPpU BCEX NYTAX NOCTYMJeHUs (nepopasibHbIn,
AepMaJibHbIN, NHFaNALNOHHbIN).

5.1.5. Paszgpaxatollee OeNCTBUE Ha KOXY M CAN3MCTbIE 060/104KM.

5.1.6. 3ameiIeHHOE HENPOTOKCUYECKOe AeCTBME Ha Kypax (06a3aTesibHO Ans pocdopopraHnyeckmnx
necTuunaoBs, ANg Apyrux - npyu Heo6xoanMMocTu).

5.1.7. NopocTpas nepopasibHass TOKCUYHOCTb (MI/KI UM KO3 MULNEHT KYMYNALUN).

5.1.8. MNMogocTpas HakoXXHas TOKCMYHOCTb (Mpy HeobxoanmMocT) (Mr/Kr M.T.).

5.1.9. NMogocTpas MHranaUuMoHHas TOKCMYHOCTL (Npy HeobxoammocTn) (Mr/m3).

5.1.10. CeHcmbunnsnpyowiee oencTeme, MMMYHOTOKCUYHOCTb.

5.1.11. XpoHMYecKasa TOKCUYHOCTb (HEAENCTBYOLWNIA YPOBEHL BO3AENCTBNSA) (MI/KI M.T.).

5.1.12. OHKOreHHOCTb.

5.1.13. TepaTOreHHOCTb 1 3MOPUOTOKCUMYHOCTb (HEAENCTBYOLLIME YPOBHM BO3ENCTBUS A5 MaTEPU 1
nnoga, B Mr/Kr m.T.).

5.1.14. PenpoayKTnBHaa yHKLUSA MO METOAY ABYX MOKOJIEHUN (HeAeNCTBYOLWME YPOBHM BO3LENCTBUSA A4
poauTenen (MaTepen, OTLOB) U NOTOMCTBA B MI/KI M.T.).

5.1.15. MyTareHHoOCTbL®.

° Mpuka3 PocnoTpebHaz3opa oT 1 aBrycTta 2006 r. Ne 225 "O caHWTapHO-INUAEMUNOIOr MH4ECKON IKCNepTHn3e
necTUUMAO0B U arpoxXnMmmKkaTos".
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5.1.16. MeTabonun3m B opraHn3amMe MAEKONUTAOLWMNX, OCHOBHbIE MeTaboNNTbl, UX TOKCUYHOCTb,
TOKCUKOKWHETMKA U NpK HEOBX0AMMOCTN TOKCUKOAMHAMUKA.

[na npenapaTos, NCM0/b3YEMbIX Ha KOPMOBbIX KYJIbTypax 1 B XKMBOTHOBOACTBE, AaHHbIE MO 3KCKpeLuun y
NAKTUPYIOLWLMX XXUBOTHbIX (YKa3aTb NyTb BbIBEAEHUS, HAKOMNEHNS BO BHYTPEHHUX OpraHax v MblllLax,
BO3MO>XHOCTb BbIAENATLCSA C MOJIOKOM, OCHOBHblE MeTabonnThl).

5.1.17. CTtolikocTb 1 MeTabonn3m B 06beKTaX OKPY>KatoLLEN Cpefbl, B TOM YUC/E B CEJIbCKOX035MCTBEHHbIX
pacTeHuax (T50 n T90).

5.1.18. JIuMNTUPYIOLIUIA NOKa3aTesb BPEAHOro AeNCTBUS.

5.1.19. JonycTumas cyTtoyHasa gosa (ganee - 4CH).

5.1.20. T'nurneHnyeckne HopMaTKBbl B MPOAYKTaX MUTaHMA 1 06beKTax OKpYy KatoLlen cpefbl AN Hay4yHoe
060CHOBaHMe HeLenecoobpasHOCTM HOPMUPOBAHNA (MPeacTaBNeHNEe MaTepPUanoB No 060CHOBAHNIO):

a) MakCMMabHO AOMNYCTUMbIA YpPOBeHb (fanee - MAY) n/unn BpeMeHHbIN MakCMMabHO AOMYCTUMbINA
ypoBeHb (manee - BMIY) B npoayKTax NMUTaHUSA N CENIbCKOX03ANCTBEHHOM ChIpbE;

6) npepenbHO AONyCTMMas KOHUeHTpaumsa (fanee - NMNAK) B Boge UCTOYHMKOB CaHUTApPHO-ObITOBOI0O
BOA0MOJIb30BaHMA.

Mpwn pa3paboTKe rurneHnYeckoro HopMmaTMBa A/ BoAbl BOLOEMOB MOTYT NPUHUMATLCS AaHHbIE MO OLEHKe
BIMAHNS NpenapaTa Ha XMMWYeCKUIN COCTaB 1 NPOLLECChl CaMOOYULLEHNS BOLHON Cpeabl, MOy4YEHHbIE B
Hay4YHO-NCCNENOBATENbCKOM YYpPEeXKAEHUN, MPOBOASALLEM PbI6OX03AACTBEHHYIO OLIEHKY MECTMLMAO0B, NPW
YC/I0BUW NX NPOBEAEHNS C UCMOJIb30BAHMEM eANHbIX METOANYECKNX NOAXOL0B;

B) NAK B aTMocthepHOM Bo3ayxe (414 NnpenapaTos, NPON3BOAMMBIX Ha TeppuTopun Poccun);

) OPMEHTNPOBOYHO Be30MacHbIN YPOBEHL BO3AENCTBUA (fanee - OBYB) B aTMochepHOM BO3ayxe (mpu
HeobxoammocTn);

n) NOK B Bo3ayxe paboyein 30HbI (15 NpenapaToB, NMPOM3BOANMBIX U (ACYOLWMXCS Ha TeppuTopumn Poccun,
N oS UMNOPTUPYEMBIX MpenapaTos, 06/1aaaloWmX Bblpa>XeHHON UHIaIILMOHHON OMAaCHOCTbIO);

e) OBYB B Bo3ayxe paboyelt 30HbI (A5 OCTalbHbIX MPEnapaToB);

) NOK ons noyssl (A1 CTONKMX NpenapaTos, 061afatoLmnx Belpa)eHHOM CNoCobHOCTLI0 K MUrpaunn B
conpegfenbHble cpeabl);

3) OPUEHTUPOBOYHO JONYyCTUMan KoOHLeHTpauus (nanee - OLK) B no4YBe A4S 0CTasbHbIX NpenapaTos.

Mpwn pa3paboTKe rmrneHnYeckoro HopMaTMBa A4J18 NOYBbI MOTYT MPMHUMATbLCA AAHHbLIE MO N3YYEHUIO
noeefeHnsa B NoYBe, NoJy4YeHHbIE B HAYYHO-NCCe0BaTe/IbCKOM yYpeXXAeHnm, NPoBOASALLEM
3KOJIOMMYECKYIO OLEHKY NeCcTULNAO0B, NPU YCIOBMM UX MPOBEAEHUS C NCMOJb30BaAHNEM €AMNHbIX
MeTOANYECKMNX NOAXOA0B.

5.1.21. MeToAmM4ecKme yKasaHu1a Nno onpeneneHnto 0CTaToYHbIX KONMYECTB NecTuumaos (npu
HeobxoammocTn meTabonToOB) B NPoAyKTax NUTaHUsA, 06beKTax oOKpyXatoLwen cpelbl 1 brnonornyecknx
cpepax:

a) MeToAMYeCcKmne yKasaHnsa no onpenesieHnio 0CTaToYHbIX KOMYeCTB NecTUumMaoB (Npn HeobxoammocTu
MeTaboNINTOB) B CENIbCKOXO3SMCTBEHHOM NPOAYKLMM (NpoayKTax ee nepepaboTku) N Apyrnx pacTUTENbHbIX
obbeKkTax;

6) meToAMYECKMNE YKa3aHMA MO ONpenesIeHNI0 0CTaTOYHbIX KOJIMYeCTB NecTUumMaoB (npn HeobxogmmocTu
MeTabonnTOB) B NOYBE;

B) METOAMNYECKME YKa3aHUA Mo onpeaeneHnto 0CTaTOYHbIX KOIMYEeCTB NeCcTULNAoB (Mpyn HeobxoanmMocTn
MeTabonnTOB) B BOAE;

r) MeToAMYECKME YKa3aHWs N0 M3MEPEHMNI0 KOHLEHTPaLWUA NecTULnaoB (Npyn HeobxoanmMocTu
mMeTabonMTOB) B BO3AYXE;

A1) MeToanyeckne ykasaHus no onpeaeneHnto 0CTaToOYHbIX KOJIMYEeCTB NeCcTULnaoB (Npyn HeobxoanmocTn
MeTabonnToB) B Bronornyeckux cpepax.

5.1.22. OueHka onacHOCTK necTuumnpa - aHHble paCCMOTPEHNSA Ha 3acefaHnK rPynmbl SKCNepToB
MpoAoBONLCTBEHHOW W CENbCKOXO03AUCTBEHHOW opraHun3auun OOH (ganee - PAO)/BceMmpHON opraHm3aLnm
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3[paBooxpaHeHns (ganee - BO3), EBponenckoro cot3sa.
5.2. ToKCMKOSIOrnyeckas xapakTepucTnka npenapaTuBHOM (hopMbl.

5.2.1 OcTpas nepopasibHas TOKCUYHOCTb (KpbiCbl) - J1IA50, JIA50 KpbICbl (MI/KF M.T.).

5.2.2. OcTpas KoxHas TOKCUYHOCTb. J1O50 (Mr/kr mM.T.).

5.2.3. OcTpas MHranaunMoHHas TOKCUYHOCTb. JIK50 KpbiChl (Mr/m3).

5.2.4. KnnHn4yeckme nNposBiaeHns oCTPOM MHTOKCUKALMM NPpU BCEX MYTAX NOCTYNJeHUs (NepopasibHbIn,
AepMasibHbIN, MHFANALMNOHHbIN).

5.2.5. PazgpaxatolLee OeNCTBUE Ha KOXY U CAN3MCTbIE 060/104KN.

5.2.6. MNogocTpas nepopasnbHas TOKCMYHOCTb (KYMYIATMBHbBIE CBOWCTBA, KOIDDULMEHT KyMyAsaUUn) oas
npenapaToB, MPOU3BOAALLMXCSA Ha TeppuTopmm Poccum.

5.2.7. CeHcnbunusnpyrouiee gencrsme.

5.2.8. ToKCMKoornyeckas XxapakTepucTka KOMMOHEHTOB NpenapaTueHoOM GopMbl (HaNoJAHUTENN,
3MYJIbraTopbl, CTabunnsaTopsl, paCTBOPUTENN).

B cnydyae Ha/myms B COCTaBe NeCTMLMAA BELECTB, CMOCOOHbBIX 3HAYNTENBHO YCUINTb TOKCUYECKOE
LeNCTBME MO CPaBHEHMIO C AENCTBYIOLWUM BELLECTBOM, AaHHbIE M0 TOKCMKOIOrMY4ECKON OLLEeHKEe
npenapaTUBHOM GOPMbI MecTuumMaa MoryT ObiTb PaclUMPEHbI C YYETOM CBOMNCTB AEMNCTBYHIOLLErO BELLECTBA 1
KOMMOHEHTOB NpenapaTUBHON POPMbI, @ TakXe MeTabonm3ma.

5.3. TurneHnyeckas oueHKa npon3ssBoacTBa N NpuMMeHeHns nectuunaoos.

5.3.1. TurneHmyeckas oueHKa peasibHOM 0NacHOCTY (pUcka) BO3AeNCTBMA NeCTULUAOB Ha HaceneHne
(oLeHKa oMacHOCTW A5 HAaCeNeHNs NULLEBLIX MPOAYKTOB, MOMYYEHHbIX NPU NPUMEHEHUN NeCTULNAA;
HaJIMymMe 0CTaTOYHbIX KONNYECTB AENCTBYIOWEro BewecTBa nectTmumaa B nccnegyembix obbekTax
N3y4yaeTcs Npy MakCMMaibHO PEKOMEHYEMbIX HOPMaxX pacxoda v KpaTHOCTU 06paboTok npenapaTom 3a 2
Ce30Ha B Pa3/INyHbIX MOYBEHHO-KANMATUYECKNX 30HAX).

5.3.2. lna nectuumnaoBs, NCNosb3yeMbix s npeanoceBHon 06paboTkn cemsH, 40 nocesa, cpasy nocne
nocesa, A0 LBETEHMNA (NJ040BO-ArOAHON KYNbTYpPbl), MO BEFETUPYIOLWMM pacTeHMAM (ecan nocnenHas
obpaboTka npoBoaunTCs 6osee YeMm 3a WeCTbAeCAT AHen A0 YBopKuM), 0OCTaTOYHbIE KOMYECTBa
AENCTBYIOLNX BELLECTB NpenapaToB ONpPeaensioT TOIbKO B 31eMeHTaX YPoXxKas KybTypbl.

5.3.3. 1na necTuumaos, peKOMeHAYEMbIX K MPUMEHEHUNIO Ha KOPMOBbIX KYJIbTYpax WK KynbTypax, 3efieHas
Macca KOTOPbIX MOXET BblTb UCMOJIb30BaHa HEMOCPEACTBEHHO HAa KOPM CKOTY, OBOLLHbIX U 3eJIeHHbIX
KY/NbTypax OTKPbITOro 1 3aKpbITOro rpyHTa (C6op KOTOPbIX NPOM3BOANTCSA HEOQHOKPATHO 3@ CE30H) C
Lefiblo YCTaHOBNEHNS CPOKOB OXXUAAHUSA, 0693aTeNIbHO M3yYeHne GUHAMUKN Pa3/10KeHN OENCTBYOLWMNX
BELLECTB B 3aBUCMMOCTU OT CPOKa nocnepHen obpaboTku.

5.3.4. lna necTuumnaoB, NPUMEHSAEMbIX Ha MaTOYHNKAX, CEMEHHMKAX, B MMTOMHUKAX, Ha JIEKaPCTBEHHbIX,
3(PMPOMACANYHBIX KYbTYypaX, Cbipbe KOTOPbIX UAET Ha MOJYyHYEHNE NHANBUAYAJbHbIX BELLECTB, Ha
JIEKApPCTBEHHbIX U 3MPOMaC/NYHbIX KYJIbTypaX, KoTopble ybupatoTcs yepes rog nocjie obpaboTtkuy,
JlEKOPATUBHBIX KYJbTypaX, N3y4YeHne 0CTaTOUYHbIX KOIMYECTB AENCTBYHOLLNX BELLECTB NpenapaTa He
TpebyeTcs.

5.3.5. [1na necTuumnaos, NPpUMEHSEMbIX Ha 3eMJIAX HECEIbCKOX03SMCTBEHHOI0 N0/1b30BaHUA (B IECHOM
X03ANCTBE, NOS0CaX OTYYXKIEHNS XKENE3HbIX U LUOCCENHbIX AOPOr U UHbIX y4acTKax) C Lenbo 060CHOBaHNS
CpokoB 6e30nacHOro Bbixoa HaceneHus Ha obpaboTaHHble naowann, HeobxoaUMo N3yveHne 0CTaTOYHbIX
KONNYeCTB AeNCTBYIOLLMX BELLECTB NPENapaToB B ypoXKae ANKOPACTYLLEN NpoayKuumn (rpubsbl, srogbl 1
NHas NpoayKuus).

5.3.6. ccnepoBaHns no onpegeseHnto opraHoienTMYecknx CBONCTB U NMULLEBON LLEHHOCTH
CENbCKOXO03ANCTBEHHOWN NPOAYKLNW PAaCTUTENIbHOr0 MPOUCX0XKAEHWS, BbIpALLLEHHOW NPU MPUMEHEHMN
necTULMAOoB, OCYLLECTBAAIOTCSA MO OAHOMY U3 NPeACTaBUTENen rpynn npoaykumm (N1oLoBble, ArogHbIe,
BMHOrpag, baxyesble, 0BOLLW, KapTodesb), MeolemMy Hanbonbluy NeCTULNAHYO Harpy3ky (Hopma
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pacxofia, KpaTHOCTb 06paboTKM) N HeNocpeaCTBEHHO ynoTpebnsemomMy B nuLly. B npoaykTax nepepaboTku
(pacTuTenbHOe Macso, COKWN) YKa3aHHble NCCIeA0BaHNS NPOBOAATCS MPU HAJIMYUKN OCTATOYHbIX KOJIMYECTB
AENCTBYIOWNX BELLECTB NecTMUMAoB B nepepabaTbiBaeMOM Cbipbe (CEMeHa, NA0AbI, Arofbl).

5.3.7. OueHKa onacHoCcTK (pucka) nectuymaa npy NOCTYNJEHUN C BOLOW.

M3y4yeHmne ypoBHeW 3arps3HeHNs BOA4bl MOBEPXHOCTHbIX M NOA3EMHbIX BOAOUCTOYHMKOB B HAaTYPHbIX
YCJIOBUSIX, B TOM YMCAE B YCIOBMAX INYHbIX MOACOOHBIX X034ACTB (fanee - JINX) npn MakCUManbHbIX
HOpMax pacxoda W KpaTHOCTU 06paboToK (B COOTBETCTBUM C AENCTBYIOLLMMN METOANYECKUMN
JOKyMeHTaMu), unn o6oCcHoBaHMe HelenecoobpasHoCTM NPOBEAEHNS STUX UCCIe0BaHMNNA.

5.3.8. OueHKa 0nacHOCTH NS HacesleHna 3arpsa3HeHns aTMoCepHOro BO3ayxXa OCYLLECTBASETCA, Kak
npaBsuio, 04HOBPEMEHHO C MPOBEAEHNEM NCCNEL0BAHMNIA, MO FMITMEHNYECKON OLIEHKe, YCI0BUIA TpyAa npu
NPVMEHEHUN MNECTULMNAOB C Y4ETOM MaKCMMasibHBIX HOPM pacxoAa. Mpy 3TOM yCTaHaBIMBAKOTCS BEANYUHbI
CHOCa JeNCTBYIOLWMUX BELWEeCTB NpenapaToB 3a Npefesbl CAaHUTAPHO-3aLUNTHbLIX 30H U 30H CaHUTapPHOro
pa3pbiBa.

5.3.9. OueHKa peafibHOM 0NacHOCTY (PUCKa) KOMMIEKCHOr0 BO3AENCTBUA NECTULMAOB Ha HAaCeNeHNe NyTem
pacyeTa CYMMapHOro nocTyrJyeHns NecTULMA0B C NPOAYKTaMu, BO3AYXOM 1 BOLOM.

Ona nectuumaos 1, 2 KNAcCoB OMacHOCTX MOrYT NPOBOAUTLCS MOHUTOPUHIOBbIE UCCIIEAOBAHNSA UX
copep>xaHna B 06beKTax OKpyKatoLen cpeabl.

5.4. TurneHnyeckas oLeHKa yCcoBMIA Tpyda paboTatolwmx npyu NpuMeHeHU NpenapaTos.

WccnenoBaHus NpoBoAATCA B COOTBETCTBMM C AEeNCTBYIOLWMMU METOANYECKUMMN AOKYMEHTaMM C y4eTOM

TEXHOJIOr MW MPUMEHEHMNS MPU MaKCMMaJlbHbIX HOPMax pacxofa nNpenapaToB 1 BK/OYAKOT OLLEHKY pUCKa

Ana onepaTtopoB, 060CHOBaHMe CPpoKOB Be30nacHoOro Bbixofa Ha obpaboTaHHblE NecTUUMaaMy NaoLLaan
AN9 NPOBELAEHUS PYYHBIX Y MEXAHWN3UPOBAHHLIX PaboT:

a) MpW LUTaHrOBOM OMPLICKUBAHUN MOJIEBLIX KYNbTYP;

6) Npy BEHTUNSTOPHOM OMPLICKMBAHUM Caf0BbLIX KYbTYP;

B) Npu obpaboTke KynbTyp aBUALMOHHBLIM CNOCO6OM;

r) npu 06paboTKe Ky/ibTyp B YC/0BMAX 3aLUNLLEHHOrO FPYHTa;

npv 0bpaboTke KynbTyp B ycnosuax JMX;

npu npennocesHon obpaboTke ceMsaH Ha 3aBoAax MO NPOTPaBANBAHUIO 1 B MyHKTaX NPOTpaBNBaHNS;

i}
e

)K) Npu BbiceBe ceMsiH, 06paboTaHHbIX NecTUumaamm (Mo NokKasaHMAaM C y4ETOM KJlacCa OMacHOCTH
npenapaTa, CTOMKOCTY B NOYBE, Chepbl MPUMEHEHNS);

3) npu hymnraunn;

1) NP1 NPUMEHEHUN NECTULMAOB C UCMOb30BaHNEM LPYTNX TEXHONOM M.

B HeobxoaMMbIx Cyvasx NpMBoAMTCA 060CHOBaHME HeLeiecoobpa3HOCTY MPOBEAEHUS YKa3aHHbIX
nccnenoBaHui.

['MrueHmyeckas oueHKa yCnoBui Tpyaa A0/HKHA NPOBOAUTLCA TOJIbKO NMPU NCMOJIb30BaHUN TEXHUKN 1

)
)

obopynoBaHUs, NPOLLIEALLINX FTUrMEHNYECKYIO OLIEHKY B YCTAHOBIEHHOM MOPSAKE.

5.5. FurneHnyeckas oueHkKa NpoM3BOACTBa (B TOM Yncie hacoBKM) NECTULMAOB Ha TEPPUTOPUN
Poccninckon ®degepaun OCHOBLIBAETCS Ha aHaIN3e TEXHNUYECKON AOKYMEHTaLUN (TEXHNYECKNE YCI0BUS,
TexHn4yeckue pernameHTbl).

5.5.1. npoBefeHune nabopaToOpHbIX NCCNEA0BAHWUIA MO OLLEeHKe NPON3BOACTBEHHOW Cpelbl C aTTecTauunen
pabo4nx MecT Ha BCeX TEXHOIOMMYECKUX onepaLmsXx.

5.5.2. noeHTndukaumns 3arpasHnTenen, oueHKa pUCKa KOMMNIEKCHOro BO3AENCTBUS Ha paboTatoLwmx.
5.5.3. rurneHnyeckas oueHka obopyaoBaHUSA, MaTepPManoB, aCANPaLMOHHbLIX CUCTEM.

5.5.4. pacyeT BanoBbIX BLIOPOCOB M NMPU3EMHbIX KOHLIEHTPALUA.

5.5.5. oLleHKa NPOMbILLAEHHbIX CTOYHbIX BOA; CNocobbl 06e3BpeXKmMBaHNS 1 yTUAN3aL MU OTX0L0B
NMpov3BOACTBA, Tapbl.
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5.6. TokCMKoSIOrnyeckas oLeHKa npenapaTUBHON opMbl MUKPoBUoornyeckoro npenapaTa.

5.6.1. OcTpas nepopasibHas TOKCMYHOCTb (MbILK, KpbiChl) - J1IO50.

5.6.2. OcTpas MHranauMoHHas TOKCUYHOCTL - JIK50.

5.6.3. PaznpaxatoLlee 1 pe3opbTrBHOE (Mpn HEOBXOAMMOCTN) OENCTBUE Ha KOXY U CIM3UCTYI0 060/104KY.
5.6.4. CeHcnbunumsupyiowee aencraue.

5.6.5. KymynsTuBHble CBONCTBA (4/19 NpenapaToB Ha OCHOBE MPOAYKTOB XN3HEAeATEeIbHOCTY
MWKPOOPraHn3MoB).

5.6.6. incbakTepmoTuyeckoe gencTene.

5.6.7. CocTaB KOHTAMUHAHTHON MUKPOMIOPHI (4158 BUPYCHBIX U MUKPOCNOPOANabHbIX NMpenapaToB) U
[AaHHble M0 MaTOreHHOCTW A5 TENIOKPOBHbIX.

5.6.8. OToaneHHble NOCNeAeNCTBMA (419 TOKCUHOCOAEPXALLUX NPenapaToB): MyTareHHOCTb (TecT dnmca),
TepaToOreHHOCTb.

5.7. YCTaHOBNEHWE TUIMEHNYECKNX PErIAMEHTOB UCMOJb30BaHMA 1 MPOU3BOACTBA MUKPOBMOIOrUYEeCcKmX
npenapaTos.

5.7.1. 3y4eHne oCcTaTOYHbIX KOMYECTB NeCcTUUnaa B AMHAMUKE B C/lyYae HeobxoamnMocCTu
rMrmeHn4eckoro HOpMMPOBaHKUS.

5.7.2. TurneHnyeckas oueHKa ycioBuin Tpyda npu NpuMEHEHUn npenapaTta € y4eTOM MakCUMalibHbIX HOPM
pacxofa 1 pasfInyHbIX TEXHOOMUA.

B 3aKpbITOM rpyHTE U3y4yeHne yCoBMIN Tpyaa NPOBOANTCSA HE3aBUCUMO OT OTKPbITOrO rPpyHTa.

5.7.3. ObocHoBaHMe HeEObX0AMMOCTM U pa3paboTka rMrmeHNnYecKkmMx HopMaTnUBOB, obecneymBatoLLmX
6e30nacHOCTb HaceneHns n paboTaLWwmx NPy NPON3BOACTBE U NMPUMEHEHUN NECTULMAOB (Npu
HeobxogmmocTw):

a) MakCMMabHO JOMNYCTUMbIA YPOBEHb B NMPOAYKTaX MUTaHUS;

6) NOK B BOAE UCTOYHUKOB CaHUTAPHO-ObITOBOro BOAOMOb30BaAHUS;

B) MOK B Bo3ayxe paboyen 30HbI (419 NpenapaTos, MPOU3BOAALLMXCSA Ha TeppuTopumn Poccun);

r) ObYB n MIOK (ans npenapaToB, MPON3BOASALLMXCA Ha TeppuTopumn Poccnn) B aTMOCHEPHOM BO3AYXE;
n) OBYB B Bo3ayxe paboyen 30HbI (a15 3apybexxHbIX NpenapaTos);

e) NOK gns noysbl (4158 CTOMKUX NPenapaToB, CNOCOOHbLIX K TpaHCA0KaLUMy B paCTEHNM U MUTPaLK B
ApYyrue cCucTemsl);

) O[1K B no4Be o151 0OCTasIbHbIX MpenapaTos.

5.8. ToKCMKoNoOrnyeckas oLeHka MukpoopraHunsma (baktepum, rpunbsbi).

5.8.1. MaToreHHOCTb (BUPYNEHTHOCTb, TOKCUYHOCTb, TOKCUFEHHOCTb, ANCCEMUHALMA) BakTepuin, rpnbos
M3y4aeTcsa Ha ABYX BMAax 1abopaTopHbLIX XUBOTHLIX NPY OAHOKPATHOM BHYTPUBPIOLLINMHHOM,
BHYTPUXXENYL04YHOM BBEAEHMM, MOCTYMIEHUN Yepe3 BEpXHME AbiXaTesbHble MYTH K Ha CAN3NCTbIE
obonoykn rnas.

5.8.2. [lenCTBME MUKPOOPraHW3MOB Ha MMMYHHYIO CUCTEMY (CeHCMbunmsupyollee, annepreHHoe,
UMMYHOTOKCMYECKOE, UMMYHOMOLYANPYIOLLEE) MPK NOCTYNIEHUN Yepes3 BepXHUe AbiXxaTeslbHble NyTU B
TeyeHue 04HOro mMecaua.

5.9. TokcmKonornyeckas oLeHka NpoayKkToB MMKPOOHOro cnuHTesa:

5.9.1. OcTpas nepopasibHass TOKCUYHOCTb (MbIWN, KpbiChkl) - JIA50, nopor ocTporo gencrems (oas
npenapaTos, MPOU3BOAALLMXCSA Ha TeppuTopmm Poccum).

5.9.2. OcTpast KOXXHasa TOKCMYHOCTb - J1O50.

5.9.3. OcTpas MHrandauMoHHas TOKCUYHOCTL - JIA50. Mopor ocTporo gencTema (414 npenapaTos,
Npon3BOAALLMXCA Ha TeppuTopun Poccun).

5.9.4. KnnHun4eckune nposiBfeHns 0CTPON MHTOKCUKALUN.
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5.9.5. Pazopaxkatouiee 4eNCTBME Ha KOXY U CN3NCTble 060104KN.

5.9.6. NMopocTpas nepopasibHas TOKCUYHOCTb (KYMYNATUBHbIE CBOWNCTBA), KOI(PMULMEHT KyMynauum (ans
npenapaTos, MPOU3BOAALLMXCSA Ha TeppuTopum Poccum).

5.9.7. MNogocTpas HaKoXXHas TOKCUYHOCTb.

5.9.8. CeHcmbunusnpyouiee oencTeme, MIMMyHOTOKCUYHOCTb.

5.9.9. XpoHuMyeckas TOKCUYHOCTb (MOPOroBbie U HEIMEKTUBHLIE 403bI).

5.9.10. OHKOreHHoCTb (NepBuYHbIe 0bobulatoLme MaTepmuabl - AaHHbIE 0 YAaCTOTE OMNyX0Jen y
NOAOMbITHBIX XXUBOTHbIX B aBCONOTHBIX 3HAYEHMAX U MO OTHOLIEHUIO K 3(PHEKTUBHOMY HUCAY, KOJIMYECTBO
OnyxoJien Ha 04HO XXUBOTHOE, KOJINYECTBO N YaCToTa MMCTONOMMYECKUX TUMOB OMYXO0en BCex
JIoKannsauuin, MeTacTasnpoBaHmne, BbKMBAEMOCTb XXUBOTHbLIX, KOIMPULNEHT OHKOFrEHHOr0 pUCKa, CPoK
o0bHapy>XeHns NepPBON OMyX0JN, AaHHbIE SKCMEPUMEHTAIBHOIO Y MCTOPUYECKOTO KOHTPOJIA
3KCMepMMEHTaIbHbIX XXUBOTHbIX U NHble AaHHbIE).

5.9.11. TepaTOreHHOCTb 1 3MOPUOTOKCUYHOCTb - C UCMOJSIb30BaHNEM METOANYECKMX NOAXO0A0B,
NO3BONSAOLLMX BbISBUTb aHOMaJIMK y NAOLO0B Y TOKCUYHOCTL 415 naoga.

5.9.12. PenpoayKTMBHasA TOKCUMYHOCTb MO METOAY ABYX MOKONEHWNA N FOHAAOTOKCUYHOCTb.

5.9.13. MyTareHHoOCTb.

5.9.14. MeTabonn3m B opraHnsmMe MAEKONUTaOWMNX, OCHOBHbIE MeTaboNnTbl, UX TOKCUYHOCTb,
TOKCMKOKMHETMKA 1 MpU HEOBX0AMMOCTN TOKCMKOAMHAMMKa.

5.9.15. lumuTUpyoLWNiA NoKasaTe b TOKCUYHOCTN.

5.9.16. ACA (Mr/kr/Bec Tena 4enoBeka).

5.9.17. JononHuTenbHas nHgopmaums.

6. dKonornyeckas xapakTepucTnka nectmymnia.

6.1. DKonornyeckas XxapakTepucTmka AenCTBYIOLWEro BeLeCcTBa.
6.1.1. XuMnyeckune BewecTsa.

6.1.1.1. lNoBefeHne B OKPYXXatoLEN cpese.

6.1.1.1.1. NoBeneHmne B NoYBe:

a) NYTU N CKOPOCTb Pa3JIOXKEHUS: MyTN Pa3foXeHNs, a3pobHoe pa3noxxeHne, JONOJHUTENbHbIE
NCCNenoBaHNA, CKOPOCTb Pa3JfIoXKEeHNS;

6) nabopaTopHble nccnenoBaHns: aapobHoe, aHaspobHoe pa3noXKeHue;

B) MOJIEBbIE NCCNEAO0BAHNS: ANHAMUKA NCYE3HOBEHNS, OCTaTOYHbIE KOJIMYECTBA, aKKyMYaLMS B NMOYBE;
r) agcopbumsa n necopbuns;

[1) NOABVXXHOCTb B No4Be: [abopaTopHble KOJIOHOYHbIE OMbIThI; 1ab0PaTOPHbIE KOSIOHOYHbIE OMbIThI C
"cocTapeHHbIMK" 0CTaTKaMW; TN3MMETPUYECKNE NCCeA0BAHNS UK NOJIEBbIE OMbITbI MO MUTPaLIAN.
6.1.1.1.2. lNoBeneHne B BOOE W BO3AYXE:

a) NyTU N CKOPOCTb Pa3fioXXeHUs B BoAe (FTMAPOINTUYECKOE Pa3oXKeHNEe, DOTOXUMNYECKOE Pa3/loKeHMe,
Bronornyeckoe pasnoxeHue);

6) NyTW 1 CKOPOCTb Pa3fIoXKEHUS B BO3OYXE.

6.1.1.1.3. MeToankmn onpeaeneHns oCTaTO4YHbIX KOJIMYECTB B MOYBE, BOAE U BO34YXeE.

6.1.1.1.4. JaHHbIe MOHUTOPWHra.

6.1.1.2. 3KOTOKCMKONOTUS.

6.1.1.2.1. MTrubl: OCTpas opasibHas TOKCUYHOCTb; TOKCUYHOCTb NPU CKapMJIMBaHUK; BANSHME Ha
pPenpoayKTUBHOCTb.

6.1.1.2.2. BogHble opraHum3mbl;

a) pbibbl: OCTpas TOKCUYHOCTb; XPOHMYECKAs TOKCUYHOCTb; BANSHME Ha PENPOAYKTUBHOCTbL M CKOPOCTb
pa3BUTUS; BUOAKKYMYNALNS;
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6) 300MNaHKTOH: 0CTPas TOKCUYHOCTb; BAUSHUE Ha PENPOAYKTUBHOCTb U CKOPOCTb Pa3BUTUS;

B) BOLOPOC/IN: BAUSHMNE Ha POCT.

6.1.1.2.3. MefoHOCHble nyesbl (Mosie3Hble HacekoMble):

a) 0CTpas U XpoHMYecKas KOHTaKTHas TOKCUYHOCTb (NpY MHAMBMAYANLHOM UK FPYNMNOBOM BO3LENCTBUN);
6) ocTpas n XpoHU4ecKasa opasbHas TOKCUYHOCTb (NP MHAUBMAYASbHOM WK FPYNMNOBOM BCKapMAUBAHUN).
6.1.1.2.4. [oxxaeBble 4YepBu (HeLeneBble MOYBEHHbIE MaKPOOPraHU3MbI):

a) 0CTpas TOKCMYHOCTb;
6) cybneTanbHble 3hdeKTLI;

B) NOYBEHHbLIE MUKPOOPraHN3MbI;

) BAMSAHWE Ha NPOLLEeCChl MUHEepann3aumm yriepoaa;
[) BAIMAHME Ha NpoLecchl TpaHcdopMaLumm as3oTa;

e) HeLleneBble opraHn3Mbl 0Pkl U hayHbI;

XX) BMAHWE Ha Bronornyeckme MeToabl OYNUCTKN BOS.

6.1.2. MMKpoopraHu3mbl U BUPYChI.
6.1.2.1. NoBeneHne B OKpyXXaloLlen cpeae.

6.1.2.1.1. PacnpeneneHune, CTONKOCTb, MOABMXXHOCTb U pa3MHOXEHME: MOYBa, BOAA, BO34YX.
6.1.2.1.2. [laHHbIE 0 BO3MOXXHOW Cyabbe B NMULLIEBLIX LIENAX.

6.1.2.2. OKOTOKCMKONOrns.

6.1.2.2.1. MTULbI: OCTpas opaJibHas TOKCUYHOCTb, MATOrEHHOCTb, MH(PEKTUBHOCTb.

6.1.2.2.2. BoaHble opraHmn3mbl: 0CTpast TOKCUYHOCTb, MATOreHHOCTb, NHPEKTUBHOCTb.
6.1.2.2.3. MeoHOCHble nyenbl (Mosie3Hble HACEKOMbIE):

a) 0CTpas KOHTAKTHas TOKCUYHOCTb, NAaTOreHHOCTb, UHPEKTUBHOCTb;

6) ocTpas opanbHas TOKCUYHOCTb, MATOFEHHOCTb, MHPEKTUBHOCT.

6.1.2.2.4. loxxeBble 4epBU (HeLleneBble NOYBEHHbIE MaKPOOPraHM3Mbl): 0CTPast TOKCUYHOCTD,
NaTOreHHOCTb, MHPEKTUBHOCTb.

6.1.2.2.5. [o4YBEHHblIEe MUKPOOPraHU3MbI.

6.1.2.2.6. JlononHUTeIbHbIE UCCNea0BaHUS.

6.2. DKONOrnyeckas xapakTepucTmka npenapaTMeBHON POPMbI.
6.2.1. XuMnyeckune selLecTsa.
6.2.1.1. NoBeneHve B OKpyXXaloLen cpeae.

6.2.1.1.1. NoBeaeHne B NOYBE: OLIEHKA YPOBHS KOHLEHTPaLNA AENCTBYIOLLEro BEWECTBa 1 ero Murpaummn B
no4se.

6.2.1.1.2. MNoneBble oMbITbl: AUHAMMKA NCHE3HOBEHMNSA AENCTBYIOLWEr0 BELLECTBa, ero 0CTaTo4Hble
KOJINYeCTBa, akKyMysUns B NoYBe.

6.2.1.1.3. NoneBble ONbIThI MO MUrPALK WK IN3UMETPUYECKNE UCCTIeL0BaHNS.

6.2.1.1.4. NoBeneHune B BOAE.

6.2.1.1.5. OueHKa ypoBHS KOHLEHTPaLUA AeACTBYIOLWEro BelwecTBa B FPYHTOBbLIX BOAAX, AOMNOJHUTENbHbIE
noJsieBble NCMbITaHNUA.

6.2.1.1.6. OLeHKa YpOBHS KOHUEHTpaLnA GENCTBYIOLLErro BELLECTBa B MOBEPXHOCTHLIX BOAAX,
LOMONIHUTESIbHbIE M0JIeBble NCMbITAHNS.

6.2.1.1.7. NoBefeHne B BO3OYyXe.

6.2.1.2. 3KOTOKCMKONOrns.

6.2.1.2.1. NTunubl.
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6.2.1.2.2. OcTpasa opanbHasg TOKCUYHOCTb.

6.2.1.2.3. OnbITbl B KJIETKaX 1 nose.

6.2.1.2.4. OnacHOCTb A4S11 NTUL NOBYLUEK, rpaHyn 1 0bpaboTaHHbIX CEMSAH.

6.2.1.2.5. 3phekTbl ONOCPeLOBaHHOr0 OTPaBAEHNS.

6.2.1.2.6. BogHble opraHunsmbl.

6.2.1.2.7. OcTpast TOKCUYHOCTb Ans pbib.

6.2.1.2.8. OcTpas TOKCMYHOCTb AJ19 300MJIaHKTOHa;

6.2.1.2.9. OueHkKa pucka nNpu HenpeaHaMepeHHoN 0bpaboTKe NOBEPXHOCTHLIX BOJOEMOB (CHOCE).
6.2.1.2.10. CneumnanbHble NCCnefoBaHnsa C ApyruMu BugamMm poib.

6.2.1.2.11. MeLOHOCHbIE NYesbl (MonesHble HaceKoMbIE).

6.2.1.2.12. OcTpas 1 XpoHMYecKas KOHTaKTHasA TOKCUYHOCTb (MpY MHANBMAYANLHOM UAW FPYNMNOBOM
BO34ENCTBUN).

6.2.1.2.13. OcTpas 1 XxpoHn4Yeckas opasibHas TOKCMYHOCTb (NP MHANBUAYAABLHOM UV FPYNNOBOM
CKapManBaHmm).

6.2.1.2.14. dyMuraHTHas TOKCMYHOCTb.

6.2.1.2.15. PenenneHTHas akTUBHOCTb.

6.2.1.2.16. MpoaoMKNTENLHOCTb OCTATOYHOr0 AENCTBUS.

6.2.1.2.17. TOKCUYHOCTb M OMACHOCTb B MOJIEBbLIX YCNOBUSX.

6.2.1.2.18. JoxaeBble 4epBu (MoYBeHHble HeLeneBble MaKpoopraHm3Mbl).

6.2.1.2.19. OcTpasa TOKCUYHOCTb.

6.2.1.2.20. CybneTanbHble 3(ptheKThl.

6.2.1.2.21. TOKCMYHOCTb B MONEBbLIX YCNOBUSX.

6.2.1.2.22. MNo4BEHHbIE MUKPOOPraHN3Mbl.

6.2.1.2.23. BnmaHue Ha npoLeccsl MMHepanusaumm yriepoaa.

6.2.1.2.24. BnnsHune Ha npouecchl TpaHchopmaLmmn a3oTa.

6.2.1.2.25. lononHUTeNbHbIE TeCThI.

6.2.2. MMKpoopraHu3mbl U BUPYChbI.
6.2.3. MNoBeaeHne B OKPYXatoLLen cpefe.
6.2.4. DKOTOKCUKOJIOT U4,

6.2.4.1. BogHble opraHu3mel.

6.2.4.2. MelOHOCHbIe NYesbl (NoJsiIe3Hble HACEeKOMbIe).

6.2.4.3. JoxaeBble YepBM (HeueneBble NMOYBEHHbIE MaKPOOPraHM3Mbl).
6.2.4.4. Tlo4BEHHbIE MUKPOOPTraHU3MbI.

6.2.4.5. [JononHUTENbHbIE NCCE0BAHNS.

MeyaTb (Npw HanV4MK)

daMunns, nMs, 0TYECTBO (MPU HANNYUN) PYKOBOLUTENSA OpraHu3aumum

MpunoxeHune Ne 2

K Mopaaky rocyaapCTBEHHOM
permcrpaumm necTuumMoos

N arpoxXMMmnKaToB

PekomeHayeMbili 0bpaseLl,

ana opnaondeckoro Jmda - HaMMeEHOBaHKE,
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OCHOBHOW roCydapCTBEHHbIN PErMcTpaLnoHHbIN HoMep (ganee - OIPH), agpec B npefenax opuanyeckoro
nvua, TenedoH, gakc (Npyv Hann4mMm), agpec 3NEKTPOHHON NOYThI (NPU HaANYKUK);

Ans u3snyeckoro nuua - pamuansg, nms,

0TYeCTBO (MpW HaMYMKN), OCHOBHOW rOCYAapCTBEHHbIN PEFNCTPALMOHHBIN HOMEP A9 NHAMBUAYAbHOIO
npegnpuHuMmaTtens (panee - OFPHUM), agpec perncTpauumn no MecTy XUTenbCTBa,

npebbiBaHns, TenedoH, hakc (Npyn Hannyum),
agpec 3N1eKTPOHHOM NOYTbI (NPU HaNYNNK)

CeefeHns 06 arpoxmMukaTe

(yKa3blBaeTCs Ha3BaHMe arpoxummnkaTa)
1. OcHoBHble CBEfEHNS:

1.1. HanmeHoOBaHMe arpoxumMmmKaTa.

1.2. 3rotoBuTenb (yKa3biBaeTCA 415 OPUAMYECKOro nLa - HaumeHoBaHue usrotosutens, OFPH, agpec B
npegenax puanyeckoro amua, TenedoH, gakc (Mpy Haanydum), agpec 3NeKTPOHHOW NOYThI (MpW HaANYnKm);
ANa QU3nYecKoro anua - haMuamns, nMsa, oT4ecTso (Npw Hanu4vmm), OFPHUM, agpec permctpaumm no Mecty
XUTeNbCTBaA, NpebbiBaHns, TenedoH, hakc (Mpu Hanuyumn), agpec 3NeKTPOHHON NOYThI (MPU HaIMYUNK).

1.3. XuMmnyeckas rpynna arpoxummnkaTa. ObnacTb NpUMeHEHNs, Ha3HaYeHNe arpoxmMmKaTa.

1.4. PekoMeHLyeMble pernaMmeHTbl MpUMEeHeHUs arpoxmMmKaTa:

a) HaMMeHOBaHWe KyNbTyp, Ha KOTOPbIX MJIAaHNUPYETCA NCMOJb30BaHUE;

6) CpOKM BHECEHUS arpOXnMNKaTa;

B) HOPMbI (003bl) M KPATHOCTb BHECEHNS;

) TEXHONOr NS NPUMEHEHUS 1 Mepbl 6e30MacHOCTM NPU NPUMEHEHUN.

1.5. MacnopT 6e3onacHOCTY (A1 arpOXMMMUKATOB OTEYECTBEHHOIO MPOM3BOACTBA) AWM ANCT 6e30MacHOCTK
(Bns arpoxmMmKaToB 3apybexHOro Npon3BoAcCTBa), MPOTOKO/bI UCMbITAHWUIA MPOAYKLMN.

1.6. Peructpaums B gpyrmx cTpaHax (HomMep permcTpaLoHHOro yaA0CTOBEPEHNS, faTa BblAa4uu U CPOK
LeNCTBNSA, Ha3HAYEeHNE 1 pernamMmeHTbl MPUMEHEHNS).

1.7. HopmaTumBHasa un (Mnun) TeXHUYECKasa OKYMEHTaLMA Aas arPOXUMNKATOB OTEYECTBEHHOMO
NpoM3BOACTBA (415 arpOXMMMKATOB Ha OCHOBE 0CAaAKOB CTOYHbIX BOA U OTXOA0B NPOM3BOACTBA
NpeacTaBAAETCA TEXHNYECKAs AOKYMEHTALNS Ha 0CaAKN CTOYHbIX BOA U OTXOAbI).

2. Obwme cBefeHus:

2.1. KayeCTBEHHbIN 1 KOJIMYECTBEHHbIN COCTaB arpoxmMMmnkaTa (OCHOBHbIE 1 BCMTOMOraTe/lbHble KOMMOHEHTbI
- 015 KOMBUHUPOBAHHbIX arpoOXMMMKaTOB) (4OMNYyCKAETCA NPUBEAEHNE NOKa3aTeNen KavyecTBa 13 Tabanupbl
TEXHUYECKMX YCJI0BUNA).

2.2. MNpenapaTuBHaa opma (BHELWHWI BUA).

2.3. Cofep>XaHne TOKCUYHBIX 1 OMaCHbIX BELLECTB:

a) TSHKeblIX MeTa/JI0B U MbllbSKa (Mr/Kr): CBUHEL, PTYTb, KaAMUA N MbILWbSK (19 MUHEPAJIbHbIX
ynobpeHnin, MeNNOPaHTOB, LLEOINTOB, OPraHnYecknx yaobpeHunin Ha ocHoBe Topdha, N3BECTHAKOBbLIX
MaTepmnasos, canponess, 0CagKkoB CTOYHbIX BOA, OTXOA40B NPOMbILLAEHHOr0 MPOM3BOACTBA W MPOYMX
00BbEKTOB);

6) opraHmyecknx coeanHeHnn (Mr/kr);

B) 6eH3/a/nupeHa (Mr/kr) (ons arpoXMMmMKaToB Ha OCHOBE OTXOA0B NMPOW3BOACTBA U Cbipbsi NPUPOLHOI0
NPONCXOXXAEHNS, HAXOAALWEr0Cs B 30HE BO3MOXXHOI0 BMAHNS BbIOPOCOB NPOMbILLAIEHHbLIX NPeanpUAaTUN,
KOTENbHbIX U APYyrux 06bekToB);
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r) paguoOHYKNNI0B eCTECTBEHHOr0 U TEXHOMEHHOM0 NPONCX0XAeHUs (bekkepenb Ha Kunorpamm (Bk/kr).
2.4. Hanu4yme naToreHHom MUKPogIopbl, B TOM YMCie CalbMOHeNN (MHAEKC) (415 opraHMYecKmnx
ypobpeHnin Ha 0CHoBe HaBO3a, MOMeTa, 0CaAKOB CTOYHbIX BOA).

2.5. Hanu4yme xmn3HecnocobHbIX MMYMHOK 1 AL, TeSIbMUHTOB (3K3EMMNNIAPOB Ha Kuiorpamm obpasel (oanee
- 3K3./Kr) (BNs opraHuyecknx yaoobpeHunii Ha OCHOBE HaB0O3a, NOMeTa, 0CaKOB CTOYHbLIX BOA).

2.6. Hanuyme uncT KULLIEYHbIX NAaTOreHHbIX NPOCTeNWnX (3k3emnaspos Ha 100 rpamm obpa3sua (nanee -
3k3./100 r) (ana opraHnyeckux yaobpeHuin Ha 0OCHoBe HaBO3a, MOMETa, 0CaAKOB CTOUHbLIX BOS).

2.7. Hann4yme NMYNHOK 1 KYKOIOK CUHAHTPOMHbIX MYyX (3K3./Kr) (415 opraHnyecknx yoobpeHunin Ha 0CHOBe
HaBO3a, NMoOMeTa, 0CafKOB CTOYHbIX BOA).

2.8. Cnocob obe3spexnBaHus (415 HaBo3a, NOMETa, 0CAIKOB CTOYHbIX BOA 1 ApYrux 06beKToB).

2.9. Copep>xaHne HUTPaATHOrro a3oTa U COOTHOLLEHMEe OCHOBHbIX 3/1IeMEHTOB NUTaHWSA: a30Ta, (ocdopa,
Kanus (ansa azoTcogepxawmx yaobpeHun).

2.10. Copep>xaHne HUTPaATHOrro a3oTa 1 COOTHOLWIEHME OCHOBHBIX 3/1IeEMEHTOB NUTaHWSA: a30Ta, docdopa,
Kanus.

3. CBefeHuns Mo oLeHKe 61oornyeckon shPeKTMBHOCTU arpoxmmMmKaTa:

3.1. Cchepa npuMeHeHUs (CeNbCKOX038CTBEHHOE NPON3BOACTBO, MYHOE NoACODHOE X035CTBO).

3.2. KysibTypbl.

3.3. PekoMeHAyeMble pernaMeHTbl MPUMeHeHNs (CPOKM BHECEHMSA arpOXUMMKaTa, HOpMbI (803bl), Cnocob u
0COBEHHOCTY NMPUMEHEHWNSA, KPAaTHOCTb BHECEHUS).

3.4. buonornyeckas 3pdeKTNBHOCTL: labopaTopHble N BereTaLnoHHbIe OMbITbl; MOJEBbIE OMbIThI.

3.5. Pe3ynbTaThl OLLEHKU Bronormyeckon sgpdekTnBHOCTN 1 6e30MacHOCTM B APYrux CTpaHax.

4, MI/IKpOﬁVIOJ'IOFVI‘-IeCKI/Ie arpoxXnMMmnKaThbl. CBe,D,eHVIFI 0 COCTaBe N CBOMCTBAX akTUBHOIO NHrpeagneHTa n
npenapaTuBHoON hopMsbl (bakTepuranbHble, FPUbHbIE Ha OCHOBE MPOAYKTOB XU3HEAEATENbHOCTY
MUKPOOPraHN3MOB):

4.1. CBoncTBa WTaMMa-NpoayLeHTa:

4.1.1. BupgoBoe Ha3BaHWe WTaMMa (1n30ndTa).

4.1.2. Homep, Ha3BaHue WTaMMa.

4.1.3. ICTOYHMK BbIAENEHUS WTaMMa.

4.1.4. KynbTypanbHO-Mopgonornieckne n buoxmmmyeckmne CBONCTBa, TECTbl U KPUTEPUN NAEHTUDUKAL MM
(yKa3aTb Takxxe opraHm3saumio, NpoBOAMBLLYIO MAEHTU(MKALNIO).

4.1.5. MaTOreHHOCTb U @aHTaroHM3M MO OTHOLLEHNIO K BpeAHOMY 06BbEKTY.

4.1.6. Cnocob, ycnoBus 1 COCTaB NMUTaATESbHbLIX Cpef A1 XpaHeHMS WTamma.

4.1.7. Cnocob, ycnosus n cocTaB NUTaTENbHbLIX CPEL AN Pa3MHOXEHUS MUKPOOPraHn3MoB. [119 BUPYCOB 1
MUKPOCMOPMANIA YKa3blBaeTCA XapaKTepUCTUKa CNeLnunyeckoro Cbipbs 419 BblpallunBaHnS.

4.1.8. Cnocob obHapyXeHns MUKPOOPraHM3Ma B MUKPOBHBLIX acCoLMaLMAX OKPYXKatoLLen cpeabl 1
bromaTtepuane.

4.1.9. MpoAayKT, CUHTE3MPYEMbIN LUTAMMOM (XUMUYECKWIA COCTaB, CTPYKTYpHas popMyna, CTabuibHOCTb,
MeTOoA onpefeneHns 0CTaTKOB).

4.2. XapaKTepuCTukKa npenapaTnBHON (hOpMbI:

4.2.1. CocTaB: cofep)xaHue OENCTBYIOLWLEro Havana (TUTP XMBbIX KIETOK WA NPOAyKTa MX
XKN3HEeLeATeNbHOCTU, TUTP BUPYCHbIX TeJel, BKAOYEHNIA), BCMOMOraTe/bHbIX BELWLECTB U UX Ha3HayeHue.
4.2.2. ArperaTHoe COCTOSIHME

4.2.3. CMa4mBaeMoCTb.

4.2.4. Cogep>xaHue BJsiaru.

4.2.5. Cogep>XaHue NoCTOPOHHEN MUKPOGQIOPHLI.
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4.2.6. MeTon onpeneneHns AeNCTBYHOLLErO Havaa.

4.2.7. YCNoBUS 1 CPOKN XpaHEeHus.

4.2.8. Cnocob npurotosneHns pabo4mx pacTBOPOB.

4.2.9. CoBMECTMMOCTb C APYrMMU arpoXnMmnkaTaMu 1 nectTmungamu,

5. Tokcnkonorunyeckas xapakTepuCcTuKa arpoxmmmkaTta (KpomMe nuTaTeNbHbIX FTPYHTOB, Topda, HaBo3a,
nomeTa):

5.1. Knacc onacHocTw.
5.2. XapakTep HeraTMBHOro BO3AENCTBNS Ha 340POBbE YesloBEKa.
5.3. NAK B Bo3gyxe paboyeit 30HbI.

6. TMrneHnYeckas xapakTepUcTKa arpoxmMmKaTa:

6.1. laHHble 0 NOBeAEHUUN arpoxmMMuKaTa B 06beKTax OKpyXatoLlen cpeabl (Mo4Be, BOAE, BO3AYXE),
BKJ1t04As CNOCOBHOCTb K 06pa30BaHMI0 ONacHbIX MeTabonnToB.

6.2. BAnsiHMe Ha KayeCTBO U NULLEBYIO LLIEHHOCTb NPOAYKTOB MUTaHWA, BKJOYAs COAEP)KaHNE OCHOBHbIX
3/1EMEHTOB MUTAHNA arpoOXMMUKATOB 1 UX NpuUMecei (TSKeble MeTanbl, PaANOHYKANAbI U 3IEMEHTI).
6.3. [laHHble 0 cofep>XaHUN HUTPATOB B CENbCKOXO3ANCTBEHHON NPOAYKLUUN NPY NPUMEHEHNN
a30TcodepXKalnx MUHepanbHbIX yaobpeHun.

6.4. PekomMmeHaauuy no 6e3onacHoOMy XpaHeHUo, MepPeBO3Ke 1 NpuMeHeHuto. MNpy BHeAPEHUN HOBbIX
TEXHOJIOrNA NPUMEHEHNS (BHECEHMSA) arpoOXMMIMKaTa, a TakXXe B CJlyvae NCMNOob30BaHUS arpoxnMmkaTa He
N3y4eHHOro paHee CoCTaBa MPOBOANTCS MMrMeHnyYecKkas oLeHKa yCnoBUMn UX Npon3BoOACTBa U NPUMEHEHMS
(rMrneHa TpyZda, rMrmeHa oKpyXxatoLLen cpenbl).

6.5. Mepbl NepBo MOMOLLM NPU OTPaBAEHWN,

6.6. MeToabl ONpeaeneHns TOKCUYHbIX MPUMECE B arpoxmMmnkaTe n 06beKTax OKpy KatoLwwen cpebl.

7. 9KOTOKCUKOI0rn4yeckas XapakKTeEPUCTUNKa arpoxmMnkaTa (,D,J'Iﬂ alrpoxXmMMnKaToB Ha OCHOBE OTX040B
NPOM3BOACTBA U Cbipbs MPUPOAHOI0 MPONCXOXAEHUS, HAXOAALLErOCSH B 30HE BO3MOXKHOIO BANSAHUS
BbIOPOCOB MPOMBbILLUNEHHbIX NPEANPUATUR):

7.1. JoxxaeBble 4epBU: 0CTPas TOKCUYHOCTb; cybneTanbHble 3DeEKTHI.

7.2. Tlo4BEHHbIE MUKPOOPraHU3Mbl: BJIMAHME Ha NPOLLECChl MUHEpasin3auun yrnepoaa: BJiMsaH1e Ha
npoLecchl TpaHcdopMaLmMm asoTa.

7.3. BO3MOXXHOCTb 3arps3HEeHNS OKpY>XaloLLen cpeab:

a) MOYBEHHbIN NOKPOB.

6) NOBEPXHOCTHLIE U FPYHTOBbLIE BOAbI

B) aTMOC(EpPHbIN BO3AYX.

r) nosiesHas diopa u ayHa.

MeyaTb (NpW HanM4mM)

)
)
)
)

(bamunus, uMs, 0THECTBO (NPW HANNYNUK) PYKOBOAUTENS
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