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oTr 31 uwna 2020 r. Ne 442

Mockpa

06 yreep:xaennn INopaaka
rocyAapcTBenNoii perincTpanin necTHUNIOB K arpOXHMHKATOB

B uenax peamusauuu uactn 2 ctateu 12 deaepansHoro 3akoHa
ot 19 mona 1997 r. Ne 109-®3 «O GesonacHoMm obpatienHH ¢ necTHHAAMH
u arpoxumixarami» (Cobpatne 3akoHomatensctBa Poccuiickoit ®enepannu,
1997, Ne 29, cr. 3510) u na ocxosaHnu moanyexta 5.2.25(65) nynkra 5
[Tonoxenus o Munncrepctse censckoro xoasiicrsa Poccniickoit ®epepauny,
yrBepxaeHHoro mnocranobnenueM Ilpasurtenscrsa Pocchiickoli ®enepauin
or 12 imona 2008 r. Ne 450 (CoGpanue 3akonomatennctBa Poccmiickoi
Denepaunu, 2008, Ne 25, ct. 2983; 2013, Ne 10, cT. 1038), npHu ka3 s Baio:

I. Vreepauth npunaraemetii ITopsnok rocyaapcTeennoii perscTpaumn
NEeCTHUHIOB H arpOXHMHKATOB,

2. Hacrosumnii npika3 sctynaet B cuny ¢ 1 supaps 2021 r.

Mitnuctp HA.H. IMarpymes




YTBEPXIEH
npukazoM MuHcensxo3a Poccuu
oT «31» mona 2020 r. Ne 442

NOoOPAAOK
rocyZapcTBenioii perucTpauni necTHUIAOB H arpoOXHMIIKATOB

I'aasa I, O0uiie nonoxenn

1. TocynapcTBenHas perucTpauis NEeCTHUHAOB H  aArpOXHMHKATOB
OCYIIECTBNSAETCA B COOTBETCTBHH C HACTOSALINM Mopsaaxom
H AIMHHHCTPaTHBHBLIM perjaMeHToM MHHHCTEPCTBA CENbCKOro XO3giicTBa
Poccniickoii (emepauuyt no npesocTaBIeHHIO TOCYAAPCTBEHHOH YCIYrH
N0 TroCyAapCTBEHHOH pernHcTpaliy MNecTHUHAOB M (HAM) arpoXHMHKaTOB,
YTBEPXJIEHHBIM NpHKazoM Muucensxoza Poccn ot 9 mions 2015 r. Ne 294
(3aperncTpupoBan MunioctoM Poccunt 11 noa6pa 2015 r., perdcrpaustonHelii
Ne 39663), ¢ n3MeneHuamH, BHeCEHHBLIMH npHkazaMH Muncensxosa Poccui
or 17 max 2016 r. Ne 187 (3apeructpuposan MumiocroM Poccuu
14 mrons 2016 r., perncrpaunoruslit Ne 42516), ot 6 aexabpa 2017 r. No 611
(3apernctpuposan Muntoctom Pocenn 27 nekabps 2017 r., perHcTpauHoHHbli
No 49487) n ot 6 centabps 2019 r. Ne 532 (3apeructpuposan MusioctoM
Poccun 18 Hoabpsa 2019 r., peructpaunonusiii Ne 56524),

2. TocynapctBeHnas pericTpaliis OCYLUECTBNSETCA B  OTHOLICHHH
NECTHLUHAOB H arpoOXHMHKAaTOB, MO KOTOPBIM IpOBeJeHbl perucTpalyuoHHbIe
HCILITaHHA ¥ MONMYYEHb! IKCIEPTH3B (deaepalbHbIX OPraHoOB HCIOMHHTENLHOIT

BJIACTH ITO pE3ynbTaTaM pEericTpaiHOHHBIX HCMBITaHHIL' .

' Cram 9 » 12 ®caepamsioro 3axona or 19 wonx 1997 r M 109-03 «O Geronacron ofpanicHHH ¢ NCCTHUMIAMH
H ArPOXKMIXETAMH?
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3. Ilpouenypa  rocymapcTBeHHOf  percTpaud  NEeCTHIMAOB
H arpoXHMHXATOB BKIIOYaeT B ceba’;

a)  OpraHH3ali}0O  pPerHCTPaUMOHHBIX  MCHBITAHH{  MecTHUHAA
HJIH arpOXHMHKaTa;

6) opranH3auMio W NPOBEAEHHE SKCIMEPTH3ILI PErJaMeHTOB IpHMEHEHHA
NeCTHUUAA HITH arpOXHMIIKATA;

B) OpraHmsamii0 M  NpoBejeHie  3KCOEePTH3Bl  pe3ynbTaToB
PEruCTPauHOHHBIX HCMBITAHK NMeCTHIHAA HIIM arpoXHMHKaTa,;

I) rocyJapcTBEHHYIO PErHCTPalHIO NECTHUHAA HIH arPOXHMHKATA;

1) BBAAYYy CBHJETENHCTBA O rOCYAApCTBEHHON perHcTpaluH nectHUHaa
HJIH arpoXHMHKATa 3aBHTEIO;

€) BHeceHHe NMecTHLIa UK arpoxuMikara B [ocyapcTeeHnmil Katanor
MEeCTHUMAOB H arpoXHMHKAaTOB, Pa3pelleHHBIX K NPHMEHEHHIO HA TEPPHTOPHH

Poccuiickoit ®enepauin’,

2 Mpuxas PocnotpeSnanopa o1 | serycra 2006 © Ne 225 «O CAHHTADHO-NNIEMHONOTHYCCKON IKCNEPTHIC NECTHIION
H arpoxuMHxaTons (3apeructpuposad Miniocron Poccun 15 ceirmabpa 2006 r, perncrpagsoniniil No 8316) € HIMEHEHHAMM, BHECEHHBIMM
npixazom PocnotpeSnaziopa ot 22 mwona 2016 r. Ne 813 (aaperncyprporann Mumioctom Pocci 26 centatipa 2016 r, peructpausonitafl
Nz 43802),

npukm Muncensxola Poccun ot 12 wapra 2020 r, N 124 «O6 yTeepacicHitH NOPAAKE MPOBCACHHA IKCNCPTION PEIYALTATOR
PCTHCTPAUHONNBIX  MCRLITANNI NeCTHNIOR W ATpOXHMHKATOR» {(3apervcTpiporad Mmmocrom Poconn 28 anpenn 2020 r,
perucTpauonieiil Ne $8235),

npukal Muncensxosa Poccny ot 25 anraps 2012 r, Ne 79 «O6 yTRepKRCHHH METOAHKH ONPEACTCHHA TLIATH 38 OKA1AHHE YCTYTH
FI0 PEFHCTPALMOHHEM HCTIMTANHAM NIECTHILLIA AW BIPOXHMAKATA, NpeAccTaRNAcMol deaePANLHLINN TOCYAaPCTRCHHKMH BIODKETHLIMK
YYPOKOCHHAMM, HAXxOANUUIMHCE B peackuH  Munbcensxesa Pocew, H NPERCRHOTO PRIMCPE MABTM 33 OKAMHHE  YCAYTH
N0 PErHCTPAIHOHHEM HCAWTANHAM NECTHUHAA KTH ATPOXHMMHKATA B HACTH onpeacachun SHONOrHICCKON MpHEXTHRHOCTH NECTHINAA HITH
arpoxHMiKETa ¥ paIpaGoOTXH PErNAMCHTOB WX MPMMCHCHHA, NpefocTasaseMoll GeACPATLHLINH FOCYJAPCTRCHHIMH  Bi0DKCTHLIMH
YUPOKACHHUAMM, HAxoAautimucs B peacHrn Minicensxcaa Pocown» (3aperncipupopan Mumoctom Pocei 27 mapra 2012 r,
perncTpannonun it Ne 23608),

npuxaz Muncemxosa Pocciit ot 11 man 2018 r. Ne 203 «Of yraepaacuiti Tlopaaxa aomycka MHHHCTEPCTSOM CENLCKOTO
xo3nficta Poccufickolt dencpatiit K NPOBCACHKIO PCTHCTPALUHOHHLIX HCIBTBHHA NCCTHUNIOS M ATPOXHMHKATOB IOPHANYCCKHX NHIL,
XOTOPHIE HMCIOT HEOGXOAMMOE AR JTOID HAYHHOE ¥ MITCPHANLHO-TCXHHYECKOE 06CCICHERNE, CNCLIVANHCTOR COOTRETCTRYIOWIENS Npoduas
# xpaduxaimn (3aperncTpuposan MinmoctoM Poccui 7 asrycra 2018 r, pernctpawionnnit Ne 51802) ¢ m3McHSHHAMM, BHECEHNBIMH
nipukaioM Muncensxosa Poconn ot 12 mapra 2020 r Ne 126 (3apervctpuporan Mimtoctom Pocent ot 30 mona 2020 r, persctpatmtonnuh
Na 58806},

npuxay Pocnotpebuanopa ot 23 monn 2012 1 Ne 781 «O6 yreepmacini AAMRHHCTPATHBHOMO pernamenta $eacpatbnof
cnyxfid mo wanopy B chepe Jauuma npas notpeGirench H GIarononywHR WCNORCKA NO MPCAOCTARICHHIO TOCYRAPCTBEMHON YCTYIH
Mo rocyAapCcTRCHHON PErHCTPAILMH BNEPAKIE BUEPREMEIX B NPOHIBOACTRO H PAHCE HE HCMOMBIOBABIINXCA XHMHUCCKKYX, GHOMOIrHYCCKHY
BCIICCTR M MITOTOBAACMBIX HA WX OCHOBE NMPENApaToR, MOTEHLMATRHO ONACHHIX ANA MCIORCKE (KPOMC  JICKAPCTREHHWX CPEACTS),
OTACRLHLIX BUIOB NPOTYKIHH, NPCICTARIAIOWMN NOTCHUMANBHYIO ONACHOCTE JUIN HEMOBEKA (KPONE NCKAPCTRCHHX CPEACTE), OTACALHLIX
BHIOR MPOIYKLH, B TOM MHCAC AHICHEX DPONYKTOB, BNICPALIC BBOTMMLIX HA TAMOKCHMYI0 TEPPHTOPHIC TAMOXCHHOTO COKOIA®
(aapcrucTpiposan Muitioctom Poccunt 12 cowtabpa 2012 r, perncrpatmonnsdl Ne 25444) ¢ MIMCHCHHAMH, PHCCCHHLIMM RPHKAIAMM
PocnorpeGitanopa
or 18 gmexafpa 2012 r. Ne 1173 (saperwctpnporan Mmuoctom Poccum 27 despann 2013 r, persucrpammonnw Ne 27371),
or 30 aprycra 2013 r. Ne 630 (3apeructpiporan Misnioctos Pocenn 3 oxmbpa 2013 r, permctpaunonsifl Ne 30089), ot 16 vionn 2014 T,
Ne 779 (saperncipmpopan Minnoctom Poccin 4 amrycra 2014 1, permcrpamronnsit Ne 33410), or 13 asrycra 2015 r Ne 658
(3aperncTpiponan MitntocroM Poccin 10 cenmabpa 2015 r, persctpatmonnsit Ne 318868), o1 7 anpeas 2016 r Ne 250 (aapeructpuposai
Mumoctom Pocenit 25 anpens 2016 r, perwctpaunoninafl Ne 41912);

npuxas FockoMyxonorun Pocoun ot 16 Max 2000 v, Ne 372 «O6 yreepxachin Monowensa o8 ouenke poiaeficTsin Hameyacmodl
XoitflcTeeHol W HHOA NCATENLHOCTH Ha Okpywaomyo cpeay 8 Poccrfcxoft ®encpamns (dapeructpuposan Mmmoctom Pocenn
4 wonn 2000 r , peructpausonHufl Ne 2302)

! Yacne S eramn 12 Oenepansuioro dakons ot 19 wonx 1997 r. Ne 109-03 «O GeronacHoM olpatieHud ¢ NecTHINAIMH
H ATPOXHMHKATAMHY.
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Inapa II. Opranmsauuns s npoBeexite PErHCTPALHONILIX
HCNBITANMIT NECTHUIAA JJIH ArpOXHMHKATA

4. Opranuzauuio NpoBefieHUs  PErHCTPAUMOHHBLIX  HCMBITAHHIL
ocyutecrsiier Mutcensxo3 Pocch,

IOpunmyeckoe HNH Qu3HUeckoe NHIO, B TOM YHCIE HHOHBUAYAILHBII
NpeAnpHHKEMATeNnhb, NofaBllee 3asBNeHHE Ha OpraHH3alHI0 NpoBeAeHHs
pErHcTpalHOHHBIX HCMBITAaHHIT necTHUHAA I arpoxuMHkaTta (nanee -
PErHCTPAHT) JHYHO MM [0 NOYTE NOJAeT 3adBICHHE HAa OpPraHH3ALHIO
NPOBEJICHHA PETHCTPALUIOHHBIX HCMBITAHUIT NecTHLNAa HIH arpoXHMHKaTa
B Muncensxo3 Poccun B npon3BonsHoii opMe 10 Hayana perHcTpalHoOHHLIX
HCMBITaHKH.

K 3asBneHnio npunararoTcs csBefieHHs o mectuipiae (pexoMeHAyeMblit
obpa3eny ceeneHiil 0 necTHUHAE NpHBeieH B NpHiIokeHHH Ne 1 K HacTosmemy
INMopsaaxy) unn o6 arpoxumukare (pexoMeHpyemsiii ofpaszen ceeaeHuit
06 arpoxumuKaTe npHBeieH B npunoxenun Ne 2 k Hactoswemy [Topsaxy).

5. Brmoyemie nec*mmm:a HIIH arpoXHMHKaTa B MNaH PerHCTPaLOHHbIX
HCTIBITAHHI NMECTHUHA0B H arpOXHMHKATOB ABNAETCA 00A3aTENBHBIM YCIOBHEM
NpOBeJeHHS PETHCTPAHOHHBIX HCTIBITAHHI.

6. Muncensxo3 Poccuy BKTIOYaeT NECTHUHA MIH arpOXMMHKAT B IaH
PErHCTPALIHOHHBIX HMCOBITAHHH NEeCTHUHAOB M arpoXMMHKaToB. Perncrpanr
JU1s NpOBEIeHHA PerHCTPALiOHHBIX HCNBITAHHIT MeCTHUHAA HIH arpOXHMHKATa
JHYHO MM Mo moute ofpaimaeTcs B IOpPHAHYECKHE JIHUA, KOTOPHIE HMEIOT
HeoOxoauMoe MU 3TOr0 Hay4yHOe H MaTepHaNbHO-TEXHHYecKoe obecrieyeHHe,
CNELHANHCTOB COOTBETCTRYIOMEro npodiuns H KBanHpHKaUHH,

7. Cpok BKIIOYEHHA MNECTHUMAA MWIM arpoXMMHKaTa B IUIaH
PerucTpalHOHHEIX HCNBITAHHIA MECTHUMIOB H  arpoXHMHKATOB, a TakKxe
nononHeHuit x Hemy — 30 pabGouux AaHeii co AHA pericTpauHH 3asBleHHA
Ha OpPraHH3alUHIO TPOBERCHHA PErHCTPaUMOHHBIX HCIMBITAHHIT NecTHUMAA

HIIH arpoxHMHKarTa.
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Muncensxos PoccHn  yBefoMiseT pericTpaHra o  BKIIOMEHHH
(HeBKNIOYEHHH) B IUNIAH  PErHCTPAllMOHHBIX  MCMBITAHHIT  MECTHIH/IOB
H arpoXHMHKATOB, & TAKXEe O AONONHEHUAX K HEMY, IO MoyTe H (HNIH) Ha aapec
3NEeKTPOHHOH MOYTHI, YKa3aHHLIl B 3asBleHHH, B TeueHHe /7 paboumx nueit
CO JHA MPHHATHA PELICHHS O BKIIOYEHHH (HEBK/IIOYEHHH) B HEro MECTHLHAOB
H arpoXHMHKaTOB,

8. [Ilpasmna pomycka MuncensxozoM Poceun K npoBeAeHHIO
perHcTpalHOHHBIX HCNBITAHUI MECTHUHOOB H arpoOXHMHKATOB HOPHIAHYECKHX
JHL, KOTOpBIE HMEIOT HeobXxoaHMoe IUIA 3TOT0 HayqHoe M MaTepHalbHO-
TEXHHYeckoe obecneyeHne, CHEUUAIHCTOB COOTBETCTBYIOLEro mnpoduis
M KkBanudHxauuy, onpepensotcs B cooTBeTcTBHM ¢ [lopsakoM jpomycka
MunucTepcTBOM CENsCKoro xo3siicraa Poccuiickoit Menepaiun x npoeeaeHuio
PErHCTPALHOHHBIX HCMBITAHHH NEeCTHUHIOB H arpoOXHMHKATOB HOPHAHYECKHX
JHU, KOTOpBEIE HMEIOT HeoOXOANMOe It STOro Hay4yHoe M MaTepHanbHO-
TexHH4eckoe ofecrmeyeHHe, CIELHANHCTOB COOTBETCTBYIOMEro npoduns
W KBaTHQHKALHMH, YTBEPXASHHBIM TMpHKazoM Muncensxoza Poccuu
ot 11 mas 2018 r, Ne 203,

Iepeuens OpHAHYECKHX JIHL, YK23aHHEIX B ab3alle 1nepBOoM HacTOSMETO
MYHKTa, a TaKXe nepeyeHb IOPUIHYECKIHX NHL, OTBETCTBEHHBIX 3a NMOATOTOBKY
SKCMEPTHOTO 3aKMIOYeHHA 1o onpexaeneHnio 3G ¢eKTHBHOCTH NPHMEHEHHS
necTHUMAOB M (MnM) arpoXMMHKaToB W pa3palOTKH  perjaaMeHTOB
HX NpHMEHEHHA, pa3Meluaercs Ha odHUHaNEHOM caiite Muncensxo3a Poccuu
B HH(OPMaIHOHHO-TENeKOMMYHHKaUHOHHOI ceTH «MHTepHeT» (Www.mcx.ru).

9. MiHcenbxo3 Poccuit HanpapaseT no mo4Te B TeUeHHH 5 paGounx aHeit
€O JHS BKIIOYEHHS NECTHLUHAA M arpOXHMHKAaTa B MNMNaH perHcTpalHOHHBIX
MCNIBITAHHH MECTHUUOOB M arpoXMMHKATOB, a TaKkXKe B JOMOJHEHHUSA K HEMY,
B IOPHAHYECKHE JIHIA, OTBETCTBEHHEIE 32 NOATOTOBKY 3KCIIEPTHOIO 3aKIK0YeHHS
no onpeneneHuio 5¢p¢exTHBHOCTH NpPHMEHEHHA TNEeCTHUHAOB M (HIH)

arpoXHMHKAaTOB H pa3pa601‘1cu periaMeHTOB HX NMPpHMEHEHIA, NS CBCACHHA.
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10. Pernctpant npencrasnser B Muncensxo3 Poccun nporpammy
pPEerucTpaoOHHBIX HCNIBITAHHH NECTHIIAA MY aTPOXUMHKATA, ONIpeeNAIOUIYI0
00beM perHcTpauHOHHBIX MCMBITAHUI MECTHLHIA WIH arpOXMMHKATA, a TAKKe
KOJMHYECTBO NEecTHUMAA HIIH arpoXiMHKaTa JIS NpoBeieHHA PerHCTPalHOHHBIX
HCTBITAHHIA.

IMporpaMma  perucTpauMOHHBIX ~ HCNHITaHHIT  mecTHUHAA MM
arpoXHMHKaTa ABMAETCA ocHOBaHieM AN BBo3a B Poccniickyro ®denepamtio
HJIH MpOH3BOACTBa 06pa3iia necTuiaa HIH arpoXUMHKATa.

11. Perstctpaur npefloctasnser GecnnatHo oOpasipl necTHIAOB H (HIK)
arpoXHMHKATOB JAJIA NPOBEACHHA PEriCTPALOHHBIX MCHBLITAHHIT MecTHUHIOB
H arpoXHMHKAaToB M OMJIAYHBAET PErHCTPAUHOHHBIE HCMBITAHHA 3aABJEHHLIX
MECTHUHAOB M (MITH) arpoXUMHKaTos?,

12. Tlo oxoHyaHHHM pErMCTPAaUHOHHBIX HCMBITAHHH  MecTHIAA
HAH arpoxXHMHKaTa IOpHAHYECKHEe N11a, yKa3aHHBIE B NYHKTE 7 HACTOSILETO
IMopsnka, BLLOAIOT JNHYHO PETHCTPAHTY OTYETH O pe3yJALTATaX YKa3aHHBIX
ucneiTaniii. ITonyyedHsle 0TYETH! PErHCTPAHT NHYHO MepefaeT IOPHAHYECKHM
nuuaM, ykasanHstM B aOzaue BTopom nyskta 10 Hactoswero ITopsnaka,
JJIA TOATOTOBKH 3KCNEPTHOTO 3aKTIOYEHHA.

I0Opuauueckye nua, ykazaHusle B ab3ane BropoM nyHkra 10 Hactosiero
IMopsnka, BRIJAIOT  JHYHO  PErHCTPAHTY  SKCNEPTHOE  3aKIOUYeHHe
no ompeaeneHio 3¢pGeKTHBHOCTH NPHMEHEHUs TMNEeCTHUHZOB M (HIN)
arpoXHMHKatoB M pa3pabOTKH  pernaMeHToB  HX  TNpHMEHEeHHS
C pexoMeHjauHMell K  roCyAapCTBEHHOii  perucrpausit  necTHUHAA
HIH  arpoxXHMHKaTta ¢  yKa3laHHeM  pernaMeHToB HMX  NpHMeHeHMsA
HIIH MOTHBHPOBAHHBIM OTKAa30M B Takoil pexoMeHIaLHH.

PeaynetaTamu perncTpauHoHHbIX HCIIBITAHH I NeCTHUHAOB
H arpoXHMHKaTOB MPH3HAIOTCH:

pe3ynbTaThl pericTpalHoOHHbIX HeneITanuii NeCTHIHAOB

H arpoXxHMHKaToB, NOJYYEHHBIE OT IOPHAHYECKHX JIHl, KOTOpble HMEIOT

* Yacre 4 cramen 9 Deacpateoro 3akos ot 19 wiona 1997 ¢ Ne 109-03 «O Geionachom oGPAIICHHH ¢ NECTHLSLIAMMH
H ArpOXHMHKETAMHY,
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HeobxofHMoe JUIS 5TOrO HaydHoe M MaTepHalbHO-TeXHHUYeckoe obecrniedeHue,
CNEeHANHCTOB COOTBETCTBYIOUIErO MpoHna M KBanH(HKAUMH H AONYIEHHI
MitHcensxo3oM Poceun k mpoBeeHHIO AAHHBIX HCIBITAHHIT,

pe3ynbTaTsl HEKJIHHHYECKHX J1abopaTopHLIX HcCnenoBaHHUI MecTHUUAR,
nonyyeHHsle B pOCCHHCKHX HcnplTaTenbHBIX naGopatopusax  (ueHTpax),
NPH3HAHHEIX COOTBETCTBYIOIIHMH NpHHUMNAM Hawexaweii naGopatopHoii
TPAKTHKIL,

13. Peructpant u3 uucna JOKYMEHTOB, MPHAOKEHHHIX K 3asBIEHHAM
Ha OpPraHH3alHio M NpOBeJeHHE 3KCMEPTH3Hl Pe3yNbTaTOB PErHCTPALHOHHEBIX
HCNBITAaHHI M pErnaMenToB INpPHMCEHEHHsA TNecTHIHAa HIH arpoXHMHKaTa,
onpeaenser rMepe4eHb  NOKYMEHTOB  KOHOMICHUHANBHOTO  XapakTepa,
cofepXalnHe KOTOPHIX B COOTBETCTBHM C 3aKOHOJATeNbCTBOM Pocciickoii
QepepaiiH  COCTABNACT KOMMEpPHECKYI0 TailHy, nomewas #X rpudom
«KOH(HAECHUHANBHON. Muncensxo3 Pocecnn co3znaer yCJIO0BHA,
obecreyuparoumie  cobmoaeHile  KOHOHMAEHUHANBHOCTH  HHOOPMAUMH,
cocTasisioueit KOMMepUeCKyto TaitHy.

14. JokyMeHTalita 1O pe3ynbTaTaM pPerHcTPaUHOHHBIX HCOBITAHHI
NecTHUHAA H (MIH) arpOXMMHKATA, a TAKKE MAaTepHANEI N0 AOMOJHHTENLHBIM
3anpocam skcneptos Muticensxosa Pocenn, xpansrca B apxuse Mutcensxosa
Poccun.

B cnywae oTxa3a perucTpaHTa OT rocy/apcTBeHHONi perucTpanuu
NeCTHUMAA HIIH arpoXHMHKAaTa yKa3aHHas ROKYMEHTaUHs MOIUIEXHT BO3BpATy

MiHcensxo3oM Pocchi PETHCTPAHTY MO €ro NHCEMEHHOMY 3arpocy.

Inapa II1. Tocynapersennas perncrpauus

NnecTHUNAOB 1 ArpoxXuMiIKaToRB

15. Muncensxo3 PoccHH BHOCHT 3aperMCTPHpPOBRHHBI  MECTHLMA

HJIH arpoXHMHKaT B I‘ocynapcme}mm;‘i KaTallor neCTHINIOB H arpOXHMHKaTOB,

* Yacre 2 craren 9 Gencpamuoro dakona of 19 moar 1997 r. Ne 109-®3 «0 Geronacuon oSpAmCHRR © NCCTHLILIAMM
H ArPOXHMHKATAMMH Y,
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paspelleHHBIX K NpHMeHeHHI0 Ha Tepputopun Poccuiickoit denepauny,
C YKa3aHHEM Cpoka JeilCTBHS rocynapCTBEHHOIl pericTpaiHi H periamMeHTOB
NpHMEHEHHA TMECTHUMAA MAM arpoXHMHKaTa COrNacHO CBHACTENLCTBY
O TrocyAapCTBeHHOIT perucTpauid mnectunaa W (MWIH)  arpoxXHMHKara
HIH JOTIONIHEHHIO K HeMy, BeiaanHoMy Muncensxosom Poccnu®,

16. Muncensxo3 Poccun Bener ['ocyaapcTBeHHBIH KaTalnor NecTHUHIOB
H arpoXHMHKAaTOB, paspellleHHBbIX K NpHMEHeHHI0 Ha Tepputopiu Poccuiickoii
Menepaiui, Ha opuansHOM caifte MuHcensxo3a Poccnnt B nudopMauHoHHo-
TeneKOMMYHHKauHoHHo# ceTH «UutepHer» (www.mcx.ru)’.

17. TTectuuna n(uan) arpoXHMHKaT HCKMovatoTes U3 [ocyaapcTeeHHoro
Katajora MNECTHUHAOB M AarpoxXiHMHKAaToOB, pa3pellleHHBIX K NpHMEHEHHIO
Ha Teppurtopur Poccuiickoii ®eaepauu UMM Cpok  rocyaapcTBeHHOf
perycTpalid M pernaMeHTsl HX NPHMEHEHHS COKpallAloTCs [0 HCTEeYeHs
CpoKa rocyaapcTBeHHOil pericTpatiii, eclnH NpH HX o00poTe BHIABIECHE paHee
Hel3BECTHbIE ONacHele ANS 370pOBbE JOAei MO  OKpyXaitolleil cpensb
CBOjiCTBA.

Hckmoyenne nectuumaa u (nnn) arpoxuMiukara 3 IocyaapcTeeHHoro
KaTanora necTHUHIOB H arpoXHMHKATOB, pa3lpellleHHBIX K NpPHMEHeHHIO
Ha TeppHTopHH Poccuiickoil eaepauun, HIM CcOKpalleHHe periaMeHTOR
HX mpiMeHeHHs H (M) CpoKa rocyAapcTBEHHOM perHcTpauny myTeM BBIAAYH
HOBOI'O CBHJETENLCTBA O IOCYJAPCTBEHHOI perHcTpallHl mecTHuMa H (unu)
arpoxXHMHKara ocyuectsasercs MuncensxozoM Poccun Ha  ocHoBaHHH
3aKAI0YEHHA  CaHMTApHO-IMHAECMHOJNOIHYECKOH  BKCMEepTH3s!  HMecTHUHAA
HIH arpoxHMukata M (HJIH) 3aKTIOYeHHS [OCYAApCTBEHHOH 2KOMOrHYecKoil
SKCAEPTH3bl  MPOEKTa  TEXHUYECKOH  JOKYMEHTAUMH Ha  TeCTHUHJ
HIH arpoXHUMHKaT, B KOTOpHIX BhLISABIEHB! paHee HEH3IBECTHHIE, OMacHbIe

A/ 30POBLA MOJeH HAH OKpYXaroLeii cpenrl, cBojicTBa.

¢ Abau 4 cranu 12 Geacpanenoro 3akoka ot 19 moax 1997 ¢ Ne 109-03 «O Gelonacnom oSpaiichnyn © DNEcTHLRAIMY
H BrPOXHMHKATAMITY

! Yacrs § cramen 12 degepantiioro 3axona ot 19 mons 1997 r Ne 109-93 «O Gesonacnon oSpawicHRH © MECTHLMAAMH
H arpoxitmuxatamm, noamyuxt 52 25(65) mynkta § [lonowenna o Muuucreperse censcxoro xossitcrsa Poccubicxolt $encpaumm,
yTBEpRACHNOrO NocTanosaeknen [panurenscTea Poccuiickol ®eacpaunt ot 12 mionn 2008 r Ne 450,
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18. ITecTHunasl M arpoxXHMiiKaTel Brmovaiorcs B I'ocymapcTBeHHBIH
KaTanor NEeCTHUHIOB H arpoXHMHKAaTOB, pa3pelieHHBIX K HpHMEHEHHIO
Ha Tepputopu Poccuiickoit ®epepauyu, Ha OCHOBaHHH CBHAETENBCTBA
O TrocyjapcTBeHHOil pericrpauui necTHiMaa M (MAH) arpoxiMHkarta,
H3IMEHEHHA  BHocATcS B [ocynapcTBeHHBIif  xaTanor  MECTHIHAOB
H  arpoOXHMHKaTOB Ha  OCHOBAaHHH  JIONOJNHEHHN K  CBHIETENLCTBY
O roCyRapcTBEHHOI perHcTpaliti NecTHLRAA HIIH arpoXHMHKaTa 00 H3MeHeHHH
ceprl npHMeHeHHs M (HJIH) perjaMeHTOB NpPHMEHEHHS MeCcTHUHAR MIH
arpoxiMHkara B TeueHHe 14 pabouux JaHeil co  JaHA  moamHcaHHA
COOTBETCTBYIOLLErO CBHAECTENLCTBA HIIH JOMOHEHHS K CBHAETENLCTRY.

Hcxmouenne necTHUHAOB H arpoxXuMukatoB M3 IocymapcTBeHHOTro
Katajora MEecTHUHAOB M arpoXHMHKATOB, Ppa3pemieHHBIX K MPHMEHEHHIO
Ha Teppurtopu Poccuiickoii ®@enepaunn, ocyuecTBisercs B TedeHHe
14 paGounx nueil co aHa monydyenus Muncensxosom Poccnn sakmouenus
CAHHTApHO-2MHIEMHOJIOrHYECKOl DKCMEPTH3EI NMEeCTHUHAA MM arpoXHMHKAaTa
H (MIM) 3aKIIOMEHHA TOCYAAPCTBEHHOI 3KONOrHYecKOil 3KCIEPTH3BI NMPOEKTa
TEXHHYECKOH JOKYMEHTAUHH Ha MECTHIHI HIH arpoXHMHUKAT OO ¢ MOMeHTa
OKOHYaHHA CpPOKAa TOCYAApCTBEHHON perucTpauud necTHuUMAa #  (HIH)

arpoxuMikKara.



INMpunoxenne Ne 1

k [Topsanky rocynapcrseHHoit
pericTpanui NecTHUHIOB

M arpOXHMHKATOB

Pexomennyemsrii o6pasen

A8 pHOHYECKOro niga — HauMeHOBaHHUE,

OCHOBHOI1 rocylapcTBeHHLIIT perncTpaunonHsiii Homep (nanee — OI'PH),
azpec B npefenax HaxoXAeHHS IOPHAHYECKOTO JIHIA, TenedoH, dakc
(mpu HannuuH), anpec 3NeKTPOHHO# MOYTH! (MPH HaNHYHK),

Jua usnyeckoro anua — aMunus, UM, oT4ecTBO (TIPH HAIHYHH), OCHOBHOIH
rocyfapcTBeHHBIH perHCTpalHOHHBII HOMep A1 HHAHBHAYAILHOTO
npeanpiuumarens (aanee — OIPHUI),

afpec perHcTpauii No MecTy XUTeNLCTBa, npeGrBanus, TenedoH,
taxc (MpH HAMHYHH), anpec 3NeKTPOHHOIT MOYTH! (PH HAMTHYHH)

Caepenus o necruuuae

(HanMeHOBaHHeE MMECTHIHAA)

1. OcnoBusie ceeacuns,

1.1. HaimenoBaHHe mpenapara.

1.2. Hsrorosutens (yxaseiBaeTcs JUIs FOPHOHYECKOro JiMua -—
HauMeHoBanHe m3rotoBuTens, OI'PH, anpec B npenenax HaxoxuaeHHs
IOpHAHYecKoro nuua, TenedoH, dakc (MpH HAMHYMI), aApec 3NEKTPOHHOI
nouts! (NpH Hanuuum); g ¢usiyeckoro Juua — GpaMunusg, UMs, OTYECTBO
(npn  wamnmuun), OTPHUIL, ampec permcTpauuMH IO MeCTY KHTEILCTBA,
npeGriranns, Tenedon, dakc (MpH HanH4UK), anpec SNeKTpoHHol MoyTH (NpH
HAJTHYHI).

1.3. Ha3nauenue npenapara.

1.4, Meiictsytomee BewecTBo (cornacHo HOMEHKNaType MexayHapoaHoii
opranuzamuy  no cravmaptizaunn  (MCO) mnm xuMMHuyeckoe Ha3BaHHe

no xknaccHpHkauni MexaAyHapooHOro cOK3a TEopeTHUECKoll M NpHKIagHoil

N

\
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xumu  (MIOITAK), Homep mnpentHdukaTopa XHMHYECKOro coefHHeHHs
(nanee — ISO, IUPAC, Ne CAS cooTBETCTBEHHO) B COOTBETCTBHH € pazfesioM 15
Pewenus Kommuceun Tamoxennoro cotoza or 28 Max 2010 r. Ne 299
«O npHMeHeHHH CcaHHTapHBIX Mep B TamoxenHoM coto3ze» (Oduunanehblii
caiitr Komuecun TaMoskenHoro coo3a http://www.tsouz.rw/, 28 mrons 2010 r.)5.

1.5, Xumuyeckuii kjacc AeiiCTBYIOLIErO BellleCcTBa.

1.6. Konuentpauns aeitcteytoiero Bemtectsa (B 1/n Hin 1/kr).

1.7. IlpenapaTneHas ¢hopma.

1.8. Tlacmopr ©Oe3omacHocT (ANA MNEeCTHUMAOB  OTEHECTBEHHOIO

npou3soAcTBa), nHcr  OesomacHoctH (s mecTHuUMAoB  3apybexHoro

¥ C inmencinann, sieceHbiMg pewenami Kosuceun TaMoseniora cooa o 17 aaryeta 2010 © Ne 341 (odmumansnufl caltt
Komucenn Tamowenioro coroda http //www tsouz rw/, 23 asrycra 2010 r ), ot 20 cenmafipa 2010 r, Ne 383 {odnumansil caft Kosnccis
Tamomernoro cowsa hitp /fwww tsouz e/, 21 cenmafpa 2010 r), or 14 oxmafips 2010 r. Ne 432 (odwumaneumfl caftt Komuceun
Tamoxenitore colona http fwww tsouz rw/, 22 oxmtpa 2010 r), or 18 noalpa 2010 r. Ne 456 (odmumansiafl calrr Komuccun
Tamowennoro coroda hitp fwww tsouz rw/, 22 voaGpa 2010 r ), ot 2 mapta 2011 r Ne 566 (odmunanemuit cafit Komuccnn Tamoxettora
cotoza hitp//www tsouz ro/, 9 mapra 2011 r), or 2 mapra 2011 r. Ne 567 (ofwmmamemmil caft Komwccnn TamoxeHnore cowna
http fiwww tsouzne/, 9 wmapra 2011 r), or 2 wmapma 2011 r Ne 571 (ofmumanennft cafit Komuccuu Tamowennoro Cowda
hitp ffwww tsouz n/, 9 mapra 2011 r), or 7 anpens 2011 r Ne 622 (Ofdmumansnuil cafir Komucoun Tamoxenunoro cowsa
http/fwww isouz rw/, 26 anpenn 2011 r), or 18 oxmbps 2011 r Ne 828 (Odwumanuuft cafir Komuccun Tamoxemioro cowia
http ffwww tsouz e/, 21 oxtaGpa 2011 r), ot 18 oxTabpa 2011 r, Ne 829 (ofmumammnil caftr Komsconn Tamowcnnoro cowsa
hitp.f/www tsouz e/, 21 oxmabpe 2011 1), ot 9 ackaGpa 2011 r. Ne 859 (odmumarnift caitr Kommccun Tamokcnnoro cowia
hitp fwww tsouz nw/, 12 mexaGpx 2011 r), or 9 acxalps 2011 r Ne 333 (odwumansumi caitr Komsccnn Tamomennoro cowna
http ffwww tsouz rw/, 15 nexabpx 2011 r), or 9 acxaGps 2011 r Ne 889 (odmumansmmit caltr Komicciw Tamoxennoro cownsa
http H/www tsouz rw/, 15 aexabpa 2011 r.), pewtemimmn Konerin Erpaaisfickofl axonomuucckol kosucciit ot 19 anpena 2012 r Ne 34
obuuwvansnudl caftr Komuceun Tamoweititora corosa hitp ffwww tsouz e/, 29 anpena 2012 r), ot 16 aserycra 2012 r. Ne 125
{odumaneinil caltt Komicenn Tamoxennoro cowsa hitp fwww tsouznw/, 16 asrycta 2012 r), ot 23 sasrycta 2012 r. Ne 141
(oduumansunfl caftt Komuconss TaMoxeunoro cowa hitp /fwww tsouz rw/, 23 asrycra 2012 r.), o1 6 HoaGpa 2012 r. Ne 208 (odsupanshuwit
caitr Kosncont Tamoxentoro cotoaa http //www tsouz o/, 7 woxGpn 2012 1), ot 15 ausapa 2013 r Ne 6 (odmunansumil cafit Komuconn
Tamewennoro coiona http /fwww tsouz ru/, 18 ansapa 2013 r ), o1 13 max 2014 r. Ne 71 (odmusansmadl caire Espainiickodl axonomuecxoit
komucchit hitp://www eurasiancommission org/, 14 man 2014 r), or 7 moan 2014 v Ne 101 (odmwiatunit caitr Espasmitckoft
IKoHOMHYecKkoil koMicenn hitp//www eurasiancommission org/, 7 mons 2014 1), ot I8 nonbpa 2014 r. Nz 209 (opuumatsuwil cafit
Espaanfickofl JxoHoMuyeckofl komuccii hitp:/www curasiancommission org/, 18 noaGpx 2014 r), or 10 Hoabpx 2015 r. Na 149
(odrunamshuf caftr Eapainiickoro akonoMideckoro cotosa hitp.//www cacunion org, 16 voaGpa 2015 1), or 8 zexabpn 2015 r Ne 162
(odmumansumfl caltr Erpazniickoro axoxomHuccxoro coiona hitp-//www eacunion org/, 9 acxaGpa 2015 r ), ot 25 oxTaGpa 2016 1. Ne 118
(odmmatuusf caftt EspasAckono 3xoHoMu4eckoro corola http.//www eacunion org /, 27 oxtabipa 2016 r), ot 30 wonx 2017 r, Ne 80
(ourmansiefl cafir Eapamiickoro IxoHoMieckore cowna http.//www.cacunion.org/, 4 mona 2017 r), or 29 asrycra 2017 r. M2 107
(opnumanshuft caftr Espaanfickore skonomimeckoro cotona hitp //www eacunion org/, 31 anrycra 2017 r), ot 23 ausapn 2018 r Ne 12
(odmmansnuh caitt Eppantiickoro 3xonoMnueckoro cotoda htip.//www eacunion org/, 26 susapa 2018 r), or 10 man 2018 r. Ne 76
(opmumansuufl caltt Empamnfickoro IxonoMuucckoro cowoa httpy//www.eacunion org/, 14 wmas 2018 r), or 21 max 2019 r. Me 78
(opurmansuuhi cafit Enpainfickore sxkoHoMHueckoro cotoda hitp.//www,cacunion.org/, 24 max 2019 r), or 8 ceurebpn 2020 r. M 106
(oduumans vkl caltt Espanitiickoro axonoMuueckoro cotosa http.//www.cacunion org/,), ot 8 cenmabpa 2020 r Nz 107 (oduumanskuft cafir
Espauiiickoro axkoHomiyecxore colona hitp//www eacunion org/, 14 centabpa 2020 r ), pewetnmmi Cosera Enpanfickod sxonoMumecko
xomnccud oT 15 mona 2012 r Ne 36 (obmwmansuuit caftt Komnceun Tamoxennoro coioza hitp/www tsouzny/, 18 woma 2012 1),
ot 15 mionn 2012 7 N 37 (oduumansuuf caft Kosncewn Tamoxennoro coola hitp /fwww tsouz ru/, 18 mionx 2012 r ), or 24 asrycts 2012
r. Ne 73 (odHupameinift caftr Kosuconn Tamoxennors corosa hitp /www tsouz ru/, 24 asrycra 2012 r), or 17 aexabpn 2012 r. Ne 114
(odsusamuuit caftr Kommcenn Tamoxennoro cowsa http fwww tsouz no/, 18 aexaSpn 2012 r), ot 17 acxabpx 2012 r. Me 11§
(ommmanenui cafit Komncoun Tamoxennoro cowoia hitp /fwww tsouzrw/, 18 zexaGps 2012 r), ot 18 cerrralpx 2014 ¢ MNe 78
(ognupanenuR  caftr  Espainfckofl  JxonoMiucckolt  xoMncern  hitpy/www eurasiancommission org/, 6 oxmbpa 2014 r),
ot 2 acxabps 2015 r Ne 82 (opmunansheifl caftr Espasuiickora axoHOMH4eckor0 cowoia hitpy//www eacunion org/, 23 ackabpa 2015 1),
ot 16 despans 2018 r Me § {odmunansnuit caftr Espmnifickero akonomHueckoro cakna hup.//www eacunion org/, 16 despans 2018 r),
ot 14 wonn 2018 r Ne 64 (ofpmumansueit caltr Eppainiicxoro 3xoHoMmuveckoro colona hitp://www.eaeunion.org/, 31 mons 2018 r),
ot 22 deapana 2019 r N 8 (odwnmaneuufl caitr Empasnfickoro akonoMudeckoro cowla http:/fwww.eacunion org/, 12 mapTa 2019 1),
ot 9 cewrabpa 2019 r Ne 97 (oduumnantumit caftr Eapasnfickoro 3xonomMudcckoro cooda hitpy//www.eacunion org/, 7 oktafipa 2019 r ),
ot 4 centaGpa 2020 r. Ne 65 (odnrumansumfl caltt Espauiickoro »xonomuacckore coxna hitp://www cacunion org/, 11 cenabps 2020 r ).
Asnsercy obmarentiuid ana Poccutickoll deacpaisiie 8 cooteercTenn ¢ Jlorosopon o6 yupewcachid Espmnlickoro 3xoHOMHYCCKOTO
coofmectra ot 10 oxmatpr 2000 r (Cobpanne laxonoaarentcrea Poccuiickoft ®cacpainn, 2002, Me 7, v 632), [lorosopom o
Espainfickom 3XoHOMINMCCKON coto3e o1 29 man 2014 r, pamnduimpopaitniM OeacpanbhuiM 3akoHOM 0T 3 oxTafps 2014 r. Nz 279-03
«O paruduxauny Jorosopa o Espasiickon sxonomHucckon coiics (CoGpaiie 3axonoaatensctsa Poccuficxoft Deaepanmn, 2014, Ne 40,
cr 5310)



NpOI3BOCTBA).

1.9. HopmartuBHas 1 (MIH) TexHHYecKas JOKYMEHTAlHA ANA Npenaparos,
NIPOH3BOAHMEIX Ha TeppuTopHH Pocciiiickoit Mepepauun.

1.10. PaspewreHHe u3roTosHrens npenapara MNpeACTaBNATh  €ro
ang peructpauMi (B clyyae eclOH PperHCTpaHTOM He SBRSeTcS caM
H3rOTOBHTENb).

1.11.  Paspewiense  perHCTpaHTy  MNpEACTaBIATh  H3rOTOBHTENS
(ans MuxpoOHONOrHYECKHX NpenaparoB).

1.12. Pernctpauns B JapyrHx crpaHax (HoMep perHcTpalHoHHOro
YJAOCTOBEPEHHS, aTa BRIAauH, cdepa H pernaMeHTsl NpHMeHeHH).

2. Cpegenna mno ouenxke Ounonorsmeckoii  addexTiBrocTn,
Gezonacnoctn npenapara,

2.1. Cnextp neitctBua.

2.2. Cdepa npumenenus (KyneTyphl, Bpeatbie oOBEKTH (C JJATHHCKHMH
Ha3lBaHHUAMH) HIIN Ha3zHaYeHHe,

2.3. PexomengyeMble pernaMeHThl NpHMEHEHHA: CPOK IpOBEfeHHA
obpaboTok, (aza pa3BuTHA 3amumaeMoii KyneTypsl, ¢aza passutia (ctaums)
BpPEeHOTrO OpraH13Ma, KpaTHOCcTh 00paboToK, HHTepBal Mexay o6paboTkamH,

2.4, PexomengyeMas HOpMa pacxoja if crnocod npHMeHeHHd.

2.5. Pexomennyemslii cpok oxunanus (B ausx go cbopa ypoxasn).

2.6. Bua (mexanusMm) neifcTBHS Ha BpedHble OpPraHH3Mbl (CHCTEMHEI,
KOHTaKTHBIi1).

2.7. TlepHon 3amHTHOTO AeHCTBHA.

2.8. CeneKTHBHOCTD.

2.9. Cxopocth Bo3jelicTBHS.

2.10. CoBMecTHMOCTB C APYrHMH NperapaTam,

2.11. buonoruyeckas agdekTiBHOCTE (MabopaTopHble N BereTalHOHHbIE
OIBITHI, MONIEBLIE ONBITHI).

2.12. @UTOTOKCHYHOCTB, TONEPAHTHOCTD 3aLIHIIAEMEIX KYJILTYP.

2.13. BoaM0oXHOCTE BOSHHKHOBCHHS PE3HCTEHTHOCTH.
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2.14. Bo3MoxHOCTh BappbMpOBaHUS KyNLTYP B ceBoobopore.

2.15.  Peaynpratet  ouenxn  Ouonoruveckoii  3¢exTHBHOCTH
1 Ge3onacHocTH B ApPYrHX cTpaHax (CTpaHa, 3alHiaeMas KynsTypa, BpeAHBIi
OpraHusm).

2.16. PesynsTars! omnpeaeneHis OCTATOYHBIX KOMUYECTB B JAPYrHX
cTpaHax (B AUHAMHKe).

2.17. Bnusuue npenapata Ha IONE3HYI0 3HTOMO(dayHy 3alHIaeMOro
arpoleHo3a.

3. @u3nko-xuMitgecKie cpoiicTna.

3.1. Ou3nxo-xuMHUecCKie CBOiiCTBA AeiicTBYIONUlEr0 BemecTnA,

3.1.1. HeiictBytoiwee setectso (1o ISO, IUPAC, Ne CAS).

3.1.2. CrpyxtypHas dopmyna (yka3aTs ONTHYECKHE H3OMEPEI).

3.1.3. OMnupuyeckas dopmyna.

3.1.4. Monekynspuas Macca.

3.1.5. ArperarHoe cocTosHHe,

3.1.6. L{ger, 3anax.

3.1.7. Hasnenne napos npu Temnepatrype 20 rpanycos Llenscis
1 40 rpanycos Lenscus.

3.1.8. PacTBOpHMOCTE B BOJE.

3.1.9. PacTBOpHMOCTE B OpraHHYeCKHX pacTBOPHTEISX.

3.1.10. Koapdunuuenr pacnpeneneHus n-okranon/soza.

3.1.11. Temneparypa nnaBnexus.

3.1.12. Temnepatypa kHnteHHs | 3aMep3aHHA.

3.1.13. TemMnepaTypa BCIBILIKH H BOCTUIAMEHEHHS.

3.1.14. CrabunsHocThb B BOAHBIX pacTBopax (pH 5, 7, 9) npu TeMneparype
20 rpanycos Llenncus,

3.1.15. IlnotHocts (B cnywae ra3oo0pa3HOr0 COCTOSHHA BelecTBa
ILIOTHOCTE YKa3aTh npH TeMneparype 0 rpanycos Lenscns u 760 MunnnMeTpon

pTyTHOro ctonba (nanee — MM. pT. CT.).

3.2. Di3nko-xHMIMECKHE CBOIiCTRA TEXINHIECKOro NPOAYKTA.
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3.2.1, Yncrora TEXHHYECKOIO NpoAYKTa, Ka4yeCTBEeHHHIi1
H KOJIHMEeCTBEHHBII cocTaB npuMeceii,

3.2.2. ArperatHoe coCTOsHHe.

3.2.3. IIpet, 3anax

3.2.4, Temneparypa nnaenexHus.

3.2.5. Temneparypa BCHBIMIKH H BOCIIIAMEHEHHS,

3.2.6. IlnotHocts (B cayuae ra3oo0pa3sHOrO COCTOSHHMS BELIECTBA
TUIOTHOCTE YKa3aTh NpH TeMneparype 0 rpagycos Llenscus n 760 MM pT. cT.).

3.2.7. Tepmo- 1 poTOCTAOHIBHOCTE.

3.2.8. AxanuTiyecKHii MeTON ANs onpeleneHHs YHCTOTH TEXHUYECKOro
NPOAYKTA, 4 TAKXKe AHANHTHYECKHIT METOM, MO3BONAIOILNIT ONpPEeAENHTE COCTAB
NPOAYKTa, H30MEPbI, MPHMECH H HHBIE COCTABNAIONLIHE,

3.3. du3nKo-XHMIT'IeCKIte cBoiicTBa npenapaTisioii popMmbl.

3.3.1. ArperarHoe coctosHie,

3.3.2. lIger, 3anax.

3.3.3. CrabunsHOCTE BOIHOI IMYNIBCHH HIH CYCTIEH3HH.

3.3.4. pH.

3.3.5. Conepxaune Bnaru (%).

3.3.6. BaskocTs.

3.3.7. QucnepcHocTs.

3.3.8. [InotHocTh.

3.3.9. Paamep vactuu.

3.3.10. Cma4uBaeMocCTs.

3.3.12. TeMnepaTypa KpHCTAINH3ALHH, MOPO30CTOHKOCTE.

3.3.13. Jlety4ecTs.

3.3.14. Tauusle no ciaeXHBaeMOCTH.

3.3.15. KoppozunouHsle cBoiicTBa.

3.3.16. KauecTBenHslii # KOMHYeCTBEHHBII COCTAB NpHMeceit.

3.3.17. CrabunsHocTh NpH XpaHeHHH.

4, CocraB npenapara,



4.1.Xumiueckne npenaparsl.

4.1.1. XumHueckoe Ha3BaHHe INIA KaxJoi cOCTaBHOfi YacTH COrNACHO
ISO, IUPAC, Ne CAS.

4.1.2. OynxuioHaNbHOE 3HAYEHHE COCTABHLIX YacTeil B npenapaTHBHOI
dopMe 1 HX cofepiKaHie,

4.2. MuxkpoGuonoriyeckiie npenaparsl. Csegennsm o cocrape
H cBoiicTBAX AKTMBNOrO HNUCpedleNTa N NpenapaTHBHOit  dopmbl
(OakTepnanbLibIX, rpudnbIx, BHPYCHBIX, MHKPOCIIOPONAAILHBIX
npenaparax na ocnoBse NPoAyKTOB KI3NCAEATEALIIOCTI,

4.2.1. CpoiicTBa mITAaMMa-nipoayuenTa,

4.2.1.1, Bunosoe Ha3panie MHKpoopraHu3Ma (JIaTHHCKOE Ha3BaHHe),

4.2.1.2. HoMep niau Hazpanue mramma (H30141a).

4.2.1.3. McToYHHK BBIENCHHA LUTAMMA.

4.1.1.4. KynsrypansHo-mopdonoriuyeckne H GHOXHMHUYECKHE CBOHCTBA,
TECTHl H KpHTEepHH HAaeHTHOUKaHH (YKa3aTh TaKkKe OPraHH3alHio, MpoBeaIyio
HaeHTHHKALHIO).

4.2.1.5. TlaToreHHOCTp MIH ZHTAaroHH3M 1O OTHOLIEHHIO K BpemHOMY
obBeKTy.

42.1.,6. Ornuune oOT YyxXe HMEIOUMXCA IWITAMMOB MAaHHOTO BHJA
(B TOM uncne 3a pyGexxom).

4.2.1.7. Otnowense K ¢araM, THIUPYIOINM KIETKH APYrHX LUTAMMOB
TOTO € BIIa MHKPOOPTraHH3MOB,

4.2.1.8. Crniocob, ycnoBHA 1 COCTaB Cpeft VA XpaHeHHS HITAMMa,

4.2.19. Cnocob, ycnoBns M cocTaB CpeR A  pasMHOXEHHS
MHKpOOpranusMoB. Jlnfd BHpycOB M MHKpOCMOpHAHII  yKa3niBaeTcs
XapaKTepHCTHKA cnennUYecKoro ChIphs A BHIPAIIHBAHHS,

4.2.1.10. Crnoco6 obHapy>KeHHS MHKPOOPraHHIMA B MHKPOGHBIX
accolHauMAX oxpyxatoueii cpenst n 6oMarepHane.,

4.2.1.11. Tlponykr, cHHTe3upyeMblii mTaMMOM (XHMHYECKHHl COCTaB,

CTPYKTypHas ¢opMyna, CTabHIBHOCTE, METOX ONpPENeNIeHHA OCTATKOB).
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4.2.1.12. MexaHu3M faeifcTBHA Ha LieleBoif 00BEKT.

4.2.2. XapakTepncrinka npenapatuBnoii ¢gopMmbl,

4.2.2.1. CocraB npenaparta: coaep)aHHe AeiicTBYolero Hayana (THTp
AHBBIX KJIETOK M MPOAYKTA HX >KHU3HEAEATEeNLHOCTH, THTP BHPYCHHIX Tellell,
BKJIFOYEHHI), BCIOMOraTeNsHbIX BEIEeCTB M HX Ha3HauYeHHe,

4.2.2.2. ArperaTHoe cOCTOSHHE.

4.2.2.3. CMaynBaeMoCTh.

4.2.2.4. Conepxatie BIarm.,

4,2.2.5. ConepxaHue rocTopoHHeit MHKpoQIopHL.

4.2.2.6. Metoa onpenenexis gelicTByrollero Hayana,

4.2.2.7. YCnoBHA H CPOKH XpaHeHHA.

4.2.2.8. Cnioco6 npurotosneHns pabouux pacTBopos.

4.2.2.9. CoBMECTHMOCTD € APYTHMH NECTHIHAAMH H arPOXHMHKATAMH,

S. TokcHKoNOro-ririeneckasn XapaKkrepHueTHKa,

5.1. Tokcnkonornveckas XapakTepHCTIIKA AeiiCTBYI0LIETO BelecTBA
(Texnnuecknii npoaykr).

5.1.1. Octpas nepopanenas TokcHyHOCTh. JleranbHas mo3a JiMso
B MHJUTHTPaMMax BeLeCTBA Ha KHJIOrPaMM MacChl Tena (fanee — Mr/Kr M.T,).

5.1.2. Octpas xoxHas ToxcHYHOCTE. JI 5o (MI/Kr M.T.).

5.1.3. Octpas nHranAUHOHHAA TOKCHYHOCTH (B YCIOBHAX JTHHAMIYECKOrO
Bo3sgeiicteus). Jleransnas xonuentpauns (JIKso mr/m?).

5.1.4. Knuunyeckne nposBIeHHS OCTPOil HHTOKCHKALMH NP BCeX NMyTAX
noctynneHus (nepopanbHelii, fepManbHblii, HHIANSUHOHHEI).

5.1.5. Pa3ppaxaroiiiee neficTBHe Ha KOXKY H CIH3HCTHIE 0GOIOUKH.

5.1.6. 3ameanenHoe HelipoTokcuyeckoe AeiicTBHE Ha Kypax (o0s3aTensHo
ans dochopopraHyeckuX NECTHLHAOB, ANA APYTHX — NpH HeoOX0MRMOCTH).

5.1.7. ITonoctpas nepopansHas TOKCHYHOCTB (MI/KT HIH Ko3dduuuent
KyMynsiuy).

5.1.8. TlomocTpas HakoXHast TOKCHYHOCTH (MpH HEoOXOAHMOCTH)

(Mr/kr m.T.).
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5.1.9. IMogocTpas HHransuHOHHAA TOKCHYHOCTH (NpH Heob6XOMHMOCTH)
(Mr/n3).

5.1.10. Cencubnnusupymouee aeiictsie, HMMyHOTOKCHYHOCTD.

5.1.11. Xpouuueckas TOKcHuHOCTh (HemeHcCTByIOIIHiI  ypOBEHB
Bo3neiicTBiA) (MI/KT M.T.).

5.1.12. OHKOreHHOCTb.

5.1.13. TepaToreHHOCTh H 3MOPHOTOKCHYHOCTE {HeAeliCTBYIOIHE YPOBHH
BO3M1efiCTBHA JUIA MaTepH H MIoja, B MI/KE M.T.).

5.1.14. Penponykrusnas ¢yHKUHS 1O MeETOAY [ABYX [MOKOJCHHIT
(neneiicTBylome ypoBHH Bo3feiicTBHA Jnsi poauteneit (marepeii, oTuOB)
H NTOTOMCTBA B MI/KI M.T.).

5.1.15. MyTtarennocts’.

5.1.16. MerabonusM B opraHuiMe MJIEKONMHTAIONIHX, OCHOBHEBIE
MeTa0OMHUTEl, MX TOKCHYHOCTh, TOKCHKOKMHETHKa M npH HeoOXoAHMOCTH
TOKCHKOAMHAMMKA.

Jlns  npemnaparoB, HCNOJB3YEMBIX Ha  KOPMOBBIX  KYNbTypax
H B KHBOTHOBOJCTBE, JAHHblE IO DKCKPEUHH Y JAKTHPYIOIIHX KHBOTHBIX
(yxasaTh NMyTH BBIBEJCHHS, HAKOMJIEHHS BO BHYTPEHHHX OpraHax M MBIILILAX,
BO3IMOXHOCTB BELIENATHECA C MOJIOKOM, OCHOBHEIE METab0ONHTH),

5.1.17. Croiikocts H MetabonnsM B oOmnekTax okpyxaoumeii cpensl,
B TOM YHCle B ceNbcKoxo3siicTBenusiX pacteHuax (Tso H Tag).

5.1.18. JlumutHpylouHii nokasatens BpeQHOTo AeiicTBHA.

5.1.19, lonyctumas cyroutas nosa (nanee — JACJH).

5.1.20. I'urieHnyeckHe HOPMATHBSI B NPOAYKTaxX NMHTaHHA H oObekrax
OKpyXaiolei cpeapl HIH HayuHoe o0ocHOBaHHe HelenecooOpa3HOCTH
HOPMHEpPOBaHUA (MpeacTaBieHHe MaTepHanos 1o 060CHOBAHHIO):

a) MakCHMalnbHO JonycTHMSIT yposenb (manee — MIAY) wumm

BpeMEeHHBIIl MaKCHManbHO JONYCTHMBIH ypoBeHs (nmanee - BMJIY)

¥ NMpuxas Pocnotpebramopa or 1 aarycra 2006 ¢ Ne 225 «C cANMTapHO-INMHIEMHONOMHYCCKON IKCTICPTIIE NCCTHIIAION
H ArPOXHMHXATORY
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B NPOAYKTaX NUTAHHUA H CENBCKOX03AHCTBEHHOM CHIpLE;

6) npenensHo pomycTHMas xoHueHtpauus (manee — ITJK) B Boze
HCTOYHHKOB CAaHHTapHO-OLITOBOrO BOJONONBE30BAHMUA,

I1pn paspaboTke rHrHeHHYECKOr0 HOPMATHBA NIl BOABI BOJOEMOB MOTYT
NPUHUMATLCA JaHHBIE 110 OLIEHKE BINSHHMA NpenapaTta Ha XHMHYECKHil cocTap
H TpoLECCHl CaMOOYHIIEHHA BOAHON cpedbl, NONy4YeHHEIE B Hay4HO-
HCCIIEA0BATENLCKOM YUPEXAEHHH, NMPOBOAALEM PEIOOXO3AHCTBEHHYIO OLEHKY
NEeCTHUHAOB, NpPH YCIOBHH HX NpPOBEAEHHA C HCMNONB3OBAHHEM eJHHBIX
METOZHYECKHX TTOJX0A0B,;

B) IIJIK B arMocdepHom Bo3nyxe (mns npenapaToB, NMpPOH3BOAHMBIX
Ha TeppuTopuit Pocenn);

I) opHeHTHpOBOYHO Oe3onacHslit ypoBeHs Bo3aeiicTBus (manee — OBYB)
B atMocdepHoM Bo3ayxe (pH HeoOX0AHMOCTH);

n) INIK B Bozmyxe paGoueil 30mB1 (2711 npenaparos, NMPOH3BOAHMBIX
H dacyrolnxca Ha TeppHTopHH Poccny, 1t s UMIOPTHPYEMEIX NpenapaTos,
ofnanaonMx BeIpaKeHHOT HHranalHOHHO}i ONacHOCTLIO);

e) ObYB B Bo3gyxe paboueii 30HBI (11 OCTANBHBIX NIPENApaTOB);

k) [MAK 1ns mousst (A cTofikMX npenapaTtoB, o0nanaolEx
BbIpaXkeHHOIl CocOBHOCTBIO K MHTPALIHH B CONpeieNbHbIe cpe/ibl);

3) OPHEHTHPOBOYHO AonycTHMas KoHueHTpauus (nanee — OJIK) B nouse
AN OCTAIbHBIX NPEnapaTos.

[Ipn paspaboTke THrHEHHYECKOrO HOPMAaTHBR JJS IOYBEI MOTYT
NPHHUMATBCA JAHHBIE 1O H3YHEHHIO TOBEfeHHA B IOYBe, MOJYUYEHHBIE
B Hay4HO-HCCIEJ0BATENBCKOM YYPEXACHHH, TNPOBOASAILEM 3KOJOTHYECKYIO
OLIEHKY NMECTHUHIOB, IIPH YCIOBHH MX IpPOBEJEeHHS C HCIOIL30BAHNEM €QHHBIX
METOAHYECKHX IT0AX0/I0B,

5.1.21. Meroanyeckue YykazaHHS TNO ONpeAeNeHHIO OCTATOYHEIX
KONMHYECTB NeCTHUMAOB (NMpH HeoOXOZHMOCTH MeTaboNMTOB) B MNPOAYKTAX
nuranns, obbekTax oxpyxaroweii cpeabl H GHONOMHYECKHX Cpeaax:

a) MCTOAHYECKHE YKa3aHHA IO OIpeacNneHHI0 OCTAaTOYHBIX KOJHYECTB
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nectHuMAoB (npH HeoOXoAHMOCTH MeTabONMHMTOB) B CENBbCKOXO3AHCTBEHHOMH
NpoAyKUHH (MpoAyKTax ee nepepaboTKH) M APYTHX PACTHTENLHBIX OObeKTaX;

0) MeTomMuYecKHe YKa3zaHHA IO ONpeleNeHHIO OCTATOMHBIX KONMHYECTB
nectHuHA0B (npu HeoOGXOAHMOCTH MeTabONHTOB) B NOYBE;

B} METOAMYECKHE YKA3aHWA 10 OMpedeNeHHIO OCTAaTOMHBIX KOMHYECTB
nectuuMaoB (npu HeobxoaHMOCTH MeTabONHTOB) B BOAE;

I') METOAHYECKHE YKa3aHHA MO H3MepeHHIO0 KOHUEHTpauHil necTHUHIOB
(npi HeoOxoxHMOCTH MeTabONHTOB) B BO3AYXE;

n) MeTtoguueckue yKa3aHus MO ONpeaeNieHHI0 OCTATOYHBIX KOIHYECTB
nectTuiH0B (npH Heo6X0AUMOCTH MeTaboNHTOB) B GHONOrHYECKNX Cpeliax.

5.1.22. OueHka ONAacHOCTH TNECTHIHAA — [aHHBIE pPacCMOTPEHHA
Ha 3acefjaHHH TpyIIbl 3KCHEpPTOB [TponoBonscTBEHHOK
i censckoxozsiicTeennoii opranmszauuu OOH (aanee — DAQ)/BcemupHoil
opraHu3atuu 3apaBooxpanenns (nanee — BO3), Esponefickoro coto3a.

5.2. TokcHkonorNYecKas XapaKkTepiHeTiKa npenapaTnsioii gopmel.

5.2.1 Octpasn nepopansHas TokcHyHOCTh (Kphichl) — J1Mso, JIMso KpHICH
(Mr/kr M.T.).

5.2.2. Octpasn xoxHas TokcHunoctb. JIMso (MI/Kr M.T.).

5.2.3. OcTpas HHranAUHOHHA TOKCHYHOCTD, JIKso kpeich (Mr/nm?),

5.2.4. Knuniyeckie nposiBnenHs ocTpoii HHTOKCHKALMK Npi BCeX MyTAX
noctymienns (nepopansHelii, AepMansHblil, HHFANALHOHHKEII).

5.2.5. Pazgpaxaroliee feficTBHE Ha XOXY M CITH3HCTHIE 000NOYKH.

5.2.6. ITopocTpas nepopanbhas TOKCHYHOCTH (KyMYJISTHBHEBIE CBOIiCTBA,
k03hdHIHEHT KyMYIA1UHN) A5 NpenapaTtos, POH3BOMAUIHXCS HA TEPPHTOPHHU
Poccun.

5.2.7. Cencubunusupyiouiee jeiicraue,

5.2.8. Tokcixonoruyeckas XapaKTepHCTHKA KOMITOHEHTOB
npenapatiBHoifi ¢oOpMBl  (HAMONHHUTENH, 3MYNbraTtopsi, cTabHMN3aTopBI,
pacTBOpPHTENH).

B cnyvyae HaIHYHA B COCTaBEe IIECTHIHAA BELIECTB, CNocoOHBIX
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3HAUYUTENBHO  YCHJIMTH  TOKCHYecKoe  JeficTBHE 10 CPaBHEHHIO
C JOelcTBYIOIIHM BEIECTBOM, JaHHbIE T0 TOKCHKOJOIHYECKOH OlIEHKe
npenapatiBHOii (POpMBI NECTHIHAA MOTYT OBITH paclIHpeHs! ¢ y4ETOM CBOICTB
HefcTBYIONIEro BellleCTBAa M KOMITOHEHTOB MpenapaTHBHOI ¢opMbl, a TaKKke
MeTabonu3ma.

53. TI'mruennueckasi onenka NPOHIBOACTBA M NpHMeNCHHS
NecTHLNAOB,

5.3.1. 'nruennyeckas oleHka peansHoit onacHocTy (pHcka) Bo3feficTBHA
NMeCTHUMIAOB Ha HaceneHHe (OUEHKA OMAacCHOCTH JNIsS HaceleHMs IHILEeBBIX
NPOAYKTOB, NONYYEHHBIX MPHU NMPHMEHEHUH NMEeCTHIHIA; HAJHYKHE OCTATOYHBIX
KOJHUYEeCTB JeficTBYIOLlEro BelllecTBa MECTHUHAA B McCaeOyeMbIX oOBeKTax
H3y4aeTcsa MpH MAKCHMAIBHO PEeKOMEHIYeMbIX HOpPMaxX pacxona M KpaTHOCTH
o6paboTok npenapatoM 3a 2 ce30Ha B PAa3MHYHBEIX NOYBEHHO-KIHMAaTHYECKHX
30HaX).

5.3.2. Jlna necTHUMAOB, HCMONb3YeMBIX M8 npeanoceBHoii obpaborku
ceMsiH, 10 nocesa, cpaly I0cie NOCeBa, OO LBETEHHA (MIOAOBO-ATOAHOI
KyNbTYpPHI), IO BereTHpYIOUHM pacTenuaMm (ecnw rnocneauss obpabotka
nposoauTca Oonee weM 3a IwecThiecsT JHell 10 yOOpKiH), OCTaTOYHEIE
xoauyecTsa JefiCTBYIONIMX BeElIECTB MpEnapatoB ONPENeNsioT TONBXO
B 3/IeMeHTax ypoXKast KyNbTyphl.

5.3.3. Jlna necTHUHOOB, PEKOMEHAYEMBIX K NPHMEHEHHIO Ha KOPMOBBIX
KYNbTypaX HWIH KyJAbTypax, 3efleHas Macca KOTOPSIX MOXET OBITh HCNONb30BaHa
HenmocpeCTBEHHO HA KOPM CKOTY, OBOMHBIX H 3eJIEHHBIX KYNbTYPaX OTKPITOro
U 3aKpBITOro rpyHta (cOOop KOTOpPBIX NMPOM3BOOMTCS HEOAHOKPATHO 3a CE30H)
C LIENBI0 YCTAHOB/MEHHA CPOKOB OXHAAHHA, 0043aTenpHO M3yueHHe JHHAMHKH
pasnoxeHnus AeficTBYIOIIHX BellecTB B 3aBHCHMOCTH OT CpOKa mocneaHeit
obpabotku.

5.3.4. [Ina nectHUMOOB, MpHMEHAEMBIX HAa MATOYHHKaX, CEMEHHHKax,
B IMHTOMHHKaX, Ha JEKapCTBEHHBIX, 3(HPOMACHHYHBIX KyJbTypaX, ChIpbe

KOTOPBIX HACT HA IONY4YeHHE HHOAHBHARYAINBHBIX BEICCTB, HAa JIEKAPCTBCHHEBIX
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H >dHpOMACIHYHBIX KYNBETYpax, XoTopele YOHpaioTcs wyepes roa mnocie
o0paboTKH, HNEKOPAaTHBHEIX KyJbTYpax, H3ydeHHEe OCTAaTOYHBIX KOMHYECTB
AeiicTBYIOIUX BellleCTB Mpenapatra He Tpebyercs.

5.3.5. Ins NeCcTHIHAOB, NPHMEHAEMBIX Ha 3eMIIAX
HeceNbsCKOX03aiicTBeHHOro nosb3oBaHid (B NecHOM Xxo3siicTBe, mnonocax
OTUYXOEHHA JXeNe3HBIX M INOCCefiHEIX JOpPOr M HHBIX Y4acTKax) C LENbio
obocnoBanns cpoxoB Oe3zomacHOro BLIXOAAa HaceneHHs Ha oOpaboTauuble
nnouagH, HeoOXOAHMO M3yYeHHE OCTaTOYHBIX KOJHYECTB JMEiCTBYIONIHX
BEIeCTB INpenapaToB B ypolkae aukopacryuieil npoayxuuu (rpHoOsl, sArofst
H HHAs NPOIYKIH).

5.3.6. Viccnenopanus no onpefieneHHio OpraHoJeNTHYECKHX CBOHCTB
H nuuiesoil LEHHOCTH CEeNBCKOXO3RHCTBEHHON NPOAYKUHH pacTHTENLHOTO
MPOHCXOXACHIS, BbIpallieHHO} npH NpHMeHeHHH NecTHLHAOB,
OCYLIECTBNAIOTCA IO OAHOMY K3 TIIpeJCTaBHTeNeil Ipyni [IMpPORYKLHH
(nnonosele, AroaHsle, BHHOrpaj, OaxueBble, OBONW, KapTodens), HMeIOUIEMY
nanbonslIyIo NECTHIHAHYIO Harpy3Ky (HopMa pacxoia, KpaTHOCTb 00paboTKI)
H HemocpencTBeHHO ynotpebnsemoMmy B nuury. B npoaykrax nepepabotku
(pactuTensnoe Macno, COKIH) YKa3aHHble HCCAeJOBaHHA  TPOBOASATCA
npH HATHYHH OCTATOYHBIX KONHYECTB JAeiiCTBYIONIHX BelEecTB IeCTHIHAOB
B nepepabaThiBaeMOM CBIpbe (ceMeHa, INOALL, ATORH).

5.3.7. Ouenxa onacHoctH (pHcka) NecTHUHAA NpH NOCTYIUIEHIHH C BOROIL.

Hayvenne ypoBHeH 3arps3HeHHs BOJABI NMOBEPXHOCTHBIX H ITOA3EMHBIX
BOJOHCTOYHHKOB B HATYPHBIX YCIOBHSX, B TOM 4HCIE B YCIOBHAX JHYHBIX
noacobHbIx xo3siicts (nanee — JIIIX) npH MaxcHManbHBIX HOpPMax pacxoja
H KpaTHOCTH 06paboTok (B COOTBETCTBHH ¢ AefiCTBYIOIIHMH METOAUYECKHMHU
DOKyMeHTaMH), Hnx ofocHOBaHHe HelleecooOpazHOCTH NPOBEREHUS ITHX
HceneaoBanHii.

5.3.8. Ouenka onacHocTH s HacejJeHHA 3arps3HeHHs aTMocdepHoro
BO3JyXa OCYLIECTBIfETCA, KaKk MNpaBHno, OAHOBPEMEHHO ¢ NpoBeAeHHEM

HCcenenoBaHHil, no rirneHHyeckoil ouenke, ycnaoBHii Tpyaa NpH NMpHMeHEHUH
A
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MeCTHUHAOB € YYeTOM MakcHManbHbIX HOpM pacxoga. [lpn atoMm
YCTaHaBNHUBAIOTCH BeJIMHYMHBI cHoca JAefiCTBYIOIIMX BELIECTB IpenapaToB
32 npefeNnbl CAHUTAPHO-3aIIHTHAIX 30H M 30H CaHUTAPHOTO Pa3phiBa.

5.3.9. Ouenka peanpHoii onacHOCTH (pPHCKa) KOMIUIEKCHOTO BO3aeHCTBHA
NMEeCTHUMAOB Ha HacelleHWe TMyTeM pacdeTa CYMMapHOTO IOCTYILIEHHS
NeCTHUMAOB C NMPOAYKTaMH, BO3XYXOM H BOJOIi.

Hna mnectuumaoB 1, 2 KIaccoB ONACHOCTH MOTYT TPOBOAHTHCA
MOHHTOPHHIOBBlE MCCNIEOBaHHA HX cofepxaHusi B oOBeKTax okpyxaroueit
cpensb!.

S.4.Turiennueckan  onenka yciaoBnii  TpyRa  paGoraromux
npH npHMeHeHni NPenapaTos,

Hccnenosanns npoBogATcss B COOTBETCTBHH C  AeliCTBYIOLIMMH
METOAHYECKHMH  JOKYMEHTaMHM € Y4YeTOM TEXHONOTHH TpHMeHeHHS
NpH MaKCHMAaNBHBIX HOpMax pacxoja NpenaparoB H BKIIOYAIOT OEHKY pHCKa
JUS onepaTopos, 000CHOBaHIE CPOKOB OelonacHoro BeIXojaa Ha obpaborantsie
necTHUHAAMH INOWAIH AN TPOBEREHHA PYMHBIX H MEXaHH3HPOBaHHEIX paboT:

a) NpH LITAHTOBOM ONPBICKHBAHHH NOJIEBLIX KYNLTYP;

6) npH BEHTHAATOPHOM ONPHICKHBaHHI CAJIOBBIX KYNBTYD;

B) npH 06paboTKe KyNbTYp aBHALHOHHBIM criocoboM;

r) npx 00paboTKe KYJALTYp B YCIOBHSAX 3aLIMIIEHHOTO MPYHTA;

1) npu obpabotke kynabryp B yenosusx JIIEX;

¢€) npu npeanoceBHoii 06paboTke ceMaH Ha 3aBOfIaxX 1O NPOTPABIHBAHHIO
H B MYHKTaX NPOTPaBIHBAHHS;

%) TIpH BhICEBE ceMsH, 06pabGOTAHHEIX MECTHUMAAMH (IO TMOKA3AHUAM
C Yy4YeTOM Kjlacca ONacHOCTH [penmapaTta, CTOIHKOCTHH B nouBse, cdepsl
npHMeHEeHNS);

3) npn yMuramHm;

H) IpH NpHMeHEHNH NECTHIHJIOB € HCMONB30BaHHEM APYTHX TEXHONMOTHI.

B HeoOXOAUMEIX cnyJasx NPHBOAUTCH obocHOBaHHe

Helleslecoo0paIHOCTH NPOBEAEHHS YKA3aHHBIX HCCIIEA0BatHi.
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I'nrinennyeckast oleHKa YCIOBHil TpyAa JNOMKHA INMPOBOJHTECA TONBKO
NpH HCIIONB30BAaHUN TEXHUKH H 000OpYJOBaHMA, MPOLISAUINX THIHEHHYECKYIO
OLEHKY B YCTAHOBIEHHOM MOpSAKE.

3.5. 'mrnennueckan onenka npoussoAcTsa (B TOM uicae GacoBKn)
necrnungoe Ha Teppuropunt Poccniickoit @exepannn  ocnoBbiBaeTest
Ha anaanle  TeXUM'UecKoii JaoxymenTaunn  (Texmmueckie ycJoBns,
TeXHITMECKHE PerjaaMenTht).

5.5.1. nposemenne nabopaTopHBIX HcCHeNOBaHHNi IO  OLEHKe
NpOM3BOJACTBEHHOH cpeapl ¢ arrecraiueii pabouuMx MecT Ha Beex
TEXHOJIOTHYECKHX ONepaLHax.

5.5.2. npentndukaius sarpasHuTenci, oleHKa PHCKAa KOMIIEKCHOTo
Bo3aeiicTBHA Ha paboTatoLHX.

5.53. rurnennveckas  ouenxka  obopyAoBaHHds,  MaTepHAnNoBs,
acrnHpauHOHHBIX CHCTEM.

5.5.4. pacuer BanoBsIX BEIGPOCOB M MPH3EMHBIX KOHLEHTpaLuii,

5.5.5. oueHka NPOMBILLIEHHLIX CTOYHBIX BOA; crocoOBl 00e3BpeKUBaHIA
H YTHIH3ALHH OTXOJ0B NPOH3BOACTBA, TAPHI.

5.6. Toxcukosornvueckan oluenka npemapaTnBroii  dopMbl
MHIKPOOI0JIOTHIecKOro npenapara.

5.6.1. Octpas nepopanbHas TOKCHYHOCTE (MBILIH, KpbIck) — J1 so.

5.6.2, Octpas uxranauuonHas TokcuuHocTs — JIKso.

5.6.3. Pazapaxatoiee 1 pesopbtusHoe (npH HeoOXOAHMOCTH) AelCTBie
Ha KOXY H CIIH3HCTYI0 000M0UKy.

5.6.4. Cencnbumisnpymouee aeiicTaue.

5.6.5. Kymynatususle cpoiictBa (U1 npenapaToB Ha OCHOBE NPOJAYKTOB
*KH3HEAEATENLHOCTH MIKPOOPTaHH3MOB).

5.6.6. MucbakrepnoTtuveckoe AeiicTBie,

5.6.7. CoctaB  koHTaMMHaHTHOHl  Mukpodnophl  (A19  BHpPYCHBIX
H  MHKPOCTIOPOAMAIBRHBIX MpenapaToB) H JaHHBlE MO NaTOreHHOCTH

JUIA TCIIOKPOBHBIX.
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5.6.8. Ornanennsle mnocneaelcTeua (N8 TOKCHHCOAEpPXALIMX
npenaparoB): MyTareHHoCTs (TecT JiiMca), TepaToreHHOCTh.

5.7. Ycranosnenne rurpeHiitieCcKHX pPerjaMeHTOB HCNOJAL30OBANNSA
I MPON3BOACTBA MHKPOOHOJOTIUECKIX NIPenapaTos,

5.7.1. H3yyenne oCTaTOYHBIX KOJHYECTB [MMECTHUHAZ B JAHHAMHKE
B cCny4ae HeoOXonHMOCTH rHrHEeHHYECKOro HOPMHPOBaHHS.

5.7.2. T'uruenudeckas oLeHKa YCNOBHIl Tpyaa npH nNpHMeHEeHHH
npenapara
C Y4eTOM MaKkCHMaNbHBIX HOPM pacxoja H pa3nHYHbBIX TEXHOJIOTHI,

B 3aKkpeITOM rpyHTE H3yueHHe YCNOBHii TpyZAa NPOBOAHTCS HE3aBHCHMO
OT OTKPHITOrO IFPyHTA.

5.7.3. OOocHoBanie HeoOXOAMMOCTH M pa3paloTka TIHrHeHHYeCKHX
HOpPMaTHBOB, obecneynparomux Oe30MaCHOCTh HacedeHHA M padoTarolmx
NPH NPOU3BOACTBE M NMPHMEHEHIH MeCTHUHAOB (IpH HeoOXOAHMOCTH):

a) MaKCHMAILHO AONYCTHMEI{ ypOBEeHb B MPOAYKTAX MUTAHHSA,

6) I1JK B Boge HCTOYHHKOB CaHHTAPHO-OLITOBOrO BOJOINONL30BAHMNS;

B) 111K B BO3nyxe paboueii 30HBI (Qns NpenaparoB, MPOH3BOAALIMXCS
Ha Teppuropin Poccuin);

r) OBYB u IIJIK (ans npenapatoB, NMpPOH3BOASIUMXCA HAa TEPPUTOPHH
Poccnn) B atMocdhepHoM Bo3ayXe;

1) OBYB B Bo3nyxe pabGoueii 30HEI (113 3apy0exHBIX NpenapaTos);

e) IIAK mna noussl (ans cTOIKHX INpenapatoB, CHOCOOHBIX
K TPaHCJIOKALMH B pacTeHHH H MHIPALUUK B IpYTiie CHCTEMEI);

k) OJIK B nouse /11 ocTanbHEIX NpenaparTos.

5.8. Tokcukonormtdeckas ounenka Mukpoopranisma (Gaxrepnn,
rpnooi).

5.8.1. IlatorennocTs (BHpYNEHTHOCTB, TOKCHYHOCTB, TOKCHI€HHOCTD,
auccemuHauig) Gaxrepnii, rpnboB H3ywaeTcs Ha ABYX BHAaX JaGopaTOpHBIX
JKHBOTHBIX TP OJHOKPAaTHOM BHYTPHOPIOUIMHHOM, BHYTPIDKENYJOYHOM

BBEJICHHH, NMOCTYIINIEHHH Y€pE3 BEPXHHE ABIXATCABHBIC NMYTH H Ha CIH3HCTHIC

~
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obonoyky rnas.

5.8.2. JleiicTBHe =~ MHKPOOPraHH3IMOB  Ha  HMMYHHYIO  CHCTEMY
(cencubunnsnpyiouee, alepreHHoe, HMMYHOTOKCHYECKO®.,
MMMYHOMOYNHpYIOlee) MPH MOCTYTUIEHUH Yepe3 BepXHHE AbIXaTeNIbHbIE MYTH
B Te4YEHHE OJHOro Mecsua.

5.9. Tokcnkooritieckas onenka NnpoaykToB Mitkpobioro ciiresa:

5.9.1. Octpas nepopanbHas TOKCHYHOCTh (M, Kpbickl) — J1so, nopor
OCTporo AeitcTBuA (018 MpenaparToB, MPOH3BOAALLHXCS Ha TeppHTOpHi Poccui).

3.9.2. Octpas koxHast TokcHYHOCTE — JI 5.

5.9.3. Octpas muranauuonnas Toxcitunocte — JIMIse. Topor octporo
neiicTBuA (WA NpenapaToB, NPOH3BOAALIMXCA HA TeppHTOpHH PoccHn).

5.9.4. Knuuuyeckue nposBaeHns ocTpoii HHTOKCHKALIHH,

5.9.5. Pazapaxaroliee aeiicTBHE Ha KOXKY H CIH3HCTEIC 000N0YKH.

5.9.6. ITopocTpas nepopansHas TOKCHYHOCTE (KyMYJNATHBHBIE CBOIiCTBA),
xo3bduuueHT KyMyaauuu (Ans npenapaTos, MPOH3BOAALIMXCA HA TEPPUTOPHH
Poccin).

5.9.7. Topoctpas HakoXKHAA TOKCHYHOCTD.

5.9.8. Cencubunmupyiouee aeficrie, HMMYHOTOKCHYHOCTb.

5.9.9. XpoHnnueckas TOKCHYHOCTB (MOporoBssle i HeadheKTHBHBIE JO35I).

5.9.10. Oukorennocts (nepBHuHbie 06001aloN[e MaTepransl — JaHHbIE
0 4acToTe omnyxoneii y NMOJOMBITHBIX YXHBOTHBIX B aOCOMIOTHBIX 3HAYEHHAX
H Mo OTHOWEHHIO K 3(deKTHBHOMY HHCNY, KONHYECTBO omyxoiell Ha OXHO
*KMBOTHOE, KONHYECTBO M YACTOTAa THCTONOTHYECKHX THIOB OMyXoneil Bcex
NoKANH3aNHii, MeTacTasHpoBaHHe, BBIKHBAEMOCTb KHBOTHBIX, Koddduient
OHKOFMGHHOTO pHCKa, cpok oOHapyXeHHs TepBoil onmyxonu, JAaHHBE
SKCIIePUMEHTANLHOTO M HCTOPHYECKONO KOHTPOJAS IKCIepPUMEHTANBHBIX
*®HBOTHBIX H HHEIE JAHHEIE).

5.9.11. TeparorenHocts ¥ 3MOPHOTOKCHYHOCTE — € HCMOJB30BAHHEM
METORHYECKHX [0JIXOJO0B, TMO3BONAIOUIMX BHIABUTL AaHOMANWH Y IUIOJOB

H TOKCHYHOCTB ANA 1nioga.
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5.9.12. PenponykTHBHAs TOKCHYHOCTb MO METOAY RBYX ITOKOJIEHHIt
H TOHAIOTOKCHYHOCTb.

5.9.13. MyTtareHHOCTb.

59.14, Mera6on3M B oOpraHiiMe MIEKONHTAIOUIHX, OCHOBHEBIE
MeTa0ONUTEl, MX TOKCHYHOCTb, TOKCHKOKHHETHKA M NpH HeoGXoAHMOCTH
TOKCHKOAMHAMHKA.

5.9.15. JInmutHpyIOLIHii NOKa3aTeNb TOKCHYHOCTH.

5.9.16. ICH (mr/kr/sec Tena uenoseka).

5.9.17. lononuutensnas uudopmarus.

6. JKkonoriueckan XapaKTepHCTHKA necTHNHAA.

6.1. Ixonornveckas xapakTeplcTiKa [eiicTBYIOIIEro Belecrsa.

6.1.1. Xuminueckiue peuiecrna.

6.1.1.1. IloBeaensic B okpy:xatoiteit cpeje.

6.1.1.1.1. Iopenenue B nouse:

a) NYTH M CKOpPOCTb Pa3NOXeHHA: IyTH pa3jioxeHus, aszpobGHoe
pasnoxenue, JONONHUTENbHBIE HCCIEN0BAHHA, CKOPOCTB Pa3NoKeHHS;

6) naGopaTopHele iccneaoBanun: aypobHoe, aHaspobHoOe paznoKeHHe;

B) TMoONeBble HCCNEAOBAHHA: JAHHAMHKA HCYE3HOBEHHA, OCTaTOYHbIE
KOJNIM4eCTBa, aKKYMYJIALHSA B NOYBE;

r) agcopOums n gecopbuus;

A) NOABIKHOCTE B Iouse: JnabopaTopHble KONOHOYHEBIE OMBITH;
nabopaTopHEle  KOJIOHOYHBIE ONBITHI €  (COCTAPEHHBIMH»  OCTaTKaMH;
JTH3UMETPHYECKHE HCCNIe0BAaHHS HIIH NONeBbIe ONBITE] 10 MHIPALIHH,

6.1.1.1.2. IToseneHue B BOE U BO3AYXE:

a) MyTH H CKOPOCTh Pa3NoXXeHHs B Boje (MMAPONHTHYECKOE pa3liokeHHe,
doToxuMIYecKoe paznoxkeHHe, GHONIOrHYeCKOe pa3iokKeHHe);

©) nyTH M CKOPOCTH pa3oXeHHs B BO3RyXe.

6.1.1.1.3. Metomuk onpeneneHHs OCTATOYHBIX KOMHYECTB B ITOYBE, BOAE
H BO3ZYyXe€.

6.1.1.1.4. Jaunsie MOHHUTOpHHTA.
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6.1.1.2. IxkoTOKCHKOJIOTIS,

6.1.1.2.1. TIltuusl: octpas opansBas TOKCHYHOCTE; TOKCHYHOCTH
IpH CKapMIMBAaHHH; BIHAHHE HA PENpPOIYKTHBHOCTS.

6.1.1.2.2, Boausle oprani3mel:

a) peIOBI: OCTpas TOKCHYHOCTB; XpOHHYECKast TOKCHYHOCTH; BIIHAHHE

Ha PenpoAYKTHBHOCTb H CKOPOCTh pPa3BHTHA; OHOAKKYMYNSLIHA;

0) 300MN2HKTOH: OCTpas TOKCHYHOCTh; BNHHHE HA PEMpPORYKTHBHOCTD

M CKOPOCTB pa3BHTIA,

B) BOZOPOC/H: BIHAHHE HA POCT.

6.1.1.2.3. MenotocHsie muens! (one3Hple HACeKOMELIE):

a) ocTpas H XpOHHYecKas KOHTaKTHas TOKCHYHOCTh
(npH MHAMBUAYAILHOM HMIIH IPYIIIIOBOM Bo3aeiicTBHH);

©) ocTpas M XpoOHHYecKas opanbHasg TOKCHYHOCTh (MPH HHAHBHAYATEHOM
HJIH IPYINITIOBOM BCKapMJTHBAaHHH).

6.1.1.2.4. Jloxnesble uepeH (HeLenenble MOYBEHHBIE MAKPOOPTaHH3IMBI):

a) ocTpas TOKCHYHOCTb;

6) cyGneranshsie s3ddexThl;

B) NO4BEHHblEe MUKPOOPraHH3MEI;

I') BIHAHHE Ha Npolecchl MUHEPANU3ALHH YTIIepOAa;

1) BIHAHHE HA Npoueccsl TpancgopMaunH a3oTa;

e) HelleNeBble OpraHu3Mel G1opsl 1 dayHBI;

%) BIHAHHe Ha GHOJIOTHYECKHe METOB! OMICTKH BOJ.

6.1.2. MukpoopranniMsl i1 BHPYCHI.

6.1.2.1. Iloseacuue B okpy:katonseii cpene.

6.1.2.1.1. Pacnpenenenue, cToHKOCTb, MOABIKHOCTE H Pa3MHOXEHHE:
NOYBa, BOAA, BO3AYX.

6.1.2.1.2. lannsie o Bo3MoxHOil cyab0e B NHILEBBIX LENAX.

6.1.2.2, JKOTOKCHKOMOTHA.

6.1.2.2.1, IltHuei: octpas opaibHas TOKCHYHOCTh, IaTOr€HHOCTB,

HHEKTHBHOCTS.



19

6.1.2.2.2, Boausle opraHM3Mbl: OCTpPas TOKCHYHOCTH, NATOreHHOCTH,
HH(EKTHBHOCTb.

6.1.2.2.3. MeaoHocHsIe nyenst (one3Hbie HaceKoMble):

a) OCTpas KOHTAKTHAs TOKCHYHOCTH, NATOreHHOCTh, MHGEKTHBHOCTE;

6) ocTpas opansHas TOKCHYHOCTh, MATOr€HHOCTh, HH(EKTHBHOCTE.,

6.1.2.2.4. Joxnessle vepsy (HeleneBble MOYBEHHBIE MAKPOOPTraHH3MBI):
0CTpas TOKCHYHOCTh, IATOI€HHOCTh, HH)EKTHBHOCTE.

6.1.2.2.5, IouBetiHble MUKPOOPraHHU3MBL.

6.1.2.2.6. JlononuuTennHsle HCCNEROBAHNA,

6.2, Dxosoriteckas XapaKTepICTHKA NpenapaTHBHoii GpopMbl,

6.2.1. Xnumuueckie BetiecTpa.

6.2.1.1. Iloseaenite B okpy-catouleii cpene.

6.2.1.1.1. TloBemeHne B mnouBe: OLEHKA YpOBHA KOHUEHTpauuii
JeiicTBYIOLIero BeIeCTBAa H ero MHIPalHH B NIOYBeE,

6.2.1.1.2. TloneBble OMBITHI: AMHAMHKA MCYE3HOBeHUs AeHCTBYIOLIErO
BEIECTBA, €r0 OCTAaTOYHBIE KOJIHYECTBA, RKKYMYJISAIHA B MOYBE.

6.2.1.1.3. TloneBpie onsiTEl MO MHIpaUHH HIH JIH3HMETPHYECKHE
HccnefoBaHNA.

6.2.1.1.4. ITosenenie B Boae.

6.2.1.1.5. Ouenka ypoBHA KOHUeHTpaiuii AefiCTBYIOLIEro BelIeCTBa
B IPYHTOBEIX BOJaX, AONONHHUTENBHBIE TIONEBLIE HCIBITAHHA.

6.2.1.1.,6. Ouenka yposHs KoHUeHTpauuil JelicTBylOllero BellecTBa
B NOBEPXHOCTHHIX BOJAAX, NOMOMHUTENLHLIE TOIEBLIE HCIIBITAHHSA,

6.2.1.1.7. Iloseneniie B Bo3ayXE.

6.2.1.2. JKOTOKCHKONOTHS.

6.2.1.2.1, TTtnuer,

6.2.1.2.2. Octpas opansHast TOKCHYHOCTb.

6.2.1.2.3. OneITH! B KNETKax H nojue.

6.2.1.24. OnacHocTs anf NTHL JOBYWIEK, rpaHyl H o00GpaboTaHHBIX

CCMHAH.
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6.2.1.2.5. DddexTs onocpenoBaHHOro OTPasBACHHA.

6.2.1.2.6. Boaursle opraHu3Mel.

6.2.1.2.7. OcTpas TOKCHYHOCTb A7 phIO.

6.2.1.2.8. OcTpas TOKCHYHOCTD AN 300M12HKTOHE;

6.2.1.29. Ouenxka pucka npuH HempeaHaMmepeHHoil obGpabotke
NOBEPXHOCTHBIX BOJ0EeMOB (CHOCE).

6.2.1.2.10. CneupanesHble HCCNEAOBAHHA € APYTHMH BUIAMH pBIb.

6.2.1.2.11. MegonocHsle muensl (T10Jie3HbIe HACEKOMBIE).

6.2.1.2.12. Octpas # XpOHHYeCKas KOHTAKTHA® TOKCHYHOCTD
(npM MHRMBHIYaNEHOM HIIH IPYTIIOBOM Bo3faeiicTBHH).

6.2.1.2.13. Ocrtpar M  XpoHHYecKad  OpajJpHad  TOKCHYHOCTB
(npy HHAHBHAYANBEHOM H/IH TPYNINOBOM CKapMJIHBAHHH),

6.2.1.2.14. ®ymuranTHas TOKCHYHOCTb.

6.2.1.2.15. PenennexTHas akTHBHOCTb.

6.2.1.2.16. ITpomomxuTeNLHOCTE OCTATOYHOTO ACiiCTBHA.

6.2.1.2.17. TokcHYHOCTE H ONACHOCTH B IOJIEBBIX YCIOBHSAX.

6.2.1.2.18. doxnensle uepBu (1MoYBEHHEIE HEllENEBble MAKPOOPraHH3MBI).

6.2.1.2.19. Octpas TOKCHYHOCTb.

6.2.1.2.20. Cy6neransusie ahdexTo.

6.2.1.2.21. ToxcH4HOCTD B NONEBLIX YCIOBHAX.,

6.2.1.2.22. [TouseHntible MUKPOOPTraHH3MBL.

6.2.1.2.23. Bnuanue Ha npoliecchkl MHHEpanu3alUui yriepoaa.

6.2.1.2.24. Bnusanue Ha npoleccsl TpanchopMaliH azora.

6.2.1.2.25. JlononHUTENbHBIE TECTHI,

6.2.2. MukpooprannisMs! i BHPYChI.

6.2.3. Iloseacune B oxpy:xatomeii cpene.

6.2.4. DKOTOKCHKOJIOTHSI.

6.2.4.1. Bonuble opraHi3Msl.

6.2.4.2. MenonocHsie muensl (MoJe3HbIe HACEKOMBIE),

6.2.4.3. Noxnessle yepsH (HelleneBble OYBEHHBIE MAKPOOPraHU3MBl),
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6.2.4.4. TTouBeHHBIE MHKPOOPTaHH3MBEI,

6.2.4.5. JononuurensHLle HCCAeNOBAHNA,

IMeyats (npu HaMHYHK)
damiig, HMA, 0THECTBO (MPH HANMYHH) PYKOBOAHTENA OPravm3aLHil




IMpunoxetine No 2

x [opsaaky rocynapcTBeHHoil
pericrpaiui necTHUHAOB

H arpoXHMHKaTOB

PexomeHayemsiii oOpazeny

LA PpUAHYECKOro Jinia — HAHMEHOBAHHE,

OCHOBHO}1 rocydapcTBeHHEIH perHeTpannoHHslii HoMep (nanee — OI'PH), anpec
B pefienax XopHANYecKoro nuua, tenedoH, dhakce (NpH HaNH4YHM), alpec
9MeKTPOHHOIT NOYTHI (MPH HaMHYHH);

Ans hH3HYECKOro Nuua — GaMHITHS, HMA,

otyecTBO (NpH HATHYKMH), OCHOBHO# rocy1apCTBeHHBIH perHCTpauHORHEIH
HOMep U HHAHBHAYansHOrO npeanpunuMarens (nanee — O'PHUIT), anpec
perucTpatiii no MecTy XKHTENbCTRA,

npeOsiBanA, TenedoH, dhaxc (IpH HAMHYIHH),
ajipec 3MeKTPOHHOI MOUTH (NpH HANHYHI)

Caenenus o6 ArpoXHMHKaTe

(yka3biBaeTcst Ha3BaHHe arpPOXHMHKaTa)

1. OcuoBuibte ceeaemun:

1.1. HaumeHoBaH1e arpoXxiMHKaTa.

1.2, HarotoButens (ykasplBaeTcsi ANg  IOPHAMYECKOro JHUa -—
HauMmeHoBaHue n3rorosutens, OI'PH, anpec B npexenax ropHAHYECKOrO JHIUA,
TenedoH, dakc (NpH HaTHYHK), agpec MEKTpoHHON ToyTHl (NpH HANMKYHN);
ans ¢pusnyeckoro nHua — daMuns, M, otyectBo (npu Hannuuu), O'PHUI],
azpec pericTpauHy MO MECTY XWUTenbCTBa, npebsiBanusg, Tenedon, Qaxc
(npy HaMHyNH), aapec 3MEKTPOHHOI MMOUTH! (NPH HATHYHH).

1.3. Xumpueckas rpynna arpoxuMmukara. OO6nacts npHMeHeHid,
Ha3zHaveHHe arpoXHMHKaTa.,

1.4, PEKOMBH}I}’CMHE pPEriIaMcHThI IIPHMCHEHHA arpOXHMHEKaTa:
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a) HANMEHOBaHIE KyNbTYpP, Ha KOTOPBIX MIaHHPYETCA HCIIONb30BaHHE,

0) cpoxn BHeceHHs arpOXHMHKaTa;

B) HOpMBI (03B1) H KPaTHOCTE BHECEHHS,;

I') TEXHONOIHA NPHUMEHeHHA H Mepbl 0€30acCHOCTH NPH NMPHMEHEHHH.

1.5. Iacnopr ©Ge3onmacHocT (181 arpoXHMHKATOB  OTEUECTBEHHOTO
NPOH3BOACTBA) MAH JucT GelonacHocTH (NS arpOXHMHKATOB 3apybexHOro
IIpOH3BOJCTBA), MPOTOKORBI HCMBITAHHIT MPOAYKUHH.

1.6. PerucTpaius B ApyrHx crpaHax (HOMep perHcTpalHOHHOIO
YJI0CTOBEpEHHA, OaTa BHIOA4YH W CpoK AeficTBHA, Ha3HAuycHHE H periaMeHTHI
NpHMEHEeHNA).

1.7. HopmatuBHas #H  (MNH)  TeXHHYeCKad  JOKyMeHTalld
AN arpoXMMHMKaTOB OTEYeCTBEHHOro MpOH3BOACTBA (ANA arpoOXHMHKATOB
Ha OCHOBE OCAJKOB CTOYHBIX BORA H OTXOJOB NpPOH3IBOACTBA NMpEACTaBASETCA
TEXHHYECKAA JOKYMEHTALHA HA 0CaflKH CTOYHLIX BOX H OTXOJBI).

2. O0ue ceeaenun:

2.1. KauecTBeHHBIIT 11 KOMHYeCTBEHHEBII cOCTAB arpoxHMHKaTa (OCHOBHbIE
H BCIIOMOraTeNbHble KOMIOHEHTH — A8 KOMOMHHPOBaHHBIX arpoXHMHKAaTOB)
(nomnyckaerca npiBeAeHHe nokasareneil xavecTBa H3 TabnHMIUBI TEXHHYECKHX
yCIIOBHit).

2.2. Tlpenaparnenas ¢popMa (BHEUIHHIT BUR).

2.3. CozmepaHHie TOKCHYHBIX H OMACHBIX BELIECTB:

a) TAXKENBIX METANIOB W MBIbAKAa (MI/KT): CBHHEL, PTyTh, KaaMmui
H MBBSK (19 MHHEPANBHEIX YyA0OpeHHWil, MeNnHOpaHTOB, IEOMHTOB,
opraHH4eckHx ymoOpensii Ha ocHoBe Topda, H3IBECTHAKOBLIX MaTepHaoB,
canponens, 0CagKOB CTOYHBIX BOJ, OTXOJOB NMPOMBIILIEHHOrO NpPOH3BOACTBA
i IpouKX 00BEKTOR);

6) oprannyeckux coemntenuii (Mr/xr);

B) Oens/a/mupena (Mr/kr) (ans arpoXuMHKaTOB Ha OCHOBE OTXOJOB
NPOM3BOACTBA H CHIPhA NPHPOAHONO NMPOHCXOXKAEHHA, HAXOALIETOCH B 30HE

BO3MOXKHOI'O BIHAHUA BBIﬁpOCOB TIPOMBIIIITEHHBIX npennpxmmﬁ, KOTCJBHBIX



H ApYriHx o6BeKTOB);

r) pagHOHYKJIHIOB €CTECTBEHHOTO M TEXHOTE€HHOTO IPOHCXOXKACHHA
(6exkepens Ha kunorpamM (Bx/kr).

2.4. Hanuuue mnartoreHnoit MHKpodnopel, B TOM 4HCNe CalbMOHENI
(unpmexc) (mis opraHM4ecKNX yAoOpeHHii Ha OCHOBe HaBO3a, OMETa, OCANKOB
CTOYHEIX BOJ).

2.5. Hannume KH3HECNOCOOHBIX JIHYHHOK M  AHIl TENLMHHTOB
(3x3eMnnapoB Ha Kunorpamm ofpazen (namee — 3k3./Kr) (ans opraHH4ecKHx
yaoGpenHii Ha OCHOBe HaBO3a, TOMETa, OCaIKOB CTOUHEIX BO).

2.6. Hanuuiie HMMCT KHIIEYHBIX MATOTEHHHIX NpocTeiflinx (IK3eMIUInpos
Ha 100 rpamm ofpa3ua (nanee — 3k3./100 r) (ans opranuveckux ynobpenwit
Ha OCHOBE HABO3a, MOMETA, OCANKOB CTOYHBIX BOA).

2.7. Hanuuue JNHYHHOK M XYKOJNIOK CHHAHTPOMHBIX MyX (3K3./Kr)
(nns oprannveckux ynobpenuii Ha ocHOBe HaBO3a, NOMETA, OCANKOB CTOYHLIX
BOX).

2.8. Criocob ofbe3spexxiBannusa (A1 HaBO3a, NMOMETA, OCANKOB CTOYHBIX
BOJL M APYrHX 0OBEKTOB).

2.9. Conepxanite HHTPaTHOrO a30Ta H COOTHOIIEHHE OCHOBHBIX
9JIEMEHTOB NHTaHHA: a3ora, ¢ocdopa, kamua (WA asoTconep X aliux
ynobpennii).

2.10. CopepxaHue HHTPAaTHOTO a30Ta M COOTHOIUEHHE OCHOBHBIX
a1eMeHTOB MUTaHHA: a30Ta, ¢ocdopa, kanus.

3. Cseaennn mno ouenke Ononornueckoii  3ddexTnBnOCTH
ArpOXHMHKATA:

3.1. Chepa npumenenns (cenbekoxo3siicTBeHHOE NPOH3BOACTBO, JIHYHOE
noacobHoe X03siicTEO).

3.2. Kynetypsl

3.3. PexoMeHayeMble pernamMeHThl TIpHMeHeHHA (CPOXH BHeCEeHHs
arpoxsMHKaTa, HOpMBI (103k1), cocod 1 0cOOEHHOCTH MPHMEHEHH, KpaTHOCTL

BHECEHHS).
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3.4, Buonoruyeckas 3dgexruBHOCTL: NabopaTopHele H BEreTallHOHHEIE
OIBITHI; NIONIEBbIE OMBITHL,

3.5. PesyneTaTht  ouenkn  Ouonoruyeckoit  dddexTHBHOCTH
1 0e30MacHOCTH B IPYTHX CTpaHax.

4, MuxpoGionornieckne arpoxumukatrel. Cpenennst o cocrase
B CBOIICTBAX AKTHBHOTO HHTpPEIHCHTA I npenapatriBnoii  ¢gopMbl
(0axkTepnanbiible, rpubible HA OCHOBE NPOAYKTOB KHIHCACATEALHOCTH
MIKPOOpPrann3imMosn):

4.1. CpoitcrBa HITAMMA-NPOIYUEHTA?

4.1.1. Bugosoe Ha3Batue 1ITaMMa (H30015T1a).

4.1.2. Homep, Ha3BaHHE lITAMMa.

4.1.3. McTOUHHK BEIACNEHHA LUTAMMA,

4.14. Kynsrypansto-Mopdonoruueckne H OHOXHMHYecKHe cBoiicTma,
TECTBI M KpHTepHH uAeHTHOHKauuy (yKaszaTh Takxe OpraHH3auHio,
NpOBOAMBILYIO HAEHTHOHKAUHIO).

4.1.5. TTaToreHHOCTH H @HTArOHH3M IO OTHOLIEHHIO K BpeiHOMY O0BeKTY.

4.1.6. Cnocob, ycrmoBHs M cOCTaB NHTaTEJNBHBIX Cpel IUIA XpaHEHHS
HITamMmma,

4.1.7. Crioco6, ycnoBHA 1 COCTaB MHTATENbHBIX Cpell AJIs PAa3MHOXEHHA
MHKpOOpranuaMoB. i  BHpYCOB M MHKpPOCHOPHAMI  yKa3biBaeTcA
XapaxTepHCTHKA creniHYCCKOro Chipbs A5 BhIpaliBaHHA.

4.1.8. Cnoco6 oOHapyxeHHS MHKpOOpraHHaMa B  MHKpPOOHEBIX
accolHaIHAX oOKpyxatolleii cpeasl 4 6G1oMaTepHane.

4.1.9. Ilpomykt, cuHTe3upyemslii imTaMmoM (XuMHYeckuii cocras,
cTpykTypHas opMyna, cTabHIBHOCTL, METO/ OTIpe/ieICHHS OCTATKOB).

4.2. XapakrepucTira npenapatinsnoii gopmbie

4.2.1. CocraB: coepxkanue neficTByroltero Hayana (THTP >KHBBIX KJIETOK
WIH TPOAYKTa MX XKH3HEAeATENbHOCTH, THTP BHPYCHBIX Telell, BKIIOUCHMUIT),
BCIIOMOTATENIBHEBIX BellleCTB H X HazHA4YeHHe,

4.,2.2. ArperatHoe cOCTOsSHHIE



4.2.3. CMaunBaeMocTh.

4.2.4. ConepxaHue Biart,

4.2.5. Copepxanue noctopoHueit Mukpodnopst.

4.2.6. Meton onpeneneHus AeiicTByIOMIEro Hayana,

4.2.7. Ycnosus i CPOKH XpaHeHHs.

4.2.8. Cnoco® npurotoBnenis paboynx pacTBOpPOB.

4.2.9. CoBMeCTHMOCTB C APYIHMH arpOXHMHKaTaMH H NecTHIHIaMH.

5. Tokcnkojorideckan XapaKTepHCTHKA arpoxumikara (Kpome
NHTATENABHBLIX FPYHTOB, Topda, nano3a, noMeTa):

5.1. Knacc onacHOCTH.

5.2. XapakTep HeraT#BHOT0 BO3/eiiCTBHA HA 3I0pOBLE YeJOBeKa,

5.3. 1K B Bo3ayxe paboueit 30HEL

6. F'nrnennueckasn XapakTepHCTHKA ArPOXHMHKATA!

6.1. Haunsle o moBegeHHMH arpoxiMHkata B o0BeKTax okpyxarouleit
cpens! (Mouse, BOJE, BO3AYXe), BKIoYas crnocobHOCTS: K 00pa3oBalHIO ONacHBIX
MeTaboMHTOB.

6.2. Bausiite Ha KavyecTBO H MHIIEBYIO LIEHHOCTh NPOAYKTOB NMHTAaHHA,
BKIIOYAA COJEp)KanHe OCHOBHBIX DJEMEHTOB NHTAHHA arpoXHMHKaTOB
H MX npuMeceii (TsKeble METANNBI, PATHOHYKJIHAB! H DJIEMEHTBI).

6.3. Haumele o coaepkaHHH HHTPaTOB B CENbCKOXO3AiicTBeHHOIT
NPOAYKLHH NpH NPHMEHEHHH a30TcoepKalllHX MHHEPANBHBIX YA0OpeHHit.

6.4. Pexomenmaunu 1o Oe3omacHOMY  XpaHEHHIO, IIepeBO3Ke
1 npuMetenuio. [TpH BHeIpPeHHH HOBBIX TEXHOJOrHI NpHMeHeHHS (BHECEHHS)
arpoXHMHKaTa, a TAKXKe B CIydae HCIMOJB30BAHHA arpOXHMHKATA He H3yYeHHOro
paHee COCTaBa MPOBOAMTCH rMrHeHHueckas OLEHKA YCIOBHIl HX NMPOH3BOACTBA
M npHMeHeHuA (THrHEeHa Tpyaa, THTHeHa OKpyKatoleii cpenn).

6.5. Meps! nepBoii MOMOLIH NPK OTPaBIEHHH.

6.6. Metoas! onpeneneHdA TOKCHYHBIX TpPHMeECEH B arpoxXHMHKaTe
1 00BeKTax OKpyKarouieii cpeas!.

7. DKOTOKCHKOJIOTHUECKAR  XApPaKTEPHCTIIKA  ArpoXHMHKATA
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(nns  arpoxXHMHKAaTOB Ha oOCHOBE OTXOAOB TNPOH3BOACTBA H  CLIPLA
NPHPOAHOTO MPOUCXOKAEHIIS, HAXOASIIErocs B 301ie BOIMOMKIIOIO BIISHIS
BLIOPOCOB MPOMBILITEHNHBIX NIPEANPHSITHIT)?

7.1. HoxneBbie 4epBi: OCTpas TOKCHYHOCTD; cyOneransHele addextsl.

7.2. TlouBeHHBlE  MHKpOOPraHH3MBl:  BRNHSHHE Ha  INPOLECCHI
MHHepaIH3aLiH yIiepoa; BIUSHHE Ha npolecchl TpaHcgopMalui a3oTa.

7.3. BO3MOXXHOCTB 3arpsA3HeHNs OKpYKatoUeH cpensl:

a) No4BeHHEI MOKpoB.

©) NoBepXHOCTHBIE H MPYHTOBEIE BOABI

B) atMocdepHbIii BO3YX.

r) nonesnas dpnopa u dayHa.

INeyats (npH HannvHy)

(bamunus, nums, oTyecTro (NMpH HANHYHK) PYKOBOAUTENS



