IMPABUTEJIbCTBO POCCHUMICKOW ®EJIEPAIIMA
IIOCTAHOBJIEHHUE

ot 20 mapta 2018 r. Ne 308

MOCKBA

O BHecenuu n3meHenui B [IpaBuia rocyiapcTrBeHHOH perncTpauuu
OCHOBHOTI'O TE€XHOJIOTHYECKOro 060py10BaAHHS /1JIf1 NPOH3BOACTBA
ITHJ0BOTO CIHPTA

[IpaButenscTBO Poccuiickoi Penepalui noc TAaHOBJA A E T :

YTBepAUTh MNpuiaraemble M3MEHEHHs, KoTopble BHocsTcs B IlpaBuna
rocy1apCTBEHHOH perucTpaldid OCHOBHOIO TEXHOJNOIMYECKOro obopyaoBaHHs
U1 TPOM3BOJACTBA 3THJOBOIO COUPTA, YTBEPXK/IACHHBIE [1OCTAaHOBJIEHHUEM
IlpaButensctBa Poccuiickoii ®@eaepaumd ot 30mas  2017r. Noe 666
"O rocynapcTBeHHOM perucrpauuu OCHOBHOTO TEXHOJIOTU4ECKOro
obopyaoBaHUsi g Ipou3BoAcTBa  ATHioBoro  cnupra"  (Cobpanue
3akoHoAaTenbcTBa Poccuiickot @enepauuu, 2017, Ne 23, ct. 3362).

IIpencenatens IlpaBuTennexy

Poccuiickoit ®enepa Hd.Mensenes
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YTBEPX/JEHDBI

nocraHoByeHKeM [IpaBUTenbcTBa
Poccuiickoit ®enepaunu
ot 20 mapta 2018 r. Ne 308

U3MEHEHHM {4,

KoTopble BHOcsTes B [IpaBuia rocynapeTBeHHOH perucTpaliii 0CHOBHOIO
TeXHOJIOrHYeCKOro o60py10BaHHA AJISl NPOU3BOACTBA 3THJIOBOIO CIIHPTA

1. B nynkrte | crnoBa "(3a HCK/IIOYEHHEM OCHOBHOTI'O TEXHOJOTHYECKOTO
obopynoBaHusl AN TNPOW3BOJACTBA (hapMalleBTUYECKOH CYOCTaHUHM COUpTa
OTUIOBOro  (3TaHosa) C  NPOU3BOJACTBEHHOM  MOLIHOCTBIO  Oouee
4000 nekanuTpoB (Hajsee - OCHOBHOE TexHoJoruyeckoe obopynoBaHue)"
3aMEHUTh CJIOBaMHM ", KOTOpPOE MOJUIEKHUT [OCYAapCTBEHHOH perucrpauqdd B
COOTBETCTBHH CO CTaTbel 14’ ®enepanbHoro 3akoHa 'O rocyaapcTBEHHOM
peryaMpoBaHHU MPOMU3BOJCTBA ¥ 000OpPOTAa ITUNOBOTO CIHUPTA, AlIKOTOJbHOH M

CUpTOCcCOAep X allleid NpoAyKUHH U 00 OorpaHMYeHMH noTpebdieHus (pacnuTus)

a7KOroJIbHOM npoaykuuu" (manmee  COOTBETCTBEHHO -  OCHOBHOE
TexHoyoruieckoe obopynoBanue, MegepanbHblid 3aKoH)".
2. B nyHkre 2:

a) cnoBa "®epepanpHoro 3akoHa "O rocygapCcTBEHHOM peryjHpOBaHUU
MpOU3BOACTBA M  00OpOTAa  JITWIOBOIO  COMPTAa,  AJKOTOJBHOHM M
cngpTocoaepxalled NMpoayKuuu U o6 orpaHHyYeHUM noTpedieHUs (pacnuTvs)
aJIKOTOJILHOM NpoAyKuuu" (1ajiee COOTBETCTBEHHO - JOKYMEHTbI, PDenepasnbHblii
3aKOH)" 3aMeHUTH cJioBaMU "DellepanbHOro 3aKoHa (fanee - JOKyMEHTHI)";

0) 1onoaHUTHL ab3aleM CleIyIOLLErO COACPKAHUS:

"B cnyuyae OTCYTCTBMS NPaBOYCTAHABIMBAIOLIMX JOKYMEHTOB, YKa3aHHbIX
B MOAMYHKTE 3 MyHKTa 2 CTaTbu 14' (DenepanbHOro 3aKoHa, OIMYCKaeTcs
npejcTaBieHHe OpraHu3auueld, HMEIOWEH JIMUEH3HI0 Ha [POU3BOACTBO
THJIOBOTO CIIUPTA WIM JIMUEH3UIO Ha MPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB,
JOKYMEHTOB, TOJATBEPXIAIOIIMX [MPHUHATHE OCHOBHOIO TEXHOJOrM4ECKOro
obopynoBaHus K Oyxraatepckomy yuery.".

3. B nyHkre 9:
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[\

a) mnocjie CcJI0B 'NpeacTaBUTb JOKYMEHTbI" JOMOJHUTHL CJOBaMH
", yKa3aHHble B MyHKTe 2 CTaTbH 14! @enepanbHOro 3aKkoHa,";

0) AoNOMHUTH ab3aleM CIeAYIOLIETO CONEPHKAHUS:

"B ciydae OTCyTCTBHS MPaBOYCTAHABIMBAIOLIMX JOKYMEHTOB, YKA3aHHBIX
B MOANyHKTe 3 myHKTa 2 crathu 14' (egepanbHoro 3akoHa, JOMyCKaeTCs
NpeACTaBJIEHUE OpraHu3alueld, HMMEILEeH JIMLUEH3HI0 Ha MPOU3BOACTBO
3THJIOBOrO CIIMPTA WIIM JIMLIEH3HIO HAa MPOMU3BOACTBO JIEKAPCTBEHHBIX CPE/CTB,
JOKYMEHTOB, MOATBEPXKAAIOLIUX MPUHIATHE OCHOBHOTO TEXHOJOIHYECKOro
o0opynoBaHus k Oyxrantepckomy yuerty.".
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