Mpuka3 MuHcenbxo3a P® ot 17 utoHa 2009 r. N 231 "O6 yTBepxaeHUn AGMUHUCTPATUBHOIO
pernameHTa ucnonHeHma depepanbHON CnyX6o0M NO BeTepUHAPHOMY U (PUTOCaAaHUTAapPHOMY
Haas3opy rocygapcTBeHHOM (PYHKUMM NO OCYLEeCTBNIEHUI rocyAapCTBeHHOW perncrpauuu
necTMuuaoB U arpoxmmMmmukaToB”

B cootBetcTBMM € noctaHoBreHusamu lMpaeutenbctBa Poccunckon ®epepauumn ot 11 Hos6ps
2005 r. N 679 "O nopsigke pa3paboTku U yTBepXAEeHUs aaMUHUCTPATUBHLIX PErfnaMeHTOB MUCMONHEeHUS
rocyaapCTBeHHbIX OYHKUMIA (NpegocTaBneHns rocygapcteeHHbix yenyr)" (CobpaHue 3akoHopaTenbCcTBa
Poccuiickon ®epepaumm, 2005, N 47, ct. 4933; 2007, N 50, cT. 6285; 2008, N 18, c1. 2063), 0T 12 nioHs
2008 r. N450 "O MuHuctepctBe cenbckoro xossinctea Poccunckon ®depepaumn” (CobpaHue
3akoHogaTtenbcTBa Poccuinckon ®epepaunn, 2008, N 25, ct. 2983; N 32, cT. 3791, N 42, cT. 4825; N 46,
cT. 5337; 2009, N 1, c1.150; N 3, c1. 378; N6, cT. 738; N 9, cT. 1119, 1121), ot 30 mtoHa 2004 r. N 327
"O6 yTtBepxaeHun [MonoxeHus o degepanbHOM cnyxbe No BeTepuHapHOMY W UTOCAHUTApPHOMY
Hapsopy" (Poccuiickas raseta, 2004, N 150; CobGpaHue 3akoHogatenbcTBa Poccuiickon ®epepaunn,
2005, N 33, cT. 3421; 2006, N 22, cT. 2337; N 26, cT. 2846; N 48, c1. 5035; N 52, cT. 5587; 2007, N 46,
cT. 5576; 2008, N 5, cT. 400; N 25, cT. 2980; N 46, cT. 5337; 2009, N 6, cT. 738) npukasbiBato:

1. YTBepantb AOMWHUCTPATMBHLIA pernameHT ucnonHeHuss PegepanbHon cnyxbon no
BETEPVHAPHOMY W (PUTOCAHUTAPHOMY HaA30py rOCy4apCTBEHHON YHKUMM MO  OCYLLECTBIIEHUIO
rocyaapCTBEHHOWN perncrpaumm necTMUMaoB U arpoxmmmukaToB (npunoxeHue N 1).

2. YtBepautb W3ameHeHusa B [lopsgok rocygapCTBEHHOW peructpaumM  nectuumaoB U
arpoxmMMuKaToB, YTBEPXAEHHbIN npuka3om MwuHcenbxo3a Poccum ot 10 wmona 2007 r. N 357,
3apermctpupoBaHHbiM B MuHiocte Poccumn 2 asrycta 2007 r., pernctpauunoHHeii N 9942 (BronneteHb
HOpPMaTUBHbIX aKTOB peaepanbHbIX OpraHoB ncnonHuTensHow Bnactu, 2007, N 37) (npunoxenne N 2).

MUHUCTp E. CKpbIHHUMK

BaperucTtpupoBaHo B MuHtocte P® 13 nonsa 2009 r.
PeructpaunoHHbin N 14330

MpunoxexHue N 1

AAMUHUCTPATUBHLIA perfnameHT ucnofHeHuss PeaepanbHoOM cnyx6oM No BeTepUMHAPHOMY U
c¢ouTocaHUTapHOMY  HaA3opy  rocyaapcTBeHHOM  (hyHKUMUM No  OCYLIECTBNEHUIO
rocygapcTBeHHOM perMcTpauum necTMUMaoB U arpoOXMMUKaATOB

l. O6wme nonoxeHns

1.1. AAMUHNCTPATMBHBIN pernaMmeHT ucnonHeHus degepansHon cnyxbomn no BeTepnHapHOMY U
dUTOCaHNUTApHOMY HaA30py rOCyAapCTBEHHOM YHKLUMW MO  OCYLLECTBEHUO rOCyAapCTBEHHOM
perncTpaumm necTuuuaoB U arpoxumMukaToB (Oanee - PernameHT) paspaboTaH B Liensax MOBbILLEHUS
KayecTBa WCMOMNHEHWss W [[OCTYMHOCTM pe3ynbTaToB ucnonHeHus ®denepanbHon cnyxbon no
BETEPVMHAPHOMY 1 PUTOCAHUTApPHOMY Haa30py (oanee - Poccenbxo3Hag3op) rocygapCTBEHHON (OYHKLMM
MO OCYLUECTBMEHNIO T[OCYQAPCTBEHHOW peructpaumM nectuumMgoB W arpoXuMuKaToB (danee -
rocygapcrBeHHas (QyHKUMS), CO3[aHWsl Hagnexawux YCrnoBWW ANs  YYaCTHUKOB  OTHOLUEHWHN,
BO3HMKAKOLWMX MNpU  MPOXOXKAEHUM npoueaypbl rOCYy4apCTBEHHOW peructpaumm nectuuvMgoB U
arpoxMMmKaToB, ¥ ONpeaensieT CPoKN agMUHUCTPATMBHBIX Npoueayp.

1.2. WcnonHeHne Poccenbxo3Haa3opoM rocygapcTBeHHOM YHKUMM  OCyLLecTBNAeTcss B
COOTBETCTBUM C:

depgepanbHbiM  3akoHom oT 19 wmona 1997 r. N 109-03 "O 6e3onacHom ob6palleHun c
nectuungamun n arpoxmmukatamu” (CobpaHue sakoHogatenbctBa Poccunckon ®egepauun, 1997, N 29,
cT1. 3510; 2003, N 2, cT. 153, 167; 2004, N 27, cT. 2711; 2006, N 43, cT. 4412; 2008, N 26, cT1. 3022);

®epepanbHbiM  3akoHoM oT 02.05.2006 N 59-®3 "O nopsgke paccmoTpeHus obpalleHun
rpaxgaH Poccunckon ®depepaumn” (Poccunckaa raseta, 2006, N 95; CobpaHue 3akoHopaTenbCcTBa
Poccuickon ®egepauun, 2006, N 19, ct. 2060);

noctaHoBneHnem [MpaButensctBa Poccuitickon Pepepauumn oT 30 umioHa 2004 r. N 327 "O6
yTBepxaeHun Monoxennss o degepanbHon crnykbe No BeTepuHapHOMY U hUTOCaHUTapHOMY Haasopy"
(Poccuiickas raseta, 2004, N 150; CobpaHne 3akoHogatenbctBa Poccuiickon depepaumm, 2005, N 33,
cT. 3421; 2006, N 22, c1.2337; N 26, cT1. 2846; N 48, ct. 5035; N 52, c1.5587; 2007, N 46, cT1. 5576;
2008, N 5, cT. 400; N 25, cT. 2980; N 46, cT. 5337; 2009, N 6, cT. 738);

noctaHoBreHnem Npasutensctea Poccuinckon Pegepaunm ot 8 anpensa 2004 r. N 201 "Bonpochl
depepanbHO  cnyxkbbl  NO  BeTepuMHapHoOMy M duTocaHuTapHoMy  Haglopy"  (CobGpanue



3akoHogaTtenbcTBa Poccunckon ®epepaunn, 2004, N 15, c1. 1493; 2005, N 33, cT. 3421; 2006, N 26,
CT. 2846; 2007, N 46, cT1. 5576; 2008, N 25, cT. 2980);

noctaHoBrneHvem [lpaButenbctBa Poccunckon ®epepauumn ot 11 Hoabpa 2005 r. N679 "O
nopsigke paspaboTku U yTBEPXAEHUS aAMUHUCTPATUBHBIX PerfameHToB UCMOSNTHEHUS rocy4apCTBEHHbIX
YHKUMI (NpepocTaBneHns rocyaapcTBeHHbIX ycnyr)' (CobpaHue 3akoHogaTenscTBa Poccuinckon
depepaumm, 2005, N 47, cT. 4933; 2007, N 50, cT1. 6285; 2008, N 18, cT. 2063);

npukasom MuHcenbxo3a Poccum ot 10 mons 2007 roga N 357 "O6 yrtBepxaeHuu [lopsiaka
rocygapCTBEHHON perncTpaummu necTMumnaoB M arpoxmmukaToB” (3apermctpypoBaH B MuHiocte Poccun 2
asrycta 2007 r., peructpaumoHHbii N 9942).

1.3. TocygoapcTBeHHas perucTpauus nectvumga WM arpoxmMmukaTta  OCYLIEeCTBISeTCs
Poccenbxo3Haa3opom nocre OKOHYaHUSA pPervcTpaumoOHHbIX UCTbITaHWIA NecTuumnaa unm arpoxvmmMukara,
nNpyv HaNU4YMM MNONOXUTENbHbIX 3aKMIOYEHUN NO IKCNEPTU3E Pe3ynbTaTOB PErMcTPaLMOHHbIX UCMbITAHUM
nectvuuaa unv arpoxmMmmkata degeparnbHbIX OpraHoB UCTIONHUTENBHOW BriacTu.

1.4. KoHeYHbIMK pesynbTaTamn MCnonHeHns Poccenbxo3HaasopoM rocygapCTBEHHON OYHKLMK
SABNAIOTCA:

BblJava CBUAETENbCTBA O rOCyJapCTBEHHOW perncrpauumn nectuuuga vunm arpoxumukaTta unm
[OOMONHEHVST K paHee BblJaHHOMY CBUAETENbCTBY O rocygapCTBEHHOW perncrpauun nectuumga unm
arpoxMMuKaTa;

yBegomIieHne o6 oTkase B rocyAapCTBEHHON perncTpaumm nectmuuaa unm arpoxmmmkaTa.

yBeJOMIIEHVE O NpeKpaLLEHNV rOCYAapCTBEHHOW permcTpaumm nectuumMaa unu arpoxmMukara go
NCTEYEHMs CPOKa rocyaapCTBEHHON permcTpaumm nectuumaa unm arpoxummkaTa.

1.5. 3asBuTeEnsAMKM B LENsX rocygapCTBEHHOW peructpaumy nectvuupa WnvM arpoxmmukara B
HacTosileM PernameHTe ABMAIOTCA rpakgaHe w/unu opuandeckve nuua, NofasBlune 3asiBeHne Ha
rocygapCTBEHHYI0 perucTpauuio nectvumga unm arpoxvmukara, a Tawkke NpeacTtaBuTenu 3Tux nuu,
umerowne oPopMIIEHHYIO B YCTAHOBIIEHHOM NOPsiAKe OOBEPEHHOCTb Ha NpoBedeHMe rocygapCTBEHHON
pervctpaumm nectuumMaa unm arpoxumukaTta oT UMeHu 3asiBuTenen.

B rocygoapcTtBeHHON peructpauum nectuumuga wnv arpoxmmukata MoryT npuHMMaTb ydacTue
HECKONbKO rpaxaaH wu/unu opvanmyeckmx nuu. B atom cryyae BblweykasaHHOE 3asdBrieHvne nogaeTcs
3as8BMTENSIMU COBMECTHO.

ll. TpeboBaHMA K nopsagKy ucnonHeHuss Poccenbxo3Han3opom rocygapcTBeHHOM hyHKUUN
(npepocTaBneHUU rocynapcTBEHHOM YCIyru)

2.1. MNMopsaok MHdopmMupoBaHua 06 ucnonHeHMn Poccenbxo3Haa3opoM rocyaapCTBEeHHOWM
¢pyHKLUMM (NnpeaocTaBneHUs rocyqapcTBEHHOMN yCiyru)

2.1.1. Ons nonyyeHus mHdopMauunm O NOpsSAKe WUCMOMHEHUA roCcygapCTBEHHOM (PYHKUMM MO
OCYLLECTBMEHUIO TOCYJAPCTBEHHOW peructpaumyM nectMumagoB WM arpOXUMMMKATOB  rpadkaaHe
obpawatotcs B Poccenbxo3Haasop.

OneKTPOHHbIN agpec Ans HanpaeneHus obpaweHun: info@svfk.mcx.ru

MecTto HaxoxaeHus Poccenbxo3Haasopa: Mocksa, Opnukos nep., a. 1/11.

2.1.2. Tpuem 3asBNEeHUn U OOKYMEHTOB ANA rOCyAapCTBEHHOW peructpauuy nectuungos U
arpoxmmMmukaToB npomssBoauTtcs no agpecy: Mocksa, OpnukoB nep., 4. 1/11, komHata 710, no BTOpHUKaMm
n natHuuam ¢ 10.00 go 16.30 yacoB NO MOCKOBCKOMY BPEMEHN.

Mpuem OOKYMEHTOB MOXET MpOou3BOAUTLCA B YCTAHOBMEHHOE BpeMs MO npeaBapuTenbHOM
3anucum.

TenedoH ans cnpaBok 1 NpeABapUTENbLHON 3anncK Ans caayvn JoKyMeHToB: +7(495) 607-82-71;

2.1.3. 3asBneHne 1 KOMMNMEKT AOKYMEHTOB MOTYT OblTb HaMpaBreHbl 3asBMTENEM MO MoYTe.

MouToBLIN agpec Ans HanpaBneHusa 3asiBneHnn n gokymeHTtos: Opnukos nep., 4. 1/11, Mockea,
107139, Poccenbxo3Haasop.

2.1.4. WHdopmaums o npoueaype wucnonHeHus Poccenbxo3Haa3opoM rocygapCTBEHHOM
dyHKUMM coobllaeTcsa No BblleykasaHHOMY Homepy TenedoHa, a Takke pasmellaeTcd B
VMHOPMALIMOHHO-TENEKOMMYHUKaLMOHHBLIX CETSAX 00Lero nonb3oBaHns (B TOM yucne B cetu NHTepHeT).

2.1.5. WVHdopmauma o npouenype ucnonHeHus Poccenbxo3Hag3opomM rocygapCTBEHHOM
DYHKUUN MOXET NpeacTaBNATbLCA Npy MMCbMEHHOM 0bpaLleHnn.

lMucbmeHHble obpaleHns paccmaTtpuBatoTcsa PoccenbxosHagsopom B 30-4HEBHBLIM CPOK C
MOMEHTa permcTpaumm.

2.2, Cpoku MCNOJSTHEeHUA Poccenbxo3Hansopom rocyaapcTtBeHHOMN byHKLMM
(npepocTaBneHns rocyaapcTBEHHOW ycnyru)

2.2.1. PaCCMOTpeHMe 3adaBJieHnA C KOMMIEeKTOM JOKYMEHTOB Ha rocyaapCTtBeHHYK0 permctpauuto
nectnunga mnu arpoxXxmMmmkaTa oCyLecCTBIAEeTCA B CPOK A0 ABYX MecALeB OT AaTbl €ro nony4yeHus.



2.2.2. MNpuHATHE pelleHns O rocygapCTBEHHOW perncTpauun nectuumMaa unu arpoxumukara unm
06 oTKkase B rocyaapCTBEHHOW perncrpauum nectuumaa unm arpoxmmukata OCyLIEeCTBNSAETCS B CPOK A0
OBYX MecsLeB OT AaTbl NONyYeHUs 3asiBrieHUs.

2.2.3. HanpaeneHue B MuHcenbxo3 Poccun mHopmaLmm O rocyoapCTBEHHOW perucrpaumm
necTuyuaa uUnu arpoxmmukata OCyLLeCTBMSEeTCS B CEMUOHEBHbIA CPOK NOCNe BblAayn CBUAETENbCTBA O
rocygapCTBEHHOM peructpauuny nectuumMaa unm arpoxumukara.

2.2.4. TlpekpaweHne rocygapCTBEHHOW perucTpauum nectumuuga wnu  arpoxmmukata  ao
NCTEYEHNs CpoKa roCyaapCTBEHHOW perncrpauum nectvumMaga unm arpoxmMmukarta ocyllecrensiercs B 30-
AHEBHbIN CPOK OT AaTbl MOMyYEeHUs1 3KCMEPTHbIX 3aKmnoyeHun defeparnbHbiX OpraHoB MUCMNOMHUTENBHON
BMacTu, OTBETCTBEHHbIX 3a MPOBEAEHNE PETMCTPALMNOHHBIX UCMbITAHUNA.

2.2.5. HanpasneHne B MwuHcenbxo3 Poccun mHpopmaumMm o npekpalleHun rocyaapcTBEHHOMN
perncTpauum nectuumaa unu arpoxmmMmkaTa ocyLecTBnseTcs B CEMUAHEBHbIA CPOK NOcne HanpaBneHust
3aABUTEN0  YBEOOMIMNEHUST O MpeKpalleHnn rocygapCTBEHHOM — perucTpauum  nectmumaa  wnm
arpoxmmukaTa.

2.3. MNepeyeHb OCHOBaHUW ANA NMPUOCTAHOBIIEHUSI UCMOJNIHEHUA rocyAapcTBEeHHON (PYHKUMU
(npepocTaBneHns rocynapcTBEHHOM ycnyrv) nMbo oTkasa B UCNOJIHEHUM FOCYyAapCTBEHHOMN
¢yHKLUMM (NpeaocTaBneHUs rocyqapcTBEHHOMN yCyru)

2.3.1. He npeacTaBneHbl 4OKYMEHTbI COrflacHO rnepeyHto, ycTaHoOBEHHOMY PernameHTomMm;

2.3.2. PacxoxgeHue B 3aKSiYeHUsaX no pesynbtatam perMcTpaumoHHbIX UCMbITaHUA nectuuuaa
WNn  arpoxvMukata C OT4eTaMu Hay4yHO-UCCNEeAoBaTEeNbCKUX  YYPEXKAEHUN, OCYLLECTBIISIOLLMX
rocygapCTBEHHbIE PErMCTPauMOHHbIE UCMbITAHUSA W 3aKMOYEHUSMW CaHUTapHO-3MNMAEMMUONIONMYECKON
9KCMEepPTU3bl, 3KONMOMMYECKOW IKCMEepPTU3bl, IKCMEPTU3bl PErfaMeHTOB MPUMMEHEHMS necTvumga wunm
arpoxnmMuKaTa;

2.3.3. PacxoxageHue B 3aKkrnoyeHusiX Mo pesynbTataM perMcTpauuoHHbIX UCMbITaHUA necTuumaa
Unu arpoxmmMukaTa co CBeAEeHMSIMM O NecTUUMae UNU arpoxumukare Unm co CBedeHusIMU O nectuumae
Unu arpoxumukaTte, CoaepXalluMMmmncs B MHbIX oULnanbHbIX MCTOYHUKAX;

2.3.4. PacxoxgeHue cBegeHu 0 NecTuumae unvm arpoxumukarte, NnpeacTaBrneHHbIX 3agBuTeneMm,
CO cBefeHnsMW O necTuuMae Wnu arpoxumukate, npeacTaBneHHbIMU FOCY4apCTBEHHbIMU Hay4HO-
nccrneoBaTenNbCKUMUN - YYPEXKAEHUSMY,  OCYLLECTBNSALWMMA  FOCYOAPCTBEHHbIE  PErMcTpaumOHHbIE
UCMbITaHWs.

lll. AoMuHMCTpaTUBHbIE Npoueaypbl

3.1. lMpn ucnonHeHun Poccenbxo3Hag30poM rocyaapCTBEHHOW pernctpauuyM nectuumMaoB unuv
arpoXMMMKaToOB OCYLLIECTBIISAOTCA CriegyloLimne npoueaypbl:

3.1.1. paccmoTpeHne 3asiBNeHns ¢ KOMMNIIEKTOM OOKYMEHTOB Ha rOCyAapCTBEHHYIO pPErnmcTpauuio
nectvuuaa unv arpoxmMMmnkaTa;

3.1.2. NpyHATVE peLLeHns O roCyAapCTBEHHOW perncTpaumm nectuuuga v arpoxmMmukara unm
006 oTKase B rocyaapCTBEHHON perncTpaunm nectuumaa unm arpoxMMmmnkaTa;

3.1.3. HanpaBneHve B MwuHcenbxo3 Poccun uHgopmaumm O rocygapCTBEHHOW perucrpaumm
nectuunpga wnu arpoxmMmukaTa nocrne BbldayuM CBUAETENbCTBA O [OCYAApCTBEHHOM perucrpaumm
necTuymnaa unu arpoxnumukara;

3.1.4. npekpalleHne TroCygapCTBEHHOW perucTtpaumMM nectuumMga wnm  arpoxumukara  ao
NCTEeYEeHMs cpoKa rocygapCTBEHHOW perucTpaLmm nectuyuaa unm arpoxmmMmkara;

3.1.5. HanpaeneHne B MuHcenbxo3 Poccun uHdopmMaumm O npekpalleHun rocyaapcTBeHHON
pervctpaumm nectuumMaa unm arpoxumukara.

3.2. OcHoBaHMEM [fs1 pacCMOTPEHMS 3asABIIEHNSI O FOCYAapPCTBEHHOW perncrpauun necrmumaa
UK arpoxmMukaTa sBnsieTcs nocTynneHne B Poccenbxo3Haasop 3asBreHns ¢ KOMMNIIEKTOM JOKYMEHTOB
Ha rocyapCTBEHHYIO pErMCTpaLmio NecTuumaa unm arpoxmMmmnkaTa.

3.2.1. 3asBuTenb, B LeNsX roCyAapCTBEHHOW pervctpaumMyM nectuumga WM arpoxumukara
HanpaenseT unuM npeacTtaBnseT B Poccenbxo3Hag3op 3asiBNEeHWE O rocygapCTBEHHOM perucrpaumu
necTuyuga unu arpoxumukarta u cnegyrowme JOKYMEHTbl Ha PYCCKOM A3bike:

a) 3asiBNeHne O rocygapCTBEHHOM permcTpauumn nectuunaa unm arpoxmmukara;

0) 3aknouyeHue aKcnepTusbl pPe3ynbTaTOB PErucTPaLMOHHBIX UCMbITAHWMIA Nectuuuga  vnu
arpoxmmmkaTa MwuHucTepcTBa cemnbckoro xossiictea Poccuiickon  Pepepauum  (opuruHan) ¢
NPUIIOXEHNEM TapHOM 3TUKETKU U PEeKOMEeHZauun O TPaHCMOPTUPOBKE, XPaHEHUM U NPUMEHEHUU
npenapata, 0oOpMIIEHHOE HAa UMS 3asiBUTENs, C NPUNOXEHNEM OTYETOB OpraHu3auui, NPOBOAMBLUNX
pPEerucTpaumnoHHbIE UCTIbITaHWA NecTMUuuaa Unv arpoxmMmmkarta (konum);

B) 3aKMYeHMe SKCNepTM3bl PerfnamMeHTOB MNPUMEHEHUs MecTuumuaa wWnm  arpoxumukara
MwuHuctepcTBa cenbckoro xossuctea Poccuiickon Pepepauuun, odOpMNEHHOE Ha UMS 3asBUTENS
(opurunan);



r) 3akni4vyeHue TOKCUKOMOro-rmrmeHMYeckom 3IKCnepTu3bl nectuumaa  Wnu - arpoxmmukarta
(caHUTapHO-3NNAEMUNONOrMYECKOe 3aKkrioyeHne, OpurMHan Unu Konus, 3aBepeHHas B YCTaHOBMEHHOM
nopsiake);

[0) 3aKkni4yeHrne rocygapCTBEHHOM 3KOMOrMYEeCcKOW 3KCMepTu3bl Mectuumaa Unu arpoxmmukata
(opuruHan unu Konusi, 3aBepeHHas B YCTaHOBMEHHOM NOpsaKe);

e) cBedeHuMss O nectvumge cornacHo npunoxeHnto N 1 mnm o6 arpoxmmukaTe COrfacHo
npunoxerHuto N 2 k PernameHTy (opuruHan);

X) TeXHUYEecKue YCroBWsi Ha MPOU3BOACTBO MecTvMuuga, OENCTBYIOLWUM BELIEeCTBOM KOTOPOro
ABMSAIOTCA >KUBblE OPraHM3mbl, MNPOAYKTbl KU3HEOEATENbHOCTU XMBbIX OPraHU3MOB WM XKUBble
OpraHu3mbl UM NPOAYKTbl KU3HEOEATENbHOCTU KUBbIX OPraHM3MoB, MPOM3BOAMMOrO Ha TeppuTopuUn
Poccuiickon ®egepauum (konus);

3) anpobupoBaHHble Poccenbxo3Hag3opoM MeTOoAbl OnpeferneHusl kadectBa nectuumMga u
arpoxmmukaTa, MeToAbl OnpefeneHns OCTaTOYHbIX KONMYEeCTB OEeNCTBYIOLLEro BellecTBa nectuumaa, a
TaKke OnacHbIX KOMMOHEHTOB €ro npenapatuBHOM OpPMbl B MNPOAYKUWW, MeToAbl OnpeneneHus
cofepXaHusa nectuumnaa u arpoxummukata B o6bektax OKpyKalLLen cpeapbl, 3aBepeHHbIE 3asiBUTENEM;

N) U3BMEeYEHNEe M3 TEXHUYECKUX YCMOBUM C TUTYMbHbIM NMCTOM, 3aBEPEHHbLIM 3asiBUTENEM, B
YacTn HOPMATUBHLIX NOKa3aTernen KayecTsa U METOLOB aHanm3a AeNCTBYOLMX BEWeCcTB nectuyuaa (Ha
XUMUYECKME NecTuumabl);

K) nacnopTt 6e3onacHOCTU BellecTBa (MaTepuana);

n) metoabl 06e3BpeEXMBaAHMS, YTUMU3ALNN, YHUUTOXEHNSA NECTMUNAa;

M) 3aknioveHne MexBegOMCTBEHHON KOMUCCUM Poccuinckon akagemMun cenbCKOXO3SANCTBEHHbIX
HayK Mo MWKpPOOMONornyeckum cpeactsaM 3almTbl pacTeHMn U OuoynobpeHusm o6 ypOBHE HayyHo-
TEXHUYECKON [AOKYMEHTaLMW, TEXHOMOMMN WX MNPOU3BOACTBA, COCTOSHMM  KOMMEKUMM  LITaMMOB-
npoayLEeHTOB, MEeTodax KOHTPOMNs KayecTBa NpwW NPOU3BOACTBE, XPaHEHWW W NpUMEHeHuun (ons
Buronornyeckmx cpeacTs 3aLUnThbl pacTeHni n GuoygobpeHnin), opuruHan unm Konus;

H) [OOKYMEHT, TMOATBEpXOallWnA nepefady aHanuTUYeckoro cTaHgapTta [OeWCcTBYHOLLEro
BellecTBa B Poccenbxo3Hansop;

0) OOKYMEHT, MOATBEPXKAAKLWMNA Nepeaady aTanoHHOro obpasua nectuumnga unu arpoxumukara
(ogHO TapHOe MeCTO WIM He MeHee OAHOro Kunorpamma/nutpa) ¢ aktom otbopa obpasua B
Poccenbxo3Haasop;

n) OOKYMEHT, MOATBEpXAalluin ynnaty rocygapCTBEHHOW MOLUMMHbLI 3@ FOCYAapCTBEHHYIO
perncTpaumio nectuuuga wunm arpoxumukata (NpeabsABnseTcs npu MNOofydeHuuM CBUAEeTenbCcTBa O
rocyaapCTBEHHOW perncrpaunm nectTuumaa unv arpoxmmukaTa);

3.2.2. Moctynueline B Poccenbxo3Haa3op OT 3asBUTENs 3asiBNEHWE M KOMMMEKT OOKYMEHTOB
NMPVHUMAOTCS MO OMUCK, KOMUS KOTOPOW C OTMETKOW O JdaTe npuemMa YyKasaHHOro 3asiBieHus C
KOMMIIEKTOM JOKYMEHTOB HanpaBnseTcs (Bpy4yaeTcs) 3asaBUTENIHO.

3.2.3. V3 uucna [OMKHOCTHbIX nuy Poccenbxo3Hagsopa onpegensercss OTBETCTBEHHbIN
WCMNOMHMTENb MO OCYLLECTBIIEHNIO PACCMOTPEHNS 3asiBNIEHNS C KOMMIIEKTOM JOKYMEHTOB K HEMY.

3.2.4. OTBETCTBEHHbIN WCMOMHUTENb OCYLLECTBSET MPOBEPKY KOMMIEKTa MNpeacTaBeHHbIX
AOKYMEHTOB, @ TaKKe COrfmacoBaHHOCTW CBEAEHMWI COAEPXKALLUXCS B HUX.

3.2.5. Poccenbxo3Haa3op paccMatpuBaeT 3asiBieHWE C  KOMMMEKTOM [JOKYMEHTOB Ha
rocyaapCTBEHHYIO permcTpauuio nectuumnaa unm arpoxmmukara.

3.2.6. Poccenbxo3Haasop msgaeT npukas O rocydapCTBEHHOW peructpauuu nectvumMga unu
arpoxmMmukaTa W BbldaeT CBUOETENbCTBO O [OCYAApCTBEHHOM perucrtpaummM nectuuupa  wnm
arpoxmmMukaTa.

3.2.7. Poccenbxo3Hag3op nocre Bblgayu CBUAETENbCTBA O FOCYAApCTBEHHOW perncrpaumun
nectvumga unm arpoxumukaTta HanpasnsdeT B MuHcenbxo3 Poccum uHdopmaumio 0 rocygapCTBEHHOM
pervcTpaumy nectuuuia unm arpoxmMmukarta ansi ee BHeceHus B [ocy4apCTBEHHbIN KaTanor nectuunaos
N arpoXMMUKaTOB, pa3peLLEeHHbIX K MPUMMEHEHMIO Ha TeppuTopun Poccuiickon Pepepaumm.

3.2.8. WHdopmauma o rocygapCTBEHHOM peructpauuu nectuyupa unmM  arpoxvMukata
pa3mMeLlaeTcst Ha oduumanbHoM canTe MuHcenbxosa Poccun B ceTn IHTEpHET: www.mcx.ru.

3.2.9. Poccenbxo3Hag3op B cryyae MpuHATMA peleHns ob oTkase B rocygapCTBEHHON
peructpaumm nectMumMaa WM arpoxMMumkaTa HanpaenseT 3asiButento yeegomrieHne ob oTkase B
rocyapCTBEHHON perncTpaumm nectuumMaa unm arpoxmMmmkara.

3.2.10. YBepomneHne o6 oOTkase B TOCyQApPCTBEHHOW perucTpauum nectvuMga unm
arpoxmMmMuKkaTa JOJDKHO ObITb MOTMBUPOBAHHBIM U HAMPaBNATLCS 3asBUTENO B MMCbMEHHOW hopMme.

3.2.11. l'ocygapcTBeHHasi perMcrTpaums nectuumMaa unmn arpoxumMmkara MoxeT OblTb nNpekpalleHa
00 UCTEYEHUsI CpoKa rocyLapCTBEHHOW perncrpauum.

3.2.12. PelueHune o npekpalleHun rocygapCTBEHHON permctpauuu nectuyuaa unm arpoxmMmukarta
Poccenbxo3Haasop MpUHMMAaeT Ha OCHOBaHMM 3KCMEPTHLIX MNpPeAcTaBneHun deneparnbHbIX OpraHoB
WCMONMHUTENbLHOW  BNacT, OTBETCTBEHHbIX 3a 0Oe3onacHoe oOpalleHne ¢ nectuuugamm U
arpoxMMmkaTaMu Nnpu BhISIBIEHUW paHee HEM3BECTHbLIX OMACHbIX AN 340POBbS NIOAEN UMK OKpYyXKatoLLew
NPMPOAHON cpeabl CBOWCTB Nectuuuaa unv arpoxmMmukara.



3.2.13. Poccenbxo3Haa3op HanpasnseT 3adBUTENO yBeAOMIIEHME O AOCPOYHOM MpeKpalleHun
rocyaapCTBEHHON perncrTpaumm nectuumaa unm arpoxmMmmkara.

3.2.14. Poccenbxo3Haasop HanpaengeT B MuHcenbxo3 Poccun mvHdopmauuio 0 AOCPOHHOM
npekpaLlleHn rocyaapCTBEHHOW perncTpaumm nectuuuga vnmM arpoxmmukata Ans ee BHeCeHus B
"ocynapcTBeHHbIN kaTanor NneCTUUUA0B U arpoOXMMMKATOB, pa3peLleHHbIX K MPUMEHEHUIO Ha Tepputopum
Poccuickon denepaumm.

3.2.15. WHdopmauma © npekpaweHun rocygapCTBEHHOW perucTpauum nectvmumga  wunum
arpoxvmMukata pasmellaeTcsas Ha odwuumanbHoMm canTe MwuHcenbxo3a Poccum B cetn WHTepHeT:
WWW.MCX.TU.

IV. NMopsanok u ¢popmMbl KOHTPONA 3a UcnosriHeHneM Poccenbxo3Hag30poM rocyaapCTBeHHOMN
¢pyHKLUUM (NnpeagocTaBNeHUM rocyaapCcTBEHHOMW YCNyru)

4.1. Poccenbxo3Haas3op OpraHusyeT W OCYLeCTBNSeT TeKyLUN KOHTPOMNb 3a WCMNOMHEHWEM
rocygapCTBEHHOM (PYHKUUMN.

4.1.1. KOHTpONb 3a NOSIHOTOM U Ka4YeCTBOM MCMOSIHEHUS FOCYAAapPCTBEHHOM (PYHKUMM BKMAOYAET B
cebsa npoBegeHVe MPOBEPOK, BbISIBNIEHVWE WM YCTPaHEHWE HapyLleHWn npaB 3asiBUTENen, pacCMOTpeHne
Xanob, NpMHATNE peLUeHUin n NOAroTOBKY OTBETOB Ha OOpalleHns 3asiBuTenen, NOAroTOBKY peLleHnin Ha
nevcteus (6esgencTeme) AOMKHOCTHBIX UL, Poccenbxo3Hagsopa.

4.1.2. dopmaMu KOHTPONSA 3a COBNIOAEHNEM UCMONTHEHUSA TOCY4APCTBEHHOW OYHKLUN ABMSOTCS:

NPOBOAMMbIE B YCTAHOBNEHHOM MOpPsSAKe NPOBEPKM BeOeHUSA Aenonpom3BoaCTBa;

npoBefeHne B yCTAHOBEHHOM NOpsiKe KOHTPOSbHbIX NPOBEPOK, paCCMOTPEHUE xanob.

4.1.3. MNposepkn MOryT ObiTb NNAHOBLIMU (OCYLLECTBNATLCA Ha OCHOBaHUW MOMYroAoBbIX WM
rofoBbIX NnaHoB paboTel Poccenbxo3Hagsopa) 1 BHEMMAHOBbLIMU.

Mpn npoBeaeHMM NPOBEPKM MOTYT paccMaTpuBaTbCs BCE BOMPOCHI, CBA3aHHbIE C UCMOMTHEHUEM
rocygapCTBeHHON PyHKUUN (KOMMMEKCHbIE MPOBEPKM), UMM NO KOHKPETHOMY OBpalleHunto 3asBuTens.

4.1.4. MNpoBepKM NOMHOTbI U KAYeCcTBa UCMNOSTHEHUS FOCYAApPCTBEHHON DYHKLMN OCYLLLECTBIISOTCA
Ha OCHOBaHUW MHAMBUAYAlbHbBIX NPABOBLIX aKTOB (NpuKa3oB) Poccenbxo3Haasopa.

4.1.5. B uensx OCYLIEeCTBMEHUA KOHTPONS 3a COoBepLUeHUeM AEeWCTBUMI NpU UCMNOSNHEHWUN
rocygapCTBEHHOM (hyHKUUM U NPUHATMM peLleHnin pykoBoauTento Poccenbxo3Haasopa npeacraBnseTcs
MHdopMaLMsa 0 pedynbTatax UCMOMHEHNsI TOCY4APCTBEHHOM hyHKLMN.

V. lMopsapok o6GxanoBaHus p[encTBuUM (0e3gencTBMA) AOMMKHOCTHOrO nuvua, a Takke
NPUHUMAEMOro UM peleHUss npu ucnonHeHun Poccenbxo3HaA30poM rocyaapCTBEHHOM
¢pyHKLUUM (NpeaocTaBNeHUM rocygapcTBEHHOM YCnyru)

5.1. 3aaButens MMeeT npaBO Ha OOGXanoBaHWe peLUeHWR, MPUHATBIX B XO4e WCNONHEHUs
rocyaapCTBEHHON (hyHKLUMK, AeACTBMI unn 6e3nencteusa paboTHUKoB Poccenbxo3Haasopa B nopsiake U B
CpOKU, yCTaHOBNEHHbIe 3akoHoAaTenbCcTBOM Poccuiickon deaepaumu.

5.2. OGxanoBaHnue pgencTeui (6e3gencTBust) OOJMKHOCTHbIX Nuy  PoccenbxosHagsopa B
pocyaebHom 1 cyaebHoM nopsigke.

5.3. B cny4ae Hecornacms ¢ NpuvHATBIM PELUEHUEM 3asBUTENb MOXET obxamnoBaTb MPUHATOE
pelueHne B MMHMCTEPCTBO CeNbCKOro xo3amcTea Poccuickon ®egepaumm nnm B cyg obLuen lopucankumnm
B COOTBETCTBMM C HOpPMaMu rpaxaaHckoro npoteccyansHoro Kogekca Poccunckon ®egepauun mnm B
apbuTpakHbIn Cya.

54. Cpok paccmoTpeHust xanobbl B MuHUCTEPCTBE CenbCKoro xossancrtea Poccunckon
depnepaumm coctasnseT 30 gHeEN CO OHA perMcTpaumm NMCbMEHHOro obpalleHus.

5.5 3agBuTenb MmeeT NpaBo 06paTUTLCA C Kanobor NMYHO (YCTHO) MU HanpaBUTb MUCbMEHHOE
npeanoxeHve, 3asBneHve unu xanoby (ganee - nMCbMeHHoe obpalleHue).

5.6. lNpun obpalyeHnn 3asaBmTeNs B NMCbMEHHOW (hopMe CPOK paCCMOTPEHNS XKanobbl He JOMKEH
npesbiwatsb 30 gHen Co AHA perncTpaummn NMCbMEHHOIO ObpaLleHus.

5.7. B uckniouMTeNbHBIX Cry4asx (B TOM 4ucre Mpu NPUHATAM peLleHMsl O NpOBEeAEeHUM
NPOBEPKU, N3YyYEHUM OOMOSHUTENBHBIX JOKYMEHTOB M MaTepuarioB), a Takke B Crlydyae HanpaBreHusi
3anpoca rocyaapCTBEHHbIM OpraHaM, OpraHaMm MEeCTHOrO CaMOYMNpaBrieHWsi, AOMKHOCTHBIM fMuam ans
nony4YyeHnss HeobxoaMMbIX ONsi PacCMOTpPeHuUst obpalleHNs JOKYMEHTOB U MaTepuarnoB pPyKOBOAMTENb
Poccenbxo3Haasopa, ynorTHOMOYEHHOE UM NULIO BrpaBe NPOLMUTb CPOK pacCMOTPeHMs obpalleHuns He
oonee 4yem Ha 30 gHewn, yBeAOMMB O MPOANIEHMM CPOKa €ro pacCMOTPEHMUS rpaxaaHnHa, HanpaBUBLLENO
obpalueHme.

5.8. MNopsaok NpoaneHuss U paccMmoTpeHus obpaleHuin B 3aBUCUMOCTM OT MX Xapakrepa
yCTaHaBnMBaeTCs 3akoHogaTenbcTBOM Poccuiickon ®epepauuun.

5.9. 3agBuTenb B CBOEM MUCbMEHHOM OOpalleHun B 0bsi3aTenbHOM nopsiake ykasbiBaeT nmbo
HaMMeHOBaHMe TrOCYAapCTBEHHOrO OpraHa, B KOTOPbIA HanpaBnsaeT NUCbMEHHoe obpalleHune, nmbo
damunnio,  MMs,  OTYECTBO  COOTBETCTBYIOLLErO  OOSMKHOCTHOrO  nuvua, Jmbo  JOIMKHOCTb



COOTBETCTBYIOLLLErO NuLa, a Takke CBOM hamMunuio, UMsi, OTYECTBO (NocrneaHee - NMpu HanuMyuum) nnm
NonHoe HauMeHoBaHWe AN PUAMYECKOro nuvua, MOYTOBbIN aapec, Mo KOTOPOMY [OOMMKHbl ObiTb
HanpaBrneHbl OTBET, YBeAOMIeHWe O nepeagpecauun obpalleHus; u3naraeT CyTb NpeanoXeHus,
3as8BMNeHNst Unu xanobbl, CTaBUT NNUYHYIO NOANUCH 1 AaTy.

5.10. JdononHuTenbHO B MMCbMEHHOM obpalleHun MoryT ObITb yKasaHbl: HaMMeHOBaHwe
AOIMKHOCTK, hamMunns, MMS U OTYECTBO cneumanucTta, pelleHue, gencteve (6e3genictBue) KOTOpPOro
obxanyeTcsa (Npu HanM4uMm nHpopmauun);

cyTb (obcTositenbctBa) obxanyemoro pencteus (6e3nencTBusi), OCHOBaHWUS, MO KOTOPbIM
3as8BUTENb CYUTAET, YTO HapyLLEHbl ero npasa, CBOOOAbI 1 3aKOHHbIE MHTEPECHI, CO3[AaHbl NPENATCTBMSA K
nX peanu3aumm nmbo He3aKOHHO BO3MOXEHa kakas-nmbo 0653aHHOCTb;

WHblE CBEOEHUS, KOTOPbIE 3asBUTENb CHMTAET HEOOXOAMMbIM COOBLLMUTD.

5.11. 3aaButenbe MOXET NPUMOXUTb K MMCbMEHHOMY ObpalLLeHnI0 JOKYMEHTbI U MaTepuansl Nnbo
nx Konuu. Konmm gOKyMeHTOB A0SKHbI ObiTb NPOLUNTLI, 3aBEPEHbI MOANUCHIO U NeYaTbio 3asaBUTENS.

5.12. TnCbMeHHbIN OTBET, CoAepXaliuin pesynbTaTbl PacCMOTPEHUs Xanobbl, HanpaBnseTcs
3a8BUTENO B TEYEHUUN CYTOK C MOMEHTA PAcCMOTPEHUS Xanoobl.

Ecnu B nucbmeHHOM obpallieHnmn He yKka3aHO NofHoe HauMeHoBaHMe 3asBUTENS - PUONYECKOrO
niua, cdammnua nuua, noanucaBllero obpalleHne M MoYTOBbIN adpec, MO KOTOPOMY AOMMKeH ObiTb
HarnpaBfeH OTBET, OTBET Ha obpalleHne He aaeTcs.

5.13. Mpwn Nony4yeHMM NUCbLMEHHOrO OOpalLLeHunsi, B KOTOPOM COAEpPXaTcs HeLeH3ypHble nmbo
OCKOpPOMTENbHBIE BbIPAXEHWS, YrPO3bl XU3HW, 300POBbI M UMYLLECTBY AOMKHOCTHOrO nvua, a Takke
UNEeHOB €ro CeMbW, BnpaBe OCTaBUTb obpalleHne 6e3 oTBeTa MO CYLLECTBY MOCTaBMEHHbIX B HEM
BOMPOCOB M COOOLWNTL 3asBUTENIO, HanpaBuBLLEMY obOpalleHne, 0 HeJoMyCTUMOCTU 3M0ynoTpebneHuns
npaBoM.

5.14. Ecnun TeKCT NMCbMEHHOIo o0palleHnsa He NogAaeTCs NPOYTEHMO, OTBET Ha obpalleHne He
Aaetcs, 0 Yyem coobLuaeTcs 3asiBUTEN0, HanpasuMBLLUEMY OOpalleHune, ecnm ero oamunms U NoYTOBLIN
aZpec NoAAaTCA MPOUTEHMIO.

5.15. Ecnu B NCbMEHHOM 0OpaLleHnn 3asBUTENS COOEPXKUTCA BONPOC, Ha KOTOPLIN 3asBUTENIO
MHOTOKPaTHO [JaBanuCb MNUCbMEHHbIE OTBETbl MO CYLIECTBY B CBS3NM C paHee HanpaeBnisieMbiMU
obpalleHnsiMmM, 1 nNpyv 3TOM B OOpalleHMM He MNpUBOASITCA HOBble A0BOALI MNM 0BCTOATENLCTBA,
pykoBoauTenb Poccenbxo3Hags3opa unm ynonHomoyYeHHoe nuuo Poccenbxo3Hagsopa BnpaBe MpUHATb
pelueHne o0 6e30CHOBaTENLHOCTU O4YepefHOro obpalleHns 1 NnpekpaLleHnn nepennuckn ¢ 3agaBmTenemM no
OaHHOMY BOMPOCY MpWU YCIOBWUW, YTO YyKa3aHHOe obpalleHve u paHee HanpaeBnsemble obpalleHus
Hanpaenanuce B Poccenbxo3Haasop. O gaHHOM pelleHuM YBeOOMMSIETCS 3asdABUTENb, HanpasuBLUUIA
obpalueHne.

5.16. Ecnn oTBeT No cyLLeCcTBY NOCTaBEHHOrO B 0OpaLleHun Bonpoca He MOXEeT ObITb AaH 6e3
pasrnawieHnsi CBedeHWI, COCTaBMSAOWMX FOCYAAPCTBEHHYIO WM UHYID OXpaHsemyio deneparnbHbIM
3aKOHOM TaviHy, 3asBMTeNi0, HanpasmBLLEMY obpalleHne, coobLlaeTcss 0 HEBO3MOXHOCTU AaTb OTBET MO
CyLLEeCTBY MOCTaBMEHHOIO B HEM BOMpPOCa B CBSI3W C HEAOMYCTUMOCTbIO pasrfalleHusl yKasaHHbIX
cBefeHun. Ecnn npuymHbl, NO KOTOPbIM OTBET MO CYyLLECTBY MOCTaBMEHHbIX B 06palleHMn BONpoCcoB He
Mor 6bITb A4aH, B nocrnegylowem Obinv ycTpaHeHbl, 3asiBUTENb BrpaBe BHOBb HanpaBuTb obpalleHue B
Poccenbxo3Hagsop.

5.17. BagBuTenb MOXET COOOWWUTE O HapyWeHWM CBOUX MNpaB M 3aKOHHbIX MHTEPECOB,
NPOTUBOMPABHbIX PELUEHUNAX, AEUCTBUMAX unu 6e34encTBMM OOIMKHOCTHBLIX Nuy Poccenbxo3Hagsopa,
HapyleHUM MOMOXEeHUN HacToswero PernameHTa, HEKOPPEKTHOM MNOBEAEHUM WNU  HapyLUEeHWUU
cnyxebHon 3TWKU MO HOMepam TenedoHOB, coaepxalimxcs B pasgene |l PermameHTta, Ha VIHTepHeT-
cainTe ¥ No 3nNeKTpoHHOW noyTe Poccenbxo3Hagaopa.

MpunoxexHue N 1
K PernameHTy

HammvmenoBaume, OI'PH opranmszaumum

OO0 mMHOMBMAOYyAJIbHOTO opennpmHmMMaressa, OI'PHUII

Opunnueckumt ampec, obaxTuueckuy amnpec, TeneborH, dbakc, E-mail

CBemenust 0 necruuuge

( OTNINYNTEJIbHOE HAaBBAaHME NecTHuumna )



A. OcHOBHbIe cBejeHuUsA

1. HanmeHoBaHue npenapaTta

2. srotoButens (Ha3BaHue, topnanydeckun agpec, TenedoH, dakc, E-mail)
3. HasHaueHue npenapaTta

4. [encTtytollee BellecTso (no ISO)

5. XuMunyeckuin knacc 4encTByOLLEero BeLecTsa

6. KoHueHTpaumsa gencTeytoLLero sBewwectsa (B r/n unu r/kr)

7. MpenapaTtuBHasa cdopma

B. CBegeHusi no oueHke buonorunyeckom 3dhpdPeKTMBHOCTU, 6e30NacHOCTM U CBOMCTBaM
npenapara

1. CnekTp gencraus

2. Cchbepa npumeHeHust

2.1. KynbTypbl

2.2. BpegHble 00bekThl (C TaTUHCKMMKN HAa3BaHUAMM)

3. PekomeHayemble pernameHTbl NPYMEHEHNs

3.1. Cpok npoBeaeHus obpaboTok

3.1.2. ®aza pa3BuTuUs 3almLLaeMon KynbTypbl

3.1.3. ®asbl pa3suTUA (CTagusa) BpegHOro opraHnsma

3.2. KpaTtHocTb 06paboTok

3.3. NHTepBan mexay obpaboTkamu

4. PexomeHayemasi HopMa pacxofa 1 cnocob npMmeHeHus

5. PekomeHayemblli CpOK oxxmaaHus (B OHsX 4o cbopa ypoxas)

6. Bug (MexaHu3m) oencTeus Ha BpedHble opraHn3mbl

6.1. CuctemHbIn

6.2. KOHTaKTHbIN

6.3. NHon

7. Nepunoa 3alnTHOrO AEeNCTBUS

8. CeneKkTMBHOCTb

9. CKOpOCTb BO3AENCTBMSA

10. CoBMeCTMMOCTb C ApYrMy npenapatamm

11. bruonoruyeckas 3 PEKTUBHOCTb

11.1. JlaBopaTtopHble 1 BereTaunoHHbIE OMbIThbl

11.2. lNoneBble ONbITbI

12. ®UTOTOKCUYHOCTb, TONEPAHTHOCTb 3aLlULLAEMbIX KyNbTyp

13. BO3MOXXHOCTb BO3HUKHOBEHMWSI PE3UCTEHTHOCTM

14. Bo3MOXHOCTb BapbMpOBaHUA KyrnbTyp B ceBoobopoTe

15. Pe3ynbTaThl OLeHKN Bronornyeckorn agekTMBHOCTH 1 6e30NacHOCTM B APYrMX CTpaHax

15.1. CtpaHa

15.2. Bawuuaemasd kyneTypa

15.3. BpegHbiii opraHmsm

16. Pe3ynbTaThl onpegeneHns 0OCTaTOYHbIX KONMYECTB B OPYIMX CTpaHax (B QuHamMmuke)

17. BnvaHue npenapata Ha NonesHy 3HToModayHy 3aLlmLiaemMoro arpoLeHo3a

C. Pu3mKo-xMuMmnyeckne CBOMCTBa
C1. ®U3nKo-XxuMn4eckme CBOMCTBa AeNCTBYIOLLEro BewwecTBa
. Oencteytowee Bewectso (no ISO, IUPAC, N CAS)
. CTpykTypHas cdopmyna (ykasaTb ONTUYECKUE N30MepHbI)
. AMnumpuyeckas dopmyna
. MonekynsipHast macca
. ArperaTHoe cocTosiHne
. LiBeT, 3anax
. aBnexune napos npu 20°C n 40°C
. PactBopumocTb B Boge
. PacTBOpMMOCTb B OpraHnyecknx pactBopuTensx
10. KoadhdbmumeHT pacnpegeneHnst n-oktaHon / Boga
11. Temnepatypa nnaeneHuns
12. Temnepatypa kuneHust 1 3amep3aHns
13. Temnepatypa BCbILLKN 1 BOCMaMEHEHMS
14.CtabunbHocTb B BoAHbIX pacteopax (pH 5,7,9) npu 20°C
15. MNnoTHoCTb (B cnyyae razoobpasHOro COCTOSHMSA BeLLeCTBa, MMAOTHOCTb ykasdaTb npu 0°C um
760 mm pT.CT.)

O©COoONOOTPRA,WN =



C1-1. PU3nMKO-XMMMNYeCKkne CBOMCTBa TEXHMYECKOro NpoayKTa

1. YucToTa TEXHMYECKOTO NMPOaYKTa, KAYECTBEHHbIN N KONMYECTBEHHBLIN COCTaB NPUMECEMN

2. ArperaTtHoe cOCTOsiHUE

3. LigerT, 3anax

4. TemnepaTtypa nnaeneHus

5. TemnepaTypa BCNbILLIKM 1 BOCNITAMEHEHUS

6. [noTHOCTbL(B cny4yae razoobpasHoro CoCTosAHWS BellecTBa, NNOTHOCTb yka3aTb npu 0°C n 760
MM PT.CT.)

7. Tepmo- u poToCcTabnnbHOCTb

8. AHanuTu4eckun MeToh Ans ONpPeAerneHns YUCTOTbl TEXHUYECKOrO MpoAyKTa, a Takke
NO3BOMSAOLLNIA ONPEAEnUMTb COCTaB NPOAYKTa, M30Mepbl, NPUMeCcH 1 T.M.

C2. ®du3unKo-xuMm4eckue CBOMCTBa npenapaTtuBHon hopmbl
. ArperaTHoe COCTOsIHME

. LiBeT, 3anax

. CTabunbHOCTb BOOHON 3MYNbCUUN UINN CYCNEH3UM

. pH

. CopepxaHue Bnaru (%)

. BaskocTb

. AmcnepcHocTb

. NMnoTtHocTb

. Paamep yactuy (nopoLwok, rpaHynsl 1 T.M.)

10. CmaunBaemocTb

11. TemnepaTypa BCMbILIKN

12. TemnepaTtypa KpucTannmsaumm, MOpo30CTOMKOCTb
13. JleTyyecTtb

14. [laHHbIE NO CNEXMBAEMOCTM

15. Koppo3unoHHble cBoncTBa

16. KaueCTBEHHbIN 1 KONMMYECTBEHHBIN COCTaB NpUMecen
17. CTabunbHOCTb NPY XpaHeHUM

O©COoONOOOTPA,WN =

C3. CocTaB npenaparta
1. XuMunyeckoe Ha3BaHue Ans Kaxgow coctaBHow YacTu cornacHo ISO, [UPAC, N CAS
2. DyHKLMOHANbHOE 3Ha4YeHMEe COCTaBHbIX YacTel B NpenapaTuBHOM GOpMe 1 UxX cogepkaHue.

C.4. Mukpobuonoruyeckue npenapatbl. CBeAeHUss 0 cocTaBe U CBOWCTBaxX aKTUBHOIO
MHrpegueHTa U npenapatMBHoM  ¢opmbl  (GaKkTepuanbHbIX, T[PUOBHbLIX, BUPYCHbIX,
MUKpocnopoupanbHbIX npenaparos, Ha OCHOBe NPOAYKTOB KU3HepeATeNbHOCTH
MUKPOOpPraHM3MOB)

C4-1. CoMcTBa WTaMMa-NnpoayLeHTa

1. BuooBoe HaszBaHWe MUKpoopraHuama (naTMHCKOe Ha3BaHue)

2. Homep nnu Ha3BaHue WTamma (u3ondara)

3. VICTOYHMK BblAeneHus wraMmma

4. KynbTypanbHo-mMopdonormdyeckme wu BuoXMMMYeckume CBOWCTBA, TeCTbl U KpuTepuu
naeHTurkauum (ykasaTb Takke opraHMsaLmio, NpoBeaLlyo MaoeHTUdKaLmio)

5. lMaToreHHOCTb NN aHTaroHN3m Mo OTHOLLEHUIO K BpeAHOMY 0ObEKTY

6. OTnnyme OT yKe NMEILLUXCS LWTaMMOB AaHHOro BMaa (B TOM Yucrie 3a pyoexom)

7. OTHOLWeEHME K dharam, NIU3NPYIOLLMM KNETKM APYrux LUTaMMOB TOMO XXe B1Aa MMKPOOPraHM3mMoB

8. Cnocob, ycnoBus n coctaB cpea Anst XpaHeHus wraMmma

9. Cnocob, ycrnoBusi U cocTaB cpef AN pPasMHOXEHMS MUKPOOPraHu3amoB. [ns BMPYCOB U
MUWKPOCNOPWAWI YKa3blBaeTCs XapaKTepUCTUKa Crneum@unyecKkoro cbipbs Anst BblpalliMBaHus

10. Cnocob obHapyxeHNsi MMKpOOpraHmama B MUKPOOHbIX accoumaumsax OKpyKalLen cpedbl 1
OvnomaTepuane

11. T[poaykT, CUHTE3NpyeMbll LWTaMMOM (XMMWYECKMA COCTaB, CTPYKTypHas dopmyna,
CTabunbHOCTb, METOA onpeaeneHns 0CTaTKoB)

C4-2. XapakTepucTuka npenapatuBHomn hopmbl

1. CocTaB npenapaTa: cogepxaHne AeNCTBYOLLEro Hadana (TUTP XUBbIX KNETOK UM NpoayKTa
X KU3HEOEATENbHOCTU, TUTP BUPYCHbIX TeNew, BKIOYEHWUA), BCMOMOraTeflbHbIX BELECTB U KX
Ha3Ha4veHune



. ArperaTHoe cocTosiHne

. CmaumBaemocTb

. CopepxaHue Bnaru

. CogepxxaHme NoCcTopoHHEN MUKPONOpbI

. MeToa onpefeneHus aencTBylOLLLEro Havyana

. YCrnoBwWsi N CPOKN XpaHeHUs

. Cnoco6 npurotoBreHus pabo4vmx pacTBOpPOB

. CoBMEeCTMMOCTb C ApYrMMU NecTUUMaamMm u arpoxumMmmukaTamm

O©CoO~NOOTPAWN

D. ToKcuKonoro-rurneHM4yeckasa xapakrepucTmka

D1. Tokcukonornyeckass XapakTepucTuKa OeUCTBYHOLWEro BellecTBa (TeXHUYECKUMU
npoAyKT)

1. OcTpasg nepopanbHas TOKCUYHOCTb (KPbICbI; €CIiM XpOHUYeCcKasi TOKCUYHOCTb Ha OOHOM Buae
XMBOTHBbIX - KPbICbI, MbILLIN).*

1450 (mr/kr m.T.)

2. OcTpas KoXXHast TOKCUYHOCTb.*

1450 (mr/kr m.T.)

3. OcTpas uHransaunmoHHasi TOKCUYHOCTb (B YCINOBMSAX AMHAMMUYECKOro BO3gencTens).”

5
NIK_50 (M40

4. KnumHuyeckne nposiBNEHMS OCTPOM WHTOKCMKaUMM NpuW  BCEX MNyTAX MOCTYNeHus
(nepopanbHbIN, AepManbHbIA, MHIANSALWUOHHbIN)

5. Pasgpaxatoee AerCTBNE Ha KOXY M CrM3NCTble 060M04KN.*

6. 3amedneHHoe  HeMpoTOKCUYeckoe — OelcTBME  Ha  Kypax  (obssatenbHo  Ans
dochopoopraHmyecknx NnecTMumnaoB, Ang Apyrux - npu HeobxoammocTwn).”

7. MopgocTpaga nepopanbHasi TOKCUYHOCTb.

NOEL ( mr/kr macchbl Tena unm KoauumneHT Kymynaumm).

8. MNMopocTpasi HaKoXHast TOKCUYHOCTb (NpY HeobxoammocTh).*

NOEL (mr/kr m.T.)

9. MNMopocTpast UHranAUMoOHHasa TOKCUYHOCTL (Npu HeobxogumocTw).*

3
NOEL (MT/ 1

10. CeHcubunuaupytowiee gencrene, UMMYHOTOKCUYHOCTb.*

11. XpoHu4eckas TOKCUYHOCTb (HEAENCTBYOLUA YPOBEHb BO3AENCTBMSA).*

NOEL (mr/kr m.T.)

12. OHKOreHHOCTb.*

OHKOreHHOCTb, onpegensemMas BBEAEHUEM UCMbITYEMOro areHTa (ykasbiBaeTcs NyTb BBEAEHUS)
OBYM BuAam rpbi3yHOB (MbIWW, KPbICbl) B TedeHne 24 MecsueB kpbicam U 18 unun 24 mecaues Mblliam,
npeacTaBneHMeM matepuanoB Mo BblXMBaeMOCTM (Tabnuubl) n Tabnuy (M0 ONbITHBIM U KOHTPOJSIbHLIM
rpynnam, camuam n camkam oTAernbHO), cogepxalimnx:

- 9(bPEKTUBHOE YUCIIO (KOMMYECTBO XMBOTHBIX, JOXUBLUUX A0 OBHApY>XeHUsA NepBon ONyxonu Bo
BCEM 3KcriepumeHTe). B cnyyae 6onblinx pasnuuuii (6 unmn 6onee mecsueB) B cpokax obHapyXeHusi
nepBbIX ONyXONen pasHow nokanusaumu, ageKkTUBHbIE YMCNa AalTCA ONA PaHHUX U NO3OHUX OMyxonen
OTAENBHO;

- KOJTMYECTBO XXMBOTHbIX C OMYXONsIMU BCEX TUMOB, KOJTMYECTBO XXMBOTHbBIX CO 310KA4Y€CTBEHHbLIMM
ONyXonsAMu, KONIMYECTBO XUBOTHBIX C 2 1 Bonee onyxonsmu;

- KOMMYECTBO XMBOTHbBIX C METACTa3UPYHLLUMM ONYXOMsMu;

- KOJIMYECTBO XMBOTHbIX C OMyXONsIMW OTAEfNbHbIX OPraHOB C yKasaHMeM Tuna M KonmMyecTsa
onyxonewm;

- Aa@HHbIE MO 3KCNePUMEHTaNbHOMY U MCTOPUYECKOMY KOHTPOSIIO;

- NOEL no oHKOreHHOCTH - (MI/KF M.T.).

13. TepaToreHHOCTb U 3MOPMOTOKCUYHOCTb (HEAENCTBYOLME YPOBHM BO3AENCTBUS NS MaTepu
u nnoaa, B Mr/kr m.T.).*

14. PenpogyktuBHas yHKUMA N0 MeTody "2-X nokoneHun" (HegeucTByloLMe YPOBHMU
BO3JENCTBMA AN poauTenen (matepen, oTUOB) U NOTOMCTBA B Mr/Kr M.T.).”

15. MyTtareHHoCTb.”

- Tect Onumca CanbmoHenna MUKPOCOMbI (y4eT reHHbIX MyTauuin); B MPOTOKON BKMKOYaoT
cnegylowune CcBefeHust: BWA W WTaMMbl TeCTEPHbIX MUKPOOPraHUM3MOB, CXEMa 3KCMEPUMMEHTA,
KOHUEeHTpauun (0o3bl) MccnedyembiX BELLEeCTB M MO3UTUBHLIX KOHTPOMNENn, cuctema metabonmyeckon
aKkTMBauMK, NOMyYeHHbIe NepBUYHbIE pe3ynbTaTbl U UX cTaTucTudeckas obpaboTka.


http://base.garant.ru/12168633/#11111#11111
http://base.garant.ru/12168633/#11111#11111
http://base.garant.ru/12168633/#11111#11111
http://base.garant.ru/12168633/#11111#11111
http://base.garant.ru/12168633/#11111#11111
http://base.garant.ru/12168633/#11111#11111
http://base.garant.ru/12168633/#11111#11111
http://base.garant.ru/12168633/#11111#11111
http://base.garant.ru/12168633/#11111#11111
http://base.garant.ru/12168633/#11111#11111
http://base.garant.ru/12168633/#11111#11111
http://base.garant.ru/12168633/#11111#11111
http://base.garant.ru/12168633/#11111#11111
http://base.garant.ru/12168633/#11111#11111

- LlnutoreHetudeckme ncecrnenoBaHus in vivo (y4eT XpoMOCOMHbIX abeppaLumi u/mnu Mukposaep) B
KneTkax KOCTHOrO MO3ra MIIEKOMUTAaKLIMX: B MPOTOKOS BKIKOYAKT CrnefyloLline CBeAeHus: BUA, NUHUS,
Mo >XMBOTHbIX, CXEMa 3KCNepumeHTa, 003bl MCCNeayeMOoro BellecTBa U NO3UTUBHBLIX KOHTPONEen, nyTb,
ONUTENbHOCTb U KPaTHOCTb BBEAEHMS, MNOSyYeHHble NepBUYHblE pe3ynbTaTbhl MUKPOCKONUYECKOro
aHanusa un ux cratuctudeckas obpabortka.

- OueHka noepexpgeHun [OHK (nobbiM xopowo BepuduuMpoBaHHBIM U OBLLENPUHATLIM
METOAOM): B MPOTOKOM BKMOYAKT Ccrefylolme CBefeHWs: cxema MWCCrneaoBaHus, BuA, JMHWSA, OIS
XMBOTHbIX UMW LWITaMMbl KynbTyp KMNEeTOK WKW TKaHEW, CXeMa 3KCMepuMeHTa, [03bl (KOHLeHTpauum)
nccrnegyeMoro BeLEeCTBa M MNO3UTUBHBIX KOHTPOIEW, MOSTyYeHHbIE NEPBUYHbIE pe3ynbTaThl aHanmMsa u ux
cTaTucTnyeckas obpaboTka.

- UntoreHeTuyeckne uccrnegoBaHusa in vitro B KynbType numdounTtoB nepudepmnyeckon Kposu
yenoBseka (y4eT XPOMOCOMHbIX abeppauuii): B NPOTOKOM BKMIOYAKT Creaywline CBeAEeHUs:: cxema
nuccneaoBaHusl, KOHUEHTpauuu (Jo3bl) uccrnegyemblX BeLWeCTB U MO3UTUBHBIX KOHTPONEW, cuctema
MeTabonmyeckon akTmBaLmu, NonydeHHble NepBUYHbIE Pe3ynbTaTbl MUKPOCKOMMYECKOro aHanu3a un ux
crtatucTmyeckast obpaboTka.

[onyckaeTcsa BKNOYEHNE B KOMMIEKCHYK OLEHKY MHOYKLMW UccrneayemMbiM NpenapaTom reHHbIX,
XPOMOCOMHbIX MyTauuMn wun nospexgenun, [OHK gpyrux wmetogoB (TecToB), COOTBETCTBYHOLUMX
CTaHOapTHBIM MeXAyHapoaHbIM NPOTOKOMNaM.

16. Metabonuam B OpraHMsaMe MIIEKONMUTAOLWMX, OCHOBHblE MeTabonuTbl, UX TOKCUYHOCTb,
TOKCUKOKMHETMKA W, Npy HeobXo4MMOCTH, TOKCUKOANHaMMKA.

[ns npenapaToB, MCMOMNb3yeMbIX HA KOPMOBbLIX KynbTypax M B XMBOTHOBOACTBE, AaHHblE MO
3KCKpELMM Y NaKTUPYIOLLMX XXMBOTHbIX (yKa3aTb NyTb BbIBEOEHWS, HAKOMEHWS BO BHYTPEHHUX OpraHax u
MbILLILIAX, BO3MOXHOCTb BbIAEMSATHCA C MOFTOKOM, OCHOBHbIE METabonuThI).

17. CrorikocTb M MeTabonmMaMm B OObeKkTax OKpyxawwen cpegbl, B TOM 4ucne, B
CEeNnbCKOX03ANCTBEHHbIX pacTteHusx (T_50 n T_90).

18. JlnmuTupyowmun nokasaTesnb BpegHOro 4encTaus.

19. Donyctnmas cytovHasa gosa (4CH).

20. TwrneHnyeckne HopMaTuBbl B MPOAYKTaxX MUTaHUA U OObEKTax OKpyXKawLwen cpegbl vnm
Hay4yHoe 0O6OCHOBaHWe HeLenecoobpa3HOCTM HOPMUPOBaHUs (NMpeacTaBreHMe MartepuarnoB Mo
060CHOBaHWIO):

- MakcumanbHO  gonycTumbln - ypoBeHb  (MAY/BMAY) B npogyktax nuTaHus U
CenbCKOXO3MCTBEHHOM CbIPbE;

- npegenbHO ponyctumasa koHueHTpaums (MOK) B BoAe WCTOYHWMKOB CaHUTApPHO-ObLITOBOrO
BOJOMOMb30BaHMS.

Mpu pa3paboTke rMMrMeHNYEecKoro HopMaTuBa Ars BoAbl BOAOEMOB MOIyT NMPUHMMATbCS OaHHbIe
Mo OLEHKe BINUSHMSA Mpenapata Ha XUMWYECKUA COCTaB M MPOLIECChbl CaMOOYMLLEHMS BOAHOW cpepnpl,
Mofy4YyeHHble B Hay4HO-UCCIEAOBaTENIbCKOM YYPEXAEHUN, MPOBOASALIEM PbIOOXO3ANCTBEHHYIO OLEHKY
necTMuMaoB, Npy yCrnoBumn X NpoBeAEHNs C UCNOMb30BaHNEM €AMHbIX METOANYECKUX NMOAXOAO0B.

- MOK B atmMmocchepHOM Bo3ayxe (4nst npenapaTtoB, MPOM3BOANMbIX Ha TeppuTopun Poccun);

- OPMEHTUPOBOYHO GesonacHbii ypoBeHb Bo3delicTBua (OBYB) B atmocdepHoM Bo3ayxe (npu
HeobxoaMMOoCTK);

- MAOK B Bo3gyxe paboyen 30HLI (OANA npenapaTtoB, MNPOU3BOAMMBIX M (PaCyOLLMXCA Ha
Tepputopun Poccum 1 gns MMnopTupyembiX npenapartos, obnagarolmnx BbipaXXeHHON WHransumMoHHON
ONacHOCTbLI0);

- OpVMEHTNPOBOYHO BesonacHbln ypoBeHb Bo3aencTeua (OBYB) B Bo3ayxe paboyen 30HbI (ANs
oCTasnbHbIX MpenapaToB);

- NAOK gna nousbl (Ons CTOMKMX MpenapaToB, 06nagalolmx BbIPaXXEHHOW CMOCOGHOCTBIO K
MUrpaLmun B conpeaenbHble cpeabl);

- OPUEHTMPOBOYHO AonycTumas KoHueHTpauus (OK) B nouBe ons octanbHbIX NpenapaTos.

Mpu paspaboTke TMrMEHNYECKOro HopmaTtvMBa ANA MOYBbI MOFYT MPUHUMATBLCA OaHHblE MO
N3y4eHuo NoBeAEeHNs1 B MOYBE, MOJyYEHHbIE B HAay4YHO-UCCNELOBATENBCKOM YYPEXOAEHUN, NPOBOAALLEM
3KOSIOMMYECKYHO OLEHKY NEecTMUMAOB, MpU YCMOBMM UX MPOBEOEHUA C MWCMOMb30BaHMEM €OMHbIX
MEeTOANYECKNX NOAXOO0B.

21. MeTtognyeckue ykasaHusi No OMNpPeAerieHM0 OCTaTOYHbIX KONMMYECTB necTuumaoB (mpu
HeobxoaMMOCTN MeTabonmToB) B NPOAYKTax NMMTaHus, 0ObeKTax OKpyxatowen cpegbl U Bruonormyecknx
cpenax.

- MeToguueckme ykasaHus NO ONpPedeNieHnt0 OCTATOYHbIX KONMMYecTB nectuuugos (mpu
HeobOX04MMOCTN MeTaboNMTOB) B CENbCKOXO3SIMCTBEHHOW MPOAYKUMU (NPOAyKTax ee nepepaboTky) u
OPYruX pacTuTernbHbIX OObekTax.

- MeToguyeckne ykasaHus NO OMpederieHMIo OCTaTOYHbLIX KONMYEeCcTB nectuunaoB  (mpu
HeobOX04MMOCTN MeTabonMTOB) B NMOYBE.

- MeToguyeckne ykasaHus MO OMpeAerieHMIo OCTaTOYHbIX KONMYEecTB nectuuuaoB  (npu
HeobxooMMOoCT MeTabonnTOR) B BOAE.



- MeTtoanyeckue ykasaHusi MO U3MEPEHUIO KOHLIEHTpauun nectuumaoB (npu HeobxoaumMocTu
MeTabonnToB) B BO3AyXeE.

- MeToguyeckme ykasaHus nNo oOnNpedeneHnto OCTaTOYHbIX KOMMYecTB nectuuuaos (mpu
HeobxoaMMOCT MeTabonnToB) B GMONOrMyecknx cpenax.

22. OueHka onacHoOCTU nectTvumaa - AaHHble PacCMOTPEHUS Ha 3acedaHuy rpynnbl SKCNepToB
OAO/BO3, EPA, EBponeickoro cotosa.

D2.Tokcukonormyeckasa xapakrepucTuka npenapaTusHon oopmbl
1. OcTpasi nepopanbHas TOKCUYHOCTb (Kpbickl) - J1I_50

J14_50 kpbicbl (Mr/kr m.7.)*

2. OcTpas KoXXHast TOKCUYHOCTb.*

1450 (mr/kr m.T.)

3. OcTpas uHransunoHHas TOKCUYHOCTb. *

]
NK_50 kpbiChl (I""T’fIIJI )

4. KnumHuyeckne nposiBNEHMS OCTPOM WHTOKCMKaUMM NpW  BCeX MNyTAX MOCTYNeHus
(nepopanbHbIn, AepManbHbIi, UHIANALMOHHbIN).

5. Pasgpaxatolee AerCTBNE Ha KOXY M CrM3NCTble 060M04KN.*

6. MopocTpas nepopanbHas TOKCUYHOCTb (KYMYNSITUBHbIE CBOMCTBA, KOIMMULMEHT KYMYnsLmK)
Onsa npenapaToB, NPOU3BOAALLUXCS Ha Tepputopumn Poccun.™

7. CeHcubunusmpyiollee gencremne.”

8. Tokcukonormyeckas xapakTepucTMka KOMMOHEHTOB mnpenapaTuBHOW hOpMbl (HAMONTHUTENM,
3aMynbraTopbl, cTabunmaartopsl, pactBoputenu).”

B cnyyae HanuuuMa B cocTaBe nectvumga TOKCMYECKU 3HAYMMbIX BELLECTB, CMOCOOHbIX
3HAYUTENBHO YCUNUTbL TOKCMYECKOE OEWCTBUE MO CPaBHEHWUIO C OENCTBYHOLUM BELLECTBOM, AAHHbIE MO
TOKCMKOJTOTMYECKOM OLIEHKE MpenapaTtvBHOW opMbl nectvumga MoryT ObiTb paclUMpeHbl C y4eToM
CBOWVICTB JE€NCTBYIOLLIErO BELLECTBA U KOMIMOHEHTOB NpenapaTnBHOM OopMbl, a Takke MeTabonunsma.

D3. N'MrueHnyeckas oueHka NnponsBoACTBa U NPUMEHEHUSA NecTULMA0B

D3.1. N'MrneHnyeckasn oueHka peanbHOM ONacHOCTU (pucka) BO3AeMCTBMA NeCTULMOOB Ha
HaceneHue

1. OueHka OnacHoOCTVM ANs HaceneHusl MULWEBbLIX MPOAYKTOB, MOJTYYEHHbIX MPU MPUMEHEHUM
nectvumga.

1.1. Hanuuve ocTaTouHbIX KONMUYECTB AEWCTBYIOLLEro BeLlecTBa nectuumaa B uUccnegyembix
obbekTax usyvaeTcs Mpuv MakCumarbHO pPeKOMeHAyeMbIX HOpMax pacxoda - U KpaTHocTM obpaboTok
npenapaToM 3a 2 ce3oHa B pasfnyHbIX MOYBEHHO-KMMMATUYECKUX 30HAX.

1.2. Ina nectvumaoB, UCnonb3yeMblX AN npeanoceBHon obpaboTkm cemsH, A0 NoceBa, cpasy
nocne noceea, OO LUBeTeHWs (NNOAOBO-ArOAHON KynbTypbl), MO BEreTUpyLWMM pacTeHnsMm (ecrnu
nocregHaa obpaboTka nposoauTcs Gonee, yem 3a 60 aHen o ybopku), OCTaTOYHbIE KOMMYecTBa
AENCTBYIOLLMX BELLECTB NpenapaToB ONpeaenstoT TONbKO B 3fieMeHTax ypoxas KyrnbTypbl.

1.3. Ans nectMumngoB, peKoMeHAYEMbIX K MPMMEHEHMIO HA KOPMOBbLIX KYNbTypax UMu KynbTypax,
3eneHas mMacca KOTOpbIX MOXeT OblTb MCMONb30BaHa HEMOCPEACTBEHHO HAa KOPM CKOTY, OBOLLHbLIX U
3eNeHbIX KynbTypax OTKPbLITOTO U 3aKpbITOro rpyHTa (COOp KOTOPbIX MPOW3BOAUTCA HEOAHOKPATHO 3a
CE30H) C LEeNnbl YCTAHOBIIEHWS CPOKOB OXWAaHus, obsizaTenbHO U3yYeHWEe OUHAMUKU pasfnoXeHus
AEeNCTBYIOLLMX BeLeCTB B 3aBUCUMOCTU OT CpoKa nocrnegHen obpaboTku.

1.4. Ona nectMumaoB, MNPUMEHSIEMbIX HA MaTOYHMKAX, CEMEHHWKaxX, B MUTOMHMUKAX, Ha
NeKapCTBEHHbIX, 3PMPOMACIIMYHBIX KyNbTypaX, Cbipbe KOTOPbIX MAET Ha NOMy4YeHWe WMHAMBUOYaNbHbIX
BELLECTB, Ha NEKapCTBEHHbIX U 3(OMPOMaCNUYHbIX KyrnbTypax, KOTOpble yOmpalTcs yepes rog nocne
006paboTkN, [OeKopaTMBHBIX KynbTypaxX, W3y4eHME OCTaTOYHbIX KONMYECTB [OENCTBYHOLUUX BELLECTB
npenaparta He TpebyeTcs.

1.5. Ans nectMuuaoB, MPUMEHSIEMbIX Ha 3eMMAX HEeCenbCKOXO3SNCTBEHHOINO MONb30BaHUS (B
NeCHOM XO3SICTBE, MONOCax OTHY>KAEHUS XKeMNe3HbIX M LWOCCENHBIX JOPOr U T.M.) C Lenbo 060CHOBaHMUSA
CpoKoB 0Ge3onacHoro BbixoAa HaceneHuss Ha obpaboTaHHble nnowaan, HeobXxooumo U3yveHue
OCTaTOMYHbIX KOJNIMYECTB [EWCTBYIOLUMX BELLECTB MNPEnapatoB B ypoxae AMKopacTylleh npogyKuum
(rpubbl, Aroabl 1 T.4.).

1.6. NccnegoBaHusa nNoO OMpeaeneHuto opraHonenTU4ecKMx CBOWMCTB M NULEBOM LEHHOCTU
CENbCKOXO3ANCTBEHHOW NPOAYKLUUN PaCTUTENbHOIO MPOUCXOXAEHWS, BbIPALLEHHOW NpY NMPUMEHEHUN
necTuunaoB, OCYLLECTBNSAOTCA MO OAHOMY U3 NpeAcTaBuTENENn rpynn Npoaykuum (NnofoBble, ArogHble,
BMHOrpad, 6axyeBble, OBOLWM, KapTodenb), UMelwemMy HanbonbLlyld NECTULMOHYI0 Harpysky (HopMma
pacxofa, KpaTHOCTb 06paboTkM) M HenocpeacTBEHHO ynoTtpebnsiemomy B nuuwy. B npoaykrax
nepepaboTkn (pacTuTenbHOe Macro, COKW) YyKa3aHHble WCCrefoBaHWs NPOBOAATCS MNPU  Hanu4yum
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OCTaTOMHbIX KONMUYECTB OEMCTBYIOLUX BeLLEeCTB NectuuuaoB B nepepabaTbiBAeMOM Cbipbe (CeMeHa,
nnoapl, Arogbl).

2. OueHka onacHoCTM (pucka) nectuumaa npu NOCTynneHn ¢ BOAOW.

N3yyeHne ypoBHeN 3arps3HeHus1 BOAbl MOBEPXHOCTHbIX W MOA3EMHbIX BOAOUCTOYHUKOB B
HaTypHbIX YyCnoBusix, B T.4.B ycrnosudax JIMNX npu makcumanbHbIX HOpMax pacxoda W KpaTHOCTU
06paboToK (B COOTBETCTBUM C OEWCTBYWLUMMW METOOANYECKMMU [OKyMEHTamMu) unm oBOCHOBaHWe
HeLlenecoobpasHOCTV NPOBEAEHNS STUX UCCIEL0BaHUN.

3. OueHka onacHOCTU ANA HacerneHust 3arpsi3HeHns aTMOCEPHOro BO34yxa OCYLLECTBIISETCS,
Kak MpaBurio, OOHOBPEMEHHO C NPOBEAEHNEM UCCMELOBaHMIM MO MMIMEHNYECKON OLLEeHKe YCNOBUIA Tpyda
npv NPYMEHEHNM NECTUUMAOB C Y4ETOM MaKCMMarsbHbIX HOPM pacxoga. [lpy aToM ycTaHaBnMBaKTCS
BEMWYMHbI CHOCa AEMWCTBYIOLMX BELLECTB MpenapartoB 3a MNpeferibl CaHUTapHO-3alWMTHBIX 30H UM 30H
CaHWUTapHOro paspbIBa.

4. OueHka peanbHOW OMACHOCTM (puCKa) - KOMMMEKCHOro BO3OEWCTBMSA MECTUUMAOB Ha
HacerneHue NyTem pacdeta CyMMapHOro nocTynneHus NnecTtMumaoB ¢ NPoAyKTaMu, BO3OYXOM 1 BOAOMW.

Ona nectmumpos 1, 2 KNaccoB ONAacCHOCTN MOTYT NPOBOAMTLCA MOHUTOPUHIOBBLIE UCCNEA0BaHMS
UX copepkaHus B 06beKkTax okpyxatLlen cpeabi.

D3.2. N'MrmeHnyeckas oueHKa ycroBui Tpyaa padoTarowmx npu npMMeHeHUM npenapaToB.

WccnepoBaHua npoBOAATCS B COOTBETCTBUM C AEWCTBYOWLMMN METOANYECKUMU JOKYMEHTAMMU C
Yy4ETOM TEXHOSOMMM MPUMEHEHUS MPU MakCUMasibHbIX HOpMax pacxoda npenapaToB W BKIYAKOT OLEHKY
pucka gns onepatopoB, 060CHOBaHME CPOKOB Ge3onacHoro Bbixoga Ha obpaboTaHHble necTuuugamu
nnowagu ans npoBefeHUs PyYHbIX 1 MEXaHU3MPOBaHHbIX paborT:

- MPU WTAHrOBOM OMPbICKUBAHUW NOMEBbLIX KYNbTYp;

- MPU BEHTUNATOPHOM OMPbICKMBAHWUM Caf0BbIX KyNbTyp;
npu 06paboTKe KynbTyp aBMacnocobom;
npu ob6paboTKe KyNbTyp B YCNOBMSX 3aLLULLEHHOIO MPYHTA;
npu obpaboTke KynbTyp B ycnosusax JMX;

- npu npeanoceBHon 0O6paboTke cemMsH Ha 3aBogax Mo NPOTPaBMMBAHWUIO M MyHKTaX
NpOTPaBnUBaHUS;

- Npu BbiCEBE CeMsiH, 06paboTaHHbIX necTnungamm (Mo NokasaHUsIM C y4eTOM Knacca onacHOCTU
npenapaTa, CTOMKOCTU B No4Be, cdepbl NPUMEHEHUS);

- npu ymuraumu;

- MPU MPUMEHEHMUN NECTULNOO0B C UCNOMNBb30BaHUEM APYrMX TEXHOMOMMINA.

B HeobGxogumbIx criydasix npuBogutcs OOOCHOBaHWE HeuenecoobpasHOCTM MNpoBedeHUs
yKa3aHHbIX nccnegoBaHni.

MrmeHndeckas OLEHKa YCMOBMIW Tpyda [OO/MKHA MPOBOAMTBCA TOMBKO MPM  MCNOMNb30BaHUM
TEXHUKM 1 000pyLOBaHMS, MPOLLEAWNX TMIMEHNYECKYHO OLIEHKY B YCTAHOBIIEHHOM MOpPSsiAKe.

D3.3. N'rueHnyeckas oLeHKa npousBoAacTBa (B TOM uucne ¢pacoBKU) necTULUUAOB Ha
Tepputopun Poccuinckon deaepauum OCHOBbLIBAETCA Ha aHanu3e TEXHUYECKOM OOKyMeHTauuu
(TY, TexHM4YeCcKue pernameHTbl).

Mpn aTOM OCyLLEeCTBSETCS:

- npoBedeHne nabopaTopHbIX WCCeaoBaHUMM MO OLEHKe NpOou3BOACTBEHHOW cpedbl C
atTectauunen paboymx MECT Ha BCEX TEXHOIOIMYECKMX onepaumsx;

- ngeHTMdmrKaums 3arpsasHUTENen, oueHKa pucka KOMMNNEKCHOro BO34ENCTBUA Ha paboTaroLwmx;

- TUrMeHn4Yeckas oueHka obopyaoBaHus, MaTepuanoB, acnMpaLMOHHbIX CUCTEM;

- pacyeT BanoBbIX BbIOPOCOB 1 MPU3EMHbIX KOHLLEHTPALNNA,

- OUEHKa NPOMBbILLMEHHbIX CTOYHbIX BOA; CNocobbl 06e3BpexuMBaHWS U yTUNU3aumm OTXOO0B
Npon3BOACTBa, Tapbl U MNp.

D4. Tokcukonoruvyeckass oOuUeHKa npenapatuBHOM OpMbl  MUKPOOMOSIOrMYeCcKoro
npenaparta

1. OcTpas nepopanbHas TOKCUYHOCTb (MbILLW, KpbIChl,) - LD 50

2. OcTpas uHranaumoHHas TokeuvHocTb - LC_50

3. Paspgpaxatowee 1 pe3opbTnBHOE (Npu HEOOXOOMMOCTM) OENCTBME Ha KOXY U CIM3UCTYHO
0060nouKy

4. CeHcubunumaupytowiee gencrene

5. KymynsaTvBHblE CBOWCTBa (4N npenapaTtoB Ha OCHOBE MNPOAYKTOB XXU3HEAEATEINbHOCTU
MMWKPOOPraHM3mMoB)

6. [ucbakTepnoTnyeckoe gencrene

7. CocTaB KOHTaMUHAHTHON MUKPOGIOPbI (A8 BUPYCHBIX 1 MUKPOCMNOPOANanbHbIX NpenapaTos)
W OaHHbIE MO NaTOreHHOCTU NS TENSOKPOBHbIX



8. OToaneHHble nocneaencTans (4Ns TOKCUHCoAepXKallmMx npenapaTos):
MyTareHHOCTb (TecT Onmca), TepaToreHHOCTb

D5. YcrtaHoBneHwe rurMeHMYeCKMX perriaMmeHToOB MUCMNONb30BaHUA W MPOU3BOACTBA
MUKpPOBMOIIOrMyecknux npenaparos

1. N3yyeHne ocTaToOUHbIX KONUYECTB nectuumMaa B AMHAMUKE B COOTBETCTBUM C TpeboBaHusaMMU
AaHHoro NonoxeHus, B cnyvdae HeobxoaAnMMOCTU TMIMEHNYECKOro HOPMUPOBAHUS

2. [urneHnyeckas oueHka ycrnoBun Tpyaa npu npuMeHeHun npenapaTa ¢ y4eToOM MakCUMaribHbIX
HOPM pacxoda U pasfiuy4HbIX TEXHOSTOMMN.

B 3aKkpbITOM rpyHTe n3yyeHue ycroBui Tpyaa NPpoOBOAMTCS HE3ABMCMMO OT OTKPbLITOrO rpyHTa

3. ObocHoBaHMe HeOOXOAMMOCTU N pa3paboTka MMrMeHNYeCcKNX HOpMaTMBOB, obecnevmBarLLmnX
DOesonacHocTb HaceneHuss u paboTarowmx npyv NPOU3BOACTBE WU MNPUMEHEHUW NecTMuugoB (npwu
HeobxooMMocCTK):

- MDY B npogyktax nuTaHus

- NOK B BOAE NCTOYHNKOB CaHNUTaAPHO-6bITOBOrO BOAOMONb30BaHUS

- MAK B Bo3ayxe paboyei 30HbI (ANA npenapaToB, NPOU3BOAALLNXCS Ha TeppuTopumn Poccnn)

- OBYB u MNAK (ans npenapaToB, NPOM3BOAALLMXCS Ha TeppuTtopun Poccun) B atmMoccepHoM
BO3ayxe

- OBYB B Bo3ayxe pabo4en 30HbI (AN8 3apybexHbIX NpenapaTos)

- NOK gns nouBbl (AnNs CTOMKUX MpenapaTtoB, CMOCOOHbIX K TpaHCrokauuum B pacTeHun u
MUrpaumm B Apyrme cuctemsl)

- O[IK B noyBe Ansa ocTanbHbIX NpenapaTos

D6. Tokcukonorm4yeckasa oueHka MMKpoopraHusma (6akrepum, rpmbbi)

1. TaTtoreHHOCTb (BUPYNEHTHOCTb, TOKCMYHOCTb, TOKCUIE€HHOCTb, AMCCeMuHauus) OGakTepwun,
rpmboB M3yyaeTcs Ha ABYX BuAax nabopaTopHbIX >XMBOTHBIX NMPW OAHOKPATHOM BHYTPUOPHOLLMHHOM,
BHYTPWXKENYAOYHOM BBEAEHUW, MOCTYMNNEHMN 4Yepe3 BepxHue [AbixaTeflbHble MyTW WM Ha CAuM3ucTble
060104k rnas

2. [encTtBne MUKPOOPraHM3MOB Ha UMMYHHYIO cUCTeMy (CeHcubunusmpytollee, annepreHHoe,
WMMYHOTOKCMYECKOE, UMMYHOMOOYNMpPYIoLLLee) NpU NOCTYNMEHUN Yepe3 BepXHUE AbiXaTerbHble MyTu B
TeyeHne OHOro Mecsua.

D7. Tokcukonorm4yeckas oueHka NnpoAyKTOB MUKPOOHOro CMHTe3a

1. OcTpas nepopanbHas TOKCUYHOCTb (MbIlwK, Kpbickl)- LD 50, nopor octporo aencrteus (ans
npenapaToBs, NPOU3BOAALLMXCHA Ha Tepputopum Poccun)

2. OcTpas KoxHast ToKCU4HOCTb - LD_50

3. OcTpas mHranaumoHHasa TokcudHocTb - LD_50. lMopor ocTtporo gencteus (4ns npenapaTos,
Npou3BOAALLMXCS Ha TeppuTopun Poccum)

4. KnnHnyeckune nNposiBNeHnsa oCTpor MHTOKCUKaumm

5. PasgpaxatoLee OeCTBUE Ha KOXY M CIM3NCTblIe 060M0YKM

6. MNMopocTpas nepopanbHasi TOKCUYHOCTb (KYMYMNSITUBHbIE CBOWCTBA), KOAPPULNEHT KyMynsaLmm
(ans npenapaToB, NPOM3BOASALLNXCSA HA TeppuTopumn Poccun)

7. MopgocTpasa HakoXXHaA TOKCUYHOCTb

8. CeHcubunusmpyiolee gencrsme, MMMyHOTOKCUYHOCTb

9. XpoHuyeckasi TOKCUYHOCTb(MOPOroBble N Heah(PeKTUBHLIE [03bI)

10. OHkoreHHoOCTb (nepBu4YHble obobliatowme mMaTepuansl - AaHHblE O YacToTe onyxonew y
NoAOMNbITHbIX JXMBOTHbIX B aOCOMIOTHbIX 3HAYEHMAX W MO OTHOWEHWM K 3dekTMBHOMY 4ucny,
KOMNMMYEeCTBO OMYXOSfie Ha OAHO XXMBOTHOE, KONIMYECTBO WM 4acTOTa FMCTOMOTMYECKUX TUMOB OMyXOnewn
BCEX Nnokanusauuin, meTtactasupoBaHue, BbIXXMBAEMOCTb XUBOTHbIX, KOSMMPUUNEHT OHKOreHHOro pucka,
CPOK OOHapyXeHusi MnepBOW OMyxOonW, [AOaHHble 3JKCMEPUMEHTANbHOrO M UCTOPMYECKOTO KOHTPOSS
3KCNEepPUMEHTanbHbIX XXMBOTHbIX U T.4.).

11. TepaToreHHOCTb U 3MOPUOTOKCMYHOCTb - C MCMOMb30BaHUMEM METOOUYECKUX MOOXOLOB,
NO3BOMSAOLLNX BbISBUTb aHOMaruu1 y NroAoB U TOKCUYHOCTb AN nnoja

12. HenpoayKTMBHasA TOKCMYHOCTb NO MeToAY ABYX MOKONEHUN U FOHaA0TOKCUYHOCTb

13. MyTareHHOCTb:

- TeCT JMCa Ha reHHble MyTauumn ¢ MMKPOCOMarbHONM akTMBauunen n 6e3 aktmeaymm

- XPOMOCOMHbIe abeppaumm (in vivo y nabopaTopHbIX XUBOTHbIX)

- in vitro B KynbType nuMmdounToB nepudepn4eckon KpoBmn Yenoseka

[onycKalTCsa apyrue TeCcTbl, HO HE MEHee Tpex, BKITtoYasi TeCT dnmca

14. Metabonuam B OpraHuaMe MIEKOMUTAIOLWMNX, OCHOBHblE METaboMnMUTbl, UX TOKCUYHOCTb,
TOKCUKOKMHETMKA 1 NPpU HEO6X0OUMOCTHN TOKCUKOOUHAMUMKA

15. NuMUTUPYIOLLIMI NOKa3aTerb TOKCUYHOCTH



16. Jonyctnmag cytouHas gosa (ACL) mr/kr/Bec Tena yenoseka
17. JononHuTensHas Hopmauus

E. Okonornyeckas xapakrepvMcTvMka nectuumaa
E1. 3konorn4yeckasa xapakrepucTuka AeMCTBYHOLEro BelecTBa

A. Xumnyeckue BewecTBa

1 NoBeaeHne B OKpyxatoLen cpege

1.1 lMoBeneHue B noyse

1.1.1 IMyT n cKOpoCTb pasnoXeHus

1.1.1.1 IMyTn pasnoxeHus

1.1.1.11 AapobHoe pasnoxeHue

1.1.1.1.2 [OnonNHUTENbHbLIE NCCNEAOBaHMUS

1.1.1.2 CKOpOCTb pasnoxeHust

1.1.1.21 JlabopaTopHble nccnegoBaHua: aspobHoe, aHaspobHoe pasnoxeHne

11122 MoneBble nccneaoBaHUA: AMHAMUKA UCHE3HOBEHMWS, OCTATOUYHbIE KOMMYECTBA, akKyMynsuuns B
nouse

1.1.2 Ancopbumsa n gecopbums

1.1.3 NogBWXHOCTL B NoYBE

1.1.31 JlabopaTopHbIe KONOHOYHbIE OMbIThI

1.1.3.2 JlTabopaTopHbIe KONTOHOYHbIE OMbIThI C "COCTapeHHbIMU" OCTaTKaMu

1.1.3.3 JInsnmetpuyeckme nccnenoBaHusa uUnum noneBble OnbiThl N0 MUrpaLmnm

1.2 [MoBeneHue B Bofe 1 BO3Ayxe

1.2.1 [yT\ 1 CKOPOCTb pasnoXeHus B BoAe

1.2.1.1 M'moponuTnyeckoe pasnoxeHve

1.21.2 dOTOXMMMYECKOE pasfnoXeHne

1.21.3 Buonornyeckoe pasnoxeHue

1.2.2 [yTK 1 CKOPOCTb pasfnoXeHNsa B BO3AyXe

1.3 MeToanku onpeaeneHns 0OCTaTouHbIX KONMYECTB B NOYBE, BOAE N BO3ayXe

1.4 [laHHbIe MOHUTOPUHIa

2 OKOTOKCMKOMNOrns

2.1 MTrybl

2.1.1 OcTpasi opanbHasi TOKCUYHOCTb

2.1.2 TOKCMYHOCTb NPU CKapMIiMBaHuu

2.1.3 BnusHne Ha penpoayKTUBHOCTb

2.2 BoaHble opraHnsmebl

2.2.1 Pbi6bl

2.2.1.1 OcTpasi TOKCUYHOCTb

2.2.1.2 XpoHnyeckasa TOKCUYHOCTb

2.2.1.3 BrnvsiHMe Ha penpogyKTUBHOCTb M CKOPOCTb pa3BUTUA

2.2.1.4 Broakkymynaums

2.2.2 3oonnaHktoH (Daphnia magna)

2.2.2.1 OcTpasi TOKCUYHOCTb

2.2.2.2 BnusHne Ha penpoayKTUBHOCTb 1 CKOPOCTb Pa3BUTUS

2.2.3 Bogopocnu

2.2.3.1 BnnsiHue Ha pocT

2.3 MepoHocHble nyenbl (apyr1e NonesHble HaCEKOMbIE)

b 31 OCTpafl N XPOHMYECKasl KOHTAKTHas TOKCMYHOCTb (NMpW WHAOVBMAYanbHOM WU TPYNnOBOM
BO34ENCTBMUM)

b 30 OcTpas M XpoHMYecKkas oparnbHasi TOKCMYHOCTb (MpYM WHAMBUOYaNbHOM MWW PYNMNOBOM
BCKapMIMBaHun)

2.4 [loxxaeBble YepBU (Opyrue HeleneBble NOYBEHHbLIE MAKPOOPraHU3Mbl)




2.4.1 OcTpasi TOKCUYHOCTb

2.4.2 CybneTanbHbie 3¢hdeKThl

2.5 [MoyBEHHbIE MUKPOOPraHU3MbI

2.5.1 BnvsiHue Ha npouecchbl MUHepanusauuu yrinepoga
2.5.2 BrnvsiHue Ha npouecchl TpaHcdopMauumn asoTta
2.6 [pyrue HelLenesble opraHM3mMbl hnopbl U dayHbl
2.7 BnunsHue Ha Buonornyeckmne MeToabl OMUCTKU BOJ,

B. MukpoopraHu3ambl U BUpPYChI

1 lMoBeneHue B OkpyxatoLen cpene

1.1 PacnpegeneHue, CTOMKOCTb, NOABWXHOCTb U pa3MHOXeEHWE

1.1.1 MouBa

1.1.2 Bopna

1.1.3 Boaayx

1.2 [aHHble 0 BO3MOXHOM cyabbe B NULLEBLIX Liensax

2 OKOTOKCUKONOrnsi

2.1 MTnybl

2.1.1. OcTpas opanbHasi TOKCUMHOCTb, MATOreHHOCTb, MHEKTUBHOCTb

2.2 BoaHble opraHnamel

2.2.1 OcTpasi TOKCUYHOCTb, MAaTOre€HHOCTb, MHEKTUBHOCTb

2.3 MepfoHocHble nyenbl (apyrne nonesHble HaCEKOMbIE)

2.3.1 OcTpas KOHTaKTHast TOKCUYHOCTb, MAaTOreHHOCTb, UHPEKTUBHOCTL

2.3.2 OcTpasi opanbHasi TOKCMYHOCTb, MATOr€HHOCTb, MHEKTUBHOCTb

2.4 [oxaesble YepBU (Opyrue HelleneBble NOYBEHHbIE MaKpPOOPraHU3Mbl)

2.4.1 OcTpas TOKCMYHOCTL, NAaTOreHHOCTb, MHPEKTUBHOCTb

2.5 [MoYBEHHbIE MUKPOOPraHN3MbI

2.6 [lononHuTenbHbIe UCCnegoBaHUs

E2. 3konorn4yeckasa xapakrtepMcTvka npenapaTMuBHON hopMbl
A. Xumnyeckue BelwlecTsa

lMoBeneHue B okpyxatoLen cpene

1.1 lMoBeneHue B noyse

1.1.1 OueHKa ypOBHSI KOHLIEHTpaLMIA AEACTBYHOLWEro BewecTea (4.B.) U ero Murpaumm B noyse

112 [MoneBble ONbIThl: AUHAMUKA UCYE3HOBEHUSA [.B., M0 OCTAaTOYHbIE KONMMYECTBA, akKyMynsaLmsa B
noyse

1.1.4 lMoneBble OMbIThl MO MUrpaLMn UNK NM3MMeTPUYECKME nccnegoBaHus

1.2 lNoBegeHue B BoAge

121 OueHka ypOBHA KOHLEHTpauuin A.B. B T[PYHTOBbIX BOAAX, AOMNOMHUTENbHbIE MOMeBble
UcnbITaHus

129 OueHka ypOBHSI KOHUEHTpauui A.B. B MOBEPXHOCTHbIX BOAaX, AOMNOSMHUTENbHbIE MOMEBble
UcnbITaHuA

1.3 NoBeneHune B BO3ayxe

2 OKOTOKCUKOMNOrnsi

2.1 MTrybl

2.1.1 OcTpasi opanbHasi TOKCUYHOCTb

2.1.2 OnbIThl B KNETKax 1 none

2.1.3 OnacHOCTb Ana NTUL, NOBYLUEK, rpaHyn n o6paboTaHHbIX CeMsH

2.1.4 OdpdekTbl ONnocpe0BaHHOrO OTPaBIIEHMS

2.2 BoaHble opraHnsmebl

2.2.1 OcTtpast TOKCUYHOCTb Ansl pbI6

2.2.2 OcTtpas Tokcu4HOCTb Ans 3oonnaHkToHa (Daphnia magna)




2.2.3 OueHka pucka npu HenpeaHaMmepeHHo obpaboTke NOBEPXHOCTHLIX BOLOEMOB (CHOCE)

2.2.4 CneumnarnbHble UccreaoBaHus ¢ ApyruMmy Bugamm polo

2.3 MefoHocHble nyenbl (apyrne NnonesHble HaCEKOMbIE)

b 31 OCTpafl N XPOHMYECKasl KOHTAKTHas TOKCMYHOCTb (NpW WHAOVBMAYanbHOM WU TPYNnOBOM
BO34ENCTBMUM)

b 30 OcTpas M XpoHMYecKas oparnbHash TOKCMYHOCTb (MpVM WHAMBUOYaANbHOM WM FPYNMNoOBOM
CKapMIIMBaHUn)

2.3.3 dyMuUraHTHasg TOKCUYHOCTb

2.3.4 PenenneHTHas akTMBHOCTb

2.3.5 MpoJomKNTENbHOCTL OCTAaTOYHOIO AENCTBUS

2.3.6 TOKCMYHOCTb M ONAcHOCTb B MOMEBbIX YCOBUAX

2.4 [oxaesble YepBu (Opyrue NoYBEHHbIE HeLleneBble MakpoOpraHM3mbl)

2.4.1 OcTpasi TOKCUYHOCTb

2.4.2 CybneTanbHble 3¢hdeKThbl

2.4.3 TOKCMYHOCTb B MOSIEBBIX YCIOBUSIX

2.5 [MoYBEHHbIE MUKPOOPraHN3MbI

2.5.1 BnvsiHue Ha npouecchl MUHepanusauuu yrinepoga

2.5.2 BnnsiHme Ha npouecchl TpaHcdopMauumn asoTa

2.5.3 [lononHUTENbHbIE TECTHI

B. MukpoopraHu3ambl U BUPYChbIl

1 [MoBeneHune B oKkpyxatoLlen cpene

2 OKOTOKCMKONOrns

2.1 BogaHble opraHnambl

2.2. MepoHoCHbIe NYenbl (Apyrve Nones3Hble HAaCEKOMBbIE)

2.3 [oxaesble YepBu (Opyrve HeLenesble NOYBEHHbIE MakpOOpraHM3Mbl)

2.4 [MoYBEHHbIE MUKPOOPraHU3MbI

2.5 [ononHuTenbHble NCCrnefoBaHNs

[leuaTb

(®.1.0. pykopomuTeJya opIlaHM3aLUM,
VHOVBUOYAJBHOTO NPEenNpPMHMMAaTETIA)

* YkasblBaeTCcsi TOM ” CTpaHuua gocbe, B KOTOPOM MnpeacTtaBlieHbl NepBUYHbIE MaTepuarbl.

MpunoxeHue N 2
K PernameHTty

Hammvenorsanme, OI'PH opranmsauum,

OO0 MHOMBMAOYyAJIbHOTO OpennpmHmMMaress, OI'PHUII

Opunuueckut ampec, obaxkTuueckuy anpec, TenebporH, odbaxc, E-mail

CBepmeHust o6 arpoxmmMmKaTe

(o':r.'.nnuwre.nbnoe HaBBaHMNEe ar'poxmamca'ra)

A. OcHoBHble cBeeHuA

A. OcHOBHbIe cBeaeHus




1. HaumeHoBaHune arpoxumukara.

2. PeructpaHT (Ha3BaHue, lopuaudeckuii agpec, tenedoH, gakc, e-mail).

3. MsrotoButens (Ha3BaHue, opuandeckun agpec, TenedoH, gakc).

4. Xvmnueckas rpynna arpoxumukata. Obnactb NpMMeHeHUs1, Ha3HayYeHne arpoxmMmumkaTa.

5. PekomeHayeMble pernameHTbl MPUMEHEHUs arpoxXxMMmukara:

HaVMEHOBaHMe KyrnbTyp, Ha KOTOPbIX NNAHMPYETCHA UCMONb30BaHUE;

CPOKM BHECEHUSA arpoXnMmnkaTa;

HOPMbI (403bl) Y KPATHOCTb BHECEHUS;

TEXHOMNOMMSA NPUMEHEHMS N Mepbl 6€30MacHOCTU MPU MPUMEHEHWMN.

6. Hannume pokymeHTa O kavectBe M OesonacHocTu: nacnopT 6e3onacHoCTM, NPOTOKOMbI
UCMbITaHWI NPOAYKLUN.

7. Pernctpauus B gpyrux ctpaHax (HOMep permcrpauMoHHOro YAOCTOBEpEeHUs, AaTa Bblgayun u
CPOK AEeNCTBUSA, HadHaYeHne N pernaMeHTbl NPUMEHEHNS).

8. TexHu4yeckas JOKyMeHTauus Ha npenapar.

(Ons arpoxumukaToB Ha OCHOBE OCaAKOB CTOYHbIX BO4 W OTXOAOB MNPOM3BOACTBA
npeacTaBnsaeTcs TeXxHMYeckas AOKyMEeHTaLums Ha 0CadKkyu CTOYHbIX BOA, U OTXOAb!).

B. O6wme cBeaeHus

1. KayecTBEHHbIA U KONMUYECTBEHHLIN COCTaB arpoxmmmukaTa (OCHOBHbIE W BCMOMOraTernbHble
KOMMOHEHTHI - A1 CMELLaHHbIX arpoOXMMUKaTOoB).

HonyckaeTcs npvBegeHve nokasaTtenen kayectsa M3 Tabnmubl TEXHUYECKNX YCITOBUN

2. CopepxaHne TOKCUYHbIX 1 ONacHbIX BELLECTB:

- TSHKerbIX MeTasnoB 1 Mbiwbsika (Mr/kr)*(1): cBUHeL, pPTYTb, KAAMUA N MbILLbSIK.

- OpraHMYecKnx coeguHeHnn (Mr/kr) -

- 6eH3a/nupena (Mr/kr)*(2):

- PagMOHYKNNAOB €CTECTBEHHOIO U TEXHOreHHOro npoucxoxaeHus (bk/kr) -
. Hannuune natoreHHown Mukpodnopsl, B TOM Ynucne canemoHenn *(3)(MHaekc). -
. Hannuue xun3HecnocobHbIX NUUMHOK 1 a1l renbMUHTOB*(3) (9K3/Kr) -
. Hannune umcT knweyvHbix natoreHHbIX npoctenwmx*(3) (ak3/100 r) -
. Hannune nnynHok n Kykonok CMHaHTPOMHbIX MyX*(3) (3K3/Kr) -
. Cnocob obesBpexnBaHus (ans HaBo3a, MOMeTa, OCafKoB CTOYHbIX BOA U Ap.) -
. CopepxaHve HUTpaTHOro a3oTa U COOTHOLLEHME OCHOBHbIX MUKPO3fIEMEHTOB NMUTaHMWSA: a3oTa,
docdopa, kanus (4na asoTcogepXallmx yaoopeHunin)

9. CoaepxaHne HUTPaTHOro asoTa M COOTHOLLEHNE OCHOBHbLIX MUKPO3NIEMEHTOB NMUTaHWSA: a30Ta,
docdopa, kanus.

ONO A~ W

B. Tokcukonoruyeckas xapaktepucTvka arpoxmmukara™(4)
(KpOMe nuTaTenbHbIX FPYHTOB, TOopda, HaBo3a, NoMeTa)

1. Knacc onacHocTu -

2. XapaKTep HeraTMBHOro BO31ENCTBUA Ha YerioBeka -

3. NOK B Bo3gyxe paboyelt 30HbI -

. T'urmneHnyeckas xapakrepucTuka arpoxmmMmmkara

1. JaHHble O noBedeHMM arpoxumukata B ObObekTax okpyxaiwllen cpeabl (noyuse, BoAe,
BO34yXe), BKIoYast CNOCOBHOCTb K 06pa3oBaHuMio onacHbIX MeTabonuTos.

2. BnusiHue Ha KayecTBO M MULLEBYH LEHHOCTb NPOAYKTOB MUTAHUA, BKMOYasi copepXaHue
OCHOBHbIX 3MIEMEHTOB MUTaHWS arpoOXUMUKATOB U MX MpUMecen (Tsxernble MeTannbl, paguoHyKNuabl U
Ap.).

3. OaHHble O coaepXaHUM HUTPATOB B CENbCKOXO3SINCTBEHHOW MPOAYKLMU MPU MPUMEHEHMU
asoTcoaepXKallmx MUHeparnbHbIX yA0OpeHu.

4. PexomeHgaumm no 6e3onacHoMy XpaHeHuto, nepeBo3ke M npumeHeHuto. [Npu BHeapeHun
HOBbIX TEXHOMOrMMM MpPUMEHEHUs (BHECEHWs!) arpoxvMmkaTa, a Takke B Cry4yae WCMNoNb30BaHUs
arpoxmmMukaTa HEW3y4YEeHHOro paHee CcocTaBa MPOBOAUTCA T[UTMEHMYECKAd OLEeHKa YCNOBUA  UX
Npon3BOACTBA U NPUMEHEHMUS (TUrMeHa Tpyaa, rmrmeHa oKpyKatoLLlen cpeabl).

5. Mepbl nepBov NOMOLLY NpY OTPaBNEHUN.

6. MeTtoabl onpefeneHus TOKCUYHBIX MPUMECEN B arpoxXxMMukate M OOBEKTax OKpyKatoluen
cpenpl.

L. 9KOTOKCUKONOrnyeckas xapakTepucTuka arpoxmmmukara™(5)
1. JoxaeBble Yepsu

1.1. OcTpasi TOKCUYHOCTb

1.2. CybneTtapHble adppekTbl



2. lNoyBEHHbIE MUKPOOPraHM3Mbl
2.1. BnusiHne Ha npouecchl MMHepanu3auuu yrnepoaa
2.2. BnusiHne Ha npouecchl TpaHchopmaumm asota

[leuaTsb

(®.1.0. pykoBOOMTEJIA OPITaHM3ALUM,
VHIMBUAYAJIBHOTO MNPEenIpMHMMATEIS)

*(1) ona MuHepanbHbIX yAOOGPEHWA, MENMOpaHTOB, LIEONUTOB, OpraHU4eckux yoobpeHun Ha
OCHOBe Topdha, MW3BECTHSAKOBbIX MaTepuarnoB, canponens, OCafgKkoB CTOYHbIX BOA, OTXOAOB
NPOMBbILLIEHHOTO MPOU3BOACTBA U Mp.

*(2) pna  arpoxvMuMKkaToB Ha OCHOBE OTXOAOB MNPOM3BOACTBA W  CbipbS  MPUPOAHOIO
NPOUCXOXAEHNS, HAXOOSALLErocs B 30HE BO3MOXHOIO BINSHUA BbIBPOCOB NPOMBILLSIEHHbBIX NPeanpuaTui,
KOTENbHbIX U T.A.

*(3) onsa opraHMyeckmx yaoOpeHui Ha OCHOBE HaBO3a, MoOMeTa, 0CafKOB CTOYHbIX BOS

*(4) No MuHepanbHbIM yO06peHnsiM:

Knaccbl onacHoCTH, xapakTep HeraTMBHOro Bo3gencTBumst Ha Yenoseka npu npoussoactee u MNAK
B Bo3ayxe paboyen 30HblI MpU MPOM3BOACTBE TPAOULMOHHBIX MUHEpPAnbHbIX U MUKPOYyOobpeHun yxe
ussecTHbl U cogepxatca B TOCT 12.1.005, 'H 2.2.5.1313-03 n FTOCTax Ha KOHKPETHbIN NPOAYKT.

*(5) A4na  arpoxvMukaToB Ha OCHOBE OTXOAOB MNPOM3BOACTBA W  CbipbS  MPUPOAHOrO
NPOVCXOXAEHUS, HAXOOALLErOCs B 30HE BO3MOXHOMO BANSIHUS BbIOPOCOB NPOMBILLNEHHbIX NPeanpusaTUi.

MpunoxexHue N 3
K PernameHTty

1. YcnoBHble 0603Ha4YeHus



Hauaro e 3apepense afiMIHACTPATABHOL

Onepanus, AeHCTBRE, MEPOIIPHATHE

Curyamms Bei0Opa, NpHHSTHE peHicHUS

Bremmanii oOKyMeRT

-

Bnok-cxema agMuMHUCTpPaTMBHOW npoueaypbl "lMpuem naketa  OOKYMEHTOB  Ha
rocyfapCTBEeHHYH perucrtpauvio nectuuuaa Wnu arpoxmmukarta, MPUHATUE peLleHus o
rocyqapcTBeHHOM perucTpauuum nectMuMpa wnuM arpoxumukata unum o6 oTkase B
rocyaapcTBeHHOM perucTpauum nectuumaa unum arpoxmmmkara”



IlpneM 3adBneHus U MakeTa JOKYMEHTOB IO OIMCH M €ro perucrpauis B PoccensXxo3Hamzope.
Komus onucH Bpyuaercs (HampaBaaeTcs) 3asBUTENO

PaccMoTpetie 3a4BNERUA C KOMILIEKTOM
HOKYMEHTOB, a TAKKe COrNIACOBAHHOCTH
CBeZieHHIt, conepalMXCa B HUX-60 nHe

Her

PoccensxosHaasop m3maetT mpukas o
PETHCTPALME NECTHUNAS WK ATPOXHMMUKATA
Vrenomnenne 3asBATENS O IPHOCTAHOBJICHHH FOCY AAPCTBEHHOH PErHCTPALMH 3AABMTEIO CBUIETENECTRO O TOCYNAPCTBEH
FIECTHIIAA WIH AarPOXHMIKATA BBHIY HE DPEAOCTABICHAA NIOHONO KOMILICKTA NECTHUMAA WITH ArPOXUMUKATA

DNOKYMEHTOB M APYTHX HECOOTBETCTBHI

Ha

Mpenocrasnenne
YKA3RHHEIX JOKYMERTOB

v

B ceMuHEBHBIN CPOK NTOC/E TOCYHAPCTBEHHOM P

PoccenbX03Haa30p HanpasisieT MY arpoXuMuKaTa Pocceslbxo3Han3op Harpass
3afBUTEINO YBEAOMIEHHE 06 0TKa3e B Poccuun  undopmaimro s ee BHecerus 8 Tocy
FOCYAapCTBEHHOM PETHCTPALIMH TIECTHUMAOB ¥ arpOXMMHKATOB, Pa3PeUiCHHbIX K|
TIeCTHUMAA MM arpOXUMHKATa Tepputopuu Poccutickoit @enepaunu

Bnok-cxema agMmuHUcTpaTuBHOM npoueaypsl "lMpekpalweHme rocyaapcTBeHHON peructpauum
nectMuMga uNM arpoxmmMmKata OO WCTEYEeHUs] CpoKa rocyAapCTBEHHOM perncrpauuu

necrtMuuga unm arpoxmmukara”



ORCnepTHOE MPEACTARNCHHE
¢denepansroro oprana
UCTIONMHUTEMLROYU RI2CTH,
COTBETCTBEHHOrO 32 Oe3onacHoe
obpalieHHe ¢ NecTHIHAAMHE H
arpoxX¥MUKaTaMu

\___/”—

Tlpruarre peuicHns 0
[IPEKpalieHHH MOCYIAPCTBEHHO!

PErucTpalmu necTHUnAa Wi
ATHOXUMHAKATA

\ 4 ﬂ
B cemmaseBHBHI CpoK nocie IIPEKPAILEHHE FOCYIAPCTBEHHC
HanpaBlEHHS 3a9BATEIIO PETHCTPALMN
YBEAOMIIEHHAS O JOCPOIROM
NPEKpAICHAA TOCYAAPCTBEHHOR B 30-gHeBHREIH CPOK OT AATHI
PErucTpalyy NecTRIMAA HTH HOJIyYeHHAA YKa3aHHAOTO SKCIIEPTHC
arpoxuMHEKara Poccenbxo3Han3op npencTasieHns Poccenbxo3Hanzor
Hanpasjger 8 Muncensxo3 Poccan HANPABJHET 3asBATENIO YBEOMIEE
YKa3aHHYI0 HH(OPMAIHIO /I €€ 0 AOCPOYHOM MpEKpaICHIH
BHeCeHHs B [ 0CylapCTBEHHEBIH rocyapcTBEHHOM PEruCTpANH
KaTaJor NeCTHIHIOB A NEeCTHIHA A arpOXAMHEKATA;
arpOXMMHKATOB, Pa3peMICHHbIX K
ITPIMEHEHMIO HAa TEPPUTOPHH
Poccutiickoit ®egepanun

MpunoxeHune N 2
K npukasy MuHcenbxo3a P®
oT 17 nroHa 2009 r. N 231

N3meHeHuss B [Mopsigok rocygapCTBeHHOM perucTpauMu necTMUMAOB UM arpoXUMMKaToB,
yTBepXAeHHbIN npukazom MuHcenbxo3a Poccumn ot 10 nronsa 2007 r. N 357



1. NyHKT 21 M3NOXUTb B cnefyloLwen peaakumu:

"ocyaapCTBEHHYO pervcTpaumio necTvumMaos " arpoxvMMuKaToB  OCyLlecTBnseT
Poccenbxo3Haasop B COOTBETCTBMM C 3akoHoAaTensCcTBOM Poccunckon Peaepaunn. Bes gokymeHTaums
Nno rocygapCTBEHHOW  perucrpauum nectuumpga WnM  arpoxmmmkaTa XpaHuTcs B apxuBe
Poccenbxo3Hagsopa".

2. B nyHkTe 23 uckniounTb crioBa "Poccenbxo3Hag3op Bnpase 3anpawuBatb OT PeructpaHta
AOMOMHUTENBHO  MHpopMaumio ¥ MaTepuansl, Heobxoaumble ANA  MPUHATUA  peLueHns o
rocyaapCTBEHHOW pernctpauum nectmumaa u arpoxmmukaTa.

3. AG3ay, 1 nyHKTa 24 U3NoXuTb B CreayoLLen peaakumu:

"Poccenbxo3Haas3op NpuHMMaeT pelleHWe O FOCYAapCTBEHHOW permcTpauuv nectvuuga wmm
arpoxvmMukaTta v Bblgaet PerncrpaHTy CBUOETENLCTBO O rOCY4AapCTBEHHON perncTpauuu nectuumga wunm
arpoxvMukaTta unu B criydae oTpuuaTenbHOro pelleHus - MOTUBMPOBAaHHBIN OTKa3 B rocyaapCTBEHHOW
pervcTpaumm nectyumaa unm arpoxumukaTa”.

4. B nyHkTe 25 cnosa: "B cemnaHeBHbIN CPOK" UCKMOYNTB, CNOBO "nocne" - ¢ 3arnasHow BykBbl.

5. B nyHkTe 29 cnosa "B HegenbHbIA CPOK" UCKIIOUUTD.

6. B nyHkTe 30 cnosa "ykasaHHbIX B M. 21" ncknounTb.

7. TTyHKT 16 ncKmounTb.



