O BHeceHun u3MeHeHUMn B npuka3s MuHcenbxo3sa Poccum ot

10.07.2007 Ne 357

Mpuka3 MnHUCTEPCTBA CENbCKOro xo3ancTea Poccuninckon ®enepauum - Ne 386 - o1 24.08.2009 - YTpaTun cuny

Mpuka3 MrHMCTEpPCTBa CeNbCKOro xo3amncTea Poccnnckon depepauum ot 24.08.2009 r. Ne 386 (bronneteHb

HOPMaTUBHbIX aKTOB (hefepasibHbIX OPraHOB UCNOJHUTENbHOW BAacTy oT 2009 r., Ne 42)
MPNKA3

MuHNCTepCTBa CeNbCKOro Xo3ancTea Poccuiickon Pepgepaunmn
oT 24 asrycta 2009 r. N 386

O BHeCeHUn nsMeHeHUn B npukas MuHcenbxosa Poccuun
o1 10.07.2007 N 357

3apeructpupoBaH MuHiocTom Poccum 8 okTabpsa 2009 r.
PernctpauunoHHbii N 14988

B uenax coBepLlUeHCTBOBaHMSA Nopsaka rocylapCTBEHHON perncrpauum
necTULMAOB 1 arpOXMMNKaTOB NPUKa3bIBaIO:

YTBepAnTb npunaraeMole n3MmeHeHUs B MopsLoK rocyAapCTBEHHOM
perncTpaumm necTUUMAOB U ar POXMMNKATOB, YTBEPXKAEHHbIN NPUKa30M
MwuHcenbxo3a Poccum oT 10 niona 2007 r. N 357 (3apernctpmpoBaH
MwuHiocToM Poccum 02.08.2007, pernctpaumoHHbin N 9942; bionneTeHb
HOPMaTUBHLIX aKTOB (hefepasibHbIX OPraHOB NCNOSHUTENbHOW BRacTu, 2007,
N 37).

MuHnCTp E.CKPbIHHUK

MNpunoxeHune

M3IMEHEHNA

B [TopsAAOK roCyfapCTBEHHON perncTpaumm necTmungoB

N arpoOXMMNKATOB, YTBEPXKAEHHbIN Npuka3om MuHcenbxo3a Poccun
ot 10 mona 2007 r. N 357

1. NyHkT 11 Mopsigka nocne csioBa "opraHusaumamm” OMOSHUTb
CnoBaMu "B COOTBETCTBUN CO CPEpPOn MX KOMMETEHLMM B paMKax
perncTpaLmoHHbIX UCMbITAHWUA".

2. NyHKT 12 MNopsfka nocne cnosa "opraHunsaunmn’ LONOJHUTb

C/10BaMun "B COOTBETCTBMM CO CPEPON UX KOMMNETEHLNN B paMKax
pPerncTpaLMoHHbIX UCMbITAHNRA".

3. B ab3aue BTOpoM nyHKTa 14 MNopsaka cnoBa "pekoMeHaauunm no
npUMeHeHn" 3aMeHNTbL C10BaMUN "peKoMeHdaumnm 0 TPaHCMOPTUPOBKE,
NPUMEHEHUN N XpaHeHun", cnosa "3aBepeHHble PerncTpaHToM" 3aMeHNTb
c/ioBamm "yTBepXAeHHble PernctpaHTom".

4. B ab3aue TpeTbeM nyHKTa 14 Mopsiaka coBa "3aBepeHHas
PerncrtpaHToM" 3ameHunTb cnoBaMu "yTBepXXaeHHas PernctpaHTom".

5. A63aL, BocbMOW NyHKTa 14 MNopsgka nocne cnosa "(konuun"
LOMONHUTL CJIoBaMu ", 3aBepeHHble PerncTpaHTom",

6. Ab3aL mecaTbii NyHKTa 14 MNopsagka nocse cnoBa "arpoxmmmkaTa"
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LOMNONHUTL C/I0BaMK ", C YKa3aHWEM CBEJEHUN 0 NecTULMUAe COrnacHo
npunoxeHuio N 1 nnum 06 arpoxvmmkaTe CornacHo npunoxexuto N 2"
7. MyHKT 14 Nopsigka AONOAHUTL ab3auemM ABeHauaTbiM Cnefytowero
CcopepXXaHus:

"3KCNEepTHbIE 3aKJIYEHNS FONOBHbIX OpraHM3aLmin No NPOBEAEeHNI0
(DU3NKO-XNUMUNYECKMX UCTMBITAHUA NecTUumnaa C yKasaHnem ceBeleHunin o
nectuumae cornacHo npunoxeHuto N 1 n ceegeHunn ob arpoxmmukaTe
corsiacHo npuaoxxeHuto N 2.".

8. B ab3aue YyeTBepTOM NyHKTa 21 MNopsfgka CnoBa "pekoMeHaauunin no
NpMMeHeHUo NpenapaTa” 3aMeHUTb C/IoBaMK "peKoMeHAal i o

TPaAHCMOPTUPOBKE, MPUMEHEHNMN 11 XPAHEHWN NECTULUAA WK arpoXuMmKaTa".

9. MyHKT 26 Mopsfka nocsie coB "C ykazaHueMm" JOMN0JIHUTb CJI0BaMM
"CpoKa OencTBUs rocyaapCTBEHHON perncrpaunm n".

10. AB3ay BTOpPON NyHKTa 27 MNMopsaaka NCKYNT.

11. B npunoxeHun N 1 k Mopsgky cnosa "(0TANYMTENBHOE Ha3BaHUe
necTuumpa)" 3aMeHnTb cioBaMu "(HaMMeHoBaHWe necTuumaa)".

12. Papen "A" npunoxeHus N 1 K NopsafKy LOMNOAHUTL MyHKTaMu 8,
9, 10, 11, 12 cnenytowiero cogep>xaHus:

"8. MacnopT 6e3onacHOCTM (A9 NeCTULNAOB OTEYECTBEHHOIO
npoun3BOACTBa), MMCT be3onacHOCTY (AN NecTuumaoB 3apybexHoro
NpPoOun3BOLCTBA)

9. HopMaTuBHas nU/nim TexHn4eckas LOKYyMeHTauus 415 npenapaTtos,
NPOuN3BOANMLIX Ha TeppuTopun Poccninckon degepaunm

10. Pa3pelueHve n3roToBuTeNs npenapaTa NPeacTaBAsTb ero Ans
permctpaumnm (B cnyyae ecnm perncTpaHTOM He SBAsSeTCA caMm
N3roTOBUTESb)

11. Pa3pelleHne perncTpaHTy NpeacTaBadTb M3rotoBuTens (ans
MUKpPOBMonormyecknx npenapaTos)

12. Pernctpauus B Apyrux ctpaHax (Homep perucTpaLmoHHOro
yOOCTOBEPEHNS, AaTa BblAa4vun, chepa 1 periaMeHTbl MpUMeHeHns)".
13. B HaumeHoBaHuu pa3gena "B" npunoxeHna N 1 k MNMopaaky cnosa
" cBOMCTBAM" NCKMOYNTD.

14. NMoanyHKT 2.2 NyHKTa 2 pa3gena "B" npunoxeHus N 1 k Mopsaaky
nocne cnos "(C NaTUHCKUMWN Ha3BaHMAMN)" OOMOAHUTL CIOBaMU

"WNn Ha3HayeHune".

15. Pazgen "C4-1" npunoxeHus N 1 k MopsKy LOMNONHUTL NYHKTOM
12 cnepyouwero cogepxaHus:

"12. MexaHu3M 0eNCTBMS Ha LieneBon obbekT".

16. B pasgene "[02 npunoxenna N 1 k Mopafky ccolsiky "YKasbiBatoTcA
TOM K CTPaHULA 0Cbe, Ha KOTOPbIX NpefcTaBeHbl NepBUYHbIe
MaTepuabl." NCKNIOYUTb.

17. B nyHkTe 1 pa3gena "[O5" npunoxeHnsa N 1 k MNopsgky cnosa

"B COOTBETCTBUM C TpeboBaHNAMY faHHOr0 M0N0XeHNS," NCKYNTD.
18. NognyHkT 1.1.4 nyHKTa 1 noapasgena "E2" paspena "E"
npunoxeHus N 1 k Mopsafky c4uTaTb NoAnyHKTOM 1.1.3 nyHKTa 1
nogpasgfena "E2" pasgena "E" npunoxerHus N 1 k MNMopaaky.

19. MpwunoxxeHne N 2 K NMopsaKy U3N0XnTb B Clegyowen pegakumm:
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(HanmeHoBaHWe, OI'PH opraHmn3aunn-perncTpaHTa,

®. N. O. nHomBmnayanbHOro npeanpuHmmMmaTens-perunctparHta, OrPHAM,

lopnanYecknin agpec, hakTudecknii agpec, TenedoH, gakc, E-mail)

CeepneHuns ob arpoxmMmnkaTe

(yKa3blBaeTCA OTANYUTENIbHOE Ha3BaHME arpoxXnMmnKaTa)
A. OCHOBHblE CBeaeHUS

1. HaumeHoBaHMe arpoxnmmkaTa

2. N3rotoBuTenb (Ha3BaHue, LLPUANYECKNA adpec, haKTUYeCKUin

agpec, TenedoH, dakc)

3. Xumuyeckas rpynna arpoxmMmkaTta. O6iacTb NpUMeHeHNS,
Ha3Ha4YeHue arpoxmMmnkaTa

4. PeKOMeHayeMble persiaMeHTbl NPUMEHEHUS arpoxXnuMmnKaTa:

- HaMMeHOBaHWe KyJbTyp, Ha KOTOPLIX MJIaHUPYETCA UCMOJb30BaHNE;

- CPOKW BHECEHMSA arpoxumMunkaTa;

- HOpMbI (J03bl) U KPAaTHOCTb BHECEHMS;

- TEXHOIOTUSA MPUMEHEHNS N Mepbl 6@30NacHOCTY NpX MPUMEHEHMN

5. MacnopT 6e30nacHOCTK (419 arpOXMMUKATOB OTEYECTBEHHOIO
NMpPoM3BOACTBA) WK AUCT Be30NacHOCTM (AN9 arpoXMMMKaTOB 3apybeXxxHOro
NPOM3BOACTBA), MPOTOKOJIbl UCMBITAHUI NPOAYKLNN

6. PerncTpauma B opyrux ctpaHax (Homep perncTpaumoHHOro
YyAO0CTOBEpPEHMs, AaTa Bblha4yn N CPOK LENCTBUSA, HA3HAYeHNE N perjamMeHThl
NPUMeHeHNs)

7. HopmaTuBHasa u/unm TexHmyeckasa JOKyMeHTauns ons
arpoOXMMMKaTOB OTeYeCTBEHHOr0O NPOM3BOACTBA

(lns arpoxmMMmMKaToB Ha OCHOBE 0CaJKOB CTOYHbIX BOA 1 OTXO40B
NPOM3BOACTBA NPEeACTaBAAETCA TEXHNYECKas AOKYMEHTaUNs Ha 0CaaKu
CTOYHbIX BOA 1 OTX04bl)

b. ObLine cBepgeHus

1. Ka4yeCTBEHHbIN 1 KOJIMYECTBEHHBIN COCTAB arpoxummkaTa (OCHOBHbIE
1 BCMOMOraTeslbHble KOMMOHEHTI - 419 KOMOMHMPOBAHHLIX ar POXNMNKaTOB)
(JonyckaeTcs npuBeLeHMe NokasaTenen Kavectsa 13 Tabamubl
TEXHNYECKNX YC0BUIA)

2. MpenapaTnBHas opMa (BHELWHNA BUA)

3. CopeprkaHme TOKCUYHbBIX M OMacCHbIX BELLEeCTB:

- TSOKENbIX METANNO0B M MbllbSAKa (MF/KM)*: cBUHEL, PTYTb, KagAMUA 1
MbILLbSAK;

- OpraHMyeckKnx coegnmHeHnn (Mr/kr);

- beHs/a/mnpeHa (Mr/kr)**;

- PaONOHYKANA0B eCTECTBEHHOIO N TEXHOIEHHOIO MPOMNCXOXAEHNS
(Bk/kr)

4. Hannyne naToreHHom MUKpodiopkl, B TOM YMCSIE CaslbMOHe T+
(nHpekc)
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5. Hannuyme »n3HecnocobHbIX TMYNHOK N ANL, FeIbMUHTOB ¥
(3K3./Kr)

6. Hannyme UMCT KMLWEYHbIX NaTOreHHbIX NPOCTenwnx*** (3k3./100 r)
7. Hanu4yme ANYMHOK N KYKONOK CUHAHTPOMHBIX MyX*** (3K3./Kr)

8. Cnocob obe3BpexuBaHus (414 HaBo3a, MOMEeTa, 0CafKOB CTOYHbIX
BOA 1 Ap.)

9. Coep>XaHne HUTPATHOro a3oTa N COOTHOLLEHNE OCHOBHbIX
3JIEMEHTOB NUTaHMA: a30Ta, octopa, Kaamsa (419 a3oTcogepxallumnx
ynobpeHnin)

10. CopepxaHue HUTPATHOrO a3oTa M COOTHOLLEHME OCHOBHBbIX
3JIeMEeHTOB NUTaHUA: a30Ta, hocdopa, Kanus

* [1N9 MUHEpanbHbIX YO0OPEeHNA, MENIMOPAHTOB, LIEOSINTOB,

opraHu4yecknx ynobpeHuii Ha oCHoBe Topda, M3BECTHAKOBLIX MaTepnasos,
canponensi, 0CagkoB CTOYHbIX BOA, OTXOL0B MPOMbILLJIEHHOr0 MPOVU3BOACTBA
nnp.

** [115 arpoOXMMMKaTOB Ha OCHOBE OTXO0B MPOM3BOACTBA W Cbipb$
NPUPOLHOr0O NMPONCXOXAEHNS, HAXOAALEroCs B 30HE BO3MOXXHOI0 BJANSHUNS
BbIOPOCOB MPOMBILLAEHHbIX NPEeANPUATUIA, KOTENbHbLIX U T. A.

*kk [N OpraHn4eckux yaobpeHuin Ha OCHOBe HaBO03a, NMOMeTa,

0CaKOB CTO4YHbIX BOA.

B. CBefeHns no oLeHKe 61onornyeckoin 3hPeKTUBHOCTU arpoXnMMKaTa

1. Chepa npumMeHeHNs (CenbCKOX035MCTBEHHOE NPOM3BOACTBO, INYHOE
nopcobHoe x03aiCTBO)

2. KynibTypsl

3. PekomeHAyeMble pernaMeHTbl MPpUMEHEHNS (CPOKMN BHECEHNA
arpoxuMuKaTa, HopMbl (L03bl), CNocob 1 0COBEHHOCTM NPUMEHEHMS,
KPaTHOCTb BHECEHMS)

4. bronornyeckasa sHeKTUBHOCTb

4.1. NabopaTopHble 1 BereTalMOHHbIE OMbIThI

4.2. MNonesble OMbIThbI

5. Pe3ynbTaThl OLeHKN Brnonornyeckon ahheKTUBHOCTM U
6e3o0nacHOCTM B ApYyrmx cTpaHax

. Mukpobuonormyeckme arpoxXmMMmnKaThl.

CBefileHMs 0 COCTaBe U CBOWCTBAX akTUBHOIO MHrpeameHTa

1 NpenapaTnBHOW opMbl (bakTepuanbHbIX, FPUOHBIX,

Ha OCHOBE MPOAYKTOB XU3HEAEATEbHOCTM MUKPOOPraHN3MOB)

I'l. CeoncTBa WTaMMa-npoayLeHTa

1. BuooBoe Ha3BaHMe WTaMMa (1n3onaTa)

2. Homep, Ha3BaHMe WwWTamMma

3. ICTOYHMK BblAENEHNS LWUTaMMa

4. KynbTypanbHO-Mopdonormyeckme n bnoxmMmmyeckme CBOMCTBA,
TeCTbl U KpUTEPUN NAEHTUDUKALMM (yKa3aTb TaKXe OpraHunsaumio,
NPOBOAMBLLYIO NAEHTUDUKALNIO)

5. MaTOreHHoCTb M aHTarOHU3M MO OTHOLLEHNIO K BpeAHOMY 06BbeKTy
6. Cnocob, ycnoBusa 1 COCTaB NUTATENbHbIX CPef ANS XpaHeHUs
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WTamMMa
7. Cnocob, ycnoBus 1 CoOCTaB NMUTaTENbHbIX Cpel A8 Pa3MHOXEHUS
MWKPOOPraHu3MoB. 1719 BUPYCOB U MUKPOCMOPUANIA YKa3blBaeTCs
XapakKTepucTnka CI'IeLI,I/ICbVI‘-IGCKOFO CblpbA 0114 BblpallMBaHUNA

8. Cnocob obHapyXeHnsa MUKpPoopraHm3Ma B MUKPOBHbIX accoumaLmax
OKpY>KatoLLlen cpeabl n bruiomaTepuane

9. MPOAYKT, CUHTE3NPYEMbIV LUTAMMOM (XUMUYECKWIA COCTaB,
CTPYKTYpHasa opMyna, CTabuibHOCTb, METOL OMpPeLeeHNs 0CTaTKOB)

2. XapakTepucTuka npenapaTmMBHON (HOPMbI

1. CocTaB: cogepxaHme LenCTBYIOLWEro Havyala (TUTP XKUBbLIX KNETOK
AN NPOAYKTA UX XXN3HEeLeATeNbHOCTN, TUTP BUPYCHbIX TeneL, BKIIOYEeHWUN),
BCMOMOraTesbHbIX BELWECTB 1 UX Ha3HavyeHne

. ArperaTtHoe cocTosaHue

. CMa4nBaeMoCTb

. Copep>xaHve Bnaru

. Copep>xaHne NOCTOPOHHEN MUKPODIOPEI

. MeTop onpeneneHnsa geNCcTByOLWEro Havyana

. YCNoBMA 1 CPOKN XpaHEHUS

. Cnocob npurotosneHus paboynx pacTBopos

. COBMECTUMOCTb C APYrUMK arpoXnuMmnkKaTamm n NnecTuungamm

O 00 NN O U1 B W N

[. Tokcukosiornyeckas xapaktepucTuka arpoxmMmkaTa
(Kpome NuTaTesIbHbIX FPYHTOB, TOpda, HaBo3a, NMoMeTa)

1. Knacc onacHocTu
2. XapaKTep HeraTMBHOIro BO34EeNCTBNS Ha 3[10POBbE YE0BEKA
3. NOK B Bo3ayxe paboyen 30HbI

E. TurneHnyeckasa xapakTepuctuka arpoxmMmkaTta

1. [laHHble 0 MOBeAEeHNMN arpoxmMmKaTa B 06beKTax OKpy»KatoLLen cpeabl
(moyBe, BOAE, BO34yXe), BKJIOYas CNoCOBHOCTb K 06pa3oBaHM0 OnacHbIX
mMeTabonnToB

2. BnnsHne Ha Ka4yecTBO M NULLLEBYIO LLEHHOCTb NPOAYKTOB NUTaHUS,
BKJ1t0YAsA COAep)KaHWe OCHOBHbIX 3/1EMEHTOB MUTAHNA arpoOXMMUKATOB U UX
npumecen (Tsxenble MeTabl, PaANOHYKANAbLI 1 Ap.)

3. [laHHble 0 cofep>XaHnM HUTPATOB B CE/TIbCKOXO3SNCTBEHHON

NPOAYKLNN NPy MPUMEHEHNM a30TCOAEPKALLNX MUHEPabHbIX ya0bpeHni
4. PekomeHaaumm no 6€30nacHOMY XpaHeHWIo, NEPEBO3KE U

npuMeHeHunto. Mpu BHEAPEHUN HOBbIX TEXHOJIOMNA MPUMEHEHNS (BHECEHNS)
arpoxMMuKaTa, a TakXXe B C/ly4ae NCNONb30BaHUSA arpoOXnMmnKaTa
HeN3y4YeHHOro paHee COCTaBa NPOBOAUTCA MMrMEHNYECKas OLLEeHKa YC10BUIA
NX NPON3BOACTBA M NPUMEHEHUA (FTUrneHa Tpyaa, r’MrmeHa oKpy xatoLen
cpenbl)

5. Mepbl NepBo NOMOLLM NpW OTpaBAEHNN

6. MeToabl onpeaeneHna TOKCUYHbIX MpUMecei B arpoxuMmmnkaTe u
0bbeKTax OKpyXatoLen cpeabl

K. DKOTOKCUKONOrnyecKas XapPaKTePUCTUKa anOXVIMI/IKaTa*
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1. Joxxaesble 4epsu

1.1. OcTpas TOKCMYHOCTb

1.2. CybneTanbHble 3pheKTbl

2. MoYBEHHbIE MUKPOOPraHN3Mbl

2.1. BivsHue Ha npouecchl MUHepaan3aunm yrnepoga
2.2. BnmaHue Ha npouecchl TpaHcopMaLum a3oTa
3. BO3MOXHOCTb 3arpsi3HeHMs OKpYy>KaloLeln cpelbl
3.1. NoYBEHHBIN MOKPOB

3.2. NoBEPXHOCTHbIE U FTPYHTOBLIE BOAbI

3.3. ATMOoChepHbI BO3ayX

3.4. lMonesHas ¢pnopa n hayHa

* [1NA arpoXMMNKATOB Ha OCHOBE OTXO0B NPOU3BOACTBA U ChiPbA
NPUPOAHOI0 NMPOUCXOXAEHUS, HAXOAALLEr0CS B 30HE BO3MOXHOI0 BAUSAHNS

BbIOPOCOB MPOMBILLAEHHbIX NPeLNPUATUNA.

MeyaTb

(®. W. 0. pyKOBOAUTENS OpraHu3aLun-perncTpaHTa
(MIHAMBMAYaNbHOTO NPeAnpPUHUMaTENs-PerncTpaHTa)
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