006 yTBepxaeHuu Mopaaka rocyaapCcTBeHHON perucTpauum
necTuuMaa WiM arpoxMmMuKaTa U OTKasa B rocyAapCTBEHHOMU
perucTpaumMm necTuuMaa Win arpoxuMmuKaTa

Mpukas - Ne 327 - o1 13.05.2025 - MMHUCTEPCTBO CENbCKOr0 X03ANCTBa - [lencTByeT 6e3 n3MeHeHu

MWUHNCTEPCTBO KCTULMN
Poccuinckon ®egepaumm
3APETNICTPPOBAHO
PernctpaunoHHbin Ne 82467
oT 30 maga 2025 .

MWHWNCTEPCTBO CEJIbCKOIO XO3ANCTBA POCCUNCKOW ®EAEPALIAN
MPUKA3

MockBa

13 mas 2025 r. Ne 327

06 yTBepXXaeHun MNopaaka rocy,uapCTBeHHon perncTtpaunmn nectmunia Nan arpoxXxmMmkaTa N 0TKa3a B
FOCY,D,apCTBEHHOVI perncTtpauynn nectnunia nan arpoxXxmMnKaTa

B COOTBETCTBMM C YaCTbi0 NATHaALATON CTaTbh 8 PegepanbHOro 3akoHa ot 19 uond 1997 r. Ne 109-03 "0
6e3onacHoM obpalleHumn C NnecTULMAAMMN U arpoxMMnuKaTaMmmn" 1 Ha OCHOBaHUN NyHKTa 1 MonoxxeHuns o
MuHNCTEepCTBE CENbCKOro Xo3ancTea Poccniickon degepaunn, yTBep)XAEHHOr0 MOCTaHOBEHNEM
MpasuTenbcTBa Poccninckon ®egepaumm ot 12 noHs 2008 r. Ne 450, npuka3sbiBato:

1. YTBepAnTb Npunaraemsin Mopsafok rocyaapCTBEHHOW perncTpaumm necTuumnaa uam arpoxmmmnkaTa u
0TKa3a B roCyapCTBEHHOW perncTpauumn nectuumnaa uan arpoxnuMmnkaTa.

2. Mpu3HaTb yTPaTUBLLUMMU CUNY:

npukas MuHcenbxo3a Poccum o1 31 nions 2020 r. Ne 442 "0O6 yTBepxaeHMM MNopsaaka rocyiapCcTBEHHON
perncTpaumm necTMLMaoB U arpoxmMukaToB" (3apernctpmpoBaH MuHicTom Poccum 29 okTabps 2020 r.,
pernctpaumoHHbin Ne 60650);

npuka3 MunHcenbxo3a Poccum oT 19 aHBaps 2022 r. Ne 17 "O BHECEHWM M3MEHEHMI B NPUKa3 MUHNCTEPCTBA
cenbckoro xo3anctea Poccuninckon ®egepauun ot 31 mnionsa 2020 r. Ne 442 "06 yTBepxaeHum MNopsagka
roCyapCTBEHHON PerucTpaunm NecTMLnLoB 1 arpoxXnMnkaToB" (3apernctpuposaH MuHioctom Poccum 22
thespansa 2022 r., pernctpaunoHHbin Ne 67425).

3. HacTosawwmin npukas BcTynaeT B cuny € 1 ceHTabpa 2025 r. n pencteyeT o 1 ceHTabpsa 2031 r.

MuHuctp O.H.JlyT

YTBEPXXEH
npuka3om MuHcenbxo3a Poccum
oT 13 maa 2025 . Ne 327

MOPAOOK
Focy,ﬂ,apCTBEHHOVI perncTtpaunn nectnunia Nan arpoxmMmkaTa N 0TKa3a B Focyﬂ,apCTBEHHOIZ perncTtpaynmn
nectmunia Uan arpoxXxmMmkKaTa

1. l'ocypapcTBeHHas perncTpaumna necTULnaLoB UM arpoXMMNKaTOB BKIKOYAET B cebal:

1 YacTb nepBas cTaTbu 8 PeaepasibHOro 3akoHa ot 19 mions 1997 r. Ne 109-03 "O 6e3onacHom obpalleHnn
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C necTuymaamm n arpoxmMmkaTammn",

a) opraHu3aumnio perncTpauUmoHHbIX NCMbITaHUA NeCTULNAOB NN arpOXUMNKATOB;

6) opraHm3auunio 1 NpoBeAeHNe IKCNEPTU3bI PErl1amMeHTOB NPUMEHEHNS NECTULMAOB N ar POXUMNKATOB;
B) OpraHun3aLmio n NpoBeeHne 3KCNepTn3bl pe3ynbTaToB PErncTPaLNOHHbIX UCMbITaHWA NeCTULMAOB U
arpoXUMMKaToB;

r) BHECEHME CBeAeHM 0 NecTULMAE UK arpoxmMmukaTe B PeeCcTp necTnungoB U arpoxmmukaTos (ganee -
PeecTp) 2.

2 YacTb BTOpas ctaTthn 11.1 ®enepanbHoro 3akoHa oT 19 nona 1997 r. Ne 109-®3 "O 6e3onacHoOM
obpalleHunn C necTuunMaaMm n arpoxuMmkaTamu".

2. OpraHu3aumns perncTpaLmnoHHbIX UCMbITAHUA NeCcTMUMAA AN arpoxXMmKaTa OCyLLeCTBASETCS
MuHcenbxo3om Poccunm 3.

3 YacTb TpuHaauaTasa ctaTen 10 PegepansHoro 3akoHa oT 19 uions 1997 r. Ne 109-®3 "O 6e3onacHoM
obpalleHnn c necTuunmaamMm n arpoxuMmkaTamum”.

3. FOpnanyeckoe nam pursnyeckoe AnLo, B TOM YUCIe MHANBUAYAbHLIN NpeanpuHuMaTens (ganee -
3a8BUTESb), OOJ/DKHO NOAATh 3a5BKY Ha NPOBEAEHNE PErMCTPALMOHHBLIX NCMbITaHUA NecTMumnga unm
arpoxmmMmmkaTta B MuHcenbxo3 Poccun nocpeacTBOM MOYTOBOM CBA3U UK C NCMOb30BaHUEM heaepasibHON
rocyapCTBEHHON MHGOPMALMOHHON cucTeMbl "EQNHBIN NOpTan roCyaapCTBEHHbIX U MyHULUMAANbHbIX
yenyr (pyHkuun) 4 " (ganee - EguHbIA nopTan).

4 TlonoxeHue o hefepanbHON rocyfapCTBEHHOW MHPOPMaLIMOHHON cncTeMe "ELMHBIA nopTan
roCyLapCTBEHHbIX U MyHULIMNAAbHbLIX YCAYT (PYHKUNUA)", yTBEpPXAEHHOE NOCTaHoBAeHeM MpaBuTeNnbLCTBa
Poccuinckon ®epepaumm ot 24 okTabpsa 2011 r. Ne 861.

4. 3asBKa Ha npoBefeHne PerncTpaLmoHHbIX UCAbITAHNA NeCcTULNAa U arpoxXnuMmnkaTa, Hanpasnsemas
nocpefCcTBOM MOYTOBOW CBA3W, NOAMNUCLIBAETCS 3a8BMUTENEM (DYKOBOLUTENEM 3a9BUTENS) UK €ro
YNOJIHOMOYEHHbIM NpeacTaBuTeneM.

5. K 3a51BKe Ha npoBeAeHne perncTpaunoHHbIX UCMbITaHNIA NecTULMAa NpUaratTCs CBeAeHNs 0
necTuumnae, peKoMeHayeMbln obpasel, KOTopbiX NpuBeaeH B NpuaoxeHun Ne 1 K HacTosiwemy Mopaaky. K
3a51BKe Ha NpoBeAeHNe PerncTpaLUnoHHbIX UCMbITAaHUA arpoxMMUKaTa NnpuiaratoTcs ceeeHms ob
arpoxMMmKaTe, pekoMmeHayeMmbln obpasel, KOTopbIX NpuBeAeH B npuaoxeHun Ne 2 K HacToswwemy Mopsaky.
6. 3asBKa Ha NpoBefleHne perncTpaLMoHHbIX UCMbITaHUA NecTUUnaa v arpoxmuMmkaTa perncTpupyeTcs B
LleHb ee NocTynaeHns B MuHcenbxos Poccum.

7. B uenax npoeBegeHnsa perucTpaunoHHbIX NCMbITaHWIA NecTuumaa nan arpoxnMmmnkata MnHcenbxos Poccumm
B CPOK He no3aHee 23 paboynx gHen co AHS perncTpaumm 3as8BKN Ha NpoBeAeHNe PerncTpaLnoHHbIX
NCMbITaHU NeCTULMAA UK arpoXUMUKaTa AO/KEH BKIOYNTL NECTULNA AW ar pOXUMUKAT
COOTBETCTBEHHO B MJlaH perncTpaunoHHbIX NCMNbITaHWI necTnunaooB N arpOXMMmMKaToB (,uanee - ﬂJ‘IaH) nB
CPOK He no3gHee 7 paboymx gHen co aHs BKAoYeHUs B MnaH MuHcenbxo3 Poccun goskeH yBegomMmnTs 06
3TOM 3asBUTENS NOCPEACTBOM HaMNpaBAeHNs yBEAOMNEHNA B IMYHbIA KabNHET 3aaBuTens Ha EqnHom
nopTase, nau NocpeacTBOM NOYTOBOW CBA3W, UM MO aApecy 3/eKTPOHHON NOYThI, yKa3aHHON B 3adBKe Ha
npoBefeHne PerncTpaLoHHbIX UCMbITaHUA NeCcTULNAA UK arpoxXnMmnKkaTa.

8. MunHcenbxo3 Poccun 0omkeH HanpaBuTb M1aH NoCpeaCcTBOM MOYTOBOW CBSA3M B TeyeHne 5 paboumnx aHen
CO OHSA BKJIIOYEHUA NecTuunga nam arpoxmMmkaTta B MNnaH opnanvyecknm muam, noaroTasanBaoLwmnum
pe3ynbTaTbl perncTpaynoHHbIX NCNbITaHNI necTnunnoB N arpOXMMmMKaToB 1 AONYyLWEeHHbIM K MPpOBEAEHNIO
PerncTpaumoHHbIX UCMbITaHUA NECTUUNAO0B U ar pOXMMUKATOB B MOPSALKE, YCTAHOBJIEHHOM hefepasibHbIM
OpraHoM UCMOJSIHUTENBLHON BIACTU, OCYLLECTBAAIOWUM PYHKLUN MO BbipabOTKe rocyaapCTBEHHOW
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NOJMTUKN N HOPMATMBHO-NPaBOBOMY PEryanpoBaHuio B 06nactu 6e3onacHoro obpalleHns ¢ necTuunaaMm
N arpoxmmmkKaTamu, no CoraacoBaHuUio C hefepasibHbIM OPraHoM UCMOSHUTENbHOW BNaCcTH,
OCYLLECTBALWNM DYHKLMM NO BbipaboTKe rocy1apCTBEHHON NOJUTUKM U HOPMATUBHO-NPaBOBOMY
perynMpoBaHunio B chepe oxpaHbl OKpPYXatoLen cpeabl, 1 heaepasibHbIM OpraHoM UCMONHUTESIbHON
BJIACTK, OCYLLECTBASALWUM (elepalibHbli FOCYyAapCTBEHHbI CAaHUTAPHO-3NNAEMNOSIONNYECKNIA KOHTPOb
(Hap3op) (panee - OpraHusaummn), 5 ona ceegeHus.

5 A63aL, BTOpOW YacTu BTOpon cTaTbh 10 ®enepasbHOro 3akoHa oT 19 miona 1997 r. Ne 109-03 "O
6e3onacHoM obpalleHun ¢ NecTULUnAaMm n arpoxmMmmkaTamm”.

9. Pa3paboTKa NpoOeKTOB MPOrpaMM perncTpaLMoHHbIX UCAbITAHUA NeCTULMA0B U arpoXMMKaToB (fanee -
MporpaMMbl NCAbITaHWU) ocyecTBaseTcs OpraHn3aunaMm Ha OCHOBaHWUM NOCTYMNUBLUEro OT 3adBUTeNs
3a9BJIeHUS, MoCe BKJIIOYEHUS NecTuumnaa Win arpoxuMmkata B lMnax.

10. YTBepxaeHme MporpamMm ncnbiTaHW ocyecTBaseTcs MmHcenbxo3o0M Poccum B COOTBETCTBUN C
NnopsaKOM pa3paboTKu 1 yTBEPXXAEHMSA MPOrpaMM perncTpaLMoHHbIX UCMbITaHUA NeCTULMA0B UK
arpoXMMMKaTOB, YTBEP)KAEHHbLIM NpUKa3oM MuHcenbxosa Poccun oT 3 Hos6ps 2021 r. Ne 737 6 .

6 3apeructpuposaH MuHtocTom Poccnm 30 Hosbpsa 2021 r., perncTpauunoHHbin Ne 66090. B cooTBETCTBMUM C
NMYHKTOM 2 Npuka3a MuHcenbxo3a Poccum oT 3 Hoabps 2021 r. Ne 737 CpoK AeNCTBMS AaHHOIO akTa
orpaHuyeH 1 mapta 2028 .

11. PeructpaumoHHble NCMbITaHUSA NecTMumMaa Win arpoxmMmkaTta LOo/DKHbI MpoBoanTb OpraHu3sauunmn nocsie
yTBEpXAeHns MmuHcenbxo3om Poccum Mporpamm mcnbiTaHuim.

MepedveHb OpraHusauni pasMeLlaeTcs Ha ouumansHoOM canTe MuHcenbxo3a Poccun B MUHDOPMaLNOHHO-
TesIeKOMMYHMKaUMOHHON ceTn "UHTepHeT".

12. PerncrpaumnoHHble NCMbITaHUS NECTULMAOB 1 arPOXUMNKATOB BK/tOYAOT B cebsa 7 :

7 YacTb naTas ctaTbk 10 PegepanbHOro 3akoHa ot 19 mions 1997 r. Ne 109-03 "O 6e3onacHoM obpalleHnn
C necTuumaaMn n arpoxmMmmnkaTamm”,

onpegneneHne spdeKTUBHOCTU NPUMEHEHNS NECTULMAOB N arPOXMMNKATOB M pa3paboTKy pernaMeHToB ux
NPUMEHEHUS, OCYLLLECTBASEMbIE OPUANYECKUMM IMLL@MK, NPOBOAALLNMN PEFNCTPALMOHHbIE NCMbITaHNS,
OLIEHKY OMacHOCTWN HeraTMBHOIO BO3AENCTBMA NeCTULUAO0B M arpOXMMMKATOB Ha 340P0OBbE Nt0AeN 1
pa3paboTKy rurueHnYecknx HOpMaTMBOB, CAHUTAPHO-3MNAEMMNONOrNYECKNX TpeboBaHWUI, OCYLLIECTBASEMbIE
Hay4YHO-NCCNeA0BATENLCKUMU YHPEXAEHNAMU N OPraHM3aLnsaMm, NoaBeaoMCTBEHHbIMY (hefepasibHOMY
OpraHy WCMOMHUTENbHOW BAACTU, OCYLLECTBASAIOWEMY (hefepalibHbIN FOCYAapCTBEHHbIA CAaHUTaPHO-
3I'II/IJJ,eMVIO}'IOFI/I‘-IeCKVII7I KOHTPOJ1b (Ha,u,:aop), N aKKpeanToBaHHbIMW B NopAaake, yCTaHOBJIEHHOM
3aKoHoZaTenbLCTBOM Poccuinckon ®epepaumm 06 akkpeauTaumm B HaLMOHaIbHON CMCTEME aKKpeanTaLmu,
B KaYeCTBE OPraHoB MHCMEKLMMN UK B KaYeCTBe NCMblTaTeNbHbIX NabopaTopuii (LEHTPOB), MPOBOAALLNX
nccnenoBaHua (MCNbiITaHUS) U n3MepeHns B 061aCTM OLEHKM ONaCHOCTW HEraTUBHOMO BO3A4ENCTBUA
NecTULUAO0B N arpOXMMNKATOB Ha 340POBbE JIAEN C OLEHKON YKa3aHHOIr0 BO3AENCTBMS;

3KOJ1I0rnN4eCKyto OLleHKY perjlaMeHTOoB npuMMmeHeHna nectunumnaoB N arpoOXMMnMKaToB, OCyLLLECTBIAEMYIO
IOPUANYECKMMIN NNLAMN, MPOBOAALLMMMN PEFNCTPALMOHHBIE UCMbITAHMA.

13. 10 OKOHYaHUWN PErnCcTPaLMOHHBLIX UCALITaHUA NecTMumnga unn arpoxummkata OpraHusaunm LOJIKHbI
HanpaBWTb 3asABUTESII0 MOCPEACTBOM MOYTOBOW CBA3M OTYEThI MO pe3ybTaTaM YKa3aHHbIX UCMbITaHWIA No
dopMam, yTBEPXXAEHHbLIM NpuKa3oM MuHcenbxo3a Poccum oT 2 Hosi6pst 2021 r. Ne 736 "06 yTBEpXXAEHUN
(hopM 0TYETOB MO pe3y/bTaTaM PermcTPaLMOHHbIX NCMbITaHUA NeCTULNA0B U arpoxmMnkaTos" 8 .

8 3aperuncTtpuposaH MuHiocTom Poccum 30 Hos6ps 2021 r., pernctpaunoHHbii Ne 66074, B cooTBeTCTBUN C
NyHKTOM 3 npukasa MuHcenbxo3a Poccum oT 2 HOs6pa 2021 r. Ne 736 CpOK AeNCTBUA AAaHHOMO aKTa
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orpaHuyeH 1 ceHTsbps 2028 .

OpraHn3aumm, onyLeHHble K MPOBEAEHUIO PErNCTPALIMOHHbBIX UCMLITAHWUIA U OTBETCTBEHHbIE 33
MOAr0TOBKY 3KCMEPTHbIX 3aK/I0YEHUIA, HA OCHOBAHMM OTYETOB MO Pe3y/ibTaTaM PerucTPaLMOHHbIX
NCMbITAHWIA NECTULMNIOB 1 arPOXVMIUKATOB, AO/DKHbI MOAFOTOBUTbL /151 3aBUTENS IKCNEPTHbIE
3aKJII0YEHUS, coaepxKallye ceeaeHns 06 ahMeKTUBHOCTY NPUMEHEHNS NECTULMAA UK arPOXMMIKaTa C
YKa3aHWeM perjamMeHTa ero NpMMeHeHns 1 peKkoMeHJaunein K rocy1apCTBEHHON perncTpauuy necTuumaa
WM arpoXnMnKaTa COOTBETCTBEHHO ([lanee - 3KCNepTHOe 3aK/toveHne), TMbo MOTUBUPOBAHHBIA 0TKAa3 B
Takow pekomMeHZaumm 9 .

9 YacTb 12 cTaTbu 10 PepepanbHoro 3akoHa ot 19 mionsa 1997 r. Ne 109-03 "O 6e3onacHoM obpalieHnn ¢
necTtuumpgaMmn n arpoxmMmkaTamm”,

OpraHusaumn Oo/HKHbI HaNpaBUTb 3aBUTENIO NOCPEACTBOM MOYTOBOWN CBSA3M IKCMEPTHOE 3aKJIl0YEHNE B
TeyeHue BYyX MecsiueB CO AHSA rnonyyvyeHmna OpraHu3aumamm oTYETOB Mo pesysibTaTaM pPerucTpaLnoHHbIX
NCNbITaHUI NecTULMaa Uan arpoxmMmmukaTa.

14. 9kcnepTu3a pe3ynbTaToB PErMCTPALMOHHBLIX NCMbITaHUIA NECTULUNAO0B U ar pOXMMUKATOB BKJIIOYAET B
cebs 3KcnepTU3y pernaMeHToB NECTULMAOB U arpoxuMmnkaTos 10 1 NpoBoANTCA B COOTBETCTBUN C
NopsiAKOM MPOBEAEHNS SKCMEPTU3bI PE3Y/IbTaTOB PErnCTPaLMOHHbLIX NCMbITAHMI NECTULMA0B 1
arpoXuMMKaTOB, YTBEPXAEHHbLIM NpuKaszoM MuHcenbxo3a Poccum oT 29 asrycta 2022 r. Ne 565.

10 YacTb TpeTba cTaTbn 10 PefepancHOro 3akoHa ot 19 uiong 1997 r. Ne 109-®3 "0 6e3onacHom
obpalleHnn c necTULMaaMmn 1 arpoxmmmkaTammn”,

15. MNMocne npoBefeHNs yKasaHHbIX B NyHKTe 14 HacTosAwero MNMopsaka aKkcnepTus 3asasuTenb JIMYHO (Yepes
YNO/HOMOYEHHOr0 NpeAcTaBuTeNsa), NoCpeaCcTBOM MNOYTOBOW CBA3U, AN MO aApecy 3NEeKTPOHHOW MOYThI,
nan C ncnonb3oBaHneM EanHoro nopTana Brnpase nogaTb B MuHcenbLxo3 Poccun 3adBKy Ha
roCyfapCTBEHHYIO perncTpaumio necTuumaa uim arpoxmummkaTa.

16. Mpun nofaye 3a8BKM Ha roCyAapCTBEHHYIO perncTpauuio necTuumnaa uim arpoxmummkaTa Heobxoanmo
ynnaTuTb rocyapCTBEHHYIO MOLWIVMHY, pa3Mepbl Y MOPSALOK B3UMAHUSA KOTOPOW YCTaHOBEHbI MOAMNYHKTOM
102 nyHkTa 1 cTtaTby 333.33 Hanorosoro Koaekca Poccunckon depepauuu.

HeynnaTa rocyaapCTBEHHONM NOLWIMHBI 38 FOCYAAaPCTBEHHYIO PErncTpaLmio NnecTuumaa namn arpoxmMmKaTa
SBSETCSH OCHOBAHMEM A9 0TKa3a B rOCYLapCTBEHHON perncTpauumn necTuumaa nam arpoxmMmmkara 11 .

11 YacTb nsATaa ctaTbn 8 PenepancHOro 3akoHa ot 19 uons 1997 r. Ne 109-®3 "O 6e3onacHoM obpalleHmm
C necTuumaaMu n arpoxuMmmnkatTamm”,

17. 3asBKa Ha rocy4apCTBEHHYIO PErncTpaunto NecTuUnaa uiv arpoxrMinkaTa pacCMaTpBAETCS B
TeyeHune ofHOro paboyero AHS CO AHS ee NOCTyrieHns B MuHcenbxo3 Poccuu.

18. B cniyyae oTCyTCTBUSA OCHOBAHWIA AN 0TKA3a B roCyAapCTBEHHON perucTpauuy necTuumaa um
arpoxmMuKaTa 12 , ynosiHoMo4YeHHoe L0 MUHCenbxo3a Poccun 4oJIXKHO BHECTW CBEIEHNS O NecTuLnie
nnm o6 arpoxvmukaTte B PeecTp B TeyeHne 0fHOro paboyero AHs CO AHS NOAAYM 3asBKW Ha
roCyIapCTBEHHYIO permcTpaumio.

12 YacTb BocbMasi cTaTbk 8 ®enepanbHOro 3akoHa oT 19 nong 1997 r. Ne 109-03 "O 6e3onacHOM
obpalleHnn C necTuunMaamMm n arpoxuMmkaTamum”.

19. YBejomMNieHMe 0 BHECEHUW CBEAEHUI 0 MECTULIMAE U arpoXMMiKaTe B PeecTp uam o6 oTkase B
roCyapCTBEHHOW PerncTpaumm necTuLMoa Uam arpoxnMmKaTa ¢ yKasaHueM npuynHbl oTkasa
HanpaBAseTCcsa 3as9BUTENI0 JIMYHO, WU MOCPECTBOM MOYTOBOMN CBA3W, UM MO aApecy SNeKTPOHHOW NMoYThI,
WM B NINYHbLIN KabuHeT 3asBMTeNs Ha EAMHOM nopTasie He no3gHee o4HOro paboyero AHA CO AHA BHECEHUS
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cBeneHuii B PeecTp mbo 0TKasa B roCyapCTBEHHON perncTpaunn necTuuuaa uin arpoxuMmkaTa.

MpunoxeHue Ne 1
K MNMopsaky rocyfapCTBEHHOW perncTpaumm NecTULNAO0B AN arPpOXMMUKATOB 1 0TKa3a B roCyAapCTBEHHOM
perncrpaumm nectTuumia nan arpoxmmmKaTa

PekomeHayemebin 0bpasel

ana opnonyeckoro anda - nojHoe HamMmeHoBaHue,

OCHOBHOW roCcyfapCTBEHHbIV PerncTpaunoHHbIn Homep (ganee - OFPH), agpec B npefenax HaxoXaeHUs
lopUAaNYeCcKoro anua, Homep TenedoHa, Gakc (Mpy Haan4duKm), agpec 3NEKTPOHHOW NOYThI (MpY HaANYnKM),

ANa GU3NYeCKoro nnua - GaMuauns, NMs, 0TYECTBO (MPY HaNNYMK), afpec perncTpaumm no Mecty
XNTenbCcTBa (NpebbiBaHMA), HOMep TenedoHa, hakc (Npu Hann4yKMm), aapec 3NeKTPOHHON NOYThI (Npn
Hann4ymnn)

ANa GU3MYeCKoro nnua, 3aperncTpupoBaHHONO B Ka4eCTBE UHAMBUAYANLHOMO NpeanpuHuMaTens, -
thamunusa, nms, 0TY4ECTBO (MPY HaNYMK), OCHOBHOWN roCyAapCTBEHHbIN PErMCTPALNOHHLIN HOMEP AJs
WUHAMBUAYANLHOrO NpeanpuHnuMmaTens (ganee - OFPHWM), agpec perncrpaunn No MecTy XUTenbCTBa,
HoMep TenedoHa, hakc (Mpy HaaMyuK), agpec SNEKTPOHHOM NOYThI (MPY HaINYUK)

CeefieHnsa 0 necTuunge

(HaMMeHoBaHMe necTnuMaa)
|. OCHOBHble cBeaeHus

1. HanmeHoBaHWe npenaparTa.

2. N3roToBuTeENb:

A5 I0PUANYECKOro inua - NoJiHoe HauMeHoBaHue nuirotosuTens, OFPH, agpec B npegenax HaxoXX4eHus
lopUANYECKOro anLa, Homep TenedoHa, Gakc (Mpy HaanyYuKn), agpec 3NEKTPOHHOM NOYThI (MpY HaANYnK);
AN8 QU3MYeCcKoro anua - GaMmans, nMs, 0THeCTBO (MpY HaANYMKn), agpec perncTpaumm no Mecty
XUTenbCcTBa (NpebbiBaHMs), HOMep TenedoHa, hakc (Npu Hann4ynMn), aapec 3NeKTPOHHON NoYThbl (Npu
Hann4yunn);

AN8 U3MYeCKOoro nnua, 3aperncTpupoBaHHOMO B Ka4eCTBE UHAMBMUAYANLHOMO NpeanpuHuMaTens, -
hamunus, nMs, 0TY4ECTBO (MPY HaNYMK), OCHOBHOWN roCyAapCTBEHHbIN PErMCTPaALMOHHLIA HOMEp AJs
WHAMBUAYANLHOMO NpeanpuHumaTend (ganee - OFPHWUM), agpec perncrpauny No MecTy XUTenbCTBa,
HoMep TenedoHa, hakc (Mpu HaaMyUKn), agpec SNEKTPOHHOM NOYTLI (MPY HAINYUK).

3. Ha3HaueHue npenaparTa.

4. [lencTBytoLLee BeLLECTBO (CorlacHO HOMeHKnaType MexxayHapo4HOW opraHM3aumumn no ctaHaapTu3aumm
(MCO) nnm xumMmn4yeckoe HasBaHMe No Knaccmdukaumm MexgyHapo4HOr0 Coo3a TEOPETUYECKON 1
npuknagHon xumun (UKOMAK), Homep naeHTudmrKaTopa XMMUYECKOro COeanHEHNs, AN perncTpaLMoHHbIN
HOMep, NPUCBOEHHLIN XnMnyeckon pedepaTtmeHon cnyxbon (CAS) (Chemical Abstract Service Registry
Number) (ganee - I1SO, IUPAC, Ne CAS cOOTBETCTBEHHO) B COOTBETCTBUM C pa3aenom 15 rnasbl Il E4MHBbIX
CAaHUTAPHO-3MNNAEMUONOrNYECKUX N TUTNEHNYECKUX TpeboBaHMI K NpoayKuun (ToBapaMm), nogsexxallei
CaHUTAPHO-3MNNAEMUNONOrMYECKOMY Haa30py (KOHTPOI), YTBEPXKAEHHbIX PelleHnem Kommccmm
TamoxxeHHoro cotosa ot 28 mas 2010 r. Ne 299 "O npMMeHeHUn CaHUTapHbIX Mep B TaMOXXeHHOM coto3e" 1.
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1 dBnsetcs obasaTenbHbIM ans Poccuinckon denepaLum B COOTBETCTBUM C MYHKTOM 2 CTaTbk 99 1
NyHKTOM 2 cTaTbk 101 [oroBopa 0 EBpa3mMinCcKoOM 3KOHOMUYECKOM Coto3e oT 29 mas 2014 r.,
paTnUUNpoBaHHbIN PegepanbHbiM 3aKOHOM OT 3 oKTA0psA 2014 r. Ne 279-03 1 BCTYNMBLIUM B cuy 1
AaHBapsa 2015 .

5. Xumunyecknii knacc OencTBYIOLWErO BELLeCTBa.

6. KOHLEeHTpauma enCTBYIOLLLEr0 BEWECTBa (B I/ uam r/Kr).

7. NpenapaTnBHasa opmMa.

8. MacnopT 6e3onacHoCTK (419 NeCTULUNAOB 0TE4ECTBEHHOIO MPON3BOACTBA), ANCT BesonacHocTy (gns
necTuumaoB 3apybe>xHOro Nnpom3BoacTBa).

9. HopmaTuBHas 1 (uan) TexHNYeckas OOKYMeHTaumMsa oas npenapaTos, NPOM3BOANMBIX Ha TEPPUTOPUN
Poccuinckon degepaunm.

10. Pa3pelueHne n3roToBUTENS NpenapaTa NPeACcTaBAATbL €ro A4 peructpauun (B ciayyvae, ecim
3a5BUTENIEM He ABNISETCSA CaM U3r0TOBUTEND).

11. Pa3pelleHne 3a8BUTENI0 NPEACTaBAATb M3roTOBMTENS (419 MUKPOBMONOrnyecknx npenapaTos).
12. Peructpaums B apyrmx ctpaHax (HomMep permcTpauMoHHOro yaoCTOBEpPEHNS, AaTa BblAayn, chepa u
pernaMeHTbl MPUMEHEHNS).

Il. CBeneHns no oueHke bruosornyeckon acekTMBHOCTY, Be30nacHOCTK NpenapaTa

13. CnekTp gencreuns.

14. Cchepa npuMeHeHns (KybTypbl, BpeaHble 06beKThl (C TATUHCKUMK Ha3BaHUSMUK) U Ha3HaYeHue.
15. PekoMeHayeMble perfiaMeHTbl MPUMEHEHMNA: CPOK NpoBeaeHnsa 06paboTok, dhasa pa3BuTUSA
3alMLLaeMon KybTypbl, (ha3a pa3BuTnA (CTaans) Bpe4HOro opraHnsMa, KpaTHOCTb 06paboTok, MHTEepBan
Mexay obpaboTkamu.

16. PekoMmeHayeMasa HopMa pacxoda 1 cnocob npuMeHeHus.

17. PekoMeHayeMbIi CPOK 0XKMIaHMa (B OHSAX 0o cbopa ypoxxas).

18. Bua (MexaHu3M) 4eNcTBUS Ha BpedHble OpraHn3mMbl (CUCTEMHbINA, KOHTAKTHbIN).

19. Mepuroa 3aWMTHOrO OENCTBUS.

20. CenekTMBHOCTD.

21. CKopoCTb BO3LENCTBUS.

22. COBMeCTMMOCTb C ApYyruMu npenapaTamu.

23. buonorunyeckas appekTnBHOCTbL (NabopaTopHbLIE N BEFrETALMOHHbLIE OMbIThl, MOJIEBLIE OMbITHI).

24, OUTOTOKCUYHOCTb, TOJIEPAHTHOCTb 3alMLAEMbIX KYNbTYP.

25. BO3MOXXHOCTb BO3HWKHOBEHWS PE3NCTEHTHOCTH.

26. Bo3MOXXHOCTb BapbupoOBaHMA KynbTyp B ceBoobopoTe.

27. Pe3ynbTaThl OLLEeHKU Bronornyeckon achpeKTUBHOCTM 1 6e30NaCcHOCTM B APYrux CTpaHax (cTpaHa,
3aWmuLaemMas KynbTypa, BpeaHbIN OpraHnsm).

28. Pe3ynbTaTbl ONpeaesieHns 0CTaTOYHbIX KOJIMYECTB B APYrMx cTpaHax (B guHamuke).

29. BivsHue npenapaTta Ha NoJie3Hy 3HTOMOoMdayHy 3allMLaemMoro arpoueHosa.

. PN3NKO-XMMMYeCcKmne CBONCTBA

30. dU3MKO-XMUYECKNE CBOMNCTBA AENCTBYHOLLErO BELLECTBA:

30.1. Jenctaytowee BewecTso (no I1SO, IUPAC, Ne CAS).

30.2. CTpyKTypHasa opmya (onTuyeckne n3omepbl).

30.3. OMnupuryeckas opmyna.

30.4. MonekynisapHasa mMacca.

30.5. ArperaTHoe COCTosHMe.

30.6. LiBeT, 3anax.

30.7. DasneHune napos npu Temnepatype 20 rpagycos Lenbcusa n 40 rpagycos Llenbcus.
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30.8. PacTBOpPMMOCTb B BOfE.

30.9. PacTBOPUMOCTb B OpPraHM4yeCcKux pacTBOPUTENSX.

30.10. KoathhmumeHT pacnpefesieHns n-oKkTaHo1/Boa.

30.11. TemnepaTypa niaBfeHUS.

30.12. TemnepaTypa KAUNEHUS 1 3aMep3aHuns.

30.13. TemnepaTypa BCMbILKMK 1 BOCMJIAMEHEHMS.

30.14. CTabunbHOCTb B BOAHLIX PAacTBOpax (MoKa3aTeslb KUCAOTHOCTY WX BOLOPOAHLIA NoKa3aTenb pH 5,
7, 9) npn TemnepaTtype 20 rpagycos Lenbcus.

30.15. NMnoTHOCTbL (B CyyYae ra3oobpa3HOro COCTOAHUS BeWeCcTBa NIOTHOCTb YKa3aTb nNpu TemnepaType 0
rpagycos Uenbcua n 760 MunnumeTpoB pTyTHOro ctonba (fanee - MM pT. CT.).

31. ®U3NKO-XUMUYECKNE CBOMNCTBA TEXHNYECKOrO NPOayKTa:

31.1. YucToTa TEXHMYECKOr0 NPOAYKTA, KAYECTBEHHbIN 1 KOJIMYECTBEHHbLIA COCTaB NpUMecen.
31.2. ArperaTHoe COCTOsHMe.

31.3. LiBeT, 3anax.

31.4. TemnepaTypa naaBneHUs.

31.5. TemnepaTypa BCALIWKK 1 BOCMAaMEHEHNS.

31.6. MNOTHOCTH (B C/lydae ra3006pa3HOro COCTOAHMSA BeLleCcTBa NJIOTHOCTb YKasaTb Npu TemnepaTtype 0
rpagycos Uenbcns n 760 mm pT. CT.).

31.7. Tepmo- 1 hoTOCTAabUNLHOCTD.

31.8. AHaIMTUYECKUI METOA OJ19 ONpedeneHns YACTOThl TEXHUYECKOro MPOAYKTa, a TakxXe
aHaIMTUYECKMIN MeTof, NO3BONSAOLWNIA onpeaenTb COCTaB NPoAYKTa, U30Mepbl, NPUMECK 1N UHbIE
coCTasnfoLue.

32. ®U3NKO-XMUYECKNE CBONCTBA NpenapaTuBHOnN opMbI:

32.1. ArperaTHoe COCTOsIHUMe.

32.2. UBeT, 3anax.

32.3. CTabnnbHOCTb BOAHOW IMYNLCUN AN CYCMEH3NN.

32.4. Moka3aTeNb KNCAOTHOCTM UM BOAOPOLHbIA MOKa3aTeab pH.

32.5. ConepxxaHue Bnaru (%).

32.6. BA3KoCTb.

32.7. QncnepcHOCTb.

32.8. MNOTHOCTb.

32.9. Pa3mep YacTul.

32.10. CMa4ynBaemocCTb.

32.11. TemnepaTypa KpucTanamsauum, MOpo30CTONKOCTb.

32.12. JleTy4ecCTb.

32.13. [laHHbIe N0 CNEXNBAEMOCTMU.

32.14. Kopp0O31OHHbIE CBOMCTBA.

32.15. KayeCTBEHHbIN U KONNYECTBEHHbBIA COCTaB NpuMecei.

32.16. CTabmnbHOCTb NpY XpaHEHUN.

IV. CocTaB npenaparTa

33. Xumnyeckune npenaparhbl:

33.1. XuMnyeckoe Ha3BaHMe A5 Ka)KA0oW COCTaBHOM YacTu cornacHo ISO, IUPAC, Ne CAS.

33.2. ®yHKUMOHAIbHOE 3Ha4YeHNe COCTaBHbIX YacTEN B NpenapaTUBHON hOpMe 1 X COAEPKaHNMe.

34. Mukpobuonoruyeckne npenapaTbl. CBeAeHNS 0 COCTaBe M CBONCTBAX aKTUBHOIO UHIPeANEHTa U
npenapaTuBHON hopMbl (bakTepranbHbIX, FPUOHbLIX, BUPYCHbIX, MMKPOCMOPOWAAbHbIX MpenapaTax Ha
OCHOBE MPOLYKTOB XU3HEe[EeATEeNbHOCTH:

34.1. CeoicTBa WTaMMa-NnpoayLeHTa:
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34.1.1. BuooBoe Ha3BaHMe MUKPOOPraHn3Ma (NaTUHCKOE Ha3BaHue).

34.1.2. Homep nan Ha3BaHue WTaMma (n3ondarta).

34.1.3. ACTOYHWK BblA€EHNS WTaMMa.

34.1.4. KynbTypanbHO-MOPGON0ornieckne n bnoxmmMmmnyeckmne CBONCTBa, TECTbI U KpUTEPUM
NOEeHTUDUKALUN, B TOM YMUCSIe OpraHn3aLnio, NpoBeLlyo naeHTuguKaumio.

34.1.5. MaTOreHHoCTb WM aHTaroHM3M Mo OTHOLLEHWIO K BPeAHOMY 00beKTy.

34.1.6. OTAnYME OT yKe NMEIOLLMXCS WTaMMOB AaHHOIro BUAa (B TOM Yncie 3a pybexxom).

34.1.7. OTHowWweHMe K haram, NU3NPYIOLLNM KNEeTKU APYrnX LUTaMMOB TOIr0 XKe BMAa MUKPOOPraHM3MOB.
34.1.8. Cnocob, ycnoBmsa n COCTaB Cpeq AN XPaHeHUs LWTaMma.

34.1.9. Cnocob, ycnoBus 1 cocTaB cpef Aas Pa3MHOXKEHNA MUKPOOPraHW3MOB. 111 BUPYCOB 1
MUKPOCMOPMANIA YKa3blBaeTCA XapakKTepuCTuKa cneununyeckoro Cbipbs 419 BblpallnBaHNS.

34.1.10. Cnocob obHapyXeHns MUKPOOpraHmM3mMa B MUKPOBHbIX accoLmMaLnsax oOKpyKatLen cpelbl
buomaTepuane.

34.1.11. MpoayKT, CUHTE3NPYEMbIA LUTAaMMOM (XMMWUYECKWUIA COCTaB, CTPYKTYPHas opmyna, CTabunbHOCTb,
MeTo[ onpenesieHnsa 0CTaTKOB).

34.1.12. MexaHn3M OeNCTBMA Ha LleneBon 06beKT.

34.2. XapakTepucTrka npenapaTuBHON (hOPMbI:

34.2.1. CocTaB npenapaTa: CoAgepxaHne AeNCTBYIOLEro Havyasaa (TUTP XXUBbIX KNETOK UK NPOAYKTa NX
XKN3HEeLeATeNbHOCTU, TUTP BUPYCHbIX TeJiel, BKAOYEHNIA), BCMOMOraTe/bHbIX BELWLECTB U UX Ha3HayeHue.
34.2.2. ArperaTHoe COCTOsiHMe.

34.2.3. CMa4nBaemocCTb.

34.2.4. CopepxaHue Bnaru.

34.2.5. Copep>xaHune NOCTOPOHHEN MUKPOMDIOPSI.

34.2.6. MeTop onpefeneHuns LeNCTBYIOLLEro Havana.

34.2.7. YCNOBUS 1 CPOKU XPaHEHUS.

34.2.8. Cnocob npurotoBneHuns paboymx pacTBOPOB.

34.2.9. CoBMeCTMMOCTb C APYrMMu NecTULMaaMn n arpoxXmMmnkaTamu.

V. TOKCMKONOro-rurneHnyecKas xapakTepmucTmka

35. TOKCMKOJIOrn4eckas XxapakTepucTnkKa AenCcTBYIOWEro BelecTBa (TeXHUYECKUA NPoaYKT):

35.1. OcTpas nepopalibHas TOKCMYHOCTb. JleTasnbHaa gosa J1 50 B Munanrpammax BelLlecTsa Ha
Knaorpamm Macchl Tena (ganee - Mr/kr m.T.).

35.2. OcTpas KoXKHas TOKCUYHOCTb. JIO 50 (Mr/Kr m.T.).

35.3. OcTpas nHransauMoHHas TOKCUYHOCTb (B YCNOBMAX OUHAMUYECKOr0 BO3AeNCTBMA). JleTanbHas
KoHUeHTpauma (JIK 50 mr/m 3 ).

35.4. KnnHN4Yeckne nNposBaeHns OCTPO MHTOKCUKALMK NpU BCEX MYTAX NOCTYNJIeHUs (NepopasibHbIn,
AepMasibHbIN, MHFANALNOHHbIR).

35.5. Pazgpaxatolliee AeNCTBUE Ha KOXY M CAN3UCTbIe 060/104KM.

35.6. 3amMenieHHOe HEMPOTOKCMYECKOe AeNCTBIE Ha Kypax (06s3aTesibHO ANns dhocdopopraHnyeckmx
necTUUMAoB, AN Apyrux - npy HeobxoanmMocTw).

35.7. NopgocTpas nepopasibHas TOKCMYHOCTb (MI/KE MM KO3IDDULMEHT KyMyAsUun).

35.8. MogocTpas HaKOXHas TOKCUYHOCTb (Npu HeobxoanMMoCTK) (Mr/Kr M.T.).

35.9. MopocTpas MHranaumoHHas TOKCUYHOCTb (Npy HeobxoaumocTm) (Mr/m 3 ).

35.10. CeHcmbununsnpytoulee 0encTBme, UMMYHOTOKCUYHOCTb.

35.11. XpoHu4eckasa TOKCMYHOCTb (HeAEeNCTBYIOLWNIA YPOBEHb BO3AENCTBUSA) (MI/KF M.T.).

35.12. OHKOreHHOCTb.

35.13. TepaTOreHHOCTb ¥ 3MOPUOTOKCMYHOCTb (HEAENCTBYIOLNE YPOBHW BO3AENCTBUSA AN MaTEPU 1
nnopga, B Mr/Kr Mm.T.).
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35.14. PenpoayKkTuBHasa PyHKUMSA MO MeTOAY ABYX MOKONEHUN (HEQENCTBYOWME YPOBHN BO3AENCTBUSA O
poauTenen (MaTepen, OTLOB) U NOTOMCTBA B MI/KI M.T.).

35.15. MyTareHHoCTb.

35.16. MeTabonm3m B OpraHM3Me MIEKOMUTAIOLLNX, OCHOBHbIE MeTaboNNTbI, UX TOKCUYHOCTb,
TOKCMKOKMHETUKA 1 Npu He0BX0AMMOCTH TOKCUKOLMHAMUNKA.

JaHHbIe NO IKCKPeLMmn Y NaKTUPYIOLLNX XNBOTHbIX (MyTb BbiIBEAEHWSA, HAKOMIEHUS BO BHYTPEHHUX OpraHax
1 MbILILAX, BO3MOXHOCTb BbIAENATHCSA C MOJIOKOM, OCHOBHblE MeTabonnTbl) (419 NpenapaTos,
NCMNOJIb3yeMbIX Ha KOPMOBLIX Ky/IbTypax U B XXMBOTHOBOACTBE).

35.17. CTonkocTb 1 MeTabonn3m B 06beKTax OKPY>KatoLLen CPpefbl, B TOM YUC/E B CEJIbCKOX035NCTBEHHbIX
pacTteHmax (T50 n T 90 ).

35.18. JIuMNTUpYIOLLNIA NOKa3aTeslb BPEAHOro 4enCTBUS.

35.19. NonycTmas cyTo4Has fo3a (fanee - ACH).

35.20. T'nurneHmyeckne HopMaTuBLI B MPOAYKTaxX MUTaHNS N 06 bEKTAX OKPYXKAIOLLEN CPpebl UK Hay4yHoe
obocHOBaHMe HeLenecoobpasHOCTM HOPMUPOBAHNA (MpeacTaBNeHNe MaTepuanos No 060CHOBAHNIO):
MaKCUMaJIbHO JOMYyCTUMbIN YPOBEHb (fanee - MAOY) n (unn) BpeMeHHbIN MaKCUMasibHO OMYCTUMbIN
ypoBeHb (fanee - BMAY) B NULEBbLIX NPOAYKTaX U CEIbCKOX03ANCTBEHHOM ChIpbE;

npenenbHO AonycTUMasn KoHUeHTpauumsa (panee - NMAK) B Boge (npu paspaboTke rurmeHn4eckoro
HOpMaTMBa 419 BOAbl BOLOEMOB MOTYT NPUHUMATbCA AaHHbIE MO OLLEeHKe BAWAHUSA npenapaTa Ha
XUMUWYECKMI COCTaB M NPOoLECChl CaMOOHULLEHNS BOAHON CPefbl, NOJyYEHHbIE B HAY4YHO-
NCCNenoBaTeNIbCKOM YYpEeXAEHN, NPU YCI0OBMM UX MPOBEAEHUS C NCMOJb30BaHNEM €ANHbIX MEeTOANYECKMX
noaxonoB);

NOK B aTMochepHOM BO3AyXe (4N NpenapaTos, NPOM3BOAUMbIX Ha TeppuTopumn Poccun);
OpVEHTNPOBOYHO Be3onacHbI ypoBeHb Bo3AenCTBMA (Oanee - ObYB) B aTMocdepHom Bo3ayxe (npu
HeobxoammocTn);

MNOK B Bo3ayxe paboyen 30HbI (A15 NpenapaToB, NPOM3BOAMMbBIX U (haCyOLUXCA Ha TeppuTopun Poccun, un
ANS UMNOPTMPYEMbIX NpenapaTos, 061afatoWmMX BbIPaXXEHHOW MHIaNALNOHHON OMacHOCTbIO);

OBYB B Bo3ayxe paboyen 30HbI (A5 OCTaNbHbIX MpenapaTos);

NAK pns noysbl (815 CTOMKUX NpenapaTos, 061aAatoLmMX BelpaXXeHHON CMOCOBHOCTLIO K MUrpaLmm B
conpegnenbHble cpepbl);

OPVEHTMPOBOYHO AONYCTUMasa KOHUeHTpauns (ganee - OK) B noyse Ans oCTanbHbIX NpenapaTos.

Mpw pa3paboTKe rMrneHnYeckoro HopMaTMBa A4J18 NOYBbI MOTYT MPMHMMATbLCA AAaHHbIE MO N3YYEHUIO
noBefeHnsa B MNoYBe, NOJy4YEHHbIE B HAYHYHO-NCCEA0BaTE/IbCKOM yYpeXLEeHMMN, NPOBOAALLEM
3KOI0rMYECKYIO OLLEHKY MeCTULUAOB, MPU YCAOBUM UX MPOBELAEHNS C UCMO/b30BaHUEM eaNHbIX
MeTOAMNYECKMX NOAXO0B.

35.21. MeToamyeckne yKkasaHusa Nno onpeneneHnto 0CTaToqHbIX KONMYEeCTB NecTuumaos (npu
HeobxoaMMoCTV MeTaboIMTOB) B MULLEBLIX MPOAYKTaX, 06beKTaxX OKPYXatoLLen cpebl:

MeTOAMYECKME YKa3aHUs NO ONpeaeeHNo 0CTaTOYHbIX KOJIMYECTB NeCTULMAOB (Npy HEOBX0AUMOCTM
MeTabonnTOB) B CENbCKOXO3ANCTBEHHOM MPOAYKLMM (MpoayKTax ee nepepaboTku) n Apyrux pacTUTeNbHbIX
obbekTax;

MeTOAMYECKME YKa3aHUs N0 ONPeAeNeHNo 0CTaTOYHbIX KOJIMYECTB NecTULmnaoB (npyn HeobxoanumMocTm
MeTaboanTOB) B NOYBE;

MEeTOAMYECKME YKa3aHUS NO ONPeaeNeHNo 0CTaTOYHbIX KOJIMYECTB NeCTULMNAOB (Npyn He06X0AUMOCTM
MeTabonnToB) B BOAE;

MeTOANYECKNE YKa3aHUs N0 U3MEPEHUIO KOHLIEHTPaLIWIA NecTuunaoB (npyu Heobxoaumoct meTabonnToB) B
BO34yXe;

35.22. OueHKa onacHOCTM necTmumaa.

36. TOKCMKOIOrnyeckas xapakTepucTrka npenapaTneHon popmel:

36.1. OcTpas nepopasibHas TOKCMYHOCTb (Kpbickl) - 14,50, JIA 50 KpbICbl (MF/KF M.T.).
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36.2. OcTpas KoXHas TOKCUYHOCTb. J1[ 50 (Mr/kr m.T.).

36.3. OCTpas MHranaumMoHHas TOKCUYHOCTb. JIK 50 Kpbicbl (Mr/m 3 ).

36.4. KnMHNYeckmne NposBaeHNs OCTPO MHTOKCUKALMW NpU BCEX MYTAX NOCTYNJIeHUs (NepopasibHbIn,
AepMasibHbIN, MHFANALNOHHbIR).

36.5. Pazgpaxatolliee AeNCTBUE Ha KOXY M CAN3UCTbIE 060/104KN.

36.6. MNogocTpas nepopasbHas TOKCMYHOCTb (KYMYISATMBHbBIE CBOWCTBA, KOIMDULNEHT KyMyasUUn) Oas
npenapaTos, MPOU3BOAALLMXCSA Ha TeppuTopmm Poccum.

36.7. CeHcnbunnsnpyiollee OencTeue.

36.8. TOKCMKOIOrnyeckas XxapakTepucTka KOMMNOHEHTOB NpenapaTusHom GopMbl (HaNOAHUTENN,
3MYJIbraTopbl, CTabunnsaTopsl, pacCTBOPUTENN).

B cny4yae Ha/mymsa B COCTaBe NeCTMLMAA BELLECTB, CMOCOOHbLIX 3HAYNTENBHO YCUINTb TOKCUYECKOE
AENCTBUE MO CPAaBHEHWIO C AENCTBYIOLWMM BELLECTBOM, AaHHbIE MO TOKCUKONOrMYeCKoW OLEHKE
npenapaTuBHON HOPMbI MeCTMLMAa MOryT ObITb pacLUMpPEHbl NCXOASA N3 CBOWCTB AENCTBYIOLLErO BELLECTBa
1N KOMMOHEHTOB NMpenapaTMBHON POPMbI, a Tak)XXe MeTabonusma.

37. T'urneHn4yeckas oLeHKa Npon3BoACTBa U NPUMEHEHMA NeCcTULNLO0B:

37.1. TurneHmnyeckas oueHKa peanbHOM 0MacHOCTY (pUCKa) BO3AENCTBMA NECTULNLAOB Ha HaceneHne
(oueHKa oMacHOCTM ANS HAaCeNeHNs NULLEBLIX MPOAYKTOB, MOAYYEHHbIX NPU NPUMEHEHUN NeCTULNAA;
Han4me 0CTaTOYHbIX KOIMYECTB AENCTBYIOLLEr0 BEWECTBa NecTULMAa B Uccnenyembix 06bekTax
N3y4yaeTcs Npy MakCMMaibHO PEKOMEHAYEMbIX HOPMaxX pacxoda u KpaTHOCTU 06bpaboTok npenapaToMm 3a 2
Ce30Ha B Pa3/INyHbIX MOYBEHHO-KANMATUYECKMX 30HaX).

37.2. OCTaTO4HbIE KOMMYECTBa AeNCTBYIOLNX BELLECTB NpenapaTos, UCNOJIb3yeMblX A5 NPeanoCeBHON
0bpaboTku ceMsH, [0 NoCeBa, cpa3y Nocsie nocesa, A0 LBeTeHus (N1040BO-AroAHON KYbTYpbl), NO
BEreTMPYIOLWMM pacTeHnaM (ecam nocnenHas obpaboTka nposoanTcs bonee 4eMm 3a WeCTbAeCcAT
KaneHOapHbIX AHEN 0o aHA ybopku), onpeaensaTcs TOAbKO B 3/1eMEHTaxX ypoxKas KyabTypbl.

37.3. HeobxoaMMOoCTb M3y4eHUS AMHAMUKN Pa3/ioXKeHUs OENCTBYIOWMX BELWECTB NECTULINAO0B,
PEKOMEHAYEMbIX K MPUMEHEHWIO Ha KOPMOBBIX KYbTypax UM KyNbTypax, 3e/ieHas Macca KOTOPbIX MOXXeT
ObITb NCMOJSIb30BaHa HEMOCPEACTBEHHO Ha KOPM CKOTY, OBOLLHbIX U 3€JIeHHbIX KYJIbTYpaX OTKPbITOr0 1
3aKpbITOro rpyHTa (C6op KOTOPbIX MPOM3BOANTCS HEOAHOKPATHO 3a CE30H) B 3aBUCMMOCTHK OT CpOKa
nocnegHen obpaboTku, C LLeNb0 YCTAaHOBEHNS CPOKOB OXXUAAHNS.

37.4. Heobx0AMMOCTb U3yYeHMS OCTAaTOYHbIX KOJIMYECTB AENCTBYIOLINX BELLECTB NECTULMNIO0B He
TpebyeTca ons NPMMEHSEMbIX Ha MaTOYHUKAX, CEMEHHWKAX, B MMTOMHUKAX, Ha IEKAPCTBEHHbIX,
3(PUPOMACANYHBIX KY/bTypax, Cbipbe KOTOPbIX MAET Ha NOJly4eHne NHANBUAYAJIbHbLIX BELWEeCTB, Ha
JIEKApPCTBEHHbIX U 3MPOMaC/INYHbIX KYJIbTypaXx, KoTopble ybupatoTcs yepes rog nocjie obpaboTtkuy,
LEKOPaTUBHbIX KYbTypax.

37.5. Heob6x0AMMOCTb U3y4YeHUS OCTATOYHbIX KOJIMYECTB AENCTBYIOLLMX BELLECTB NPenapaTos,
NPYMEHSAEMbIX Ha 3eMISX HECENbCKOXO3ANCTBEHHOMO MOb30BaHNS (B 1IECHOM X03AMCTBE, NOJIoCax
OTYYXKLAEHMNA XKeNe3HbIX U LWOCCENHbIX AOPOr U NHbLIX Y4acTKax), B ypoXKae AMKopacTyLen NnpoayKunm B
TOM yucne rpubsbl, aroabl, € Lenbio 060CHOBaHMA CPOKOB 6e30MacHOro BbixoAa HaCceeHnsa Ha
obpaboTaHHbIe naowagn.

37.6. iccnepnoBaHms o onpegeneHunio opraHonenTUuYecknx CBOMCTB U NULLEBON LLEHHOCTH
CENbCKOXO03ANCTBEHHON NPOAYKLMN PAaCcTUTEIbHOr0 MPOUCX0XKAEHWS, BbIpaLLEHHOW NPY MPUMEHEHMN
necTULMAO0B, OCYLLECTBAAIOTCSA MO OAHOMY U3 NpeAcTaBUTenen rpynn npoaykumm (N1oLosble, ArogHble,
H6ax4yeBble, OBOLLM), MMEIOLLEMY HanbOJbLLYO NECTULMAHYIO Harpy3Ky (HoOpMa pacxofa, KpaTHOCTb
06paboTKK) 1 HenocpeaCcTBEHHO ynoTpebasemomMy B nuLly. B npoaykTax nepepaboTku (pactTutensHoe
MacJi0, COKWN) yKa3aHHble NCCIef0BaHUS MPOBOAATCSA NPU HAJIMYMM OCTATOUHbIX KOJIMYECTB OAeNCTBYOLMNX
BELLEeCTB NecTUUMAoB B nepepabaTbiBaeMOM Cbipbe (CeMeHa, NA0Abl, Arofbl).

37.7. OueHKa onacHocTuM (pucka) nectuymaa npy NOCTYNJAEHUN C BOLOW.

M3y4yeHune ypoBHeW 3arpsa3HeHNs BOAbl MOBEPXHOCTHbIX U NOA3EMHbIX BOAOUCTOYHMKOB B HAaTYPHbIX
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YCJIOBUSIX, B TOM YMCAE B YCIOBMAX JINYHBbIX MOACOOHBIX X039ACTB (fanee - JINX) npn MakCMabHbIX
HOpMax pacxoda W KpaTHOCTU 06paboToK (B COOTBETCTBUM C AENCTBYIOLLMMN METOANYECKUMN
LOKYMeHTaMu), unn o6ocHoBaHmMe HelenecoobpasHOCTM NPoBeAEHNS 3TUX NCCeL0BaHNNA.

37.8. OueHKa 0NMacHOCTU s HaceneHns 3arps3HeHns aTMOCepPHOro BO3ayXa OCYLLECTBASETCS, Kak
npaBsuo, 0QHOBPEMEHHO C MPOBEAEHNEM NCCNEA0BAHUI MO FMIMEHNYECKON OLIEHKe, YCI0BUA Tpyda npu
NPYMEHEeHUN NeCTULUAO0B C Y4eTOM MaKCMManbHbIX HOPM pacxoAa. Mpn 3TOM yCTaHaB/IMBAOTCA BENYMNHbI
CHOCa JeNCTBYIOLINX BELLeCTB NpenapaToB 3a Npeaesbl CAaHNTapPHO-3aLLNTHbIX 30H.

37.9. OueHKa peaJibHOWM ONacHOCTK (pUCKa) KOMMIEKCHOro BO3AENCTBUS MECTULMAOB Ha HaceleHne NyTem
pacyeTa CyMMapHOro nocTynieHns NecTULNA0B C NPOAYKTaMu, BO34yXOM 1 BOAON.

0na nectuumaos 1, 2 KN1acCoB OMacHOCTM MOrYT NPOBOANTLCS MOHUTOPMHIOBbIE UCCAIEA0BAHNA NX
cofepXaHnsa B 06beKTax OKpY>KatoLlen cpesbl.

38. F'MrueHnyeckas oueHKa yCIoBMI Tpyda paboTatowmx npn NpuMeHeHN NpenapaTos:

38.1. iccnenoBaHms NPoOBOAATCA UCXOASA U3 TEXHOOT MU NPUMEHEHNS NPU MaKCMMallbHbIX HOPMax pacxoga
npenapaToB W BKJIOYAIOT OLEHKY PUCKa AA5 onepaTopos, 060CHOBaHME CpokoB 6e30MacHOro BbixoAa Ha
obpaboTaHHbIe NecTULMaamMun nNaowann gnas NnpoBeaeHUs PyyHbIX 1 MEXaHU3UPOBaHHbIX paboT:

NPV LUTAHrOBOM OMPbLICKMBAHUW MONEBLIX KYNbTYP;

npv BEHTUASTOPHOM OMNPbICKUBAHUN Caf0OBbLIX KybTYp;

npv 06paboTke KynbTyp aBUALIMOHHBLIM CrIOCOBOM;

npv 06paboTke KynbTyp B YCNOBUAX 3aLLNLLEHHOIO FPYHTa;

npu obpaboTke KynbTyp B ycnoBusx JMX;

npv NpeanoceBHon 0bpaboTke ceMsH Ha 3aBOJax MO NPOTPABAMBAHMIO U B MYHKTax NPOTPaBANBaHUS;

npwv BbiceBe ceMsaH, 06paboTaHHbIX necTuumnaaMm (No NokasaHmsaM NCX0A4A U3 Knacca OnacHOCTH
npenapaTta, CTOMKOCTU B N0OYBE, Chepbl MPUMEHEHNS);

npu yMurauunm;

npv NpUMEHeHNN NeCcTUUNL0B C UCMOJIb30BaHNEM APYTrMX TEXHOJIOM NN,

38.2. B Heobx0AUMBbIX C/yYasix NpuBoANTCA 060CHOBaHMeE Helenecoobpa3HOCTM NPOBEAEHNS YKa3aHHbIX
nccnenoBaHum,

39. T'mrueHnyeckas oueHkKa Npov3BoACTBa (B TOM Yucne hacoBky) NeCcTULMAOB Ha TeppuTopumn Poccninckom
defepalm OCHOBLIBAETCA Ha aHasIM3e TEXHNYECKON LOKYMEHTALUN (TEXHUYECKME YCIIOBMSA, TEXHUYECKNE
pernaMeHThl):

39.1. NMpoBeaeHne nabopaTopHbIX UCCNEAOBAHWIA MO OLLeHKEe NPOU3BOACTBEHHON Cpelbl C aTTecTaumen
paboynx MecT Ha BCEX TEXHOJIOMMYECKNX OnepaLusix.

39.2. NpeHTndmKauns 3arpsasHnTeNen, oLleHKa pucka KOMMIEKCHOro BO3AENCTBMSA Ha paboTatoLmx.

39.3. TurneHnyeckas oueHka obopyaoBaHUA, MaTEPMANoB, aCINPaLMOHHbLIX CUCTEM.

39.4. PacyeT BasoBbIX BbIOPOCOB M NPU3EMHbIX KOHLEHTPaLUA.

39.5. OueHKa NPOMbILLIIEHHbIX CTOYHbIX BOA; Cnocobbl 06e3BpexmBaHms 1 yTUAM3aLUN OTXOA0B
npov3BOACTBA, Tapbl.

40. TokcnKoormyeckas oueHKa npenapaTyMBHON GopMbl MUKPOBMOOrM4eckoro npenapaTa:

40.1. OcTpas nepopajbHas TOKCUYHOCTb (MblwK, Kpbichl) - J11, 50 .

40.2. OcTpas NHranauMoHHas TOKCUYHOCTbL - JIK 50 .

40.3. PazgpaxatoLiee n pe3opbTneHoe (Npn He0bXo0ANMOCTN) LENCTBUE Ha KOXY U CAN3UCTYI0 060/104KY.
40.4. CeHcnbunmsupyiolee gencTsue.

40.5. KymynsaTuBHble CBONCTBA (414 NpenapaToB Ha OCHOBE NMPOAYKTOB XU3HEAEATENbHOCTH
MUKPOOPraHN3MOB).

40.6. OncbakTepnoTnyeckoe OenNCTBUE.

40.7. CocTaB KOHTaMUHAHTHOW MUKPOQIOPbI (415 BUPYCHBLIX 1 MUKPOCNOPOAMabHbIX NpenapaTos) 1
[aHHble N0 MAaTOreHHOCTU 415 TENIOKPOBHbIX.

40.8. OThaneHHble NocnegencTBma (4158 TOKCMHCOAEp KalLMX NpenapaToB): MyTareHHOCTb (TecT dnmca),
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TepaTOreHHOCTb.

41. YCTaHOBJIEHNE FMTMEHNYECKNX PErNaMeHTOB MCMOJb30BaHNS U NPOM3BOACTBA MUKPOBMONOrnyeckmx
npenapaTos:

41.1. I3yyeHne oCcTaTOYHbIX KONMYECTB NecTULMaa B ANHAMMKe B C/lyvae He0BX0AUMOCTU MU MeHNYECKOr 0
HOPMUPOBAHUS.

41.2. TurneHun4yeckas oLeHKa yC/I0BUN Tpyda Nnpu NPpMMEHEHMN NpenapaTa UCX0As N3 MaKCMMaslbHbIX HOPM
pacxofa 1 pasfInyHbIX TEXHOOMUIA.

B 3aKpbITOM rpyHTE U3y4YeHne yC0BMIN Tpyaa NPOBOANTCSA HE3aBUCMMO OT OTKPbLITOrO rpyHTa.

41.3. ObocHoBaHMe HeobxoAMMOCTHK 1 pa3paboTKa rMrMeHn4Yecknx HoOpMaTMBOB, obecrneynBatoLLNX
6e3onacHOCTb HaceneHnsa 1 paboTaloLmx Npu NPoON3BOACTBE U NPUMEHEHUN NeCcTULMAO0B (npu
HeobxoaMMoCTH):

MAY B nuLLeBbIX NPOAYKTaX;

MNOK B BoOAE NCTOYHUKOB KYJIbTYPHO-ObITOBOro BOAOCHabXEHUS;

NOK B Bo3ayxe paboyen 30HbI (414 NpenapaTos, NPOM3BOAALLNXCSA Ha TeppuTopun Poccun);

OBYB 1 NAK (ans npenapaTos, NPOM3BOAALLNXCSA Ha TeppuTopum Poccnn) B aTMOCHEpHOM BO3YXE;
OBYB B Bo3ayxe paboyen 30HbI (a15 3apybeXXHbIX NpenapaToBs);

MNOK ons noysbl (419 CTOMKMX NpenapaToB, CNOCOBHbIX K TPaHC/IOKaL MM B pacTEHUN 1 MUrpaLun B apyrmne
CUCTEMBI);

O[IK B no4Be Ons oCTajsbHbIX NMpenapaTos.

42. ToKCuKonormyeckas oLeHka MUKpoopraHmama (baktepuun, rpubsil):

42.1. MaToreHHoCTb (BUPYNEHTHOCTb, TOKCUYHOCTb, TOKCUrEHHOCTb, AMcCceMUHauns) bakTepui, rpnbos
n3y4yaeTcs Ha ABYX BMAax labopaTopHbIX XMBOTHbLIX NPU OAHOKPATHOM BHYTPMOPIOLINHHOM,
BHYTPWXXenyLo4YHOM BBeAEHNM, MOCTYIMJIEHWUM Yepes BepXHUe OblXaTesibHble MyTU U Ha CAIN3UCTbIE
0bono4Kky rnas.

42.2. [leicTBME MUKPOOPraHN3MOB Ha UMMYHHYIO CUCTEMY (CeHCUBMAM3MpYLoLLLee, aNllepreHHoe,
NMMYHOTOKCMYECKOE, MMMYHOMOYIMPYIOLLLEe) Npu NOCTYNIEHNN Yepes3 BEPXHME AblXaTesSIbHble MyTu B
TeyeHune 0gHOro mMecsua.

43. ToKcukonornyeckas oueHka NpoayKToB MUKPOOHOro cuHTe3a:

43.1. OcTpas nepopanibHas TOKCUYHOCTb (MbILK, KpbICkl) - J1O 50 , nopor ocTporo aencrsuns (ons
npenapaTos, MPOU3BOAALLMXCSA HA TeppuTopum Poccum).

43.2. OcTpas KoXHasa ToKCUYHOCTb - J11, 50 .

43.3. OcTpast HranauMoHHasa TOKCUYHOCTh - J11 50 . Mopor ocTporo aencTeus (419 npenapaTtos,
NPOVN3BOAALLNXCSA Ha TeppuTopun Poccnn).

43.4. KnuHn4eckne nposaBeHNs 0CTPOA MHTOKCMKaLWN.

43.5. Paszgparkatolliee eNCTBUE Ha KOXY U CN3UCTble 060J104KN.

43.6. MNopocTpasa nepopasibHas TOKCUYHOCTb (KYMYyNSaTUBHbIE CBONCTBA), KOIPPULIMEHT KyMynauum (ons
npenapaTos, MPOU3BOAALLMXCSA HA TeppuTopmm Poccum).

43.7. NopocTpas HaKOXXHAsA TOKCUYHOCTb.

43.8. CeHcnbunmsupytowiee oencTene, MMMyHOTOKCUYHOCTb.

43.9. XpoHnyeckas TOKCUYHOCTb (NOpOroBble 1 He3(MeKTNBHbIE J03bI).

43.10. OHKOreHHOCTb (nepBurYHbIe 060bLLaloLMe MaTepuraibl - JaHHblE 0 YacTOTe OnyxoJien y NOAO0MbITHLIX
)KMBOTHbIX B @BCOMOTHBLIX 3HAYEHNAX M MO OTHOLUEHUIO K 3PNDEKTUBHOMY YUCTY, KOJIMYECTBO OMYyX0NeN Ha
04HO >XMBOTHOE, KOJINYECTBO U YacTOTa FMCTOJIONMYECKMX TUMOB OMyXO0el BCEX JIOKaM3auun,
MeTacTa3npoBaHue, BDKMBAEMOCTb XXMNBOTHbIX, KOI(PMULMEHT OHKOrEHHOI0 pUcka, CPOK 0BHapyXeHUs
NepBon OMyxon, aHHbIe SKCMEPUMEHTAJIbHOMO Y NCTOPUYECKOTO KOHTPOSA 3KCNEepUMEHTalbHbIX
YKMBOTHbIX U MHbIE faHHbIE).

43.11. TepaTOreHHOCTb U 3IMOPNOTOKCUYHOCTD - C UCMOJIb30BAaHNEM METOAMNYECKUX NMOAX0/0B,
NO3BONSAOLLMX BbISBUTb aHOMAJIMK Y NI0LO0B Y TOKCUYHOCTL AN noga.
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43.12. PenpoayKTBHas TOKCUYHOCTb MO METOAY ABYX MOKOJIEHWI N FOHAA0TOKCMYHOCTb.
43.13. MyTareHHoCTb.

43.14. MeTab0n13M B OpraHM3Me MEKOMUTAKOLWMX, OCHOBHbIE MeTaboNTbl, UX TOKCUYHOCTb,
TOKCUKOKWHETMKA U MpK HEOBX0AMMOCTN TOKCUKOAMHAMUKA.

43.15. JIMMUTUPYIOLWMIA NOKa3aTeslb TOKCUYHOCTMN.

43.16. ACH (Mmr/kr/Bec Tena 4yenoseka).

43.17. JononHuTenbHas NHGopMauns (Npu Hannuyun).

VI. IKonornyeckas xapakTepuctuka nectmumnia

44, SKonornyeckas XxapakTepucTuka OencTBYOLWErO BELLeCTBa:

44.1. XMMn4yeckune BeLLecTBa.

44.1.1. NoBefeHne B OKpy>KatoLLen cpege:

44.1.1.1. MoBeaeHMe B NoYBe:

nyTW pa3noxxeHuns (a3pobHble 1 aHaspobHbIe yCI0BMSA, (OTONNTUYECKOE Pa3/I0XKEHNE Ha NMOBEPXHOCTH
MOYBbI): MUHEPANN3aLNS, CBSI3aHHbIE OCTATKN, MeTaboInThbI;

CKOPOCTb Pa3/ioXKeHMs OeNCTBYIOWMX BELWECTB (fanee - A.B.) N OCHOBHbIX MeTabonnToB B a3pobHbIX
NlabopaTopHbIX YCIOBUSAX;

CKOPOCTb Pa3/Io)KeHMs f.B. U OCHOBHbIX MeTabonnToOB B aHa3pobHbIX NlabopaTopHbIX ycnoBuax (ans o.s.,
BXOASLLMX B COCTaB NpenapaToB, NPUMEHSEMbIX Ha pUCe);

CKOPOCTb (hOTONNTUYECKOr0 Pa3fIoKeHMs 4.B. Ha NOBEPXHOCTM MOYBbI;

noJieBble NCCNeA0BaHNS: ANHAMMKa NCYE3HOBEHNS, OCTAaTOYHbIE KOIMYECTBA, aKKyMynsaLuma B noyse (ons
cTonkmx B nabopaTopHbIX ycnosuax a.e. ¢ AT 50 (nab) > 60 cyTok);

agcopbuwna n necopbuus;

NOABMXXHOCTb B NMo4Be: [abopaTopHble KOJIOHOYHbIE OMbIThl (TOSIbLKO A4 NoABUXHbIX 4.B. (K OC < 75 n/kr).
44.1.1.2. NoBegeHne B BOAE:

NyTW N CKOPOCTb Pa3oXXeHns B BoAe (rMapoSIMTUYECKOE pa3fioXKeHmne);

NyTU N CKOPOCTb Pa3sioXeHnsa B BoAe ((hOTOXMMMYECKOE pPa3fioXKeHNe);

NyTU N CKOPOCTb Pa3ioxXeHnsa B Boge (BOAHO-0CaL04HAs CUCTEMA).

44.1.1.3. NoBegeHne B BO3AyXe: NYTU U CKOPOCTb Pa3sioKeHMsa B BO3OyXe.

44.1.1.4. MeTOoOuMKM onpeneneHns oCTaTOYHbIX KOIMYECTB 4.B. B NO4YBe, BO4E W BO3AyXe.

44.2. SKOTOKCUKOJIOTUS.

44.2.1. NTunuybl:

0CTpas opasibHast TOKCMYHOCTb;

TOKCUYHOCTb NPU CKapMJINBaHUN;

penpoayKTUBHasA TOKCUYHOCTb.

44.2.2. BoaHble opraHunsMmsl:

pbIBbl: OCTPas TOKCMYHOCTb; XPOHUYECKAA TOKCMYHOCTb (KPOME rmapoSIMTUYECKM HECTONKIMX B BOAE A.B.,
Ana kotopbix AT 90 < 24 4), bnoakkymynauus;

300MJI@aHKTOH: OCTPas TOKCUYHOCTb; XPOHNYECKasa TOKCUYHOCTb;

BOAOPOC/IN: BIUSIHNE Ha pPocT 1 buomaccy;

BbICLLIAA BOJHAN PacTUTENbHOCTb: BAUSHNE Ha POCT 1 bnomaccy: (ana repbuunagos, perynsaTopos pocTa
pacTeHNIN N OEeCUKAHTOB).

44.2.3. MeoHOCHble N4yesbl (None3Hble HAaCeKOMbIE):

0CTpas KOHTAKTHas TOKCUYHOCTb;

0CTpas opasibHast TOKCMYHOCTb.

44.2.4. NoxaeBble 4epBu (HeLeneBble MOYBEHHbIE MAaKPOOPraHM3Mbl):

0CTpas TOKCUYHOCTb;

XPOHNYECKas TOKCUYHOCTb.
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44.2.5. No4seHHas Me30(dayHa:

Konnembonbl (XpoHMYecKass TOKCMYHOCTL);

XWULLHbIE MOYBEHHbIE KMELN (XPOHMYEeCKasa TOKCUYHOCTD).

44.2.6. o4BEHHbIE MUKPOOPraHU3MbI:

BJIUSIHME Ha NPOLEeCChl MUHepaan3aLnm yrnepoaa;

BJIMSAHME Ha NpoLecChl TpaHcopMaL M asoTa.

45, JKonornyeckas xapakTepucTKa npenapaTuBHOM hopMbl:

45.1. XuMmnyeckue BeLlecTBa:

45.1.1. NoBefeHNe B OKpYXaloLLen cpene:

45.1.1.1. NporHo3 noBefeHns A.8. U UX OCHOBHbLIX MeTabonnToB B NoYBe (Coaep)aHue, MUrpauus) npu
NMOMOLLM MaTEMaTUYECKOro MOAENNPOBAHNA, CTAHAAPTHBIX POCCUNCKMX CLEeHapueB NOYBEHHO-
KJIMMaTUYECKNX YCNIOBUI W PErIaMeHTOB NPUMEHEHNs npenapaTa.

45.1.1.2. NMporHo3 KOHUEHTPaLWUA O.B. U UX OCHOBHbIX METAb0IMTOB B CTOKE U3 MOYB NPWU NMOMOLLIN
MaTEMATMYECKOro MOAEIMPOBAHUSA B MOYBEHHO-KAUMATMYECKNX YC0BUAX Poccumnckon ®egepaunm n
pernaMeHTax NpMMeHeHns npenaparTa.

45.1.1.3. NporHo3 KOHUEHTPaLWUA 4.B. U UX OCHOBHbIX METaboIMTOB B MOBEPXHOCTHbLIX BOAAX NPV MOMOLLM
MaTeMaTM4YeCKOro MOAEeIMPOBaHNS, CTaHAAPTHbLIX POCCUNCKUX CLLEHAPWMEB MOYBEHHO-KAUMATUYECKNX
YCJI0BUW 1 pernaMeHToB NPUMeHeHUs npenapaTa.

45.1.1.4. TlporHo3 noeBegeHns 4.8. B aTMOCepHOM BO3yxe (McnapeHme 4.B. 3a rof, MakCUMaJsibHO
BO3MO)XKHbl€ KOHLIEHTpaLun 4.B. B MPU3EMHOM C0€e aTMOCHeEpSI).

45.2. 9koTokcukonorua (He TpebyeTcs ANs NpenapaToB, MPUMEHSAEMbIX B 3aKPbITbIX MOMELLEHUAX NN
TOJIbKO Ha ropLleyHblX KybTypax, a Takxxe 415 hepoMOHOB):

45.2.1. Ha3eMHble TENNOKPOBHbIE OPraHn3Mel (He TpebyeTcs Ons NpenapaTos, NPUMEHAEMbIX Ha
3aLUULLEHHOM FPYyHTE):

45.2.1.1. MnekonuTatowme (KpbICbl): 0OCTPas opasibHas TOKCMYHOCTb J1[ 50 (Mr/Kr m.T.).

45.2.1.2. TITnubl: 0CTpas opasbHas TOKCUYHOCTb (414 NpenapaTos, B COCTaBe KOTOPbIX eCTb A.B. ¢ J1[ 50
50 500 Mr/Kr); npyv OTCYTCTBMM AaHHbIX O TOKCUYHOCTK A.B. 415 NTUL; AN NpenapaToB B popme
KOHLLeHTpaTa amynbcum (K3).

45.2.2. BoHble OpraHn3msl:

45.2.2.1. Pbibbi:

0CTpas TOKCUYHOCTb;

XPOHMYECKas TOKCMYHOCTb (418 NpenapaToB, COAepXallnX CPeJHECTONKOE U CTONKOE B BOOHON cpeae
4.B. (B BOOHON ha3e cncTeMbl Boga - AOHHbLIN ocagok AT 50 > 14 CyToK), 1 KOTOpbIE Ype3BblHaHO
TOKCWYHbI Ang pbl6 JIC 50 1 mr/n).

45.2.2.2. BogHble 6eCno3BOHOYHbIE (AathHMN):

0CTpas TOKCUYHOCTb;

XPOHUYECKas TOKCMYHOCTb (A1 NpenapaToB, COAEPXaLLNX CPeIHECTONKOE N CTONKOE B BOAHON cpeae
4.B. (B BOOHOW ha3e cucTeMbl Boga - AOHHbLIN ocafgok AT 50 > 14 CyTOoK), 1 KOTOpbIe Ype3BblHaHO
TOKCUYHbI gns gacdpHunm EC50 1 mr/n).

45.2.2.3. OOHOKNETOYHbIE BOLOPOC/N: BAUSHME Ha POCT 1 buomaccy.

45.2.2.4. Bbiclune BoAHblE pacTeHms (ana repbuumnaos, perynsTopoB pocTa pacTeHUN 1 eCUKAHTOB; 4N
APYrux NpenapaTos, Ype3Bbl4alHO TOKCMYHbIX A1 Bogopocnen (EC 50 1 mr/n): BANSIHME Ha POCT 1
Bromaccy.

45.2.3. MegoHOCHbIe nyenbl (He TpebyeTcs ans npenapaTos, MPUMEHSEMbIX Ha 3alLULLEHHOM IPYHTE,
npenapaToB B hopMe rpaHybl ('), NpoTpaBUTeNIeN CEMSH):

0CTpas KOHTaKTHas TOKCMYHOCTb (415 npenapaTos ¢ A.B. ¢ J1I 50 < 100 MKr/n4yena; npu oTCyTCTBUM
AaHHbIX 06 OCTPO KOHTAKTHOW TOKCUYHOCTW 4.B. 4N1A MYen; ANs npenapaToB B hOpMe KOHLUEHTpaTa
amynibcun (K3);
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0CTpas opasibHas TOKCMYHOCTL (Ans npenapaToB ¢ A4.8. C J1I 50 < 100 mKr/nyena; npu OTCYyTCTBUMN AaHHbIX
06 0CTpOW OpanbHOW TOKCUYHOCTM 4.B. ANSA NYen; AN5 NpenapaToB B (hOPMe KOHLLeHTpaTa aMynbcum (K3);
(byMuraHTHas TOKCUYHOCTb (419 NpenapaToB C OpafiibHOM Wan KoHTakTHow J1I 50 10 mMkr/nyena,
copepXxalmx neTyyme 4.8. C aBjieHneM HacbllWeHHbIX napos > 5 Mla npu 20°C);

NPOAO/IKUTENBHOCTbL OCTAaTOYHOr0 AENCTBUA (419 NpenapaTos, NPUMEHSEMbIX B Nepuoj LIBETEHUS, eCin
NMoKa3aTesnn NX OCTPON KOHTAKTHOW Nan opasibHoW TokcnyHocTu J11 50 < 10 mkr/nyena).

45.2.4. To4BEeHHbIe OpraHn3Mmsbl:

45.2.4.1. [loxxaeBble 4Yepsu:

0CTpas TOKCMYHOCTb (415 NpenapaTos, CoOAep KalLmx ABa 1 6onee 4.8.; ANA MHCEKTULMAOB; ANS
npenapaToB C BbICOKO- U 4Ype3Bbl4aliHO TOKCUYHbIMK A.B. (JIC 50 10 Mr/kr); ons npenapaTos B hopMe
KOHLEeHTpaTa aMynbcum (K3); npu oTCYyTCTBUM AaHHbIX 06 OCTPOM TOKCUYHOCTW [.B. A1 YEPBEN; A5 BCEX
npenapaToB B C/ly4ae BbLICOKOrO pUCKa NPUMEHEHUS A8 OOXKAEBbIX YepBen);

XPOHMYEeCKas TOKCUYHOCTb (419 NMpenapaToB, CoAepXXalnx asa n 6onee 4.B.; AN NMHCEKTULMLOB; 414
CcpefHe-, BbICOKO- M Ype3Bbl4aHO TOKCUYHBIX npenapaTos (JIC 50 100 Mr/kr); ona npenapaTos B hopMe
KOHUEeHTpaTa aMynbcum (K3); 4na npenapaTos, cogep Xallmx 4.B. C MoKa3aTeseM penpoayKTUBHOWM
TokcuyHocTn NOEC 1 Mr/kr); Ansa Bcex npenapaToB B C/ly4ae BbICOKOr0O pUCKa NPUMEHEeHUs AN9 A0XAEBbIX
yepBsen).

45.2.4.2. No4YBEHHbIE MUKPOOPraHN3MblI;

BJIMSIHWE Ha MNPOLLEeCChl MMHepanum3auum yrnepoaa (npy oTCyTCTBAN AaHHbIX O TOKCMYHOCTY A.B.; 4SS
npenapaTos, coaep>kalwmnx asa n bonee g4.8.);

BJIMSIHME Ha NpOoLecChl TpaHcdopMaLmm a3oTta (Npy OTCYTCTBUM AaHHbBIX O TOKCUYHOCTU A.B.; A4
npenapaTos, cogepxxalunx aea n bonee a.s.).

45.2.4.3. No4BeHHas Me30gayHa:

XPOHMYECKas TOKCUYHOCTb A5 Konnembon (4ns npenapaTos, NOKa3aTeNn TOKCUYHOCTM KOTOPbIX A4S
aoxaesbix Yepsen coctasnsaT JIC 50 100 mr/kr) gns octpont TokcnyHocTy unm NOEC 10 mr/kr) ans
XPOHNYECKON TOKCUYHOCTN);

XPOHMYeCKasa TOKCMYHOCTb 415 XMLLHbIX MOYBEHHbIX Kfellen (419 akapmunaos).

45.2.4.4. MUKpPOOpPraHn3Mbl 1 BUPYChI:

noBefeHne B OKpYXatoLLlen cpefe (He TpebyeTcs ans npenapaToB, MPUMEHSEMbIX TONbKO Ha MoOpLUEYHbIX
KYJIbTypax Win B YCIOBUSAX MaJIo06bEMHON FMAPOMNOHNKMN);

pacyeT KOHUEeHTpaLun B NOYBE B MOMEHT MNPUMEHEHNS N CPaBHEHWE C eCTeCTBEHHbIM (POHOM;

pacyeT KOHLEHTPaLUM B NOBEPXHOCTHbLIX BOAAX B MOMEHT MPUMEHEHNS U CPaBHEHWE C eCTECTBEHHbIM
(hoHOM.

45.2.4.5. 3koToKCKKonorus (He TpebyeTca 4na npenapaTos, NPUMEHAEMbIX TOJIbKO Ha FOPLUEYHbIX
KYNbTypax Win B YCIOBUSAX Maslo06bEMHON MMAPOMOHNKMN):

45.2.4.5.1. BogHble opraHunsMbl:

pbIBbl: 0OCTPas TOKCUYHOCTb;

BOAHble HECN03BOHOYHbIE: OCTPAs TOKCUYHOCTb.

45.2.4.5.2. OgHOKNETOYHbIE BOAOPOCAN: BAUSHME Ha POCT 1 bromaccy.

45.2.4.5.3. MenoHoCHbIe n4yesnbl (He TpebyeTcsa Ans npenapaToB, NPUMEHSEMbIX Ha 3alUWLLEHHOM IFpyHTE):
0CTpas KOHTaKTHas TOKCUYHOCTb;

0CTpas opanbHas TOKCUYHOCTb.

45.2.4.5.4. No4BeHHble OpraHu3Mbl:

L0XJeBble YepBU: 0CTPas TOKCMYHOCTb;

NMOYBEHHbIE MUKPOOPTraHN3Mbl:

BJIMSIHAE Ha MPOLLeCChl MUHepanu3aunm yriepoaa;

B/IMSAHME Ha NpoLecchl TpaHcopMaLmMm a3oTa yrnepoa.

MevaTb (Npy HanU4Mm), NOANUCH:
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hamnnus, uma, 0T4eCTBO (I'Ipl/l Han4Mn) 3aaBuTens - m3nyeckoro nnua, B TOM Yucie UHANBULAYASILHOTO
npegnpuHUMaTensa - pykoBoAUTENA 3a9BUTENA - OPUANYECKOro nla nmbo YNoJIHOMO4Y€eHHOr o
npenctaBuTend 3adaBuUTens

MpunoxeHue Ne 2
K MNMopsaky rocyfapCTBEHHOW perncTpaumm NecTULNL0B AN arpOXMMUKaTOB 1 0TKa3a B roCyapCTBEHHOM
perncrpaumm nectuumia nam arpoxmmmkaTa

PekomeHayembint 0bpasel

ana opnondeckoro nmda - nojHoe HanmeHoBaHue,

OCHOBHOW roCylapCTBEHHbIV PerncTpaunoHHbIn HoMep (Aanee - OFPH), agpec B npeaenax HaxoXxaeHus
IOPUANYECKOrO S, HoMep TenedoHa, hakc (Npy Hann4mm), afpec 3NeKTPOHHOW NOYThI (MPY HaNNYnK),

ANa QU3NYECKOro Anua - GaMuamns, nMs, 0THeCTBO (MPY HalNYmKn), afpec perncTpaumm no Mecty
XnTenbcTBa (NpebbiBaHmMA), HoMep TenedoHa, hakc (Npu Haan4ymMm), agpec 3NEKTPOHHON NOYTbI (Npwu
Ham4yun)

ANS PU3NYecKoro nnua, 3aperncTpMpoBaHHOro B Ka4yeCcTBe MHAMBUAYANLHOMO NpeanpuHuMaTens, -
hamMunnsa, nMsa, 0T4eCTBO (NPY HaNU4MUKM), OCHOBHOWN rOCYAapCTBEHHbLIN PErnCTPaLNOHHbIN HOMep 41
MHAMBUAYANLHOIO NpeanpuHuMmaTend (ganee - OFPHWM), agpec perncrpaunm No MecTy XUTenbCTBa,
HoMep TenedoHa, hakc (Npy HaaM4YuKM), agpec SNEKTPOHHOM NOYThI (MPY HaINYUK)

CBefieHMnsa 0 arpoxmMmukaTe

(Ha3BaHWe arpoxuMmnkaTa)
|. OCHOBHbIE CBEAEHMNS

1. HaumeHoBaHVe arpoxmMurKaTa.

2. N3roToBuTeNb:

ONS OpUANYEeCcKoro inua - NoJjiHoe HanMeHoBaHue nsrotosuTens, OFPH, agpec B npefenax HaxoXaeHnUs
IOPUANYECKOrO SinLa, HoMep TenedoHa, hakc (Npy Hann4mm), afpec 3NeKTPOHHOW NOYThI (MPY HaNNYnK);
A58 U3MYeCKOro anua - aMmans, nMs, 0THeCTBO (MpY HaAM4YmKn), agpec perncTpaumm no Mecty
XNTenbCcTBa (NpebbiBaHMA), HOMep TenedoHa, hakc (Npu Hann4KMm), aapec 3NeKTPOHHON NoYTbI (Npu
Han4un);

ANs PM3nYeckoro nmua, 3aperncTpMpoBaHHOro B Ka4ecTBe UHAUBMAYANLHOrO npeanpuHnuMaTens, -
hamnnans, nMs, 0T4ECTBO (NPW HaNNYMK), OCHOBHOWN rOCYAapCTBEHHbLIN PEFNCTPALMOHHbIA HOMep 4N
WHAMBMAYaNbHOro npeanpuHumatens (oanee - OFPHUM), agpec perncTpaumm no MecTy XuTenbCTBa,
HoMep TenedgoHa, hakc (Npu HaaM4YuKn), agpec SNEeKTPOHHOM NOYTLI (MPY HaAMYUK).

3. Xumun4eckas rpynna arpoxmMmkaTa. O6nacTb NpUMEHeHNs, Ha3Ha4YeHMe arpoxmmMmmnkaTa.

4. PeKOMEHyeMble persiaMeHTbl MPUMEHEHNS arpoXumMmmkaTa:

HanMMeHOBaHWe KyNbTyp, Ha KOTOPbIX MJIaHUPYETCS UCMOJIb30BaHNE;

CPOKW BHECEHMNA arpoOXnMmnKaTa;

HOPMbI ([,03bl) U KPAaTHOCTb BHECEHNS;

TEXHOJI0T NS NPUMEHEHUS U Mepbl 6€30NaCHOCTU NPY NPUMEHEHUN,

5. MacnopT 6e3onacHOCTK (019 arpOXUMUKATOB OTEYECTBEHHOIO MPON3BOACTBA) UM NNCT 6e30MacHOCTK

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp. 16 1319



(AN arpoxmMmnKaToB 3apybeXxHOro Npon3BoACTBa), MPOTOKOJIbI UCMbITAHUA MPOAYKLIMN.

6. Permctpaumsa B gpyrux cTpaHax (HoMep perncTpauuMoHHOr0 yA0CTOBEPEHNS, AaTa BblAa4M U CPOK
AENCTBUSA, HA3HAYeHNE U pernaMeHTbl MPUMEHEHNS) (MpK Hann4um).

7. HopmaTusHasa u (nnm) TexHnyeckas 4OKyMeHTauus oasa arpoxXmMmnkaToB 0Te4eCTBEHHOIO NPON3BOACTBA
(&Ng arpoOXMMUKaTOB Ha OCHOBE OCAKOB CTOYHbIX BOA Y OTX0A0B NPOU3BOACTBA NpeAcTaBAseTCs
TexXHM4Yeckas [OKYMeHTaLMsA Ha 0CafKN CTOYHbIX BOL 1 OTXOAbI).

II. Obwme cBepeHns

8. KayecTBeHHbIN 1 KONMYECTBEHHbIN COCTaB arpoxmnMmnKaTa (OCHOBHbIE 1 BCMIOMOraTesibHble KOMMOHEHTbI -
AN19 KOMOMHMPOBaHHbLIX arpoOXUMMNKATOB) (LONYCKaeTCs NPUBELEHNE NOKa3aTeNen KavecTBa 13 Tabauuebl
TEXHNYECKNX YCI0BUI).

9. MpenapaTnBHaa hopMa (BHELUHWA BUA).

10. Coaep>xaHne TOKCMYHbIX 1 ONaCHbIX BELLLECTB:

TAXKENbIX METaJI0B U MbilbsKa (MF/KF): CBUHEL, PTYTb, KAAMUI 1N MbILbSAK (419 MAUHEPanbHbIX yoobpeHui,
MeIMOPaHTOB, LIEOJIMTOB, OPraHNYeCcKUX yoobpeHnii Ha 0OCHOBe Topga, N3BECTHSAKOBLIX MaTeprasos,
canponens, 0CalkoB CTOYHbIX BOJ, OTXOA0B MPOMbILLJIEHHOIO NPOM3BOACTBA M NPOYNX 06 HLEKTOB);
OpPraHNYecKnx CoeaAnHeHNn (Mr/kr);

6eH3(a)nupeHa (Mr/kr) (An9 arpOXMMNKaATOB Ha OCHOBE OTXOA0B NMPON3BOACTBA M Cbipbs MPUPOAHOI0
NMPONCXOXXAEHNS, HAXOAALWEr0Cs B 30HE BO3MOXXHOIO BAMAHNS BbIOPOCOB MPOMbILLAEHHbLIX NPeanpUaTUN,
KOTeNbHbIX 1 ApYriX 06beKToB);

PaaNOHYKINA0B €CTECTBEHHOIO 1 TEXHOMEHHOr0 NPoMcxoXxaeHns (bekkepens Ha kunorpamm (Bk/kr).

11. Hannyune naToreHHom MUKpPOMIopkl, B TOM YMUC/e CasibMOHeNN (MHAEeKC) (Ana opraHmyeckmx yoobpeHui
Ha OCHOBE HaBO3a, MOMeTa, 0CaAKOB CTOYHbIX BOA).

12. Hann4une Xn3HecnocobHbIX IMYNHOK N ANLL FENbMUHTOB (3K3eMNAAPOB Ha Kuaorpamm obpasel, (panee -
3K3eMnAAp/Kr) (ana opraHnyeckmx yaobpeHuin Ha 0CHoBe HaBO3a, MOMeTa, 0CaJKOB CTOYHbIX BOA).

13. Hannymne uncCT KMLWeYHbIX MaTOreHHbIX NpocTenwmnx (3ksemnnsapos Ha 100 rpamm obpasua (nanee -
3k3emMnnAp/100 r) (ans opraHnyeckux yaobpeHuin Ha OCHoBe HaBO3a, MOMeTa, 0CafKOB CTOYHbIX BOA).

14. Hannyune NMYNHOK N KYKOJIOK CUHAHTPOMHbIX MyX (3K3eMnasap/Kr) (Ana opraHnyeckux yaobpeHunin Ha
OCHOBe HaB03a, MoOMeTa, 0CaAKOB CTOYHbIX BOS).

15. Cnocob obe3BpexxmBaHuUs (19 HaBO3a, MOMeTa, 0CafKOB CTOYHbIX BOA U APYrux 06BbEKTOB).

16. Conep>xaHue HATPATHOIO a30Ta M COOTHOLLEHNE OCHOBHbIX 3JIEMEHTOB NUTaHWUS: a30Ta, ocgopa,
Kanus (onsa azoTcogepkamx yaobpeHun).

17. Copep>xaHue HATPATHOIO a30Ta M COOTHOLLEHWE OCHOBHbIX 3JIEMEHTOB NUTaHWUS: a30Ta, ocdopa,
Kanus.

Ill. CBeieHMs No oueHke Bronornyeckon 3hPeKTUBHOCTM arpoxmMmKaTa

18. Cthepa npuMeHeHNs (CeNbCKOX03ANCTBEHHOE NPOU3BOACTBO, JIMYHOE NoACOOHOEe X0351CTBO).

19. KynbTypbl.

20. PekoMeHOyeMble pernaMeHTbl MPUMEHEHNS (CPOKM BHECEHMSA arpoOXUMMUKaTa, HOpMbI (403bl), CNocob u
0COBEHHOCTY MPUMEHEHNS, KPAaTHOCTb BHECEHNS).

21. buonornyeckas 3hPeKTUBHOCTb:

nabopaTopHble 1 BereTaunoHHbIE OMbIThbI;

noJsiesble OnbIThl.

22. Pe3ynbTaThl OLLEeHKU Bronormnyeckon sekTnBHoCTM 1 6e30MacHOCTW, NPOBEAEHHLIE B APYTrMX
CTpaHax (Mpn Haan4mm).

IV. Mnkpoburonoruyeckne arpoxmMmkaTbl. CBeeHNS 0 COCTaBE M CBOMNCTBAX aKTUBHOI0 UHIPeaneHTa u
npenapaTuBHON opMsbl (bakTepuranbHble, rPUbHbIE Ha OCHOBE MPOAYKTOB XXU3HEAEATENbHOCTY
MUKPOOPraHN3MOB)
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23. CBoWCTBa WITaMMa-NpPoAyLEeHTa:

23.1. BugoBoe Ha3BaHue WTaMma (n3ondTta).

23.2. Homep, Ha3BaHue WTaMMa.

23.3. ACTOYHMK BbIAENEHNS WITAMMa.

23.4. KynbTypanbHO-Mopgoiormyeckne n bBuoxmMmmnyeckmne CBONCTBA, TECTbI N KpUTEPUN naeHTUDNKaL MK, B
TOM YuC/ie opraHu3aLnto, NPOBOAUBLLYIO AEHTUDUKALMIO.

23.5. MaTOreHHOCTb 1 @aHTaroHNM3M Mo OTHOLIEHUIO K BPeAHOMY 00beKTY.

23.6. Cnocob, ycnoBus n cocTaB NUTaTENbHbIX CPen A1 XPaHEHMS WTaMMa.

23.7. Cnocob, ycnoBusi 1 COCTaB NUTaTENbHbIX CPeL A PAa3MHOXXEHNA MUKPOOPraHW3MOB. 111 BUPYCOB 1
MUKPOCMOPMANIA YKa3blBaeTCA XapaKTePUCTUKA CNELNGNYECKOro Cbipbs 419 BblpalLBaHNS.

23.8. Cnocob obHapyXeHNst MUKPOOPraHn3mMa B MUKPOBHbIX acCoLMaLMax OKPY KatoLLen cpeabl 1
bromaTtepunane.

23.9. MpoayKT, CMHTE3MPYEMBbIA LITAMMOM (XUMUYECKMIA COCTAB, CTPYKTYPHan dopMmya, cTabuibHOCTb,
MeTOo[, OnpefeneHns oCTaTKoB).

24, XapaKTepuCTuKa npenapaTuBHOWN (hOpMbI:

24.1. CocTaB: coaep)XaHune OeNCTBYIOLWEro Havana (TUTP XMBbIX KIETOK WA NPOoayKTa MX
KN3HEeLeATeNbHOCTU, TUTP BUPYCHbIX TeJel, BKAOYEHNIA), BCMOMOraTeNbHbIX BELWECTB U UX Ha3HaYeHue.
24.2. ArperaTHoe COCTOosHMe.

24.3. CMa4nBaemocTb.

24.4. CopepxaHue Bnaru.

24.5. Copep)xaHune noCTOPOHHEN MUKPOMIOPbI.

24.6. MeToq onpeneneHns LENCTBYIOLWEro Havyana.

24.7. YCNOBMS 1 CPOKU XPaHEHUS.

24.8. Cnocob npuroTtoBaeHns pabo4ymx pacTBOPOB.

24.9. CoBMeCTUMOCTb C APYrMMK arpoxuMmkaTaMmm n nectuungamu.

V. TOKCMKOJIOrnyeckas XxapakTepucTrka arpoxmuMmmkaTta (KpomMe nutTaTenbHbIX FPYHTOB, Topda, HaBo3a,
noMmeTa)

25. Knacc onacHocTw.
26. XapakTep HeraTyBHOrO BO34ENCTBMS Ha 340POBbe YesioBeka.
27. MNpefenbHo foNyCTMMan KOHLLEHTpaLma B Bo3ayxe paboyein 30HbI.

VI. TurneHn4yeckasa xapakTepucTuka arpoxmMmmkaTa

28. [laHHble 0 NOBeEHNM arpoxmnMmKaTa B 06 beKTax OKpy KatoLLeln cpeabl (NoyBe, BOAE, BO3AYXE),
BKJII0Yas cnocobHOCTb K 06pa3oBaHMIo OnacHbIX MeTabonToB.

29. BAnsiHme Ha KayeCTBO U NULLEBYIO LLEHHOCTb NPOAYKTOB NUTAHWUS, BKAOYas COAEPXKaHNe OCHOBHbIX
3/1EMEHTOB MUTAHNSA arpoOXMMUKATOB U UX NPUMecel (TSKesble MeTabl, PaANOHYKANAbI U 3IEMEHTI).
30. laHHble 0 cofep)KaHMN HUTPATOB B CE/IbCKOXO3ANCTBEHHON NPOAYKLUUN NPY NPUMEHEHNN
a30TCcoAepXalnx MUHEPasbHbIX yA0bpeHunn.

31. PekomeHZaLmu no 6e3onacHOMY XpaHeHUto, NepeBo3Ke 1 NpuMeHeHuto. Npy BHeApeHUN HOBbIX
TEXHOJIOrNA NPUMEHeHN (BHECEHMA) arpoXnMMKaTa, a TakXe B CJlyvae NCMoNb30BaHUSA arpoxXxnuMmnkaTa He
M3y4eHHOr0 paHee coCTaBa NPOBOAUTCS MMIrMEHNYeCKas OLEeHKa YCI0BMIA MX NPOU3BOLACTBA U NPUMEHEHUS.
32. MeponpusaTUs N0 0OKa3aHWIo NEPBOM MOMOLLN NPU OTPaBJIEHNN.

33. MeToZbl onpeaeneHns TOKCMYHbIX MPUMeCei B arpoxmMukaTe n 06 bekTax OKpy KatoLwen cpebl.

34, JKonornyeckas xapakTepucTnka arpoxmMmmKaTa:

34.1. [loxxaeBble YepBU: OCTPaAs TOKCUYHOCTb (He TpebyeTca ans opraHMYeckux yoobpeHnin Ha oCHoBe
HaBO3a, NOMeTa, Pa3/IMYHbIX BULOB KOMMNOCTOB, MESIMOPAHTOB (KpoMe AedekaToB), MUHEPaSbHbIX
y006peHuin, MOYBEHHBIX FPYHTOB, TOP(AHLIX YA0OPEHNA N arpOXMMUKATOB, MPUMEHSEMbIX Ha FOPLUEYHbIX
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KynbTypax).

34.2. Mo4BEHHbIE MMKPOOPraHM3Mbl (He TpebyeTca ons opraHM4yeckmx yaobpeHuin Ha oCHOBE HaBo3a,
noMeTa, pa3/IM4yHbIX BUAOB KOMMNOCTOB, MEJIMOPAHTOB (KpoMe AedekaToB), MUHEpPasbHbIX ya0bpeHunn,
MOYBEHHbIX FPYHTOB, TOPMPSAHBLIX YA0OPEHNI 1 ar POXMMUKATOB, MPUMEHSAEMBIX Ha FOPLUEYHbIX KYNbTypax):
BAUSHUE Ha MPOLLeCChl MUHEpanu3aLmm yriepona;

B/NSHUE Ha MpoLLecchl TpaHCcdopMaLunm a3oTa;

BO3MOXXHOCTb 3arps3HEeHNS OKPYXatoLLen cpebl (415 arpoXMMKaTOB Ha OCHOBE Chipbs NPUPOLHOr0
NPOUCXOXOEHMNS, NOJTYHaeMOro B 30He BO3MOXXHOI0 BAUAHNSA BbIOPOCOB MPOMbILLIEHHBIX NPeANpUATUR):
NMOYBEHHbIN NMOKPOB;

NMOBEPXHOCTHbIE U FPYHTOBbIE BOAbI (OLEHKA MUTPaLMOHHOro NOTEHLUMana arpoxuMmkaTa B yCoBUSAX
MOAeNibHOro nabopaToOpPHOro 3KCNepuMeHTa);

aTMOC(EpPHbIN BO34YX.

MeyaTb (Mpy HanN4MK), NOANNCH:

q)aMI/IJ'II/IFI, nM4, 0T4eCTBO (I'Ipl/l HaAn4Mn) 3a8BUTENS - qJI/IBI/I‘-IECKOFO inda, B TOM 4Yncne nHanBmayasibHoro
npennpuHnMaTena - pykoBoauTend 3adaBUTens - opuany4eckoro anua nmbo YMNOJIHOMO4Y€HHOIro
npencTtaBnuTend 3aABUTENA
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